Jonarox 3

a0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «IIpo nep:xaBny
peecTpauiio (mepepeecTpaiiio) JikapcbKHX
3ac00iB (MeAMYHUX iIMyHOOi0JIOrTYHMX
npenapaTiB) Ta BHeCEHHs 3MiH /10
peecTpauiiiHuX MaTepiajiB Ta BHeCEHHs 3MiH
J0 1ogaTka 2 10 Haka3y MiHicTtepcTBa
0XOpPOHH 310pOB’st YKpainu Bix 08 yepBHs
2023 poky Ne 1037»

Bix 21 yepBHs 2023 poky Ne 1135

MEPEJIIK

JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOTTYHUX MMPEMAPATIB), IIIOJ10 SIKUX BYJIU BHECEHI

3MIHU 10 PEECTPAIIIHMHUX MATEPIAJIIB, IKI BHOCSTBCS 10 TIEPJKABHOI'O PEECTPY JIKAPCBKHX
3ACOBIB YKPAIHHA

Ne

Haszea ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
1. | ABIPTPOH TabneTkn, BKpUTI Mictpan AHnia Pewmegika N1a. Kinp BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/19467/01/02
NniBKOBOKO Kenitan 3MiHu | TUny - 3MiHK 3 akocTi. ADL. peuenmom
obornoHkoto, no 500 MeHepXmeHT BrpobHuuTBO. 3MiHM B npoueci BupobHuuTea
mr, no 10 TabneTok TNimiTen AQI| (He3HayHa 3MiHa y 3aKpUTI YaCTUHI
y bnicTepi, no 6 macTtep-darna Ha ADI) - He3HaYHi 3MiHU Y
GnicTtepis B 3aKpUTIN YacTuHi manctep-cavina Ha ADI
KapTOHHIl kopobui abipaTepoHy aueTarty
2. | ABIPTPOH TabneTkn, BKpUTI Mictpan AHrnisa Pewmegpika Ilta. Kinp BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/19467/01/01
NniBKOBOKO Kenitan 3MiHu | TUny - 3MiHK 3 akocTi. ADL. peuenmom
obonoHkoto, no 250 MeHemkmeHT Bupo6HuuTBO. 3MiHM B Npoueci BUpobHULTBa
mr, no 10 Tabnetok Nimiteq AQDI| (He3HayHa 3MiHa y 3aKpUTIV YaCTWHI
y bnictepi, no 12 macTtep-darna Ha ADI) - He3HaYHi 3MiHU Y
GnicTepis B 3aKpuTIiN YacTuHI MancTep-ganna Ha Ad|
KapTOHHIl kopoOui abipaTepoHy aueTtaTy
3. | ADANTON® Tabnetku no 500 wmr; AT INaTtBis AT "OnanHdpapm" Natsis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es - UA/2785/01/01
no 10 Tabnetok y "OnanHdapm" 3MiHu | TUny - 3MiHM Wwopo peuenma
6nicTepi; no 2 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
Gnictepu B nayui BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHNX
npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiOQNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnsagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
PO3MilLieHHI MacTep-channa cuctemm
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chapmakoHarnsgy) - 3miHa KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuisn: MNpuckoka AHAPIN.
MponoHoBaHa pegakuisi: CaByeHko OMuTpo
CeprinoBud. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
chapmakoHarnsg B YkpaiHi

AIDBAHTAH®

masb 0,1 %, no15r
y Ty6i; no 1 1y6i B
KapTOHHil kopobui

JIEO ®dapma
AIC

Oania

JIEO ®apma
MaHydakTypiHr
Itani CPJ

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3MinHun | TMny - 3MiHK Woao
6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHNX AaHnx
npo cucteMy chapmakoHarnsgy (BBe4eHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
capmakoHarnsgy) 3miHa ynoBHOBaXkeHoi ocobu
3asBHMKa, BiANOBIAanNbHOI 3a hapmakoHarnag.
[Litova pepakuis: Berit Nautrup Andersen.
MponoHoBaKra pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiZNOBIganbHoi 3a papMakoHarnag

3a
peuerimom

UA/0784/04/01

AIIBAHTAH®

kpem 0,1 %; no5r
abo no 15 ry Ty6i;
no 1 Ty6i B

KapTOHHiI kopobui

JIEO dapma
AIC

LaHia

JIEO dapma
MaHyakTypiHr
ITani CPJ1

ITanis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHsa abo 3mMiHn 4o y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHnx Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, SIKLO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiA4noBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsigy). 3miHa yrnosHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
Litoua pegakuisi: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHuX

6e3
peuyenma

UA/0784/01/01
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YMNOBHOBa)EHOI 0CObM 3asiBHMKA,
Bi4NoBiganbHoi 3a dpapMakoHarnsag

AIIEHONPOC
WH

cynosuTopii
pekTanbHi no 150 mr
no 5 cynosutopiis y
Gnictepi; no 2
6nictepu y
KapTOHHIN ynakoBuj

"BioTexHoc"
AT

PymyHis

TOB “dapmanpim”

Pecny6nika
MongoBa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
(BnacHuka peecTpaLiiHOro NocBigYeHHs).
AfMmiHicTpaTuBHa 3MiHa Ha3BM 3asiBHMKA.
HanmeHyBaHHSA 3asBHMKa NpMBEAEHO Y
BigNOBIAHICTb 40 OILiNHMX JOKYMEHTIB. 3MiHK
BHeCeHi B po3ain "3asBHuMK" B iIHCTPYKLitO s
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby y
3B"A3KYy 3 YTOUHEHHAM Ha3BM 3asiBHMKA Ta SIK
Hacnigok - BIANOBIAHI 3MiHW y TEKCTi MapKyBaHHS
yNaKkoBKW fikapcbkoro 3acoby. 3minu | Tuny -
3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3miHu oo
y3aranbHEHNX AaHNX Npo CUCTEMY
tapmakoHarnagy (BBeeHHs yaaranbHeHUxX
OaHWX Npo cuctemy hapMakoHarnsgy, amiHa
yMoBHOBaXeHoi ocobu, BignosiganbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu
3 chapmakoHarnsagy 3asBHuUKa 4N 30iIMCHEHHS
apmakoHarnsaay B YKpaiHi, AKLO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsgy). 3miHa KOHTaKkTHOI ocobu
3asiBHUKA, BiAnNoBiganbHoI 3a hapmakoHarnsag B
YkpaiHi.

Hitoua pepakuisi: Hectepeub Onekcin
MukonanoBuy. lNMponoHoBaHa pefakuis:
BopucoBa Hapis BaneHTuHiBHa. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOT 0Co6U 3asiBHUKA,
BignoBiganeHoi 3a papMakoHarnsag B YkpaiHi.
3miHa HomMepa macTep-anna cuctemm
dapmakoHarnsgy.

3a
peuenmom

He
nionsieae

UA/16035/01/01

A3AKT CMNAI

niodpinizat gna
PO34MHY AnS iH'eKLin
no 100 wmr; 1 donakoH
3 niocpinisaTtom y
KapTOHHiIl kopobui

PP
dapmacbioTika
n3 MNparBeT
Nimiten

IHAisa

CI Akyp Jabc lNer.
T,

IHAis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | TUny - 3miln wWopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHUM y KOPOTKiVi XapakTepucTULLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS
reHepuyYHMX/riopuaHNx/GionoAidbHNX nikapcbkmx
3acobiB nicns BHECEHHS Tiei camoi 3MiHKN Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
Ha[aHHS KOAHWNX HOBMX JAOAATKOBUX AaHWX)
3MiHU BHeCeHi o iHCTPYKLUiT Ans MegnyHoro
3aCTOCYBaHHS fMikapcbKoro 3acoby y posginu

3a
peuerimom

He
nidnsicae

UA/18492/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
"dapmakonoriyHi BnactuBocTi",
"MpoTtunokasaHHs", "Ocobnuei 3axoaun 6esnekn”,
"B3aemogisi 3 iHWMMKM nikapcbkummn 3acobamu Ta
iHWi B1Am B3aemogain”, "OcobnmBocTi
3actocyBaHHs", "3aaTHICTb BINMBATU Ha
LIBUAKICTb peakwii Nnpu kepyBaHHiI
aBTOTPAHCNOPTOM abo iHWMMK MexaHiamamn”,
"Cnoci6 3acTocyBaHHs1 Ta fo3u", "MobivHi
peakuii” 3rigHo 3 iHhopmalieto Woao MeanyHoro
3acTocyBaHHS pedepPeHTHOrO fikapCbKoro
3acoby (Vidaza 25 mg/ml powder for suspension
for injection). BBegeHHs 3MiHM NpOTAroM 6-Tn
MicsLiB Micnsa 3aTBEpPAXEHHS.
8. | ASINEKT Tabnetku no 1 mr; TOB «TeBa Ykpaina BUPOBHWK, AK1IN I13pains/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/13573/01/01
no 10 TabneTtok y YkpaiHa» BigNoBigae 3a Higepnanam 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuernmom
Gnictepi; no 3 BUPOBHMLTBO nikapcbkuii 3aci6. Cuctema
Gnictepn B npoaykTy in bulk, KOHTeWHep/3akynoptoBanbHui 3aci6. 3miHa
KapTOHHil kopobui nepBuHHE napameTpiB cneundikadi Ta/abo gonycTummx
nakyBaHHs1, MeX NePBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
BTOPUHHE 3acoby (AoMoBHEHHSA cneundikaLii HoBUM
nakyBaHHs1, NOKa3HWKOM 3 BiANOBIiAHUM METOA0M
KOHTPO~b cepii, BUNPOOYBaHHS) Ao4aBaHHs o crneumdikawii
BWMNYCK Cepil: Ans antomiHieBoi donbryn 250 mm 6nictepHoi
TeBa yrnakoBKu HOBOro nokasHuka “Foil Thickness” 3
dapmavneBTikan BigMOBIAHMM METOAOM BUNPODYBaHHs Anst
InpacTpis Jitg., BUpobHMYOI ainbHUUi Tea, Kap-Caba;
I13painb; BUPOGHMUK, BHECEHHS pefaKLUinHNX 3MiH. FAKicHUIA Ta
SAKWIA BignoBigae 3a KiNbKICHUI cknag antoMiHieBOi donbriu,
KOHTPOMb Cepii: KpEeCrneHHs Ta iHLWa AOKYMeHTaLis 3anvLualTbes
dPapmaxemi B.B., 6e3 3MiH.
Higepnanau
9. | AKHETPEKC kancynu m'aki no 10 Mera Tainang Mera JlandcaneHcis Tainang BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/16557/01/01
10 mr; no 10 kancyn y TNandcareHcia Mabnik KomnaHi YTOYHEHHS1 peecTpauliiiHoi npoLleaypu B peuenmom
GnicTepi, no 3 Mabnik Nimiten Hakasi Ne 1037 Big 08.06.2023 B npoueci
Gnictepu B Komnani nepepeecTpauii - lNepepeectpauia Ha 5 pokis.
KapTOHHiI kopobui Nimiten

OHoBneHo iHdopmalito B iHCTPyKUii Ans
MeAUYHOro 3aCToCyBaHHS NikapcbKoro
3acoby y posginax: "Oco6nuBocTi
3acTocyBaHHsA", "3acTocyBaHHA y nepioa
BariTHocTi abo rogyBaHHs rpyaat”,
"34aTHiCTb BNNMBATU Ha WBUAKICTb peakuii
npu KepyBaHHi aBTOTpaHCNopToM abo
iHWKMKN MexaHismamu"”, "To6ivHi peakuii”
BianoBigHO Ao iHdopMmaLii Wwoao megMyHoro
3acTocyBaHHSA ped)epeHTHOro nikapcbKoro
3aco6y (POAKKYTAH, kancynu).
MepioanyHiCTb NogaHHs perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku, BiANOBIgHO A0
[Mopsiaky 34iNCHEHHs1 hapmakoHarnsgy,
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHMU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM
3a0poB'sa YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHuMn y NepioguyHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
10. | AKTEMPA® PO34MH Anis iH EKUIN, TOB "Pow YkpaiHa Bupo6HMLTBO HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa" Hepo3dacosaHoi LLisenuapis 3MiHn | TUny - 3miHn 3 akocTi. A®l. KoHTponb peuernmom
nonepegHbo npoaykuii, nepBuHHe A®l. 3miHa y napameTpax cneumndikauin Ta/abo
HanoBHEHMX nakyBaHHs1, OOMNYCTUMKX MEX, BU3HAYEHMX Y crneumdikaLisax

wnpuua (KoxeH
o6’emom 1 mn)y
KapTOHHIl kopobLi 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOIO;
4 nonepeaHbLO
HaMOBHEHMX
wnpuua (KoxeH
o6’emom 1 mn)y
KapTOHHIN kopobu,i 3
MapKyBaHHsIM
aHrnincuKolo,
dpaHuy3bKoto Ta
apabcbkoto MoBamu
3i CTMKEepoMm
YKpaiHCbKOKO MOBOIO

BMNPOOyBaHHSA Ha
CTepunbHICTb Ta
GakTepianbHi
€HAOTOKCUHM:
BeTttep dapma-
PepTuryHr FrmeX i
Ko KT, HimeuyunHa;
BunpobysaHHs Ha
CTepunbHICTb Ta
bakTepianbHi
€©HAOTOKCUHM:
BeTttep dapma-
depTuryHr rMeX i
Ko KT, HimeuuunHa;
Bettep ®apma-
depTuryHr FrMoX i
Ko KT, HimeuuunHa;
BunpobyBaHHs
KOHTPOMIO SKOCTi
(kpim BUNpOBYBaHHS
Ha cTepunbHiCTb Ta
bakTepianbHi
€HAO0TOKCWHM): Pow
dapma Al
Himeyuunha;
BTopuHHe
nakyBaHHs1,
BUNpobyBaHHs
KOHTPOIO SAKOCTI
(kpim BUNpOBYBaHHS
Ha CTepunbHIiCTb Ta
GakTepianbHi
E€HOOTOKCUHM),
BUWMYCK Cepil:
d.XodhdpmaHH-I15
Pow JTa,

Ha A®I, abo BMXiAHUA/MPOMIKHWI
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AdI (3BY)XKEHHS
AONYyCTUMMUX MEX, BU3HAYEHNX Y crieumdikaLii)
BHeceHHs 3MiH 40 maTepianiB peecTpaLiiHoro
[OCbE 3 METOI0 NPUBEAEHHS Y BiAMOBIAHICTE 40
OpuWriHanbHNX JOKYMEHTIB BUPObHUKa, a came -
3BY)XXEHHSA KPUTEPITB NPUAHATHOCTI 4NN
nokasHuka "AKTUBHICTL" 4ns ManbyTHLOI
kBanidikauji ctaHgapTHoro 3paska. HagaHo
HOBWIA BTOPUHHWUI CTaHAAPTHUIA 3ap0O30K ANs
Toumnisymaby IV Ta SC. HoBuiA BTOPUHHMI
cTaHaapTHUiA 3pasok (not SMRA2108)
OTPUMaHO 3 NMikapcbKoi pevoBUHU ToLMNizyMab
naptii 20AB09, BUroToBNEHOI 3a NpoLLecoM
G5U. HapaHo oHoBneHuii po3gin 3.2.S.5
CraHpapTHi 3pa3ku abo npenapatu.
3ateepakeHo: Potency Bioassay: 0.7x 10° -
1.3x10° U/mg
BanponoHosaHo: Potency Bioassay: 0.90x 10° -
1.10x10° U/mg
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LLisenuapis

11.

AllbBYHOPM
20 %

PO34UnH ANS iHDY3IN,
200 r/n, no 50 mn
abo 100 Mn po3yunHy
y dnakoHi, no 1
¢bnakoHy B
KapTOHHiI kopobui

Oxktadapma
dapmaneBTrk
a
MpopaykTioHcre
c. Mm.6.X.

ABcTpis

BMPOGHMUK,
BigNoOBiganbHWM 3a
BUPOGHMLTBO in-
bulk, nepBuHHy
yMakoBKy, KOHTPOIb
AKOCTi, BTOPUHHY
yMakoBKy, BidyanbHa
iHCnekuis,
MapKyBaHHs1, BUMYyCK
cepii: Okrachapma
dapmaneBTuka
[NpoaykTioHcrec.
M.6.X., ABCTpisi;
BUPOBHMK,
BigNOBiganbHUIM 3a
BUPOBHMLTBO in-
bulk, nepBrHHY
ynakoBKy, KOHTPOIb
SKOCTIi, BUNYCK cepii:
OkTahapma Ab,
LLBeuisi; BUPOBHMK,
BiAnoBiganbHWi 3a
BUPOBHMLTBO in-
bulk, nepBnHHY
YMaKoBKY, KOHTPOIb
SIKOCTI, BUMYCK cepii:
Oktadapma,
DdpaHLisi; BUPOOHUK,
BiANoOBiganbHUI 3a
BUPOGHMLTBO in-
bulk, nepBuHHy
ynakoBKy, KOHTPOIb
SIKOCTIi, BUMYCK cepii:
OxTadhapma
MpoaykTioHcrecenw
adt JonunaHg m6X,
HimeuumnHa;
BMPOGHMUK,
BiANoBiganbHUIA 3a
BidyanbHuUn
KOHTpPOIb,
MapKyBaHHs Ta
BTOPWHHY YMaKOBKY:
Okradapma Jeccay
'M6X, HimeyunHa

AscTpis/

Lseuis/

®paHuis/
Himevuunna

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3MinHn | TMNy - 3MiHn 3 sikocTi. ADI.
BnpobHuuTBO. 3MiHM B npoueci BUpobHuUTBa
A®| (He3HayHa 3MiHa y npoLeci BUpobHMLUTBa
ADI)

BBeaeHHs anbTepHaTnBHOro npe-cinbtpa < 0,5
MKM Ha eTani Step 9 nicna onepauii Bulk
Pasterization B npoueci BUpo6HuLTBAa.
PepakuinHi npasku go posginy 3.2.5.2.2

3a
peuerimom

UA/17703/01/01

12.

AllbBYHOPM
20 %

PO34UH ANS iHDY3iN,
200 r/n, no 50 mn
a6o 100 Mn po34unHy

OkTagapma
dapmaueBTrk
a

ABCTpis

BMPOGHMK,
BiANoOBiganbHUIA 3a
BMPOGHMLUTBO in-

ABcTpis/
LBeuis/
PpaHuis/

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:
3MiHu | TUnYy - 3miHK 3 sikocTi. 3miHK go
peecTpauinHOro NoCBiAYeHHS BHACMAOK iHLINX

3a
peuerimom

UA/17703/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
y donakoHi, no 1 MpogykTioHcre bulk, nepBuHHY HimeyunHa perynaTopHux npoueayp. NMM®/BA3® (macTep-
dnakoHy B c. M.6.X. yMaKoBKY, KOHTPOIb dann Ha nnasmy/3aranbHuin ann Ha
KapTOHHIl kopobui SKOCTi, BTOPUHHY BaKUMHHWUIA aHTUreH). BkntoueHHsi HoBOro,
ynakoBKy, BidyarbHa OHOBJeHoro abo 3MiHeHoOro mactep-gainna Ha
iHCnekuis, nnasmy y peectpauinHe AOCbE Ha NikapCbKuii
MapKyBaHHS1, BUMYCK 3aci6 (npoueaypa 2-ro etany ansi NMM®)
cepii: Oktachapma (BKIMOYEHHS OHOBINEHOrO/3MIHEHOTO MacTep-
dapmaueBTvka anna Ha nnasmy, SKWo 3MiHW He BNnuBatTb
[NpopaykTioHcrec. Ha BacTUBOCTi rOTOBOTO flikapcbKkoro 3acoby)
M.6.X., ABCTpisi; BkntoveHHsA oHOBNEHOro mactep-gana Ha
BUPOOBHWK, nnasmy y peectpauinHe AOCbE Ha NikapCbKuii
BianosigansHuiA 3a 3aci6: EMEA/H/PMF/000008/05/AU/025/G.
BUPOBHMLTBO in- 3MiHu | TUny - 3MiHmM 3 siKkocTi. 3MiHK Ao
bulk, nepBuHHy peecTpauinHOro NOCBIAYEHHS BHACIAOK iHLIMX
yMakKoBKY, KOHTPOSb perynaTopHux npoueayp. NMM®/BA3® (macTep-
SKOCTi, BUMNYCK cepii: caiin Ha nna3my/3aranbHui dain Ha
Oxkradapma AB, BaKUMHHWI aHTureH). BknoveHHs HoBOrO,
LLBeuisi; BUPOBHMK, OHOBJeHoro abo 3MiHeHoro mactep-gainna Ha
BignoBsiganbHWin 3a nnasmy y peectpauinHe 40CbE Ha NikapCbKUi
BMPOBHMLTBO in- 3acib (mpoueaypa 2-ro etany ans NV®)
bulk, nepBnHHY (BKINOYEHHSI OHOBINEHOr0/3MIHEHOTO MacTep-
ynakoBKy, KOHTPOIb arina Ha nnasmy, SKWo 3MiHW He BNnuBaTb
SIKOCTIi, BUMYCK cepii: Ha BracTUBOCTi FOTOBOTO fikapcbKkoro 3acoby)
OxTtadhapma, BkntoveHHsA oHOBNEHOro mactep-ganna Ha
dpaHLUisi; BUPOOHUK, nnasmy y peectpauinHe 40CbE Ha NikapCbKUI
BignoBigansbHWi 3a 3aci6: EMEA/H/PMF/000008/05/11/026/G. 3miHu |
BUPOGHMLTBO in- Tuny - 3MiHK 3 siKkoCTi. [OTOBMI NikapCbkui
bulk, nepBuHHy 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
YMNaKoBKY, KOHTPOIlb 3MiHa y meToAax BUNpobyBaHHSA roTOBOro
SIKOCTI, BUMYCK cepii: nikapcbkoro 3acoby (He3HayHa 3MiHa y
Oktadapma 3aTBEpKEHUX MeTogax BUNpobyBaHHs1) 3MiHN B
MpopaykTioHcrecenLu mMeTofi BUNpobyBaHHsi rOTOBOTO NiKapCbKoro
adt JonunaHg m6X, 3acoby 3a NokasHWKOM «AnOMiHIlY, a came
HimeuuunHa; oA NiArOTOBKM 3paska Ta NigroToBku
BUPOBHMK, po3BefieHb
BianoBigansbHWi 3a
Bi3yanbHun
KOHTPOb,
MapKyBaHHs Ta
BTOPUHHY YMaKOBKY:
Oxktadapma [eccay
'M6X, Hime44ymnHa
13. | AIbBYHOPM | po3uuH ans iHdysin, OxkTtadapma ABcTpis BMPOGHMUK, ABcTpis/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a - UA/17703/01/02
25 % 250 r/n no 50 mn dapmaLeBTrK BianosiganbHWi 3a LLseuis/ 3Mminn | TMny - 3miHm 3 sikocTi. ADI. peuenmom
a6o 100 mMn po34uunHy a BUPOGHMLTBO in- ®paHuis/ Bupo6HuuTBO. 3MiHM B NpoLeci BUpobHULTBa
y donakoHi, no 1 MpogykTioHcre bulk, nepBuHHy HimeyunHa AdI| (HesHayHa 3MiHa y npoLeci BUpobHULITBa
dnakoHy B c. m.6.X. YNaKoBKY, KOHTPOIb ADI)

KapTOHHiI kopobui

SIKOCTi, BTOPUHHY
yNakoBKy, BidyanbHa

BBeaeHHs anbTepHaTUBHOroO npe-cinbTpa < 0,5
MKM Ha eTani Step 9 nicnsa onepauii Bulk
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

iHCnekuis,
MapKyBaHHS1, BUMYCK
cepii: Oktachapma
dapmareBTuka
MpopaykTioHcrec.
M.6.X., ABCTpisi;
BUPOBHMK,
BignoBiganbHWi 3a
BUPOBHMLTBO in-
bulk, nepBuHHY
YMaKoBKY, KOHTPOIb
SKOCTi, BUMNYCK cepii:
Oktahapma Ab,
LLiBeuis; BUPOBHMK,
BigNOBiganbHUI 3a
BUPOBHMLTBO in-
bulk, nepBuHHy
ynakoBKy, KOHTPOIb
SKOCTi, BUNYCK cepii:
OxTadhapma,
dpaHLUisi; BUPOOHUK,
BigNOBiganbHUIM 3a
BUPOBHMLTBO in-
bulk, nepBrHHY
ynakoBKy, KOHTPOIb
SIKOCTIi, BUNYCK cepii:
Oktadapma
MpoaykTioHcrecenw
a1 Jonunang m6X,
Himeuumnna;
BMPOGHMUK,
BianoBigansbHWi 3a
Bi3yanbHUn
KOHTPOIb,
MapKyBaHHs Ta
BTOPVHHY YMaKOBKY:
OkTtadapma Jeccay
'm6X, Himeu4ynHa

Pasterization B npoueci Bupo6HuuTBa.
PepakuinHi npasku o posginy 3.2.5.2.2

14.

AllbBYHOPM
25 %

PO34MH Ans iHdY3in,
250 r/n no 50 mn
a6o 100 Mn po3yuHy
y dnakoHi, no 1
drnakoHy B
KapTOHHiI kopobLyi

OxTtadapma
dapmaueBTrk
a
MpogykTioHcre
c. M.6.X.

ABcTpis

BMPOGHMUK,
BiANoBiganbHUIA 3a
BMPOBHMLTBO in-
bulk, nepBuHHy
yNaKoBKY, KOHTPOIb
AKOCTi, BTOPUHHY
ynakoBkKy, BidyanbHa
iHCnekuis,
MapKyBaHHS1, BUNYycK
cepii: Oktacapma
PapmaueBTUka

ABcTpis/

LBeuis/

®paHuis/
HimevuunHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUNYy - 3miHK 3 sikocTi. 3miHK fo
peecTpaLinHOro NOCBIAYEHHS BHACMIAOK iHLLINX
perynsitopHux npoueayp. NMM®/BA3® (mactep-
(hain Ha nnasmy/3aranbHuin ann Ha
BaKUMHHWUIA @aHTUreH). BKnoueHHsi HOBOro,
OHoBreHoro abo 3MiHeHoro MmacTep-caiina Ha
nnasmMy y peectpauiiiHe 4OCb€E Ha NikapCbKkui
3acid (npouenypa 2-ro etany ansi NMIM®)
(BKINIOYEHHS OHOBIIEHOro/3MiHEHOTO MacTep-
hanna Ha nnasmMy, SKLLO 3MiHX He BNAVBaKTb

3a
peuerimom

UA/17703/01/02




9 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
[NpopaykTioHcrec. Ha BacTUBOCTI FOTOBOrO flikapcbKkoro 3acoby)
M.6.X., ABCTpis; BkntoyeHHs1 oHOBMNEHOro mactep-ganna Ha
BUPOBHMK, nnasmy y peectpadiHe 40CbE Ha NikapCbKUN
BianosiganbHWiA 3a 3aci6: EMEA/H/PMF/000008/05/AU/025/G.
BMPOBOHMLTBO in- 3MiHn | TUnYy - 3MiHK 3 AkocTi. 3miHn o
bulk, nepBuHHY peecTpauiiHoro NOCBiAYEHHS BHACNIAOK iHLLMX
yMaKoBKY, KOHTPOSb perynaTopHux npoueayp. NMM®/BA3® (macTep-
SKOCTI, BUNYCK cepii: dann Ha nnasmy/3aranbHuin ann Ha
Oktahapma Ab, BaKUMHHWUIA aHTUreH). BkntoueHHsi HoBOro,
LLseuisi; BUPOBHMK, OHOBJeHoro abo 3MiHeHoOro mactep-gainna Ha
BiANOBiAaNbHWIA 3a nnasmy y peectpauinHe JOCbE Ha NikapCbKuii
BUPOBHMLTBO in- 3aci6 (npoueaypa 2-ro etany ansi NMMo)
bulk, nepBuHHY (BKINOYEHHSI OHOBINEHOr0/3MIHEHOTO MacTep-
YNaKoBKY, KOHTPOIb bavina Ha nnasmy, SKLLO 3MiHX He BNBalTb
SKOCTi, BUNYCK cepii: Ha BracTUBOCTi rOTOBOrO flikapcbkoro 3acoby)
OxTtadhapma, BkntoveHHsa oHOBNEHOro mactep-gaina Ha
PpaHuisi; BUPOOHWMK, nnasmy y peectpauifiHe JOCbE Ha NiKapCbKuii
BianosigansbHWiA 3a 3acio: EMEA/H/PMF/000008/05/11/026/G. 3MmiHu |
BUPOBHMLTBO in- My - 3MiHK 3 AKOCTI. FOTOBMIA NikapCbKuii
bulk, nepBuHHy 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
ynakoBKy, KOHTPOIb 3MiHa y MeTodax BUNpobyBaHHS roTOBOro
SKOCTi, BUNYCK cepii: nikapcbkoro 3acoby (He3HayHa 3MiHa y
OkTtadapma 3aTBEpKEHNX MeToAax BUNpobyBaHHs) 3MiHN B
MpoaykTioHcrecenw MeToAi BunpobyBaHHs FOTOBOro NiKapcbKoro
adT JonunaHg m6X, 3acoby 3a NokasHWKOM «AOMIHINY, a came
HimeuumnHa; LLIOA0 NiArOTOBKM 3pas3ka Ta NigroToBKu
BMPOGHMUK, po3BefeHb
BiANoOBiganbHUI 3a
BidyanbHun
KOHTPOIb,
MapKyBaHHs Ta
BTOPVWHHY YMaKOBKY:
Okrtadapma Jeccay
'm6X, HimewynHa
15. | AlIbBYHOPM | posunH ans iHdysin, Oxkracapma ABCTpis BMPOGHMK, AscTpis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/17703/01/03
5% 50 r/n no 100 mn, dapmaueBTuK BiANoOBiganbHUI 3a Lseuis/ 3MmiHu | TNy - 3miHK 3 sikocTi. ADI. peuenmom
250 mn abo 500 mn a BUPOGHMLTBO in- ®paHuis/ Bupo6HuuTBO. 3MiHM B Npoueci BUpobHULTBa
PO34MHY Y cpriakoHi, MpopykTioHcre bulk, nepBuHHy Himeuunna AQI| (HesHayHa 3MiHa y npoleci BUpobHULTBa
no 1 dnakoHy B c. M.6.X. yMakoBKY, KOHTPOIb ADI)

KapTOHHiIl kopobui

SIKOCTi, BTOPUHHY
yMakoBKy, BidyarbHa
iHCnekuis,
MapKyBaHHs1, BUMYCK
cepii: Okrachapma
dapmaneBTUka
MpogaykTioHcrec.
M.6.X., ABCTpisi;
BMPOGHMUK,
BiANoOBiganbHWI 3a

BBeaeHHs anbTepHaTUBHOroO npe-cinbTpa < 0,5
MKM Ha eTani Step 9 nicns onepauii Bulk
Pasterization B npoueci BupobHuLTBa.
PepakuinHi npasku oo posginy 3.2.5.2.2
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BUPOBHMLTBO in-
bulk, nepBuHHy
yMaKoBKy, KOHTPOIb
SIKOCTIi, BUMYCK cepii:
Okradapma AB,
LLseuisi; BUPOBHMK,
BigNOBiganbHUM 3a
BUPOGHMLTBO in-
bulk, nepBuHHY
yMakoBKy, KOHTPOIb
SKOCTI, BUNYCK cepii:
OxTtadhapma,
dpaHLUisi; BUPOOHUK,
BiAnNoBiganbHWi 3a
BUPOBHMLTBO in-
bulk, nepBnHHY
YMaKOBKY, KOHTPOIb
SKOCTi, BUNYCK cepii:
OxTachapma
MpoaykTioHcrecenLu
adT JonunaHg m6X,
HimeyuumHa;
BUPOBHMK,
BigNOBiganbHUIM 3a
Bi3yanbHWUi
KOHTPOIb,
MapKyBaHHs Ta
BTOPUHHY YMaKOBKY:
Oxtadapma [eccay
'M6X, HimeyunHa

16.

AllbBYHOPM
5%

PO34MH Ans iHdY3in,
50 r/n no 100 mn,
250 mn abo 500 mn
PO34KHY Y PraKoHi,
no 1 cnakoHy B
KapTOHHiI kopobui

OxkTtadapma
dapmaLeBTuk
a
MpogykTioHcre
c. m.6.X.

ABcTpis

BMPOGHMUK,
BianoBigansbHWi 3a
BUPOGHMLTBO in-
bulk, nepBuHHy
yNakoBKY, KOHTPOInb
AKOCTi, BTOPUHHY
ynakoBkKy, BidyanbHa
iHCneKuis,
MapKyBaHHS1, BUNYycK
cepii: Oktacapma
dapmaveBTVKa
MpogaykTioHcrec.
M.6.X., ABCTpis;
BMPOGHMK,
BiANoBiganbHWIA 3a
BUPOGHMLTBO in-
bulk, nepBuHHy
yNaKoBKY, KOHTPOIb
SIKOCTi, BUNYCK cepii:

ABcTpis/

LLBeuis/

®paHuis/
HimevuunHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MmiHun | Tuny - 3MiHuM 3 siKocTi. 3MiHK Ao
peecTpauinHOro NocBiAYeHHS BHACMiAOK iHLWINX
perynsitopHux npoueayp. MM®/BA3® (mactep-
dann Ha nnasmy/3aranbHuin ann Ha
BaKLMHHWIA aHTWUreH). BknioyeHHs HOBOrO,
oHoBreHoro abo 3MiHeHoro MmacTep-caiina Ha
nnasmMy y peectpauiiHie JOCbE Ha NikapCbKui
3acib (npoueaypa 2-ro etany ans NV®)
(BKNIOYEHHS OHOBIIEHOro/3MiHEHOTO MacTep-
bavina Ha nnasmy, SKLLO 3MiHK He BNMBalTb
Ha BNacTWBOCTi rOTOBOTO Nikapcbkoro 3acoby)
BkntoyeHHsi oHOBMEHOro mactep-ganna Ha
nnasmy y peectpauiiHe 4OCbE Ha NiKapCbKui
3aci6: EMEA/H/PMF/000008/05/AU/025/G.
3MiHu | TUny - 3miHK 3 sikocTi. 3miHK ao
peecTpaLinHOro NOCBIAYEHHS BHACMIAOK iHLINX
perynsitopHux npoueayp. MM®/BA3® (mactep-
ainn Ha nnasmy/3aranbHuin ann Ha

3a
peuernmom

UA/17703/01/03




11 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Oktahapma Ab, BaKUMHHWUIA @aHTUreH). BkntouyeHHsi HoBOro,
LLIBeList; BUPOGHMUK, OHoBreHoro abo 3MiHeHoro MacTep-caiina Ha
BignoBiganbHun 3a nnasmy y peectpadiHe 4OCbE Ha NikapCbKUn
BUPOBHMLTBO in- 3aci6 (npoueaypa 2-ro etany ansi NMM®)
bulk, nepBuHHy (BKITIOYEHHS1 OHOBIEHOrO/3MiHEHOTO MacTep-
yMakoBKy, KOHTPOIb darina Ha nnasmy, SKWo 3MiHW He BNnuBaTb
SIKOCTIi, BUNYCK cepii: Ha BNacTWBOCTi FOTOBOrO NikapcbKoro 3acoby)
OkTadapma, BkntoueHHs oHoBrneHoro mactep-danna Ha
dpaHLisi; BUPOOHUK, nnasmy y peectpadiiHe 40CbE Ha NikapCbKUn
BianosigansbHWi 3a 3aci6: EMEA/H/PMF/000008/05/11/026/G. 3miHu |
BMPOBOHMLTBO in- Tnny - 3MiHK 3 SKOCTi. [O0TOBMI NiKapCbKun
bulk, nepBnHHY 3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
ynakoBKy, KOHTPOIb 3MiHa y MeToax BUNpobyBaHHSA roTOBOro
SIKOCTIi, BUMYCK cepii: nikapcbkoro 3acoby (He3HayHa 3MiHa y
OxTachapma 3aTBEPAKEHNX MeToAax BUNpobyBaHHS) 3MiHN B
MpoaykTioHcrecenw MeToAi BunpobyBaHHs rOTOBOro NiKapcbKoro
a1 Jonunang m6X, 3acoby 3a NokasHWKOM «AIIOMiHIl», a came
HimeuuunHa; LoA0 NiAroTOBKM 3paska Ta MiaroToBKW
BMPOGHMUK, po3BefeHb
BiAnoBiganbHWi 3a
Bi3yanbHWUi
KOHTPOIb,
MapKyBaHHs Ta
BTOPUWHHY YMaKOBKY:
Oxtadhapma [deccay
'm6X, Himev4ynHa
17. | AMAHTUH TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: 3a He UA/6991/01/01
NniBKOBOIO YKPAIHA" 3MiHu | TUny - 3miHK 3 skocTi. FoToBUIA peuenmom | nidnsizae

obornoHkoto, no 100
Mmr no 10 TabneTok y
6nicTepi; no 3 abo
no 6 onictepis B
KapTOHHIN navui

nikapcbkuin 3aci6. 3MiHN y BUPOOHMLTBI (iHLUi
3MiHW) BHECEHHS 3MiH 0 peecTpauiiHmX
maTepianis y posginax 3.2.P.3.3, 3.2.P.3.4 Ta
3.2.P.3.5, a came akTyanisauis Ha3BW, o aNHULL
BUMIpY Ta giana3oHun Aeskux napameTpis
npouecy HaHeCeHHsI MOKPUTTS TabneTok, y
3B’A3Ky 3 MOepHi3aLjielo yCTaHOBKM ANs
HaHeCeHHS NOKPUTTS, a Came OHOBIEHHS
anapaTtHOro Ta nporpamHoro 3abeaneyveHHs.
[itoya pepakuis:

MapameTp «TUCK BXIOHOrO NOBITPSI»
Twck BXiAHOro NoBITps, MM.BOA.CT
MponoHoBaHa pepakuis:

MapameTp «Tuck BXiQHOrO NOBITPS»
Twck BXiAHOro NoBITps, MM.BOA.CT
Abo
BuTpaTta BxigHoro nositps, m3/rog
3MiHu | TUnYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwWi 3MiHK) 3miHa dhopmaTy
posginis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5,3.2.P.5.1
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[IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

Ta 3.2.P.8.1. a came NponoHyeTLCS BUAANEHHS 3
posginis “3.2.P.3.3 Onuc Bupo6HMyoro npouecy
Ta KOHTponto BUpobHmuTea”, “3.2.P.3.4
KOHTpOnb KpUTUYHMX eTaniB i NPOMiXKHOT
npoaykuii”, “3.2.P.3.5 Banigauis npouecy ta/abo
1oro ouiHka” iHpopmauii Woao KOHTpornio
roTOBOI NpoAyKLUii y 3B’A3Ky 3 NpMBELAEHHAM O0
dopmaty 3aranbHOro TEXHIYHOrO AOKYMEHTY.
IHcbopMaLLia LLoA0 KOHTPOMO rOTOBOT NPOAYKLi
npveeaeHa y posgini “3.2.P.5.1. Cneumdikauisn”.
B p.3.2.P.8.1. BuganeHo He akTyarnbHy
iHdopMmauito. 3miHn | Tuny - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIrO
nikapcbkoro 3acoby (iHwi 3miHM) 3miHa
OpMyOBaHHS BUMOT A0 NOKa3HUKa
«Po34nHeHHs» Ta onucy TabneTku, a came: -
npuBeaeHHs hopMyroBaHHS BUMOT 0
nokasHuka «Po34mMHEeHHs» BiAMOBIAHO A0
eauHoro chopmarty B KpaiHax peecTtpauii Ta
BUKIIOYEHHS iHGbOopMaLis NO KpUTepiam
NPUAHATHOCTI CTYNEHI0 PO3YMHEHHS MO TPHOM
PIiBHAM, OCKiNbkW Ui BUMOrK onucaHi y 1dY
2.9.3, Ha sike OaeTbCs NOCUIMAHHSA B
crneumdikaLii Ta MmeTogax KOHTPOrHo; - 3 onucy
TabneTok BuganeHo gpasy «3a 30BHILLHIM
BUIMSIAOM MatoTb BignosigaTn Bumoram oY
ctarTa «TabneTkuy, OCKiNbkM BOHA HEMae
iHdopMauinHoro 3micTy. Lis 3miHa Hece nuwe
pefakuinHUm XxapakTep i He CTOCYETbCS 3MiHU
30BHILUHLOrO BUrMAAy Tabnetkn. 3MiHN BHECEHI
B IHCTPYKLUIiO Ansi MEQUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin "Nikapcbka opma"
(ocHOBHI @hi3nKo-xiMiyHi BnacTueocTi). BBeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHM | TMny - 3MiHKM 3 aKocTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo oNyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLwi 3MiHK) 3MiHa
nepiogUYHOCTI KOHTPOJSTIO NMOKa3HUKa
«MikpobionoriyHa YicToTa», a came
NPOBEAEHHST KOHTPOIH B PEXUMI MOHITOPUHTY -
Ha nepLuin cepii B poui i He pifLue, HiX Ha KOXHIn
10-# cepii. 3miHu | TUNY - 3MiHK 3 sIKOCTI.
["oToBMI Nikapcbkui 3aci6. 3MiHM Yy BUPOBHULITBI
(iHWi 3MiHW) yTOYHEHHS iHdpopMmaLii CTOCOBHO

HaHeCeHHs1 HOMepY cepii Ta TepMiHy




13 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
npvaaTHOCTI Ha cTagisx «PacyBaHHA» Ta
«[MakyBaHHs», 10 06YMOBEHO TEXHOMOFYHO
MOXITUBICTIO HAHECEHHSI HOMepY cepii Ta
TepMiHy NpUAaTHOCTI — METOAOM OPYKY B
[OOMOBHEHHSI O METOY HAHECEHHS BiATUCKY,
wo ctocyeTben posginie 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLEecy Ta KOHTPOIO NpoLecy,
3.2.P.3.4. KOHTpOMb KPUTUYHWX CTaAIN i
npomMixHoi npoaykuii, 3.2.P.3.5. Banigauis
npouecy Ta/abo Moro oujiHkKa.
18. | AMBPOKCOIJ1 | po3uuH opanbHuii, TOB «TeBa Ykpaina Mepkne M'm6X, Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes - UA/1853/03/01
-TEBA 7,5 mr/mn, no 40 mn YkpaiHa» Himeyunna 3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA peuenma
abo 100 mny (BupobHuuTBO nikapcbkuii 3aci6. 3miHM y BUPOOGHMLTBI. 3MiHK Y
dnakoHi; no 1 Hepo3dacoBaHoi npoteci BUPOGHMLITBA FOTOBOTO NiKapCbKOro
bnakoHy 3 npoaykuii, nepBnHHa 3aco0by, BKYa4M NPOMKHWUIA NPOAYKT, LLO
npo6koto- Ta BTOpPWHHA 3aCTOCOBYETLCS NPV BUPOBHULITBI rOTOBOrO
KpanenbHuLeto, yMaKoBKa, KOHTPOIb nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoueci
[,03YH040H0 cepii; [Jo3sin Ha BMPOOHMUTBA) BBEAEHHS HOBOrO eTany 4o
CKNAHOYKOO B BUWMNYCK cepii) BUPOGHMYOI Npoueaypu - ETany 3:
Kopoo6ui «MpuroTyBaHHs NonepeaHbLOro PoO3vMHY CONSHOT

KMCIOTK: CrioYaTKy AONMBalOTb YacTUHY
O4YULLIEHOT BOAW B EMHICTb 3 HEPXKaBitoyoi cTani,
npu nepemillyBaHHi 40AAITb XTOPUCTOBOAHEBY
kmucnoty. OpgepxaHuii po3ynH 4o[aloTb B
peakuiiHy EMHICTb Npy NepemMiLlyBaHHi.»
CrabinbHicTb Npouecy BUpobHMLTBa
nikapcbkoro 3acoby NpofAeMoHCTpoBaHa
LUNSIXOM PErynspHOro KOHTPOIO SKOCTI.
3anBHUK NigTBEPAXYE, O HEe Biabynocs O4HUX
3MiH y sikicHoMy abo KinbKicHOMy cknagi
AomMiwok abo pisnko-xiMiYHMX BMNacTUBOCTAX
3. Cneumndikauii M3 Ta npomixHoro
NPOAYKTY 3anuwalTbCs HE3MIHHUMU. YMHHWI Ta
HOBUIA MPOLIECK NPU3BOAUTL A0 OTPUMAHHS
NpPOAYKTY TOTOXHOrO 3a BCiMa acrnekramm sKocTi,
6e3nekn Ta edpekTUBHOCTI. Takox, BBEAEHO
HaCTYMHi pefakuiviHi 3MiHW: - BUNpaBeHHs
ApyKapCcbKOi NOMUIKN Y BUPOGHWYIN chopmyni:
KiNIbKiCTb BOAM OYMLLEHOI Ta 3aranbHa KinbKiCTb
PO34MHY BKasaHi npaBurbHO Ans ob'emy cepii
1000 n Ta 3000 n. - 3mMiHa BU3Ha4YeHHS
KOHTeNnHepa Ans HedacoBaHOro NpPoAyKTY 3
KOHTeWHepa Ans 36epiraHHs piguH 3
HepXaBiloyoi cTani Ha NpUAAaTHUI KOHTeHep
Ans HedpbacoBaHOro NPOAYKTY 3 METOHO
OTpUMaHHs BinbLUOT FHYYKOCTi NpY PO3nuBI; -
npuBeaeHHs hopMyroBaHb Yy BiANOBIAHICTb A0
BuMor GMP, a Takox BUMNpaBeHHs
dopmynoBaHb. B 06ox Bunagkax 3MicT BUknagy




14

[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3annWaeTbCcs HE3MIHHWM; - 3arofioBOK 3MiHEHO 3
" Ambroxol-ratiopharm 7.5" Ha " Ambroxol-HCI
7.5 mg/ml solution (drops)" Ta Ha3By cxemu
BMpobHMUTBA 3MiHeHo 3 " Manufacture of
Ambroxol-ratiopharm 7.5" Ha "Manufacture of
Ambroxol-HCI 7.5 mg/ml Drops". 3asiBHMK
NiATBEPOXKYE, WO 3MiHW, 3anNpOMNOHOBaHI sK
peaakuinHi, He 3MiHIOITb 3MICT BigNOBIAHNX
YaCTUH JOCLE 3a Mexamu obcsry
npeacTaBreHol 3aMiHW, B pamkax sikoi NogarTbes
peaakuinHi 3MiHn
19. | AMBPOKCOIJ1 | nopoluok TOB YkpaiHa FEMA IHgis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - - UA/18451/01/01
Yy (cybeTaHuin) y «OAPMACEN SAPMACBIOTIKATN 3MiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
riAQPOXIIOPU | nonieTnneHoBux » C NBT NTH HaviMeHyBaHHs Ta/abo agpecu 3asBHUKA
i} nakeTax ans (BrnacHuka peecTpaLiiHoro NocBig4YeHHs) 3amiHa
dapmaLeBTUHHOIO appecu 3asiBHUKa
3aCTOCYBaHHA
20. | AMBPOCAH® | Tabnetku no 30 wmr, MPO.MEL.LIC Yecbka MPO.ME[L.LIC Yecbka BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 6e3 - UA/8271/01/01
no 10 Tabnetok y Mpara a.c. Pecnybnik Mpara a.c. Pecny6nika 3MiHn | TUny - 3miHn 3 akocTi. A®l. KoHTponb peuenma
6nictepi; no 2 a A®I. 3miHa y meTogax BunpobyBaHHa ADI abo
Gnictepn y BUXiQHOIO MaTepiany/npoMiHOro
KapTOHHIN kopobLi npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHmuTea AP| (He3HaYHi 3MiHN Y
3aTBEPKEHUX MeToaax BUNPobyBaHHs)
HEe3Ha4Hi 3MiHWN B 3aTBEPAKEHOMY MeTOoSi
BMNpobyBaHHsA BUpobHuka 13 3a nokasHnkom
«KinbkicHe BU3HaYeHHsI» (TUTPYBaHHS)
21. | AMIOAPOH Tabnetkn no 200 wr; AT YkpaiHa AT "KUIBCbKNN YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX maTtepianis: 3a He UA/4514/01/01
no 10 TabneTok y "KUIBCbKUN BITAMIHHAW 3MiHu | TNy - 3MiHK Woao peuenmom | nidnszae
GnicTepi; no 3 BITAMIHHAN 3ABOO" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
6nictepn y nayuj 3 3ABO[O" 3MiHM y KOPOTKiVi XapakTepucTUL,i NnikapCbKoro

KapTOHY

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
ME[MYHOro 3aCTOCYBaHHs
reHepuyYHNX/riopnaHnx/6ionoAibHNX nikapcbkmx
3acobiB nicrsi BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HafaHHS KOAHWX HOBMX J0AATKOBUX AaHMX).
3MiHM BHeceHo [0 [HCTpykuii ona meguyHoro
3aCTOCyBaHHsI NikapCcbKoro 3acoby Ao po3ainis:
"dapmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "Baaemopisa 3 iHLWMMK
nikapcbknuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosu", "Oitn", "MobivHi peakuii" BignosigHo Ao
pedepeHTHOro nikapcbkoro 3acoby KopaapoH®
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB 3 gatu
3aTBEPYKEHHS.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
22. | AMnoguniH TabneTtkn no 5 wmr, KPKA, a.a., CnoBeHis BinnosiganbHuii 3a CnoBeHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/10105/01/01
KPKA no 10 Tabnetok y Hoso mecTo BMPOBOHMLTBO “in 3Mminu | Tvny - 3miln wopo peuenmom | niidnseae
6nictepi, no 3 abo 9 bulk®, nepBuHHy Ta 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
GnictepiB y BTOPUHHY YMaKOBKY, 3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
KapTOHHiI kopobui KOHTPOIb Ta BUMYCK 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKUii Ans
cepii: KPKA, a.4., MeAMYHOro 3acToCcyBaHHS Ha niacrasi
HoBso mecrTo, perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
CnoBeHis nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
BignosiganbHui 3a 3acToCyBaHHSA Nikapcbkoro 3acoby B
KOHTPOIb cepii: nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
KPKA, a.a., Hoso OL|iHKM 3BITY 3 AOCMigXEeHb, NPOBEAEHMX
mecTo, CnoBseHis BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (iHwi 3MiHK) 3MiHM BHECEHO B iHCTPYKLiO
AN MeQUYHOro 3acToCyBaHHS NiKapCbKoro
3acoby Ao po3giny "MepenosyBaHHs" BiANOBiAHO
[0 OHOBIReHOT iHdbopMmaLii Wwoao 6eanekn
3aCTOCYBaHHS Jil040i peYOBMHY 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBeAeHHS 3MiH
npoTsarom 6 MicauiB nicnsa 3aTBEPAXXEHHSA
23. | AMnoguniH Tabnetku no 10 wr, KPKA, a.4., CnoBeHisi BignosiganbHui 3a CnoBeHiga BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/10105/01/02
KPKA no 10 Tabnetok y Hoso mecto BUPOBHMLTBO “in 3MinHn | TMNy - 3MiHK Woao peuenmom nionsieae
Gnictepi, no 3 abo 9 bulk®, nepBuHHYy Ta 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Gnictepis y BTOPUHHY YNaKoBKY, 3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
KapTOHHIl kopobui KOHTPOSb Ta BUMYCK 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
cepii: KPKA, a.4., MEAMYHOro 3acTocyBaHHS Ha niacrasi
Hoso mecrTo, perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
CnoBeHis nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
BignosiganbHui 3a 3acTocyBaHHS NikapcbKoro 3acoby B
KOHTPOMb Cepii: nicnspeecTpauinHuii nepiof, abo sk pedynbtat
KPKA, a.a., HoBo OLiHKM 3BITY 3 AocCnigKeHb, NpOBeAeHUX
mecTo, CnoseHis BiMNOBIAHO 40 MnaHy nefiaTpuyHUX JochigXeHb
(PIP) (iHLwi 3mMiHM) 3MiHVM BHECEHO B iHCTPYKLItO
NSt MEOUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby Ao posainy "lMNepenosysaHHa" BiANoBigHO
[0 OHOBIEHOT iHbopMmaLii Wwoao 6e3neku
3acToCyBaHHS Aito4ol pevoBMHN 3rigHO 3
pekomeHaauieto PRAC. TepmiH BBeAEHHSI 3MiH
npoTsArom 6 MicsUIB Nicns 3aTBEPPKEHHS
24. | AMOKCHUN-K NopoLLOK Ans MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/10656/01/01
po3unHy Ans iH'ekuin | "KuiBmegnpen "KuiBmegnpenapat" 3MiHu | TUnYy - 3miHK 3 sikocTi. FoToBUIA peuenmom
no 1,2 r NopoLuKy y apat" nikapcbkuii 3aci6. Cnuctema

cnakoHi; no 1
cdnakoHy B nadui; no
1,2 1 NOPOLLKY Y
cdnakoHi; no 10
drakoHiB y
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1

KOHTeWHep/3aKkynoptoBanbHuiA 3aci6 (iHWwi 3MiHK)
BUny4YeHHs 3 p. 3.2.P.7. Cuctema koHTelnHep/
3aKyrnoproBanbHWin 3acib HaiMeHyBaHHS dipm-
BUPOGHWKIB NEPBUHHMX NakKyBanbHWX MaTepianis
(cknsiHMX cprakoHiB Ta ryMoBmx Npobok)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
KOHTYPHIN
YapyHKOBIN ynakoBLi
B navuj
25. | AHANDbIH- PO34MH ANS iH'eKLN, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/3222/02/02
OAPHULA 500 mr/mn, no 2 mn "®apmaueBTun "PapmaueBTUYHa 3MiHu | Tuny - AgMiHICTpaTUBHI 3MiHW. peuernmom
B amnyni; no 5 YHa bipma dipma "dapHuuga" Buny4yeHHs BUPOBGHMYOI AinbHMLI (BKIOYaoum
amnyn y KOHTYPHIn "NapHuug" AinbHuui ana A®I, npomixHoro npoaykTy abo

YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKu y navui

roTOBOrO fikapCcbKoro 3acoby, AinbHuLi Ans
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BiANoBiganbHOro 3a BUNYyCK cepin, Micue
NpoBEAEHHS! KOHTPOTO cepil) abo
nocrtavanbHuKa BUXigHOro MaTtepiany, peareHTy
abo JOMOMIDKHOI PEHOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) BUNYYUTN BUPOBHMYY QiNbHULIO 3i
cknagy npenapaty A®| meTamizony HaTpito
(ananbrin), dipmmn Wuhan Wuyao
Pharmaceutical Co., Ltd., China.
3minn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT peqoBUHU (cepTudikat
BigNoBigHOCTI €Bponenchkii hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BUpOGHKKa. MNoaaHo oHOBNEHMI cepTudikaT Bif,
yXe 3aTBepakeHoro BupobHuka Ha Ad|
MeTawmison HaTpito (aHanbriH), BUpobHMLTBa
Shandong Xinhua Pharmaceutical Co., Ltd.,
China, CEP Ne R1-CEP 2001-356-Rev 04 Ha
3amiHy CEP Ne R1-CEP 2001-356-Rev 03.
BignoBigHo oHoBneHo po3ginu 3.2.5.4.1.
Cneuudikauis Ta 3.2.S.4.2. AHaniTuuHi
MeToavkn. 3MiHu | Tuny - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTi €Bponeinchkii
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUNyYeHHs cepTudikarta BiANoBiAHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXiQHOro MaTtepiany/peareHTy/NpOMiXXHOrO
nNpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
ADI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
BiQNoOBigHOCTI E€Bponeichkit hapmakonei) -
OHoBNeHWI cepTudikaT Bifg y>Ke 3aTBEPOAKEHOIO
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BUPOGHMKA. NogaHo OHOBMNEHWU cepTudikaT Big

yXe 3aTBepakeHoro BupobHuka Ha Ad|
MeTamizon HaTpito (aHanbriH), BUPOOHMLTBA
Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
China, CEP Ne R1-CEP 2005-143-Rev 01 Ha
3amiHy CEP Ne R1-CEP 2005-143-Rev 00. Ak
HacnigoK 3MiHW y NePBUHHIN ynakosui ADI
MeTamison Hatpito, BUpobHuuTBa Hebei Jiheng
Pharmaceutical Co., Ltd., China, a came:
npuBeAEHHA po3ainy «Ynakoska» y
BianoBsigHicTb 4o CEP Ne R1-CEP 2005-143-
Rev 01 (YnakoBka BignoBigHoO 4O HOPMaTUBHOI
[oKyMeHTaUii (hipMu-BUpOBHKMKa (B ognHapHMX
abo noaBiNHMX NonNieTUNEeHOBUX NakeTax),
OCHallleHa eTUKETKOH, PO3MILLLEHO Ha
NepBUHHIN Ta/abo BTOPUHHIN ynakosLi). 3MiHu |
Tuny - 3MiHn 3 skocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikata
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®I; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMDKHOT peyvoBuHM (cepTudikat
BigNoBigHOCTI €Bponenchki hapmakonei) -
OHoBneHuin cepTudikar Bif y>ke 3aTBEpOXKEHOIO
BMpOGHWKa. MNogaHo oHoBNeHWN cepTudikaT Bif,
yXe 3aTBepakeHoro BupobHuka Ha Ad|
MeTamison HaTpito (aHanbriH), BUpobHMLTBa
Hebei Jiheng Pharmaceutical Co., Ltd., China
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€Bponelicbkint papmakonei CEP Ne R1-CEP
2005-143-Rev 02 Ha 3amiHy CEP Ne R1-CEP
2005-143-Rev 01. Ak Hacnigok 3amiHMnacs
agpeca Micusi NpoBapKeHHN AiSNbHOCTI Ta
YTOYHEHO Ha3By chipmu BupoGHuka APl (Hebei
Jiheng Pharmaceutical Co., Ltd., China; No. 1,
Weiwu Street Hengshui Industrial Park China —
053 000 Hengshui City, Hebei Province). 3miHu |
Tuny - 3miHn 3 skocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikadi Ta/abo gonyctumumx
MeX, BU3Ha4eHux y cneumdikauisx Ha AdI, abo
BUXIZHWMI/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTBCS Y NpoLeci BUupobHuutea AdI
(BonoBHEHHS cneumikavii HOBUM NOKA3HMKOM

AKOCTi Ta BiAMOBIAHMM METOAOM BUNPOOYBaHHS)

JOMOBHEHO HOBUM MOKa3HUKOM SIKOCTi
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

«bakTepianbHi eHAOTOKCUHMY» BiANOBIAHO 40
BMMOTr 3aranbHoi cTatTi «CybcTanuii ans
capmaLeBTUYHOro 3actocyBaHHsa» APY. 3MiHu |
Tmny - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikadii Ta/abo gonyctummx
MeX, BU3Ha4YeHux y cneumdikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHWIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MpoLieci BUpobHuutea APl
(iHWi 3miHK). CynyTHSA 3MiHa - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BuxigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuutea AdI
(He3HayHi 3MiHW y 3aTBEpIKEHNX MeToAax
BUNPOOYBaHHS) BHOCATLCS HE3HAYHI 3MiHU Ta
pefakuinHi yTouHeHHsa go poaginie: 3.2.5.4.1.
Cneundpikauis Ta 3.2.S.4.2. AHaniTu4Hi
METOAMKM 32 NMOKA3HUKOM SKOCTI
"MikpobionoriyHa ynctoTta". 3miHu | Tuny - 3miHn
3 gkocTi. A®l. KoHtponb A®I. 3miHa y
napameTpax crneundikadi Ta/abo gonycTUMmnx
MeX, BU3Ha4YeHux y cneumdikauisx Ha Adl, abo
BVXiAHUN/NPOMDKHWIA NpOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(iHWi 3miHK). CynyTHSA 3MiHa- 3MiHM 3 SIKOCTi.
A®I. KoHTponb A®I. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHoro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPWCTOBYETLCS Y Mpoueci BupobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNpobyBaHHs) BHeceHo He3HauHi 3MiHK Ta
PeAaKLUinHi YTOYHEHHS, SKi odbopMIIeHi
BigMNOBiAHO 0 MaTepianis gipMu-BMpobHUKa Ta
pekomeHaaui ODY, no posainis: 3.2.5.4.1.
Cneuwndikauisi 3a Tectamm «laeHTudikauisy,
«KuncnoTHicTb abo nyxHicTb», « CynpoBigHi
aoMiwkny», «®opmanbaeria», «3anuLuKoBi
KINbKOCTi OpraHiyHMX po3ymHHUKIBY», 3.2.S.4.2.
AHaniTU4Hi MeToamkn 3a TecTammn
«lpeHTudikauisi», «Cynbgatny», «CynpoBsigHi
OOMILLKU» (BHECEHO YTOYHEHHS [0 NPMAATHOCTI
XpomaTtorpadiyHoi cuctemMu (KinbKocTi
TEOPETUYHMX Tapinok) 3a pesynbtatamu
Banigauii), «3anuLuKoBi KiNbKOCTi OpraHiyHnx
PO34MHHUMKIBY Ta «Popmanbaerig» (4ONoBHEHO
TepMiHaMy NpMAaTHOCTI PO3YMHIB 3a
pesynbTatamu Banigadir).

UA/8459/01/01

26.

AHAINbOUM

cynosuTopii

NAT
"MoHdapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX MaTepianis:

3MiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa

3a

He
nidnsizae

peuernmom

pekTanbHi no 100
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

mr/10 mr; no 5
CynosunTopiis y
cTpuni; No 2 cTpunu
B NauyLi 3 KapToHy

HalMeHyBaHHS Ta/abo agpecu 3asiBHUKA
(BNacHuka peecTpauinHoro NoCBiAYEHHS) -
3miHa agpecu 3asiBHMKa. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuiB nicns 3aTBepmpkeHHs; 3MiHM
| TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
roTOBOIO MiKapCbKOro 3acoby, BKIYaum
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIIO SKOCTI. (QisnbHICTb, 3a AKy Bignosigae
BMPOOHWMK/iMNOpTep, BKMOYaO4M BUMYCK CEpilt) -
3MiHa agpecu Bupob6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHu Micus BUpoOHMUTBa. TepMiH
BBEAEHHS 3MiH NpOTArom 6 MicsiyiB nmicnsi
3aTBepAKeHHs1; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsay) - 3MiHa ynoBHOBaXXEHOT
ocobu 3aaBHMKa, BianoBiganbHoI 3a
dapmakoHarnsg. Oitoya pepakuisi: CoBrupa
Ceprin Ceprinosud. lNponoHoBaHa pepakuis:
MacTtyweHko IHHa BikTopiBHa. 3MiHa KOHTaKTHMX
[OaHuX yNoBHOBaXEHOI 0COOU 3asiBHIMKA,
BignoBiganbHoi 3a hapMakoHarnsag.
3MiHa MicLie3HaxooKeHHs MacTep-daina
cucTeMu cpapmakoHarnsgy. 3miHa micust
3AiNCHEHHS1 OCHOBHOT AjisiNTIbHOCTI 3
dapmakoHarnsgy

27.

AHAIIbOUM

cynosuTopii
pekTanbHi no 250
mr/20 mr; no 5
Cyno3unTopiiB y
cTpwvni; no 2 ctpunu
B NauyLi 3 KapTOHY

MNAT
"MoHdpapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHUKa
(BnacHuWka peecTpauinHoro NocBig4YeHHs) -
3miHa agpecu 3asiBHMKa. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuiB nicns 3aTBepaKeHHs; 3MiHU
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3miHa
HanMeHyBaHHS Ta/abo agpecu Micud
npoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO J1iKapCbKOro 3acoby, BKIo4a4m

3a
peuenmom

He
nionsieae

UA/8459/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

JliKapcbK020

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIIO SKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAKOYM BMMNYCK CEPIN) -
3MiHa agpecu BupobHuka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiH1 MicLs BUPOGHMLUTBA. TepMiH

BBEAEHHS 3MiH NPOTSArom 6 Micsuie nicnsi
3aTBepAKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.

BBepneHHs abo 3MiHM [0 y3aranbHEHUX AaHnx

npo cucteMy apMakoHarnagy (BBe4eHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa ANg 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MmiLLieHHI MacTep-anna cuctemm
tapmakoHarnagy) - 3miHa ynoBHoBa)eHoi
ocobu 3asBHMKA, BianoBiganbHoI 3a
capmakoHarnag. Litova pegakuis: CoBrupa
Ceprint CepriioBuy. MNponoHoBaHa peaakuis:
MacTyweHko IHHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BignosiganeHoi 3a dhapMakoHarnsag.
3MiHa Micue3HaxoOkeHHs MacTep-darina
cuctemu cbapmakoHarnsgy. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy

28.

AHIOYJIOME

OA

NOPOLLIOK ANA
NpUroTyBaHHSA
KOHLeHTpaTy Ans
PO34MHY And
iHdy3in, no 100 wmr;
no 1 dnakoHy B
KapTOHHIN kopobLyi

Anbmepa
dapmacbioTika
nc Al

LLiseviuapi
A

KOHTPOMb SKOCTI:
CinpaH ®apma
C.P.J1., PymyHis;
BUPOHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUNYCK cepii:
Axragic Itani C.n.A.,
ITanis

PymyHis/
ITanis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsgy (BBeeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi# yNnOBHOBaxeHOi ocobu,
BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-thanna cuctemm
capmakoHarnsgy). 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansbHoi 3a
hapmakoHarnsg B YKpaiHi

3a
peuerimom

UA/18490/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

29.

AHY301

cynosuTopii
pekTanbHi; no 5
Cynos3uTopiiB y
cTpwvni; no 2 ctpunu
B nayui 3 KApTOHY

NAT
«MoHdapm»

YkpaiHa

MAT «MoHdapm»

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpaLiiHoro noceigvyeHHs). 3miHa
agpecu 3asBHUKa (BfacHUKa peecTpaLinHoro
noceigyeHHs ). TepMiH BBEAEHHSI 3MiH NPOTAroM
6 micsauiB nicna 3aTBepAXeHHs. 3MiHn | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHSA
Ta/abo agpecu micLa NPoBaKEHHS QisANbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKnoYaum AinbHULI BUNycky cepii abo
MicLie NpoBeAeHHS! KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky Bignosinae
BMPOBHMK/IMNOpTEp, BKIOYaK04M BUMYCK CEPIl).
3miHa agpecu BupobHuka M3 MAT "MoHdapm”,
YkpaiHa, 6e3 3MiHu Micus BUpoOHMUTBa. TepMiH
BBEAEHHS 3MiH NPOTSArom 6 Micsiyis nicns
3aTBepAKEeHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
npo cucteMy chapmakoHarnsgy (BBe4eHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobun
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[Hitoua pepakuisi: Cosrupa Ceprinn CepriioBuy.
MponoHoBaHa pepakuisi: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTAKTHMX OAHUX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micus 3giNcCHeHHs
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy

6e3
peuenma

nidnsicae

UA/7303/01/01

30.

ACKOPYTUH

Tabnetku; no 10
Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2, 5a6o 10
GnictepiB y nayui 3
KapTOHY

NAT
«MoHpapm»

YkpaiHa

MAT «MoHdapm»

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpauinHoro noceigYeHHst). 3miHa
agpecu 3asiBHMKa (BNacHuka peecTpaLiiHoro
noceigyeHHs1). TepmiH BBEAEHHS 3MiH -
npoTarom 6 MicsiLiB Nicns 3aTBEPDKEHHS. 3MiHM
| TMny - AgmiHicTpaTuBHI 3MiHK. 3MiHa

6e3
peuenma

nidnsizae

UA/7706/01/01




Ne

Haszea

®Popma sunycky

3asieHUK
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[IponoBkeHHs 1oaarka 3

n/n

JliKapcbK020
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

31.

ACKO®EH-

Tabnetkn, no 10

AT

HaiMeHyBaHHs Ta/abo agpecu micus

roTOBOIO NMiKapCbKOro 3acoby, BKIYaun
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs

BUPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEPIlt).

YkpaiHa, 6e3 3MiH1 MicLs BUPOGHMLTBA. TepMiH
BBEAEHHS 3MiH - NpOoTArom 6 Micauis nicns
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao

6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 4o y3aranbHEHUX AaHnX
npo cucteMmy dapmMakoHarnsgy (BBe4eHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy). 3MiHa ynoBHoBaXkeHoI 0cobu
3asBHMKa, BiANOBIAanbHOI 3a hapmakoHarnag.
[Hitoya pepakuis: Cosrupa Ceprin CeprivioBuy.
[MponoHoBaHa pepakuis: MNMacTyweHko IHHa
BikTopisHa.
3MiHa KOHTaKTHWUX AaHWUX YNIOBHOBaXEHOi 0cobm
3asBHuKa, BignosiganbHoi 3a hapmMakoHarnsa.
3MiHa Micue3HaxoOkeHHs1 MacTep-darina
cuctemu cbapmakoHarnsgy. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy

NpoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa

KOHTPOIIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae

3miHa agpecu BupobHuka M3 MAT "MoHdapm”,

EKCTPA

Tabnetok y 6nictepi;
no 1 6nictepy B
nayui

"Iy6Hnchapm"

Ykpaina

AT "INy6Hndapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | TUny - 3miHn wWopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTULLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEAMYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sk pesynbtaT
OLiHKM 3BITY 3 AoChigXeHb, NpOBeaeHUX
BigMNOBIAHO 4O MnaHy negiaTpuyHUX JoCHigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO 0

IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS

6e3
peuenma

nidnseae

UA/7541/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

nikapcbkoro 3acoby o posginis "Baaemogisi 3
iHLWMMK nikapcbkumy 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnuBocTi 3acTocyBaHHs" LLOJ0
iHcbopMalii 3 6e3neku git4oi pevoBMHM
napauetamor. BeBegeHHst 3amiH npoTtsirom 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs. CynyTHs 3MmiHa -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
apmakoHarnagy. BHeceHHs abo 3miHa(u) go
3000B'A3aHbL Ta YMOB BuAaYi peecTpauinHoro
NnocBigYeHHs, BKtoYaroun MNnaH ynpaeniHHsS
pusnKkamm (3aCTOCyBaHHS TEKCTY, KNI
NOrOKEHUIA 3 KOMNETEHTHUM OpPraHoMm)
3asiBHUKOM HagaHo oHoBReHun MNnax
ynpasriHHA pu3nkamu Bepcis 1.1
3MiHM BHeceHo [0 YacTuH: || «Cneuundikadis 3
6esnekn» , lll «MnaH 3 dapmakoHarnagy», V"
3axoaum 3 MiHimizauii pusmkis”, VIl «Jogatku» Ha
OCHOBI OHOBNEHOT iHdbopMmaLii 3 6eanekun gitoyoi
peyoBuHN. 3MiHKM | TUNy - 3MiHKM Woao
be3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) 3MiHK BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
A0 po3ginis "3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHS rpyaat” (pegaryBaHHsi B TEKCTI
po3ainy) Ta "Mo6iyHi peakyii” (4ONOBHEHHS
iHdpopmaLii cTocoBHO noBigoMMNEHb NPo NOGiYHi
peakuii). BBeaeHHs1 3miH npoTarom 6-tu micauis
nicnsi 3aTBepAXKEHHS

32.

ACTPIA

TabneTkn, BKpUTI
NniBKOBOO
060n0HKot0, Mo 5 Mr;
no 10 tabnetok y
6nicTepi; no 1
6nicTepy B kopobui

TOB
"ACTPAPAPM

Ykpaina

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL,i NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHSA fikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 AocCnigKeHb, NpOBeAeHUX
BigMNOBIQHO 40 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNETEHTHUM
yNoBHOBaXX€HUM opraHoM) 3MiHW BHECEHi A0
IHCTpyKUiT ANsi MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "lMobivni peakuii”
woao 6e3neku 3acTocyBaHHs NikapCbKoro
3acoby. 3minu | Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHUM y KOPOTKili XapakTepucTuLL NikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans

6e3
peuenma

nidnseae

UA/15979/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

Me[MNYHOro 3aCTOCYBaHHs
reHepuyHUX/ribpnaHmx/6ionoaibHUX nikapcbkux
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye
HafaHHS! )KOAHWNX HOBMX J40AATKOBUX AaHMX)
3MiHM BHECEHO [0 iHCTPYKLiT Anst MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi BUan
B3aemopin", "3actocyBaHHs y Nepioa BariTHOCTI
abo rogyBaHHs rpyaar”, "34aTHicTe BNAMBaTy
Ha LWBKWAKICTb peakuii Npu KepyBaHHi
aBTOTpaHCNopToM abo iHWKMMK MexaHismamn',
"0Oitn", "MobivHi peakuii” BignoBigHO oo
OHOBIEHOI iHbopMaLii pedepeHTHOro
nikapcbkoro 3acoby (Epiyc® TabneTku, BKpUTI
NniBkOBOI OBOMNOHKOIO MO 5 Mr, 3apeecTpoBaHuii
B YKpaiHi)

33.

ATEHATUB
1000 MO

NOpOLLIOK Ta
PO3YMHHUK ANsi
PO34mMHY Ans
iHdy3in, 50 MO/mn;
1 dprakoH 3
nopotukom (1000
MO) Ta 1 cbnakoH 3
pO34MHHUKOM (20
MIT) B KAPTOHHIN
KopoobLi

OkTaapma
dapmaneBTrK
a
[NpoaykTioHcre
c. m.6.X.

ABCTpis

BUPOGHMLTBO Big
nna3mu go in bulk
NpoAyKTy, NepBUHHA
ynakoBska Ta
MapKyBaHHS1
NopoLUKy ANst
pO34nHy Ans
iHdpysin, Bunyck
cepil KiHLeBOoro
NpOAYKTY (nopoLuok
ONs po3ynHy Ansi
iHy3in Ta
PO3YMHHUK):
Oxktagapma AB,
LBeuis
BUNpobyBaHHs
LLIOA0 Bi3yarbHOro
KOHTpOTIO,
nepesipku LinicHOCTI
NS NOpPOLUKY Anst
PO34nHy Ans
iHOy3in,
MapKyBaHHS1,
BTOPWHHE
nakyBaHHs
KIHLLEBOro NpoayKTY
(nopowuok ans
pO34KHyY Ans
iHdpysin Ta
PO3YMHHUK):
Okrtadapma Jeccay

Lseuis/
Himevuunna/
AscTpis/
Icnanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHu Il TMny - 3miHm 3 gxocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(cyTTeBa 3MmiHa y
GionoriyHomy/iMyHoMnoriMHOMY/iMyHOXIMIYHHOMY
mMeTofi BUnpobysaHHst abo meTogij, y skomy
BUKOPUCTOBYETbCS BionoriyHWin peareHT, abo ix
3amiHa, abo GionoriyHoro npenapary
NOPIBHSAHHSA (CTaHA4apTHOro nNpenapary), LWo He
3a3HayveHuin y 3aTBepAXKeHOMY NpOTOKOMi)
3amiHa meToay BMNpobyBaHHs Pyrogen test Ha
Bacterial Endotoxin test y cneundikauii
KiHLeBOro npoaykTty. TepmiH BBe4eHHS 3MiH -
NpOTArom 6 MicAUIB NiCNsA 3aTBEPKEHHS.

3a
peuernmom

UA/17557/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Kpaina
eUPOb6HUKa

BupobHuk

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

'M6X, HimeyunHa
BMNPOOYBaHHS
LLIOA0 Bi3yarnbHOro
KOHTPOSHO,
nepesipKu LiiniCHOCTI
ONs1 NOPOLUKY ANnst
PO34MHY 4nis
iHdpy3in :
OxTachapma
dapmareBTuka
MpogaykTioHcrec.
M.6.X., ABCTpisi
BUPOBHMLTBO
PO3YMHHUKA:
Contochapm
dapmavonTiwe
EpuorirHicce TmM6X,
Himeyunna
BUPOBHMLTBO
PO3YMHHUKA:

b. bpayH Megikan,
C.A., IcnaHis

34.

ATEHATUB
500 MO

NMopoLLOK Ta
PO3YMHHUK ANs
PO34MHyY Ans
iHdysin, 50 MO/mn;
1 donakoH 3
nopotukom (500 MO)
Ta 1 cpnakoH 3
po34mHHUKoM (10
MIT) B KAPTOHHIN
KopobLi

Oktagapma
dapmaneBTrk
a
MpopykTioHcre
c. M.6.X.

ABCTpis

LBeuis/
HimeuuunHa/
AscTpis/
Icnanis

BUPOOHMLTBO Big
nnasmu go in bulk
NpoAyKTy, NepBUHHA
ynakoBka Ta
MapKyBaHHS
NopoLUKy ANst
PO34mMHY Ans
iHOY3in, BUNYCK
cepil KiHLeBOoro
npoaykTy (mopoLuok
ANS po3ynHy Ans
iHy3in Ta
PO3YMHHUK):
Oxrtadapma AB,
LBeuis
BUNpobyBaHHs
o0 BidyanbHOro
KOHTpOTI0,
nepeBipKu LjiniCHOCTI
ANs NOpPOLUKY Ans
pO34nHy Ans
iHdysin,
MapKyBaHHS1,
BTOPWHHE
nakyBaHHs
KIHLIeBOro NpoayKTy
(nopowiok ans

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3minn Il TMny - 3miHm 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHSA roToBOro Nikapcbkoro 3acoby
(cyTTeBa 3miHa y
BionoriyHomy/iMmyHOMoriYHOMY/iMyHOXIMIYHOMY
meToAi BunpobyBaHHa abo meTogi, y skomy
BUKOPUCTOBYETbCS BionoriyHWin peareHT, abo ix
3amiHa, abo BionoriyHoro npenapary
NOPIBHAHHA (CTaHAapTHOro nNpenapary), Wo He
3a3HayveHuin y 3aTBepAXKeHOMY NpOTOKOMi)
3amiHa meToay BunpobyBaHHsa Pyrogen test Ha
Bacterial Endotoxin test y cneumndikauii
KiHLeBOro npoaykTy. TepmiH BBe4eHHS 3MiH -
NpOTArom 6 MicsAUIB NicNsA 3aTBEPIKEHHS.

3a
peuerimom

UA/17557/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
PO34nHy Ans
iHdysin Ta
PO3UYUHHUK):
Oxktachapma [deccay
'm6X, Himeyunna
BUNpoOyBaHHSA
LLLOAO BidyanbHOro
KOHTpOTIo,
nepeBipKu LiniCHOCTI
ANS NOPOLUKY Ans
pO34rHy Ans
iHQY3in :
OxTachapma
dapmaneBTuka
[NpoaykTioHcrec.
M.6.X., ABCTpisi
BMPOBHMLTBO
PO3YMHHMKA:
Contochapm
dapmavonTiwe
Epuorirdicce MM6X,
Hime4yunHa
BMPOBHMLTBO
PO3YMHHUKA:
b. bpayH Megikan,
C.A,, Icnanis
35. | ATOPBACTA | Tabnetku, BKpUTi TOB «TeBa YkpaiHa TeBa ®apma C.J1Y. IcnaHis BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: 3a - UA/16377/01/01
TUH-TEBA NniBKOBOIO YkpaiHa» 3MiHu | TUny - 3MiHu 3 skocTi. CepTudikar peuenmom
obornoHkoto no 10 BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
mr: no 10 TabneTok €Bponelicbkint hapmakonei/MoHorpadii.
y 6nictepi; no 3 abo MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
6, abo 9 bnictepiB y BiAMOBIAHOCTI abo BUy4YeHHs cepTudikata
kopobui; no 15 BigMNoBigHOCTI €Bponenchkin hapmakonei: ans
Tabnetok y 6nictepi; ADI; ans BuxigHoro
no 2 a6o 4, abo 6 marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
GnicTepiB y kopobui BMKOPUCTOBYOTbCS Y BUpobHMUTBI APl; ans
[OOMOMiXHOT pevoBUHU (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BUpOGHKMKa. MNogaHHs OHOBNEHOro cepTudikaTa
BigMoBigHOCTI €Bponencokin dapmakonei R1-
CEP 2010-366-Rev 03 (3atBepaxeHo: R1-CEP
2010-366-Rev 02) ans Oitoyoi pevoBuHU
aTopBacTaTVHy Bif 3aTBEpAXXeHOro BUpobHuKa
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
36. | ATOPBACTA | Tabnetku, BKpUTi TOB «TeBa YkpaiHa Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a - UA/16377/01/04
TUH-TEBA NNiBKOBOIO YkpaiHa» 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat peuenmom
obonoHkoto no 80

BignoBigHocTi/lE-cepTudgikat BignoBigHOCTi
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
mr: no 10 TabneTok €BponeWcbkin dhapmakonei/MoHorpadii.
y GnicTepi; no 3, abo MopaHHs HoBoro abo OHOBIEHOIO cepTudikaTa
9 GnicTepiB y Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
KopobLi Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin thapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMpobHuKa. MoaaHHs oHoBReHoro ceptudikata
BignoBigHocTi €Bponeiichkin dapmakonei R1-
CEP 2010-366-Rev 03 (3atBepgxeHo: R1-CEP
2010-366-Rev 02) ans [itoyoi pevoBunHn
aTopBacTaTWHy Bif 3aTBEPAKEHOro BUpOoOHUKa
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
37. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa Tesa ®apma C.J1Y. IcnaHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/16377/01/02
TUH-TEBA NniBKOBOKO YkpaiHa» 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat peuenmom
obornoHkoto no 20 BignoBigHocTi/E-cepTudikaTt BiANOBIAHOCTI
mr: no 10 TabneTtok €BponeWcbkin dhapmakonei/MoHorpadii.
y 6nicTepi; no 3 abo MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
6, abo 9 bnictepiB y BiAMOBIAHOCTI abo BUy4YeHHsA cepTudikata
kopobui; no 15 BignoBigHOCTI €Bponeichkin dhapmakonei: ons
Tabnetok y Gnictepi; A®Il; onsa BuxigHoro
no 2 a6o 4, abo 6 marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
GnicTepiB y kopobui BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMiXHOT pevoBUHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BUpOGHWMKa. MNogaHHs oHOBNEHOro ceptudikaTa
BignoBigHOCTI €Bponencekin dapmakonei R1-
CEP 2010-366-Rev 03 (3aTtBepaxeHo: R1-CEP
2010-366-Rev 02) ans [itoyoi pevoBuHU
aTopBacTaTVHy Bif 3aTBEPAXEHOro BUpobHUKa
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
38. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa Ykpaina Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/16377/01/03
TUH-TEBA NniBKOBOIO YkpaiHa» 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikar peuenmom

o6onoHkoto no 40
mr: no 10 TabneTok
y 6nicTepi; no 3, abo
9 GnictepiB y
KopobLi

BignoBigHocTi/E-cepTudikat BianoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BigNoBigHOCTI abo BUNyYeHHs cepTugikata
BiNoBIigHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; ans
[OOMOMDXHOT pevoBUHU (cepTudikaT
BigNoBigHOCTI E€Bponerchkit apmakonei) -
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
OHoBREeHWI cepTudikaT Bif, y>Ke 3aTBEpAXEHOro
BMpobHuKa. MoaaHHs oHoBneHoro ceptudikata
BignoBigHoCTI €Bponeichkin dapmakonei R1-
CEP 2010-366-Rev 03 (3atBepgxeHo: R1-CEP
2010-366-Rev 02) ans [itoyoi pevoBunHn
aTopBacTaTWHy Bif 3aTBEPAXXEeHOro BUpobHUKa
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
39. | A®JIASUH® kancynu no 200 mr TOB YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/11171/01/01
no 10 kancyny "BAJTAPTIH DPAPMA" 3MmiHun | TMny - 3MiHuM 3 siKocTi. [oToBMIA peuenma
6nictepi, 3 Gnictepm DAPMA" nikapcbkuit 3aci6. Cuctema
B ynakoBLi KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
MeTofdax BUNpobyBaHHS NePBUHHOT YNaKoBKM
roTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHN Y
MeToAax BunpobyBaHb (BKMoYatoumn 3aMiHy abo
nonaeaHHs))
[O[aBaHHs anbTePHAaTUBHOTO MeToay
BM3HAYEHHS TeCTy «AAresis Apyky» y Metogax
BUNPOOYyBaHHS NepBUHHOI ynakosku 13 donbrn
arnoMiHIEBOI.
40. | AOOUOA Kancynu m'ski no [enbTa Lsenuapi xenTek MNpanset IHAis BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 6es - UA/18381/01/01
EKCNPEC 200 mr; no 10 Megiken a NimiTen 3MiHu | Tuny - 3miHu 3 akocTi. ADI. KoHTponb peuenma
Kancyn M'sakux y MpomoyLuH3 A®I. 3miHa y napameTpax cneundikauin Ta/abo
6nictepi; no 1 abo 2 Al [OMNyCTUMUX MEX, BUSHAYEHMX Y cneuundikauiax

Gnictepu B
KapTOHHIN kopobLyi

Ha A®I, abo BMXiAHUA/MPOMIKHMWI
npoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTea API (iHWi 3MiHK) -
BHeceHHs1 amiH fo p.3.2.S.4.1 Cneundikauis
ans A®l ibynpodeH BupobHmka SOLARA
ACTIVE PHARMA SCIECES LIMITED, IHgis, a
came- 3MiHa 40 Noka3Huka «Po3mip YacTUHOKY.
3rigHo 3aTBepayKeHin cneyundikauii, BUPOGHMK
M3 He NpoBOAMB KOHTPOSb 3a LM MOKa3HUKOM,
a «NepeHoCMB» pe3ynbTaTh KOHTPOSo 3
cepTugikaty sikocti BUpobHuka A®I. 3rigHo oo
3as1BMNeHoi 3MiHW, BUpobHuk M3 byae
NpOBOANTM KOHTPOIb NoKasHuka «Po3mip
4acTUHOK»; 3MiHN | Tuny - 3MiHK 3 skocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWUI/NPOMIXXHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHwWi 3MiHW) - BHeceHHs 3miH o p.3.2.5.4.1
Cneuudikauis gns A®l ibynpodeH BupobHuka
SOLARA ACTIVE PHARMA SCIECES LIMITED,
IHAis , @ came- 3MiHa 10 NoKa3HWKa «3anuLIKOBI
KiNbKOCTi OpraHiYHMX pO34YMHHUKIBY . 3rigHO
3aTBepOKeHi cneundikauii, BUpobHuk M3 He




29 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

NpPOBOAMB KOHTPOSb 3a LM NOKa3HUKOM, a
«NepeHoCcKBy» pesynbTaTh KOHTPOSHo 3
cepTugikaty sikocTi BUpoGHuka AdPI. 3rigHo go
3asBneHol 3miHu, BUpoGHuK M3 Byae
NPOBOAWTU KOHTPOMb MOKa3HWKa «3anuLKoBi
KiNIbKOCTi OpraHivHmMX po34mHHKMKIB» . BUpoBHMK
N3 Buganse i3 po3giny 3.2.S.4.1 Cneumdikauis
PO3YMHHWUK METAHOM Ta KpUTEpIi MPUAHATHOCTI
0N MeTaHony, OCKinbku ans BupodbHuutea M3
BUPOBGHMK BUKOopUCTOBYE iBynpodeH Tuny S250,
npy BUPOBGHMLITBI SIKOTO HE BUKOPUCTOBYETLCS
uen po3YMHHUK; 3MiHK | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y napameTpax
cneundikauiv Ta/abo AoNyCTUMNX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHMIA NpoAyKT/peareHT, Wwo
BVKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3miHK) - BUpobHMka IOL CHEMICALS AND
PHARMACEUTICALS LTD, IHgis, a came- 3amiHa
00 nokasHuka «Po3amip yactnHok». 3rigHo
3aTBepaKeHin cneundikadii, BUpobHuk M3 He
NPOBOAMB KOHTPOSb 3a LM NMOKa3HUKOM, a
«MEepPeHOCUB» pesynbTaTu KOHTPOSo 3
cepTugikaty sikocTi BUpoGHuka AdI. 3rigHo go
3asBneHol 3MiHu, BUpoGHuK M13 6yae
NPOBOAMTU KOHTPOIb Noka3Huka «Po3mip
YacTUHOK»; 3MiHN | Tuny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax
cneundikaiv Ta/abo JonyCTUMNX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHK) - BHeceHHs 3miH o p.3.2.5.4.1
Cneuudikauia gns A®l ibynpodeH BupobHuka
IOL CHEMICALS AND PHARMACEUTICALS
LTD, IHgis , a came- 3miHa 40 NOKa3HMKa
«3anuLKoBi KiNbKOCTi OpraHiYHNX PO3YNHHUKIBY.
3rigHo 3aTBepayKeHin cneuundikauii, BUPOGHMK
['J13 He NpoBOAUB KOHTPOSb 3a LM MOKa3HMKOM,
a «NepeHoCcKBy» pe3ynbTaTh KOHTPOSHO 3
cepTugikaty sikocTi BUpobHuka A®I. 3rigHo go
3asBMneHoi 3MiHW, BUpobHuk M3 byae
NPOBOAUTW KOHTPOSb NMOKa3HUKa «3anuLLKoBi
KiNIbKOCTi OpraHiyHMX PO34YMHHMKIBY; 3MiHu | Tuny
- 3miHu 3 gkocTi. A®Il. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHs A®Il abo BuxiaHoro
marepiany/npoMixXHOro NpoAyKkTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NMpoueci BUpobHuuTea AdD|
(iHWi 3MiHW y MeTogax BUNPobyBaHHS
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[IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

(BKntoyaoum 3amiHy abo gonoBHeHHs1) AP| abo
BVXiAHOro/NpOMIDKHOTO NMPOAYKTY) - BHeceHHs
3MiH 0 p.3.2.S.4.2 AHaniTU4Hi MeToamKM 4ns
Al ibynpodheH BupobHuka IOL CHEMICALS
AND PHARMACEUTICALS LTD, IHgis , a came
- 3MiHa 4o NokasHuka «Po3Mip YacTUHOKY.
3rigHo 3aTBepoKeHin cneuundikadii, BUpobHMK
['T13 He NpoBOAUB KOHTPOSb 3a LM MOKa3HUKOM,
a «nepeHoCcKBy» pe3ynbTaTh KOHTPOJIHO 3
cepTugikaty sikocTi BUpoGHuka AdI. 3rigHo go
3asiBNEHOi 3MiHW, BUpobHuk M3 byae
NPOBOAMTU KOHTPOIb Noka3Huka «Po3mip
YaCTUHOK»; 3MiHM | TMny - 3MiHK 3 sikocTi. AdDI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHS
AdI abo BuxigHoro matepiany/npomMikHoOro
npoayKkTy/peareHTy, LU0 BUKOPUCTOBYETHCH Y
npoueci BupobHmutea API (iHWwi 3miHW y
MeToax BUNpobyBaHHS (BKIHOYAKUM 3aMiHy
abo gonoBHeHHs1) AD| abo
BVXiAHOro/NpOMIDKHOTO MPOAYKTY) - BHeceHHs
3MiH 0o p.3.2.S.4.2 AHaniTU4Hi MeToamkm ons
Aol ibynpodeH BupobHuka IOL CHEMICALS
AND PHARMACEUTICALS LTD, IHais , a came-
3MiHa [0 nokasHuKa «3arnuLKOBI KifbKOCTi
OpraHiYHMX PO3YMHHUMKIB». 3rifHO 3aTBEPMAKEHIN
cneuudikauii, BUpobHuk 113 He nposBoamB
KOHTPOIb 3a LM MOKa3HUKOM, a «NepeHOCUB»
pe3ynbTaTh KOHTPOO 3 cepTudikaTty sAKoCTi
BUpobHMKa A®PI. 3rigHo 0O 3as8BNEHOT 3MiHM,
BUpOGHWK [T13 Byae NnpoBoaWTY KOHTPOIb
nokasHuka «3anuLLUKoBi KinbKOCTi opraHivyHux
PO34YMHHUKIB» . 38 METOAMKY BUNPOOYBaHHS
BMPOGHUK 113 B35IB MeTOoAWKy Big ApYroro
3aTBepakeHoro BupobHuka A®l SOLARA
ACTIVE PHARMA SCIECES LIMITED; 3minu |
Tuny - 3miHn 3 akocTi. A®I. KoHTponb ADI. 3miHa
y MeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMiXXHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y npoueci BMpobHuuTea Ad|
(iHwWi 3MiHKM y MeTogax BUNpobyBaHHS
(Bkrtoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOro/NPOMIDKHOTO MPOAYKTY) - BHeceHHs
3MiH 80 p.3.2.S.4.2 AHaniTuuHi meToauku ons
A®| ibynpodpeH BupobHmnka SOLARA ACTIVE
PHARMA SCIECES LIMITED, Ingisi, a came -
3MiHa [0 noka3Huka «Po3Mip YyacTuHoky. 3rigHo
3aTBepKeHin cneundikadii, BUpobHuk 13 He
NPOBOAVB KOHTPOIb 3a LM MOKa3HUKOM, a
«MEpPEHOCUBY pe3ynbTaTu KOHTPOIHO 3
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

cepTugikaty sikocTi BUpoGHuka A®I. 3rigHo go
3asiBNeHOi 3MiHW, BUpobHuk M3 byae
NPOBOAMTU KOHTPOIb Noka3Huka «Po3mip
YaCTUHOK»; 3MiHM | TMNy - 3MiHK 3 sikocTi. AdDI.
KoHTponb A®l. 3MiHa y MmeTogax BuNpobyBaHHsi
A®I abo BMxiaHOro MaTepiany/npomixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHuuTBa AP (iHLWi 3MiHK Y
MeToAax BUNpobyBaHHS (BKIHOYAKUM 3aMiHy
abo pgonoBHeHHs1) AD| abo
BVXiAHOro/NpOMIDKHOTO NMPOAYKTY) - BHeceHHs
3MiH 0 p.3.2.S.4.2 AHaniTM4Hi MeToamkm ons
Aol ibynpodeH BnpobHmka SOLARA ACTIVE
PHARMA SCIECES LIMITED, IHgisi , a came-
3MiHa [0 nokasHuKa «3anuLKOBI KifbKOCTI
OpraHiYHMX PO34MHHKMKIB». 3rifHO 3aTBEPAKEHIN
cneuudikauii, BUpobHuk 113 He nposBoams
KOHTPOIb 3a LM MOKa3HUKOM, a «NepeHOCUB»
pesynbTaTh KOHTPONO 3 cepTudikaTy sSKOCTi
BUpobHuKa A®PI. 3rigHo 40 3assBNEHOT 3MiHU,
BUpoGHWK 13 Byae npoBoANTU KOHTPOSb
nokasHuKa «3anuLLKOBI KifTbKOCTi OpraHiYHux
PO34MHHUKIB»; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BignoBigHOCTI €Bponeiichbkin
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevickkin apmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMixXHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BigNoBigHOCTI €Bponerchki hapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOKEHOrO
BUpobHMKa - MNoaaHHs oHoBNEHOro ceptudpikara
BigNOBIQHOCTI €Bponewichbki hapmakonei ans
A®I ibynpocpeHy R1-CEP 2008-316-Rev 03
(nonepepnHs Bepcis R1-CEP 2008-316-Rev 02)
Bif] BXXe 3aTBEepaKeHoro BupobHuka IOL
CHEMICALS AND PHARMACEUTICALS LTD,
IHgis; 3miHum | Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BiNOBIgHOCTI abo BUnNy4eHHs ceptudikara
BiQNOBigHOCTI €Bponeickkin hapmakonei: ans
A®l; ansa suxigHoro
marepiany/peareHTy/NPOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBi A®l; ansi




Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3asieHUK

Kpaina

BupobHuk
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Kpaina

[IponoBkeHHs 1oaarka 3

3acoby

ynakoeka)

3asieHUKa

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu

eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o

41.

BAMNPE

Kancynu no 75 wmr,
no 10 kancyny

leTepo Nab3

IHAisa

[eTepo J1ab3

IHAis

[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -

BigMNOBIQHOCTI €Bponewchbkin hapmakonei ans
Al ibynpocheHy R1-CEP 2008-316-Rev 04
(nonepegHs Bepcia R1-CEP 2008-316-Rev 03)
Bif BXXe 3aTBEpaKeHOro BupoGHuka IOL
CHEMICALS AND PHARMACEUTICALS LTD,
IHgis; 3miHm | TMny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHocTi abo Buny4veHHs ceptugikara
BignoBigHoOCTI €Bponeichkin dhapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BUpo6HMKa - MNoaaHHs oHoBreHoro ceptudikara
BiNOBIQHOCTI €Bponewchbki hapmakonei ans
Aol ibynpodeHy R1-CEP 2008-316-Rev 05
(nonepepnHs Bepcis R1-CEP 2008-316-Rev 04)
B[] BXXe 3aTBEepaKeHoro BupobHuka IOL
CHEMICALS AND PHARMACEUTICALS LTD,
IHgisa

OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BMpo6HMKa - MNoaaHHs oHoBreHoro ceptudikara

noceid4yeHHs

42.

BAMNPE

6nicTepi; no 3
Gnictepn y
KapTOHHiI kopobui

kancynu no 150 mr,

Nimiten

[eTepo [1a63

IHOisa

Nimiten

eTepo J1a63

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHs Ha niacTasi

perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHSA fikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 AocCnigKeHb, NpOBeAeHUX
BigMNOBIQHO 40 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNETEHTHUM
YNOBHOBA)XEHUM OPraHoMm).
3MiHU BHECEHO [0 IHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"Mo6iyHi peakuii" BigNoBiAHO JO OHOBREHOT
iHpopmalii 3 6e3neku Aito4oi peHOBUHM.
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS!

IHAis

3a
peuerimom

He
nidnsicae

UA/19101/01/01

BHECEHHS 3MiH [0 peecTpauiHMX MaTepianis:

3a

He

UA/19101/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

no 10 kancyny
GnicTepi; no 3
Gnictepn y
KapTOHHIl kopobui

TimiTeq

Nimiten

3MiHu | TMnYy - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynspHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS Nnikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHMX
BigMNOBIQHO 4O MnaHy nejiaTpuyHuX AoChigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBa)XEHUM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3again
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdpopmauii 3 6e3nekn Ailo4oi peHOBUHM.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEpPOKEHHS

peuerimom

nidnsicae

43.

BAMNPE

kancynu no 300 mr,
no 10 kancyny
Gnictepi; no 3
Gnictepn y
KapTOHHIl kopobui

[eTepo 1ab3
TimiTen

IHaisa

[eTepo J1ab3
Nimiten

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeON4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 AocCnigKeHb, NpOBeAeHUX
Bi4MNOBIAHO A0 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVIM OpraHom).
3MiHU BHECEeHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
"MobiyHi peakuii" BigNoBigHO JO OHOBREHOT
iHpopmalLii 3 6e3neku Aio4oi peYoBUHM.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpPOKEHHS

3a
peuerimom

He
nidnsicae

UA/19101/01/03

44,

BA®A3O0N

NOpOLLIOK
(cybeTaHuis) y
nakeTax noaBiiHUX
i3 nniBkK
nonieTuneHoBoi Ans
apmaLeBTUYHOIO
3acToCcyBaHHS

TosapucTBo 3
00AaTKOBOK
BiAgnoBiganbHi
CTIo
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[04aTKOBOK
BignoBiganbHiCcTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TNy - 3miHm 3 skocTi. AdI.
Bupo6HuuTBO. 3MiHM B NpoLeci BUpobHULTBa
ADI (iHwi 3mMiHn) BBeaeHHst anbTepHaTUBHOMO
BUPOBHMKa BUXiZAHOT CUPOBUHY , LLIO
BMKOPUCTOBYETbLCS Y BUPOGHUYOMY npoueci AdI,
5-eTokcu-2-(2-mopdopiH-4-in-etun) Tio)-1H-
6eHnsimigasony gurigpoxnopug) AT"GRINDEKS",
INaTBisi go Bxe 3aTBEpAXeHoro BupobHuka TOB
"XBOIM", Ykpaina. 3minu | Tvny - 3miHuM 3 sikocTi.

UA/18760/01/01
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Homep
peecmpauiliHo2o
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ADI. BupobHuuTBo. 3miHa po3mipy cepii
(Bkntovatoun gianazoHun) APl abo NpomiKHOro
NpPOAyKTY, SK1IA 3aCTOCOBYETLCH Y MPOLECI
BUpobHMuTBa ADI (iHWi 3miHWM) BBeaeHHs
anbTepHaTMBHOIO PO3Mipy Cepil, 3aTBEPAKEHO:
OuikyBaHWIM po3mip cTaHgapTHOI cepii
cTtaHoBUTb (12,0 + 2,0) Kr; anbTepHaTUBHI
po3mipu cepii ctaHoBnATb (2+ 0,5) kr Ta (19,0
2,0) kr 3anponoHoBaHo: O4ikyBaHWIn po3mip
CcTaHOapTHOI cepii ctaHoBUTb (4,0 + 2,0) kr;
anbTepHaTVBHI PO3Mipu cepii CTaHOBNATDL (2t
0,5) kr, (8,0 £ 2,0) kr, (12,0 + 2,0), (19,04 2,0) kr

45,

BEJNNIAPA®

TabneTkn, BKPUTI
NniBKOBOKO
060snoHKoH, 2
mr/0,03 wmr; no 21
Tabnetui y bnicrepi;
no 1 abo 3 Gnictepu
Y KapTOHHIN
yrnakoBLi

BAT "T'epeoH
PixTep"

YropwmHa

BAT "TepeoH
PixTep"

YropwuHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TMny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) 3MiHK BHeceHo Jo IHCTpykuii ans
MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
0o posginie "OcobnueocTi 3acTocyBaHHs",
"MoGiyHi peakuii" (BignosigHo 0o pekomeHaauii
PRAC EMA), "Cnocib 3acTtocyBaHHsi Ta 4o3n",
"0itn" (pegaroBaHi hopmynioBaHHs 6e3
akTU4YHOI 3MiHK iHdopMauii) BBegeHHs 3MiH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
3MminHn | TMny - 3MiHK Wopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa(n) y KOpOTKiVi XapakTepucTUL, NikapcbKoro
3acoby, TeKCTi MapkyBaHHs1 abo iHCTpYKLiT Ans
MEAMNYHOrO 3aCTOCYBaHHSI Ans NikapcbKoro
3acoby, niueH3oBaHoro y €C 3a npoueaypoto
B3aEMHOrO BM3HaHHsI (NikapcbKkuii 3acib He
BXOAMWTb A0 cdhepw Ail npoueaypy B3aEMHOrO
BU3HaHHS, ane 3MiHa BHOCUTBLCS K pe3ynbTat
npoueaypv i Bif BnacHMKa TOProsoi NiueHsii He
BMMaraeTbCsl Ha4aHHs XOOHUX HOBUX
[0OaTKOBUX AaHNX) 3MiHM BHECEHO A0
IHCTpyKUiT ANS MEANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasanHs", "OcobnueocTi
3acTocyBaHHA" BiANoBigHO A0 iHhopmaLii 3
6e3neku fito4oi pe4oBUHMU, L0 BHOCUTLCS 3a
npoLeayporo B3AEMHOIO BU3HaHHS.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEpPAKEHHS. 3MiHuM | Tuny - 3MiHK Wono
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peuernmom

He
nionsieae

UA/2059/01/01




35 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3acTocyBaHHS NnikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (iHwwi 3MiHK) 3MiHM BHeceHo Ao IHCTpyKuii
ANsi MEQUYHOTO 3aCTOCYBaHHS fikapCbKoro
3acoby Ao posginis "lMpoTunokasaHHsA",
"B3aemogis 3 iHWKMK nikapcbkumn 3acobamm Ta
iHWi BAn B3aemogain", "OcobnmBocTi
3acTocyBaHHs" BignoBiaHO OO pekomeHaauji
PRAC EMA. BeegeHHs 3MiH NpoTsArom 6-tu
MicsaUiB Nicnsa 3aTBepAXeHHSA
46. | BEHE®IKC niodpinisat gns Mdparzep CLWA BUPOBHMLTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/16134/01/03
PO3YMHY AN iH’EKUiN Eny.Ci.Mi. nioginizaty 3a Himeuunna/ 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI peuernmom
no 1000 MO; 1 KopropenLuH NOBHUM LIMKITOM; CWA nikapcbkuii 3aci6. (iHwWi 3MiHK) - OHOBMEHHS p.
bnakoH 3 KOHTPOSb AKOCTI 3.2.P.7. Cuctema KoHTeNHep/3aKynopoBasnbHUi
niodinizatom, 1 PO34MHHYMKA (KpiM 3acib, a came BuUNpaBrieHHs agpecu
nonepeaHL0 Tecty "Cuna TepTsa nocravarnbHuka 3ibpaHoro npuctpoto (Syringe

HanoBHEHWIA LLNpUL,
3 PO3YMHHMKOM
(0,234 % po3uunH
HaTpito xnopuay y
BOAi ANs iH’ekuin) no
5wmn, 1 agantep
onsa cdpnakony, 1
cuctemy ans
iHOy3ii, 2 TaMnoHn
3i cnvupTom, 1
nnactup, 1 mapnesy
NoAyLLEYKy
BKNagawTb y
KapTOHHY KOpOOKy

nopLuHsa");
nakyBaHHs1
PO34MHHWKKa y Habip;
KOHTPOMb AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUNyck Habopy;
BignoBigansbHWi 3a
BUMYyCK cepii: BaeT
dapma C.A,,
Icnanis;
anbTepHaTMBHa
nabopartopis ans
TECTyBaHHS
npenapaty 3a
NMOKa3HWKOM
«CTepunbHicTb»:
Biollab, C.11.,
IcnaHis;
BMPOGHMLITBO Ta
KOHTPOMb AKOCTI
PO34MHHWMKa (Kpim
TecTiB "Cvna ans
no4aTKoBOrO 3CyBY
nopwHs", "Cuna
TepTH nopHs",
"[ocnimKeHHs
repmeTuyHocTi"):
Betep ®apma-
®epTuryHr F'moX &
Ko. KT, Hime4wuuHa;

Closure) 3aTBepmkeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHosaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3MiHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
Cunctema KoHTenHep/3akynoptoBanbHUiA 3aci6.
3miHa dopmun abo po3mipy KOHTEVHEpPa Y
3aKynoproBanbHOro 3acoby (nepBuHHOI
ynakoBKW) (CTepurbHi Nikapcbki 3acobm) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came OHOBINEHHS
KpecneHHs Ta cneuudikauii npobku nopLuHs ans
rotoBoro npenapaty beHedikc, nioginisaty Ta
PO3YMHHUKY ANS PO3YMHY ANS iH'EKLiN:
3oBHiLLHIN giameTp nameni (Mm) Big 12,6 £0,25
(12,35 po 12,85) po 12,55 +0,15 (12,40 go
12,60); BHyTpiwHin giametp nameni (Mm) Big
1140,25 (10,75 po 11,25) go 10,95 +0,15 (10,80
0o 11,10); 3aranbHa goBxuHa (MMm) Big 8,5
+0,35 (8,15 po 8,85) no 8,5 +0,25 (8,25 po
8,75); 3MinHu | Tuny - 3miHn 3 sikocTi. MoToBMNI
nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHWiA 3acit. 3MiHa
dopmu abo po3mipy KOHTENHEPA YK
3aKynoptoBanbHoro 3acoby (nepBuUHHOI
YMakoBKM) (CTepUnbHi nikapcbki 3acobu) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBasnbHWI 3acib, a came OHOBAEHHS




36 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BMPOGHMLTBO Ta KpecneHHs Ta cneuudikauii wnpvua ans
KOHTPOMb SKOCTI roTOBOro NPOAYKTY, Miodpinisaty NopoLuKy Ta
PO34YMHHMKA (KpiM PO3YMHHMKA A5st PO3YMHY ANS iH eKLin:
TecTiB "Cuna ans
no4aTKoOBOrO 3CyBY

nopwHs", "Cuna
TepTa nopHa",
"[ocnimKeHHs
repMeTU4HoCTI"):
Betep ®apma-
®epTuryHr FrmeX &
Ko. KI', HimewunHa;
Bi3yanbHWUi
KOHTPOIb, KOHTPOIb
SIKOCTi PO34YMHHUKA
(kpim TecTiB "Cuna
NSt NOY4aTKOBOro
3CyBY NOpLUHSA",
"Cuna TepTs
nopLuHs",
"[locnigpkeHHs
repMeTu4HoCTi"):
Betep ®apma-
depTuryHr F'mMoX &
Ko.KI", HimevuuHa;
BidyanbHun
KOHTPOb, KOHTPOIb
SIKOCTi PO34YMHHUKA
(nvwe Tectn "Cuna
st No4aTKOBOro
3CyBY NopLuUHA",
"Cuna TepTs
nopLuHs",
"[locnigpkeHHs
repmeTuyHocTi"):
Betep ®apma-
PepTuryHr NrmoX &
Ko.KTI, HimeuyunHa;
KOHTPOMb SIKOCTI
PO34YMHHWMKA (KpiM
TecTiB "Cuna ans
noYyaTKOBOIO 3CyBY
nopwHs", "Cuna
TepTH nopHs",
"[ocnimKeHHs
repmeTuyHocTi"):
Baet bio®apma
niBixH o Baet

dapmaceyTukanc

3aranbHa goexuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) oo 80+1 (79 po 81); 3oBHiLLHIN giameTp
(mm) Big 14,4520,2 (14,25 po 14,65) go
14,45+0,1 (14,35 go 14,55); BHyTpiwHin giameTp
(mm) Big 11,85+0,3 (11,55 go 12,15) no

11,85+0,2 (11,65 go 12,05); doexuHa
nanbueBoro dpnaHus (Mm) Big 23+1,1 (21,9 oo
24,1) po 2311 (22 po 24)
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
JINC, CWA
47. | BEHE®IKC niodinisat ansa Mdpanzep CLWA BMPOBOHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a - UA/16134/01/04

PO34MHY Ans iH eKUin Eny.Ci.Mi. nioginisaty 3a HimeyuunHa/ 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
no 2000 MO; 1 KopnopeniH NOBHUM LIMKITOM; CLUA nikapcbkuit 3aci6. (iHLWi 3MiHK) - OHOBNEHHS p.
dnakoH 3 KOHTPOMb SKOCTI 3.2.P.7. Cuctema KoHTeNHep/3aKynoproBanbHUN
niocpinisatom, 1 PO3YMHHMKA (KpiM 3acib, a came BUNpaBneHHs agpecu
nonepegHbLo Tecty "Cuna TepTa nocravanbHuKka 3ibpaHoro npuctpoto (Syringe

HaMOBHEHMWI LINpUL,
3 PO3YNHHUKOM
(0,234 % po3uunH
HaTpito xnopuay y
BOAI ANns iH’ekuin) no
5wmn, 1 agantep
ans cnakory, 1
cuctemy gns
iHdy3ii, 2 TamMnoHn
3i cnvpTom, 1
nnactup, 1 mapnesy
noayLieyky
BKIagawTb y
KapTOHHY KOpOOKY

nopHsa");
nakyBaHHs
PO34UMHHKKA Y Habip;
KOHTPOMb SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BigNOBiganbHUIM 3a
BUNYCK cepii: Baet
dapma C.A,,
Icnanis;
anbTepHaTMBHa
naboparopis ans
TECTYBaHHs
npenapary 3a
NOKa3HVKOM
«CTepunbHiCcTb»:
Biolla6, C.J1.,
Icnanis;
BMPOGHMLTBO Ta
KOHTPOMb SIKOCTI
PO34YMHHMKA (KpiM
TecTiB "Cuna ans
no4YaTKOBOIO 3CyBY
nopwHs", "Cuna
TepTs NOpLUHS",
"[locnigpkeHHs
repmeTuyHocTi"):
Betep ®apma-
PepTuryHr NrmoX &
Ko. KI', HimeuunHa;
BMPOGHMLTBO Ta
KOHTPOMb SIKOCTI
PO34YMHHMKA (KpiM
TecTiB "Cuna ans
Nno4YaTKOBOIO 3CyBY
nopwHs", "Cuna
TepTs NOpLUHS",
"[locnimpKeHHs
repmeTuyHocTi"):
Betep ®apma-
PepTuryHr rmoX &

Closure) 3atBepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3MiHn | Tuny -
3MiHuM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
CuctemMa KoHTelHep/3akynoptoBanbHui 3acib.
3miHa dopmn abo po3mipy KOHTEVHepa 4mn
3aKynoptoBanbHoro 3acoby (nepBUHHOI
yMaKoBKW) (CTepunbHi nikapcbki 3acobu) -
OHoBnerHsA p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBarnbHui 3acib, a came OHOBMNEHHS
KpecneHHs Ta cneuudikauii npobku NopLUHs ons
rotoBoro npenapaty beHe®ikc, nioginisarty Ta
PO3YMHHUKY AN PO3UYNHY OIS iH EKLLiIN:
30BHiLWHIN giameTp nameni (Mm) Big 12,6 £0,25
(12,35 po 12,85) no 12,55 +0,15 (12,40 o
12,60); BHyTpiwHin giametp nameni (Mm) Big
110,25 (10,75 po 11,25) go 10,95 +0,15 (10,80
0o 11,10); 3aranbHa goBxuHa (Mm) Big 8,5
40,35 (8,15 po 8,85) no 8,5 +0,25 (8,25 no
8,75); 3MinHu | Tuny - 3miHn 3 sikocTi. MoToBMNI
nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
dopmu abo po3mipy KOHTENHEPA YK
3aKynoproBanbHOro 3acoby (nepBuHHOI
ynakoBKW) (CTepurbHi nikapcbki 3acobu) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came OHOBAEHHS
KpecneHHs Ta cneuudikadii wnpuua ana
roTOBOro NPOAYKTY, NiodinizaTy NOPOLLKY Ta
PO3YMHHMKA ANSA PO3UNHY ANS iH EKLi:
BaranbHa gosxwuHa (MMm) Big 79,4+1,1 (78,3 oo
80,5) oo 8041 (79 no 81); 30BHiLWHIA giameTp
(mm) Big 14,45+0,2 (14,25 po 14,65) no
14,45+0,1 (14,35 po 14,55); BHyTpiwHi giameTp
(mm) Big 11,85+0,3 (11,55 go 12,15) no
11,85+0,2 (11,65 go 12,05); doxumHa
nanbueBoro cdnaHus (mm) Big 23+1,1 (21,9 oo
24,1) po 2341 (22 po 24)
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

Ko. KI', HimewunHa;
BidyanbHun
KOHTPOIb, KOHTPOIb
AIKOCTi PO34YMHHUKA
(kpim TecTiB "Cuna
Onsi No4aTKoBOro
3CyBY NOpLUHSA",
"Cuna Teptsa
nopHg",
"[locnigpkeHHs
repmeTuyHocTi"):
Betep ®apma-
depTuryHr F'mMoX &
Ko.KTI, HimeuyunHa;
Bi3yanbHWUi
KOHTPOIb, KOHTPOIb
AKOCTi PO34YMHHUKA
(nuwe Tectn "Cuna
15t N04aTKOBOro
3CyBY NnopLuHs",
"Cuna TepTs
nopuHg",
"[ocnimKeHHs
repMeTU4HoCTi"):
Betep d®apma-
®epTuryHr FNM6X &
Ko.KI", HimeuuuHa;
KOHTPOMb SIKOCTI
PO34YMHHMKA (KpiM
TecTiB "Cuna ans
no4YaTKOBOIO 3CyBY
nopwHs", "Cuna
TepTs NopLUHS",
"[locnigpkeHHs
repmeTuyHocTi"):
Baet Bio®apma
niBxH o Baet
dapmaceyTumkarnc
JINC, CWA

48.

BEHE®IKC

niodpinizat gns
PO34MHY AnIs iH eKUin
no 3000 MO; 1
rakoH 3
niodpinisatom, 1
nonepeaHLo
HanoBHEHWI LLINpUL,
3 PO3YMHHMKOM
(0,234 % po3umH

HaTpito xnopuay y

Mdpansep
Eny.Ci.Mi.
KopriopeniuH

CLUA

BUPOGHMLTBO
niocpinizaty 3a
MOBHVM LIMKIIOM;
KOHTPOMb AKOCTi
PO34YMHHUMKA (KpiM
Tecty "Cuna TepTs
nopLHs");
nakyBaHHs
PO34MHHWMKa Y Habip;
KOHTPOIb SKOCTi,

IcnaHis/
Himeyuunna/
CLUA

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMIA
nikapcbkuii 3aci6. (iHWi 3MiHK) - OHOBMNEHHS p.
3.2.P.7. Cuctema KOHTEHep/3aKynoptoBanbHUin
3acib, a came BUNpaBreHHs agpecu
nocrtavanbHuka 3ibpaHoro npuctpoto (Syringe
Closure) 3atBepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:

3a
peuenmom

UA/16134/01/05




39 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BOAiI ANs iH'ekuin) no 36epiraHHs, Supplier of assembled device: Vetter Pharma-

5 mn, 1 aganTep
ans onakoHy, 1
cucTemy ansi
iHdpy3ii, 2 TamMnoHn
3i cnvpTtom, 1
nnacTtup, 1 mapnesy
NoAyLLEYKy
BKNagawTb y
KapTOHHY KOpOOKY

nakyBaHHs Ta
BUNycK Habopy;
BigNOBiganbHUM 3a
BUNYCK cepii: Baet
dapma C.A,,
Icnanis;
anbTepHaTMBHa
naboparopis gnsa
TECTYBaHHs
npenapary 3a
NOKa3HUKOM
«CTepunbHiCcTb»:
Biolab, C.J1.,
Icnanis;
BUPOBHMUTBO Ta
KOHTPOMb SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna ans
no4aTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTa nopLuHa",
"[ocnimKeHHs
repMeTU4HoCTi"):
Betep d®apma-
®epTuryHr 'M6X &
Ko. KI', HimewuuHa;
BMPOGHMLTBO Ta
KOHTPOMb SKOCTI
PO34MHHWMKA (KpiM
TecTiB "Cuna ans
no4aTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTs NopLUHS",
"[ocnimKeHHs
repmeTuyHocTi"):
Betep ®apma-
®epTuryHr FrM6X &
Ko. KI', HimeuunHa;
Bi3yanbHuUn
KOHTPOJS1b, KOHTPOIb
AKOCTi PO3YMHHMKA
(kpim TecTiB "Cuna
NS No4aTKoBOro
3CyBY NOpLUHSA",
"Cuna TepTs
nopLuHs",
"[ocnimKeHHs
repMeTuyHocTi"):

Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3MiHu | Tuny -
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3acit.
Cuctema KoHTelHep/3akynoptoBarnbHuUi 3acio.
3miHa chopMu abo po3mipy KOHTENHepa Yn
3aKynoptoBanbHOro 3acoby (NepBUHHOI
ynakoBkW) (CTepuUnbHi nikapcbki 3acobm) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoptoBanbHuin 3acib, a camMe OHOBMEHHSA
KpecrneHHs Ta crneuudikaLii npobky nopLuHsa ANns
rotoBoro npenapaty beHe®ikc, nioginisaty Ta
PO3YMHHUKY NS PO3UYNHY OIS iH EKLLiN:
30BHILWHIN giameTp nameni (vm) Big 12,6 £0,25
(12,35 po 12,85) po 12,55 +0,15 (12,40 go
12,60); BHyTpilwHin giametp nameni (Mm) Big
1140,25 (10,75 po 11,25) go 10,95 +0,15 (10,80
0o 11,10); 3aranbHa goBxuHa (Mm) Big 8,5
40,35 (8,15 po 8,85) no 8,5 +0,25 (8,25 no
8,75); 3miHu | TMny - 3miHn 3 akocTi. [oToBMN
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHWiA 3aci6. 3miHa
dopmu abo po3mipy KOHTENHepa Yn
3aKynoptoBanbHoro 3acoby (nepBUHHOI
yMaKoBKW) (CTepunbHi nikapcbki 3acobu) -
OHoBnerHsA p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoptoBanbHui 3acib, a came OHOBAEHHS
KpecneHHs Ta cneumdikadii wnpuua aons
roTOBOro NPOAYKTY, fiodpinisaty NopoLUKy Ta
PO3YMHHMKA ANt PO3YMHY ANS iH EKUin:
BaranbHa gosxwuHa (MMm) Big 79,4+1,1 (78,3 oo
80,5) oo 80+1 (79 po 81); 3oBHiLLHIN giameTp
(mm) Big, 14,45+0,2 (14,25 po 14,65) oo
14,45+0,1 (14,35 po 14,55); BHyTpilHin giameTp
(mm) Big 11,85+0,3 (11,55 no 12,15) po
11,85+0,2 (11,65 go 12,05); doexumHa
nanbueBoro dnaHus (mm) Big 23+1,1 (21,9 oo
24,1) po 2311 (22 po 24)
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

Betep ®apma-
®epTuryHr FrmeX &
Ko.KTI", HimeuuuHa;

Bi3yanbHWUi
KOHTPOIb, KOHTPOIb
AIKOCTi PO34YMHHUKA
(nuwe Tectn "Cuna
st N0YaTKOBOro
3CyBY NOpLUHSA",
"Cuna TepTs
nopLuHs",

"[locnigpxeHHs

repMeTU4HoCTi"):

Betep ®apma-
depTuryHr F'mMoX &
Ko.KI", HimeuuuHa;

KOHTPOMb SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna ans
no4yaTkoBOro 3CcyBYy

nopwHs", "Cuna

TepTa nopLuHa",

"[ocnimKeHHs

repMeTU4HoCTi"):

Baet bio®apma

niBixxH o Baer
dPapmaceyTukanc
JINC, CWA

49.

BEHE®IKC

niodpinizat gna
PO34MHY AN iH eKUin
no 500 MO; 1
dnakoH 3
niodpinisarom, 1
nonepeaHL0
HaMoOBHEHWI LINpUL,
3 PO3YMHHMKOM
(0,234 % po3ymH
HaTpito xnopugy y
BOAi ANS iH’exUin) no
5 mn, 1 aganTep
ans gnakoHy, 1
cucTemMy ansi
iHOy3ii, 2 TaMnoHn
3i cnyupTom, 1
nnacTup, 1 mapnesy
noAyLLEeyKy
BKMagawTb y
KapTOHHY KOPOOKyY

Mdpansep
Eny.Ci.nMi.
KopriopenLuH

CLA

BMPOBHMLTBO
niodpinizaTy 3a
MOBHVM LIMKIIOM;
KOHTPOMb SKOCTI
PO34MHHWMKa (Kpim
Tecty "Cuna TepTsa
nopuHs");
nakyBaHHs
PO34MHHWMKa y Habip;
KOHTPOMb SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNycK Habopy;
BiANoBiganbHWIA 3a
BUNYyCK cepii: BaeT
dapma C.A,,
IcnaHis;
anbTepHaTMBHa
naboparopis ans
TecTyBaHHS
npenapaty 3a

Icnanis/
HimevuunHa/
CWA

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUMIA
nikapcbkuii 3aci6. (iHWi 3MiHK) - OHOBMNEHHS p.
3.2.P.7. Cuctema KOHTelHep/3aKynopoBanbHuin
3acib, a came BUNpaBneHHst agpecu
nocrtavarnbHuka 3ibpaHoro npuctpoto (Syringe
Closure) 3atBepmkeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3MiHn | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
Cunctema KoHTelHep/3akynoproBanbHUiA 3aci6.
3miHa dopmun abo po3mipy KOHTeVHepa 4m
3aKynoptoBanbHoro 3acoby (nepBuUHHOI
ynakoBKW) (CTepunbHi nikapcbki 3acobm) -
OHoBneHHsA p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHUI 3acib, a came OHOBMNEHHS
KpecneHHs Ta cneuudikauii npobkn NopLUHs Ansi

3a
peuerimom

UA/16134/01/02




[IponoBkeHHs 1oaarka 3

BMPOBHMLTBO Ta
KOHTPOMb SIKOCTI
PO34MHHUMKA (KpiM
TecTiB "Cuna gns
no4yaTKOBOrO 3CyBY
nopwHs", "Cuna
TepTs nopHs",
"[locnigpxeHHs
repMeTU4HoCTi"):
Betep ®apma-
depTuryHr F'mMoX &
Ko. KI', HimewunHa;
BMPOGHMLITBO Ta
KOHTPOMb SIKOCTI
PO34MHHWMKA (KpiM
TecTiB "Cuna gns
no4YaTKOBOIO 3CyBY
nopwHs", "Cuna
TepTHa nopHs",
"[locnigpkeHHs
repMeTU4HoCTi"):
Betep ®apma-
PepTuryHr rméX &
Ko. KI', HimewuuHa;
BidyanbHun
KOHTPOIb, KOHTPOIb
SIKOCTi PO34YMHHUKA
(kpim TecTiB "Cuna
st No4aTKOBOro
3CyBY NopLuUHA",
"Cuna TepTs
nopLuHs",
"[locnigpkeHHs
repmeTuyHocTi"):
Betep ®apma-
PepTuryHr N6 X &
Ko.KTI, HimeuyunHa;
BidyanbHuUn
KOHTPOb, KOHTPOIb
AKOCTi PO34YMHHUKA
(nvwe Tectn "Cuna
st N04aTKOBOro
3CyBY NopLuHs",
"Cuna TepTs
nopLuHs",

12,60); BHyTpiwHin giametp nameni (Mm) Big
110,25 (10,75 po 11,25) po 10,95 +0,15 (10,80
0o 11,10); 3arancbHa goBxuHa (Mm) Big 8,5
10,35 (8,15 no 8,85) no 8,5 £0,25 (8,25 no
8,75); 3miHu | TMny - 3miHM 3 AkocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
cdopmu abo po3mipy KoHTeHepa Ym
3aKynoptoBanbHoro 3acoby (nepBUHHOI
yNakoBKW) (CTepwribHi Nikapcbki 3acobw) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBanbHui 3acib, a came OHOBAEHHS
KpecneHHs Ta cneumdikadii wnpuua ansa
roTOBOro NPOAYKTY, Nniodinisaty NopoLUKy Ta
PO3YMHHMKA Arst PO3YMHY ANS iH eKLin:
3aranbHa goxuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) oo 801 (79 po 81); 3oBHiLLHIN giameTp
(mm) Big 14,4520,2 (14,25 po 14,65) go
14,45+0,1 (14,35 no 14,55); BHyTpiwHin giameTp
(mm) Big 11,8520,3 (11,55 go 12,15) go
11,85+0,2 (11,65 go 12,05); doexumHa
nanbuesoro dnaHus (mm) Big 23+1,1 (21,9 oo
24,1) po 2311 (22 po 24)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NOKa3HUKOM rotoBoro npenapaty beHe®ikc, nioginisaty Ta
«CTepunbHicTb»: PO3YMHHUKY AN PO3YMHY ANS iH'EKLIN:
bioJla6, C.J1., 30BHILWHIN giameTp nameni (vm) Big 12,6 £0,25
Icnanis; (12,35 go 12,85) po 12,55 +0,15 (12,40 po
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

"[locnigpkeHHs
repmeTuyHocTi"):
Betep ®apma-
PepTuryHr 'mM6X &
Ko.KT, HimeuyunHa;
KOHTPOMb SIKOCTI
PO34MHHUMKA (KpiM
TecTiB "Cuna gns
no4yaTKOBOrO 3CyBY
nopwHs", "Cuna
TepTs nopHs",
"[locnigpkeHHs
repMeTU4HoCTi"):
Baet bio®apma
nisixxH o Baet
dPapmaceyTukanc
JIJIC, CWWA

50.

BEHE®IKC

nioginisat anga
PO34MHY A4S iH eKUin
no 250 MO; 1
bnakoH 3
niogpinizarom, 1
nonepegHe0o
HamnoBHEHWIA LLNpUL,
3 PO3YMHHMKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAi ANS iH’eKUin) no
5 mn, 1 aganTep
ans dgnakoHy, 1
cucTemy ansi
iHdpy3ii, 2 TamMnoHn
3i cnupTtom, 1
nnacTtup, 1 mapnesy
noayLueyky
BKNagawTb y
KapTOHHY KOPOOKyY

Mdansep
Eny.Ci.Mi.
KopnopenwH

CLIA

BUPOBHMLTBO
nioginisaty 3a
MOBHVM LIUKIIOM;
KOHTPOMb AKOCTI
PO34MHHWMKa (Kpim
Tecty "Cuna Tepts
nopLuHs");
nakyBaHHs
PO34UHHKKa Y Habip;
KOHTPOMb AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNycK Habopy;
BiANoOBiganbHUI 3a
BMNyCK cepii: Baet
dapma C.A,,
Icnanis;
anbTepHaTMBHa
nabopartopis ans
TecTyBaHHS
npenaparty 3a
NMOKa3HWKOM
«CTepunbHicTb»:
Biolab, C.J1.,
IcnaHis;
BMPOGHMLTBO Ta
KOHTPOSIb SIKOCTi
PO34MHHWMKa (Kpim
TecTiB "Cuna ans
no4aTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTs NopLuHs",

Icnanis/
HimeuumnHa/
CWA

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. (iHwi 3MiHN) - OHOBNEHHS p.
3.2.P.7. Cuctema KoHTelHep/3aKynopoBasnbHUi
3acib, a came BUNpaBneHHs agpecu
nocravarnbHuka 3ibpaHoro npuctpoto (Syringe
Closure) 3aTBepmkeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3MiHu | Tuny -
3MiHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
Cunctema KoHTenHep/3akyrnoproBanbHuUiA 3acio.
3miHa dopmun abo po3mipy KOHTEVHEpPa Y
3aKynoptoBanbHoro 3acoby (nepBuUHHOI
yNaKkoBKW) (CTepuribHi Nikapcbki 3acobw) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHUI 3acib, a came OHOBMNEHHS
KpecneHHs Ta cneuudikauii npobkn NopLuHSa Ans
rotoBoro npenapaty beHedikc, nioginisaty Ta
PO3YUHHUKY ONSA PO3YNHY AN iH EKLIN:
3oBHiLLHIN AiameTp nameni (Mm) Big 12,6 £0,25
(12,35 po 12,85) po 12,55 +0,15 (12,40 o
12,60); BHyTpiwHin giametp nameni (Mm) Big
110,25 (10,75 po 11,25) go 10,95 +0,15 (10,80
0o 11,10); 3aranbHa goBxuHa (M) Big 8,5
+0,35 (8,15 o 8,85) no 8,5 +0,25 (8,25 po
8,75); 3miHu | TMny - 3miHn 3 AkocTi. FoToBMIN
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa

3a
peuerimom

UA/16134/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
"[ocnimpKeHHS cdopmu abo po3mipy KOHTeHepa Ym
repMeTn4HoOCTI"): 3aKyrnoproBasnbHOro 3acoby (NepBUHHOT
Betep ®apma- yMaKoBKW) (CTepunbHi nikapcbki 3acobu) -
PepTuryHr 'mM6X &

Ko. KI', HimeuunHa;
BUPOBHMUTBO Ta
KOHTPOMb SIKOCTI

PO34UHHUMKA (KpiM

TecTiB "Cuna ans

NnoYaTKOBOrO 3CyBY
nopwHs", "Cuna
TepTa nopLHa",
"[locnigpkeHHs

repmeTuyHocTi"):
Betep d®apma-

depTuryHr F'mMoX &
Ko. KI', HimeuunHa;
Bi3yanbHWUi
KOHTPOIb, KOHTPOIb
AKOCTi PO34YMHHUKA
(kpim TecTiB "Cuna
15t N04aTKOBOro
3CyBY NopLuHs",
"Cuna TepTs
nopuHg",
"[ocnimKeHHs
repmeTuyHocTi"):
Betep ®apma-
®epTuryHr NM6X &
Ko.KI", HimeuuuHa;
Bi3yanbHUn
KOHTPOJSb, KOHTPOb
SIKOCTi PO34YMHHUKA
(nuwe Tectn "Cuna
NS No4aTKoBOro
3CyBY NOpLUHSA",
"Cuna TepTs
nopLuHs",

"[ocnimKeHHs

repmeTuyHocTi"):

Betep ®apma-

®epTuryHr FrM6X &
Ko.KI", HimeuunHa;
KOHTPOSIb SIKOCTi
PO34YMHHUMKA (KpiM
TecTiB "Cuna ans
no4yaTKOBOrO 3CyBY
nopwHs", "Cuna

TepTs NopLuHs",

OHoBneHHs p. 3.2.P.7. Cnuctema koHTenHep/
3aKyroptoBarnbHui 3acib, a caMme OHOBAEHHS
KpecneHHs Ta cneuudikauii wnpuua gnsa
roTOBOro NPOoAYKTY, Nniodinisaty NopoLUKy Ta
PO3YMHHMKA At PO3YMHY ANS iH EKUin:
3aranbHa goexuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) oo 801 (79 po 81); 3oBHiLLHIN giameTp
(mm) Big, 14,4510,2 (14,25 pno 14,65) oo
14,45+0,1 (14,35 go 14,55); BHyTpiwHin giameTp
(mm) Big 11,8520,3 (11,55 go 12,15) go
11,85+0,2 (11,65 go 12,05); JoexmHa
nanbuesoro dnaHus (mm) Big 23+1,1 (21,9 go
24,1) po 2311 (22 po 24)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
"[locnigpkeHHs
repmeTuyHocTi"):
Baet bio®apma
nisixxH o Baet
dPapmaceyTukanc
JINC, CWA
51. | BEPJIITIOH® | kancynu m'ski no BEPIH-XEMI HimeyumH BnpobHuk, Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/6426/02/02
600 600 wmr, 15 kancyn y Al a BiANOBiAanNbHWIA 3a 3MiHW | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom
KAMNCYINn 6nictepi; no 1 abo BUPOBHMLTBO «in nikapcbkuii 3aci6. KoHTpornb rotoBoro

no 2 6nictepn y
KapTOHHiIl kopobuyj;
no 10 kancyny
6nictepi, no 3
Gnictepn y
KapTOHHIl kopobui

bulk», KOHTpOnb
cepini: KataneHt
HimeuyunHa E6epbax
'M6X, HimeuyuunHa;
Bupo6HuK,
BigNOBiganbHUIM 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
KaTtaneHt
Himewumna
LopHaopd M6X,
HimeyuumHa;
Bupo6HuK,
BigNOBiganbHUI 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs Ta
BUNYCK Cepin:
BEPJIIH-XEMI AT,
Himeyunna

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (BUIyYEHHst HE3HAYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
GapBHWKIB YN CMaKoBUX 406aBOK)) - BunyyeHHs
He3HayHoro napameTpa 3i cneuudikadii J13 Ha
Bunyck: «laeHTudikauis Kapminie»; 3mibm | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA NiKapcbkuii 3aci6.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadi Ta/abo gonyctummx
MEX roTOBOrO flikapcbKoro 3acoby (Buny4eHHs
HEe3Ha4yHoro nokasHuka (Hanpuknag sacTtapinoro
nokasHuKa, Takoro sik 3anax Ta cmak, abo
iaeHTudiKaLin 6GapBHMKIB Y4 CMaKOBMX
nobasok)) - BunyyeHHs HeaHayHoro napameTpa
3i cneundikauii 13 Ha Bunyck: «lgeHTudikauisa
TUTaHy giokcuay»; 3miHu | Tuny - 3miHM 3 siKoCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMUNpobyBaHHS rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPoOyBaHHSA) - He3HauHi 3miHu o
3aTBEPKEHOr0 METOAY BUNPOOYBaHHS -
paHn4YHMIM TecT noniMepy TIOKTOBOI KUCMOTH B
M’SIKUX XenaTUHOBWX Kancynax y Moayni
3.2.P.5.2 ona rapmoHisauii onucis aHaniTUYHMX
mMeTogiB iHWKX cpopM J13; 3MiHn | Tuny - 3miHn 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTopax
BMUNPOBYyBaHHS FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEeHVX MeTofax
BUMNpobyBaHHs) - He3HauHi 3MiHM fo
3aTBEPKEHOr0 METOAY BUNPOOYBaHHS -
BuaHaueHHs TIOKTOBOI KMCMOTU B M'SIKUX
XenaTuHoBMX Kancynax y mogyni 3.2.P.5.2 ans
rapMoHi3auii onuciB aHaniTUYHNX MeTOoAIB IHLLIMX
dopm N13; 3miHm | Trny - 3miHKM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEeHMX MeTofax
BUNPOOYBaHHS) - HeaHayHi 3miHn go
3aTBEPKEHOro MeToAy BUNPOOYBaHHS -
BusHayeHHs 6,8-eniTpUTiOKTOBOI KMCMOTYU Ta
HEeBiAOMMX AOMILLIOK TIOKTOBOI KMCNOTU B M'SIKUX
XenaTuHoBmMx Kancynax y mogyni 3.2.P.5.2 ans
rapMoHi3auii onuciB aHaniTUYHNX MEeTOoAIB iHLLIMX
dopm N13; 3MmiHu | TRy - 3miHK 3 AKOCTiI.
["oToBMI nikapcbkuit 3aci6. 3miHK y
BMPOOHMUTBI. 3MiHU y NpoLieci BMpobHuuTBa
roTOBOrO MikapCbKOro 3acoby, BKMOYaoym
NMPOMDKHWUIA MPOAYKT, LLIO 3aCTOCOBYETLCA NpH
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM) - 3MiHK y NpoLeci BUpoGHMLTBA FOTOBOrO
nikapcbkoro 3acoby (nigpo3ain 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOSIO npouecy) -
popaHHs HoBoro «bulk»-koHTenHepa:
KomnoautHuit miwok 3 conbrn PET/AIU/PE;
3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU
nikapcbkuii 3aci6. 3miHM y BUPOOGHULTBI. 3MiHK Y
npoueci BUpoOHMLITBa rOTOBOrO MikapCbKoro
3acoby, BKMYa4M NPOMDKHUIA NPOAYKT, LLO
3aCTOCOBYETHCS NPY BUPOOHULTBI FOTOBOIO
nikapcbKkoro 3acoby (iHLwi 3MiHK) - 3MiHN y
npotieci BUPOGHMLTBaA rOTOBOTO NiKapCbKOro
3acoby (nigpo3ain 3.2.P.3.4. KoHtponb
KPUTWUYHKX CTaAin i NpOMiXHOT Npoaykuii) —
3MiHa Yacy BUTPUMKM MPOMIKHOIO NPOAYKTY:
cTabinbHicTb 6anky Makcumym 9 micsilis npu
36epiraHHi B millkax 3 nonietuneHy abo
MakcuMyMm 12 micsauis npu 36epiraHHi B Millkax 3
nonieTuneHoBoi kKoMno3uTHoi donbru (PET 12
MKM/Alu 12 MkM/PE 75 mkm); 3MiHu | Tuny -
3MiHn 3 gKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHKn
y BUPOGHMUTBI. 3MiHa po3Mipy cepii (BkrtoYa4m
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro
3acoby (iHwi 3miHK) - BupaneHHsa ogHoro
po3mipy cepii (500,000 kancyn) rotoBoro
nikapcbkoro 3acoby; 3miHu | Tuny - 3miHu 3
skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoBIiAHOCTI €BpONENCHKI
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkint hapmakonei: ana A®l; ons
BUXiAHOro Martepiany/peareHTy/NpOMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
AQIl; ona gonomixkHoi pe4oBMHM (cepTudikat
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BiNOBIgHOCTI €BponeWnchkin thapmakonei) -
OHoBneHnn cepTudikar Big yxe 3aTBepaXeHoro
BUpobHMKa - MNogaHHst oHoBneHoro CepTtudikaty
BignosigHocTi €Bponevickkin Papmakonei Ne R1-

CEP 2007-269-Rev 01 (nonepeaHs Bepcis Ne
R1-CEP 2007-269-Rev 00) gns gitoyoi
PEYOBUWHM TIOKTOBOI KUCIOTU Bif yxe
3aTBepakeHoro BupobHuka Olon S.p.A.

52.

BETO®TAH®

Kpanni O4Hi,
cycneHasis no 2,5
mr/mMn, no 5 mn'y
cnakoHi, no 1
bnakoHy y nadui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax

BMNpoByBaHHs rOTOBOrO NikKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpIKEHNX MeToAax
BUNPOOYBaHHS) - - YTOYHEHO BUKNAOEHHS
aHaniTMYHnx metoauk N3 3a nokasHmkamm
«CynposigHi gomiwkun» (PY, 2.2.29),
«KinbkicHe B1u3HadeHHs. beHsankoHito xnopua,
N-naypoincapkosun» (AdPY, 2.2.29), «KinbkicHe
BMU3Ha4yeHHs. bopHa kucnota» (Q®Y, 2.2.25),
«KinbkicHe Bu3Ha4eHHs. [nHaTpito egetat»
(OoY, 2.2.29), 30kpema 3 onmcy MeToauk
BUMYYEHO XpoMaTorpamu, opmynun po3paxyHky
Ta NoCWUNaHHS Ha SKICTb CTaHO4APTHUX 3paskiB.
IHdbopMmauis wopo sikocti C3 HagaeTbcs B
n.3.2.P.6. CTtaHgapTHi 3pa3kv Ta npenaparuy;
3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMUNpobyBaHHS rOTOBOrO NikapcbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtoyatoum 3amiHy abo JOMOBHEHHS)) -
OHOBMEHHS MeToaMKM BUNpobysaHHs M3 3a
nokasHukom «KinbkicHe BU3Ha4eHHs. 3aranbHui
6eTtakconon» (APY, 2.2.29) Ta «KinbkicHe
BM3HaYeHHs1. 3B’A3aHuin 6eTakconony» (4PY,
2.2.29) y 3B’s13Ky 3 ONTMMI3aLlielo MeToaUK
KOHTpormto. OCKinbky B OHOBIEHIN MeToaMLi
BVKOPVCTOBYETbLCS TiMbKN OAMH PO3YMH
NOPIBHSIHHS, YTOYHEHO BUMOTU B crieundikaii
['J13 Ta MeToaj KOHTPONO 32 MOKa3HMKOM
«lpeHTudikauis. Betakconon» (QdY, 2.2.29)
BM3HaAYEHHS SIKOro NPOBOAUTLCS NpU
npoBefeHHi TecTy «KinbKicHe BU3HaYEHHS.
3aranbHuii 6GeTakconony

3a
peuyerimom

UA/15505/01/01

53.

BICENTON

cycneHsist opanbHa,
200 mr/40 mr/5 mn
no 80 mn y donakoHi;
no 1 dpnakoHy i

dapmaueBTuy
HWUI 3aBon,
"MONb®APM
A" C.A.

MonbLia

dapmaueBTUIHUIA
3aBof
"MOJIbOAPMA"
C.A. Bigain MepaHa

MNonblia

BHECEHHS 3MiH [0 peecTpaLinHuX MaTepianis:
3MiHM | Tuny - 3MiHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa

3a
peuenmom

UA/9311/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

MipKOIO 3 noainkamm
B KapTOHHIl Kopobui

B Cepaggsi

nocravanbHuKa nakyBanbHUX matepianis abo
KOMMMNEKTYIOUMNX (SIKLLO 3a3HAYEHO B JOCLE)
(3amiHa abo foaaBaHHs nocTavarnbHMKa) —
3MiHa nocTavanbHUka MipHOT YaLum 3
PODWYSOCKI ENTERPRISE MULTI-
INDUSTRY, Monblia Ha LUBELSKIE
ZAKL.FARM.POLFA S.A., MNonblia. OHOBMEHHO
nignsrae nuwe po3gin 3.2. R., a came:
OHOBIHETLCA Ha3Ba nocTayanbHuka, CE
cepTudikat. 3anponoHoBaHa 3MiHa He BNnBae
po3mip Ta rpagytoBaHHi (2,5 mn, 5 mn) mipHoi
yalum Ta SKICHUIA cknag nakyBanbHOro
mMaTepiany.

54.

BJNNIOKMAKC
OnA QITEN

CyCneH3is opanbHa,
100 mr/5 mn; no 100
My pnakoHi, no 1
dnaKkoHy 3 MipHUM
LINpULOM Y
KapTOHHIl kopobui

ANKANOIO AQ
Ckon'e

Pecny6nik
a lNisHivyHa
MakepoHis

ANKANOIO AQ
Ckon'e

Pecnybnika
MiBHi4YHa
MakenoHisa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNpobyBaHHsA rOTOBOrO NiKapCcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEeHNX MeTofax
BMNpoOyBaHHS) He3HayHa 3MiHa B MeTOgAi
BunpobyeaHHs T13 3a nokasHukom «KinbkicHe
BU3Ha4YeHHs HaTpito 6eH3oaTy» (HPLC), a came
B MPUroTyBaHHi AOCNIAXKyBaAHOrO PO34MHY. 3MiHN
| TMny - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbKuii
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3MiHa y meToAax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeToaax BUNPobyBaHHs)
He3HayHa 3MiHa B meTogi BunpobysaHHs 13 3a
nokasHukom «KinbkicHe BU3Ha4YeHHS
ibynpodeHy» (HPLC), a came B NpuroTyBaHHi
AOCTifKyBaHOTO PO34YNHY

6e3
peuenma

UA/17749/01/01

55.

BPOHXO-
MYHAN® N

Kancynv TBepAi no
3,5 wr, no 10 kancyn
y 6nicTepi; no 1 abo
3 Bnictepu y
KapTOHHiI kopobui

Canpos
dapmacbioTika
n3 a.a.

CnoseHisi

Ilex
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoBeHisi (nepBUHHE
Ta BTOpPWHHE
nakyBaHHs1,
KOHTPOIb cepii,
BuUnyck cepii); OM
dapwma CA,
LLisevuapis
(BUpPOBHULTBO in
bulk, koHTponb
cepii)

CnoseHisi/
LLiseniuapis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkui 3aci6. Cnctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
Byab-aKoi YacTUHN MaTepiany NepBUHHOT
YNaKoBKM, L0 HE KOHTaKTye 3 FOTOBUM
nikapcbkuM 3acobom (Hanpuknag konip
KpPWLLIEYOK 3 KOHTPONEM MNepLLOro BiAKPUTTS,
KOmip KOAOBMX KireLb Ha amnyrnax, KoHTelHepa
Ans ronok (pisHi Buam nnactmacw) (3mMiHa, sika
He BMMMBAE Ha KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby) 3aMiHa y YacTuHi maTepiany
NMepBMHHOT YNaKoBKMK, LLIO He KOHTaKTYe 3
roToBUM nikapcbkMm 3acoboM, a came maTtepian
rPYHTOBKW AN HAHECEHHSA APYKY Ha artoMiHieBin
onb3i anst bnictepy, Wo MicTUTL

HiTpoLentonosy 3mMiHIETbLCA Ha MaTepian

6e3
peuenma

UA/14268/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

rPYHTOBKM, LLO HE MICTUTb HiTpoLentonosun. Y
3B’A3Ky 3 Li€to 3MiHOK 40 cneuudikadii
antoMiHieBoi honbri 4ogaHo NPUMITKY Npo Te,
LLIO 'PYHTOBKa AN OPYKY, sika
BUKOPWCTOBYETLCSA AN POMbIrn, HE MICTUTL
HiTpouentonosun. Kputepii NpURHATHOCTI
arntoMiHieBol onbru 3 'PYHTOBKOIO, LLIO HE
MiCTWUTb HITPOLENONO3n, aHarnorivyHi Kputepism,
BCTaHOBIEHUM AN PONbrv 3 I'PYHTOBKO, SKa
MICTUTb HITPOLIENIONO3Y, afXe AKICTb
anioMiHieBOro Lwapy i Tepmonaky 3anuaeTbes
He3MiHHO. 3MiHuM | TURy - 3MiHK 3 AKOCTi.
[oToBMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
napameTpie cneundikaui Ta/abo gonycTummx
MeX NePBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3acoby (BWMyYeHHS HE3HAYHOTO MOKa3HMKa
(Hanpuknag, 3acTapinoro nokasHukay)) -
OHOBreHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came BUIyYeHHS 3i
cneumdikauii 4na antomiHieBoi gonbru
napameTpy «LupuHa» (Aluminium foil width).
3MiHn | TUny - 3miHm 3 gkocTi. FoToBU
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWii 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo gonycTummx
MEX NEPBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3acoby (BMNyYEHHsI HE3HAYHOTO MOKa3HMKa
(ranpuknag 3acTapinoro nokasHuka)) -
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBanbHui 3acib, a came BUNy4eHHs 3i
cneuudikauii ana PVC/PVDC foil napameTtpis
«PVC/PVDC foil width», «PVC/PVDC foil
thickness», « Determination of the PVDC
humidity». 3miHu | Tvny - 3miHn 3 gKocTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo gonyctummx
MeX NepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3acoby (3BYXXEHHS1 AOMYCTUMUX MEX,
BM3HaYeHUX y cneumdikadlii) - OHOBNEHHS p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKyrnoproBasbHWii
3acib, a came BHECEHHS 3MiH A0 crieumndikauii
ansa PVC/PVDC foil 3a n. «3aranbHa Bara
NOLWi» (3BY>KEHHSI AONYCTUMUX MEX):
3aTBepaxeHo: Total specific mass: 400 + 40
g/m?2. 3anponHosaHo: Total area weight: 378.0 -
421.1 g/m?

56.

BYCTPUKC™

cycneHsisa ans

"nakcoCmiTKn

Benuka

"nakcoCmiTKnsanH

Benbris

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

3a

UA/14955/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
KOMBIHOBA | iH'ekuin, 0,5 AnH Ekcnopt BpuTaHis Bionogxikana C.A. 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
HA mn/go3y; no 1 gosiy Timiteq nikapcbkui 3aci6. KoHTponb rotoBoro
BAKLIMHA nonepegHL0 nikapcbkoro 3acoby. 3miHa napameTpis
anAa HanoBHEHOMY cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
MPO®INAKT Lwnpuui; no 1 nikapcbkoro 3acoby (3BY>XeHHSI 4ONYCTUMUX
UKH nonepegHL0 MeX). 3BY)KEHHSI KpUTepiiB NPUAHATHOCTI B
OUDTEPII, HanoBHEHOMY cneundikauii '3 ona BU3Ha4YeHHA BMIiCTY
NMPABLIA, LUNPULY Y KOMMMEKTI €HOOTOKCWHIB XPOMOrE€HHUM KIHETUHHUM
KALUMKOKY 3 ABOMa ronkamu B mMeTogoM. 3MiHu | Tuny - 3miHn 3 akocTi. API.
(AUENKONAP | nnactukoBoMy KoHTponb A®l. 3MiHa y meTogax BunpobyBaHHs
HUNA KOHTelHepi; no 1 AdI| abo BuxigHOro MaTtepiany/npoMixxHoro
KOMMOHEHT | koHTelHepy y NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y
) KapTOHHil kopobui npoveci BupobHuuTea AP| (He3HayHi 3MiHN y
(AOCOPBOB 3aTBEpAKEHVX MeToAax BUNpobyBaHHS).
AHA, 3I BunpaeneHHsa B onuci TecTy Ans ineHTudikauii
3MEHLLUEHU B. pertussis Ha Bordet-Gengou nnacTuHkax B
M BMICTOM npoueci dpepmeHTaLii npy BUpOBHNULTBI
AHTUIEHIB) KOMMOHEHTY Kaiuntoky. 3miHu Il Tuny - 3miHm 3
skocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunpobysaHHa APl abo BmxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(cyTTeBa 3miHa y
GionoriyHomy/iMyHonoriYHOMY/iMyHOXIMIY4HOMY
mMeTogi BUnpobyBaHHsi abo mMeTogij, y skomy
BVIKOPVCTOBYETbLCS BionoriyHniA peareHT Ans
6ionoriyHoro A®I, abo oro 3amiHa).
OnTtumisauis metogy ELISA, wo
BMKOPUCTOBYETLCS AN BU3HAYEHHS BMICTY Ta
ineHTudikauii PRN aHTUreHy npu BMpoGHULTBI
NPOMIXKHOrO NPOAYKTY Ta Ha eTani KOHTPOIo
AKOCTI KiHLIeBOro NMPOAYKTYy 6e3 3MiHu KpuTepiis
NPUNHATHOCTI.

57. | BYCTPUKC™ | cycneHsia ans nakcoCmiTKn Benuka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/15071/01/01
nonio iH'exuin no 1 gosi anH Exkcnopt BpuTtaHisa Bionogxikans C.A. 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom
KOMBIHOBA | (0,5 mn/po3y); no 1 Nimiteq nikapcbkuii 3aci6. KoHTponb rotoBoro
HA [o3i y nonepeaHLo nikapcbkoro 3acoby. 3MiHa napameTpis
BAKLUMHA HanoBHEHOMY cneundikauin Ta/abo 4ONyCTMUX MEX FOTOBOro
anAa wnpwui; no 1 nikapcbkoro 3acoby (3BY>KEHHS AOMYCTUMMUX
MPO®INAKT nonepegHb0 MeX) - 3BYXXEHHS! KpUTEPIiB NPUNHATHOCTI B
UKH HanoBHEeHOMY cneundikauii '3 ona BU3Ha4YeHHA BMIiCTY
OUDTEPI, npuLy Yy KOMMNeKTi €HOOTOKCUHIB XPOMOTE€HHUM KiIHETUYHUM
NMPABLA, 3 JBOMAa rofnikamu B meToaoM. 3aTBepmkeHo: He BinbLue Hix 25,00
KALUMKOKY nnacTMKoOBOMyY EO/mn 3anponoHoBaHo: MeHLwwe Hix 25,00 EO
(ALENIONAP | koHTelHepi; no 1 Ha Mn; 3miHu | TMny - 3miHm 3 sikocTi. ADI.

HUN KOHTeWHepy y KoHTponb A®Il. 3MiHa y MmeTodax BUNpobyBaHHS
KOMIMOHEHT | kapTOHHiIn kopobui A®I abo BMxiaHOro MaTepiany/npomixxHoro

) TA npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
noniomieni npoueci BUpobHMuTBa APD| (HE3HAYHI 3MiHK Y
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

TY
(IHAKTMBOB
AHA)
(ANICOPEOB
AHA, 31
3MEHLLEHU
M BMICTOM
AHTUTEHIB)

3aTBEPKEHUX MeToAax BUNpobyBaHHs) -
BunpasneHHs B onuci Tecty ans igeHtudikaii
B. pertussis Ha Bordet-Gengou nnacTuHkax B
npoveci chepMeHTaLii npy BUPOBHULTBI
KOMMOHEHTY KaLuntoky; 3MiHn |l Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHsA APl abo BMXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(cyTTeBa 3MmiHa y
6ionoriyHoMy/iMyHonoriYHoMy/iMyHOXiMIYHOMY
mMeTogi BUnpobyBaHHsi abo meTogij, y skomy
BUKOPUCTOBYETLCS BioNOriYHMIA peareHT Ans
6ionoriyHoro A®I, abo roro 3amiHa) -
Ontumizauin metogy ELISA, wo
BUKOPWCTOBYETLCH AJ151 BU3HAYEHHS BMICTY Ta
ineHTudikauii PRN aHTureHy npu BupobHuLTBI
NPOMIXKHOrO NPOAYKTY Ta Ha eTani KOHTPOo
SIKOCTi KiHLIEeBOro NpoaykTy 6e3 amiHu KpuTepiis
NPUAHATHOCTI

58.

BAJIAPOKC

TabneTtkn, BKPUTI
NniBKOBOIO
obornoHkoto, 10
mr/80 mr; no 10
Tabnetok y Gnictepi;
no 3 abo no 9
GnicTepiB y kopobui

KPKA, a.4.,
Hoso mecto

CnogeeHisi

BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOrb Ta BUMYCK
cepii: KPKA, o.4.,
Hoso mecTo,
CroBeHisi; KOHTpOIb
cepii:

KPKA, a.a., HoBo
mecTo, CrnoBeHis

CnoBeHis

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MiHu | TUny - 3MiHKM Wwopao
be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHWM BHeceHo Ao IHCTpyKLUii ons
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
Ao po3ginis "OcobnmBocTi 3acTocyBaHHsS" Ta
"Mo6iyHi peakuii" BigNoBigHO JO OHOBMEHOT
iHcpopmalii 3 6e3nekun 3acTocyBaHHs
nikapcbkoro 3acoby. BBeaeHHs 3MiH npoTsarom
6-T MicsLiB nicns 3aTBepAXeHHs. 3MiHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu). 3MiHWM BHeCceHO
00 [HCTpyKLiT NS MeaM4HOro 3acToCcyBaHHS
nikapcbkoro 3acoby ao po3aainy "lMo6iyHi peakuii”
{00 HeOOXiAHOCTI 3BiTYyBaHHSA NPO YCi BUNaaKu
nigo3proBaHmx NoGIYHUX peakLii Ta BiACYTHOCTI
edeKT1BHOCTI NikapcbKkoro 3acoby. BeeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEpPOKEHHS

3a
peuerimom

He
nidnsicae

UA/16269/01/01

59.

BAJIAPOKC

TabneTku, BKPUTI
NniBKOBOKO
ob6ornoHkoto, 20
mr/80 mr; no 10
TabneTtok y 6nictepi;
no 3 abo no 9
GnicTtepis y kopobui

KPKA, a.4.,
HoBso mecto

CnoseHis

BMPOGHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii:

KPKA, ao.a., HoBo

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK). 3MiHKM BHeceHo Ao IHcTpykuii ons
MeOUYHOro 3aCTOCYyBaHHS NiKapCbKoro 3acoby
0o po3ginis "OcobnmBocTi 3acTocyBaHHs" Ta
"Mo6iyHi peakuii" BigNoBiAHO JO OHOBREHOT
iHdbopMmalii 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTArom
6-T1 MicsLiB nicnsa 3aTBepAXEHHs. 3MiHu | Tuny -

3a
peuenmom

He
nionsieae

UA/16269/01/02
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60.

BAJIAPOKC

mecTo, CrnoBeHis

3MiHn Wwono 6e3nekn/eddeKTUBHOCTI Ta
apmakoHarnsgy (iHwi 3mMiHu). 3MiHW BHECEHO
00 IHCTpyKUii ANS Mean4HOro 3acToCcyBaHHS
nikapcbkoro 3acoby o po3aginy "Mo6ivni peakuii”
LLOA0 HeobXiQHOCTI 3BiTYBaHHS NPO YCi BUNaaKu
nigo3proBaHMx NoBIYHMX peakuin Ta BigCyTHOCTI
edeKTUBHOCTI Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBEpPOKEHHS

61.

BAIIAPOKC

TabneTtkn, BKPUTI
NNiBKOBOIO
o6ornoHkoto, 10
Mr/160 mr; no 10
TabneTtok y bnictepi;
no 3 abo no 9
GnicTtepiB y kKopobui

TabneTkn, BKpUTI

KPKA, a.4.,
Hoso mecto

CnogBeHisi

BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOIb Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii:

KPKA, a.4., HoBo
mecTo, CrnoBeHis

CnoBeHis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHWM BHeceHo Ao IHCTpyKLUii ons
MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
0o posginie "OcobnueocTi 3acTocyBaHHA" Ta
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHcpopmalii 3 6e3nekun 3acTocyBaHHs
nikapcbkoro 3acoby. BBeaeHHs1 3MiH NpoTsrom
6-TK MicsaiB nicna 3aTBepaXKeHHs. 3MiHu | Tuny -
3miHn wopo 6e3nekn/edPeKTUBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHu). 3mMiHM BHECeHo
00 IHCTPYKUii ANS Meau4yHoro 3acTocyBaHHS
nikapcbkoro 3acoby o po3aginy "lMNobivni peakuii”
LoA0 HeobXigHOCTI 3BiTyBaHHSA NPO YCi BUNagku
nigo3proBaHMx NoBIYHMX peakuii Ta BigcyTHOCTI
edeKTMBHOCTI Nikapcbkoro 3acoby. BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEpPOKEHHS

3a
peuenmom

He
nionsieae

UA/16269/01/03

62.

BANEPIAHA

NniBKOBOKO
obonoHkoto, 20
Mr/160 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
GnicTepis y kopobui

KPKA, a.4.,
Hoso mecto

TOB

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecrTo,
CroBeHisi; KOHTPOIb
cepii:

KPKA, a.a., HoBo
MecTo, CrioBeHisi

CrnioBeHis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3miHM BHeceHo A0 IHCTpyKLUii ons
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby
o po3ginis "OcobnmBocTi 3acTocyBaHHs" Ta
"Mo6ivHi peakuii" BiANOBIAHO 4O OHOBMNEHOT
iHcpopMmalii 3 6e3nekun 3acTocyBaHHs
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-Tn MicauiB nicnsa 3aTBepaAXeHHs. 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeCeHO
00 [HCTpyKLUii Ans MeguMyHOro 3acTocyBaHHs
nikapcbkoro 3acoby Ao po3aainy "lMo6iyHi peakuii”
o0 HeOBXiAHOCTI 3BiTYBaHHS NPO YCi BUNaaKu
nifgo3proBaHMX NOBIYHUX peakLiin Ta BiACYTHOCTI
edekTUBHOCTI nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTSArom 6-Tu MicauiB nicnsa
3aTBEpPOKEHHS

3a
peuerimom

He
nidnsicae

UA/16269/01/04

POPTE

TabneTku, BKPUTI

NNiBKOBOK

"TepHodhapm"

YkpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:

3MiHu | TMny - 3miHK 3 gkocTi. FoToBUI

6e3

nidnsizae

UA/17505/01/01

peuenma




52 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

o6onoHkoto, no 40 nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
mr; no 10 TabneTok TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
y 6nicTepi; no 5 abo roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHsI
no 10 GnicTepiB y TepMiHy NpMAaTHOCTI FOTOBOrO NiKapCbKoro
nauui 3acoby) - [ins TOproBoi ynakoBku

(nigTBEPOXYETLCS AaHMMU peanbHOro Yacy)

306iNbLUEHHS TepMiHY NPUAATHOCTI FOTOBOIO

nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHUX

pe3ynbTaTiB 4OBIOCTPOKOBUX AOCHIAXKEHD
CTabinbHOCTI y peanbHOMY Yaci: 3aTBepKeHo:
Po3gin «TepMiH npuaaTHOCTI» 2 poku.
3anponoHoBaHo: Po3ain «TepmiH npuaaTHOCTI»
3 poKu.
63. | BAIIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/6227/01/01
® NNiBKOBO HoBo mecto BigNOBiganbHUIM 3a Kutan 3MiHu | TUny - 3MiHKM Wwopao peuenmom nionsieae

oGonoHkoto, no 40 BUPOBHMUTBO "in 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Mr, no 7 TabneTok y bulk", nepsrHHe Ta 3MiHM y KOPOTKiVi XapakTepucTuLi NnikapCbkoro
Gnictepi, no 4 BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
Gnictepn y nakyBaHHs1, MELMNYHOro 3aCTOCYBaHHS
KapTOHHiIN kopobuyj, KOHTPOIb Ta BUMYCK reHepu4HnX/riopnaHNx/6ionoAibHNX nikapcbkmx
no 10 TabneTtok y cepii: 3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha

6nictepi, no 3
Gnictepn y
KapTOHHi kopooLyi,
no 14 tabnetok y
Gnictepi, no 2
Gnictepn y
KapTOHHiI kopobui

KPKA, a.4., HoBo
mecTo, CrnoBeHis
Bupo6HuK,
BigNOBiganbHUI 3a
KOHTpOnb cepii
(pi3nyHi Ta XimivHi
MeToAM KOHTPOSH):
KPKA, a.a., HoBo
mecTo, CrnoBeHis
Bupo6GHuK,
BianoBigansbHWi 3a
KOHTPOMb cepii
(pi3nyHi Ta XimivHi
MeToAW KOHTPOIH):
Keminab g.o.0.,
CnogBeHis
Brpo6HuK,
BiANoOBiganbHUI 3a
BMPOGHMUTBO "in
bulk":
HiHréo MeHoBo
TiaHkaHr
dapmacbioTukanc
Ko., Nta, Kutan

pedepeHTHMI NpenapaT (3MiHa He nNoTpebye
HaJaHHS XOOHUX HOBUX 40OATKOBUX AAHUX).
3MiHV BHeCeHi [0 IHCTPYKLii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"MokazaHHaA", "OcobnmnBOCTi 3aCTOCyBaHHS",
"Cnocib 3acTocyBaHHs Ta fo3u", "MobivHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3acTocyBaHHS pedepPeHTHOrO fikapCbKoro
3acoby ([dioBaH®, TabneTkun, BKPUTI NiBKOBOK
o6ornoHkoto, no 80 mr, no 160 mr). BBegeHHst
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHN y KOPOTKiVi XapakTepucTULLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MYHOro 3aCTOCYBaHHS
reHepu4HNX/riopnaHNx/6ionoAibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaJaHHS XOOHUX HOBUX 10OATKOBUX AAHUX).
3MiHU BHeCeHi o iIHCTPYKLUiT Ans MegnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby y po3ain
"3paTHiCTb BNMBATK Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNoOpTOM abo iHLWKMK
MexaHiamamun" 3rigHo 3 iHcpopmalieto LWwoao
ME[NYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby ([dioBaH®, TabneTku, BKPUTI
nniBkoBot 060noHkoto, no 80 mr, no 160 mr).




53 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.

3MiHM Y KOPOTKilA XapaKTepUCTULi NiKapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MELMNYHOro 3aCTOCYBaHHs
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye
Ha[aHHS XXOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHeCeHi 0 iIHCTPYKLii Ans MegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"dapmakonorivHi BnactusocTi”, "lMokasaHHA",
"Cnoci6 3actocyBaHHsi Ta 4o3n", "INobiyHi
peakuii” 3rigHo 3 iHopmaLieto Woao MeanyHoro
3acTocyBaHHS pedhepPeHTHOrO fikapCbKoro
3acoby (fioBaH®, TabneTkn, BKPUTI MITiIBKOBOO
o6osnoHkoto, no 80 mr, no 160 wmr).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKilA XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MELMNYHOro 3aCTOCYBaHHs
reHepUYHMX/ribpuaHnx/6ionofibHMX Nikapcbknx
3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZlaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHeCeHi 00 iHCTPYKLii ANs MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi BMau B3aemogin" 3rinHo 3 iHdhopmalieto
LL0A0 MeAMYHOrO 3aCTOCyBaHHsS pedepeHTHOro
nikapcbkoro 3acoby ([dioBaH®, TabneTku, BKPUTI
nniBkoBOl 060M0oHkKoto, o 80 mr, no 160 mr).
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHKW WwWoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTUL, NnikapCbKOro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku

3aCTOCyBaHHA J'IiKapCbKOFO 3a006y B

OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX

nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku

nicnspeecTpauiiHui nepiod, abo sk pesynbtaT

BiMNOBIQHO 4O MnaHy nefiaTpuyHUX AOCHiaXeHb

(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM

YNOBHOBa)K€HUM OopraHoM). 3miHW BHeceHi 4o
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "dapmakonoriyHi
BnactumeocTi", "Mo6iyHi peakuii” BignoeigHo Ao
OHOBJEHOI iHhopMmalii 3 6e3neku gitoyoi
PEYOBMHM.
BBegeHHs 3miH npoTsArom 6-Tm MicsiuiB nicnsi
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHM BHeCeHi o IHCTPYKLUT Ans
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactueocTi",
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamm Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHA" BigNoBigHO O OHOBMEHOI
iHdbopMaUii 3 6e3nekun 4jto4oi peyoBUHMN.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPOKEHHS
64. | BAIIbCAKOP | Ttabnetku, BKpUTI KPKA, a.4., CnogeeHis Bupo6HuK, CnoseHisi/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/6227/01/02
® NNiBKOBO HoBo mecto BigNOBiganbHUIM 3a Kutan 3MiHu | TUny - 3MiHKM Wwopao peuenmom nionsieae
obornoHkoto, no 80 BMPOGHMLTBO "in 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
Mr, Mo 7 TabneTok y bulk", nepBuHHe Ta 3MiHM Y KOPOTKil XapaKTepUCTULi NikapcbKoro
6nictepi, no 4 abo BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
no 12 6nicrepis y nakyBaHHs, MeanYHOro 3acToCyBaHHS
KapTOHHi kopooLyi, KOHTPOIb Ta BUMYCK reHepUYHMX/ribpuaHnx/6ionofibHMX Nikapcbknx
no 10 Tabnetok y cepii: 3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha

Gnictepi, no 3
Gnictepn y
KapTOHHiIl kopobuyj,
no 14 tabnetoky
6nicTepi, no 2 abo
no 6 GnictepiB y
KapTOHHI kopobLyi

KPKA, a.a., HoBo
mecTo, CrnoBeHis
Bupo6GHuK,
BignoBigansbHWi 3a
KOHTPOMb cepii
(pi3nyHi Ta XimivHi
MeToAW KOHTPOIH):
KPKA, a.a., HoBo
mecTo, CrnoBeHis
Brpo6HuK,
BiANoOBiganbHUI 3a
KOHTPOMb cepii
(hi3nyHi Ta XimivHi
MeToAM KOHTPOSH):
Keminab g.o.0.,
CnoBeHisi
Bupo6HuK,
BiANoBiganbHUIA 3a
BMPOGHMLTBO "in
bulk™:
HiHréo MeHoBo
TiaHkaHr
dapmacbtoTukanc
Ko., lta, Kutan

pedepeHTHUI Npenapar (3MiHa He NoTpebye
HaZlaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHeCeHi o iIHCTPYKLUii Ans MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"Moka3zaHHs", "OcobnuBoCTi 3acToCyBaHHA",
"Cnocib 3acTocyBaHHs Ta fo3un", "MobivHi
peakuii” 3rigHo 3 iHpbopmallieto LWoao MeanyHoro
3acTocyBaHHs pedhepPEeHTHOrO fikapCbKoro
3acoby ([dioBaH®, TabneTkun, BKPUTI NiBKOBOK
obornoHkoto, no 80 mr, no 160 mr). BeepgeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHM y KOPOTKili XapakTepucTuL nikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
ME[NYHOro 3aCTOCYBaHHs
reHepu4HUX/ribpuaHnx/GionoaibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaZlaHHS! )KOAHWUX HOBMX J0AATKOBUX AaHMX).
3MiHU BHeCeHi o iHCTPYKLiT Ans MegnyHoro
3aCTOCYBaHHSI NikapcbKoro 3acoby y po3ain
"3paTHiCTb BNNUBATK Ha LWBMAKICTL peakuii npu
KEpyBaHHi aBTOTPaHCNOPTOM abo iHWKMMK
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
MexaHiamamn" 3rigHo 3 iHhopMalieto Woao

MeONYHOro 3aCToCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKpUTI
nniBkoBoto 060roHkoto, no 80 mr, no 160 mr).
BBegeHHs 3miH NpoTArom 6-Tv MicauiB nicnsi
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLi nikapcbKkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MELMNYHOro 3aCTOCYBaHHs
reHepuyHUX/ribpnaHmx/6ionoaibHUX nikapcbkux
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMI NpenapaT (3MiHa He noTpebye
HafaHHS KO4HWX HOBMX J0AATKOBUX AaHMX).
3MiHV BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"Cnoci6 3acTtocyBaHHsi Ta 4o3n", "IMobGiyHi
peakuii” 3rigHo 3 iHopmaLieto Woao MeanyHoro
3acTocyBaHHS pedepeHTHOro nikapcbKoro
3acoby ([dioBaH®, TabneTku, BKPUTI NiBKOBOIO
o6osnoHkoto, no 80 mr, no 160 wmr).
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHN y KOPOTKiVi XapakTepucTUL,i NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MYHOro 3aCTOCYBaHHS
reHepu4HNX/riopnaHnx/6ionoAibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HafaHHS KOAHWX HOBMX J0AATKOBUX AaHMX).
3MiHU BHeCeHi o iIHCTPYKLUii Ans MegnyHoro
3aCTOCYBaHHs1 NikapcbKoro 3acoby y po3ain
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi BMau B3aemogin" 3rinHo 3 iHdhopmalieto
LL0A0 MeAMYHOrO 3aCTOCyBaHHsS pedepeHTHOro
nikapcbkoro 3acoby ([lioBaH®, TabneTkn, BKpUTI
nniBkoBOl 060M0oHkKoto, o 80 mr, no 160 mr).
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
3aCTOCyBaHHSA NikapcbKkoro 3acoby B

nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AoChigXeHb
(PIP) (3MiHYy y3rog»keHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXeHUM opraHoM). 3MiHV BHECEHi [0
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "®apmakonoriyHi
BnactumeocTi", "Mo6iyHi peakuii” BignoeigHo Ao
oHoBIeHoi iHhopmadii 3 6e3neku aitoyoi
PEYOBUHN.

BBegeHHs 3miH npoTsArom 6-Tm MicsiuiB nicnsi
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK Woao
Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHM BHeCeHi o iHCTPYKLUi Ans
MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactTueocTi",
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamm Ta
iHWi B1am B3aemogain", "OcobnmeocTi
3acTocyBaHHA" BignoBigHO 40 OHOBIEHOI
iHdbopMaUii 3 6e3nekun 4jto4oi peyoBUHMN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOKEHHS

65.

BAJIbCAKOP
®

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 160
MF; no 7 TabneTtok y
6nictepi, no 4 abo
no 12 GnicrepiB y
KapTOHHiIl kopobuyj,
no 10 Tabnetok y
6nicTepi, no 3
Gnictepn y
KapTOHHI kopooLyi,
no 14 Tabnetok y
6nicTepi, no 2 abo
no 6 Gnictepis y
KapTOHHiI kopobui

KPKA, a.4.,
Hoso mecto

CnogeeHisi

Bupo6HuK,
BiAnoBiganbHWi 3a
BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTpPOIb Ta BUMYCK
cepii:

KPKA, a.a., HoBo
mecTo, CrnoBeHis
Brpo6HuK,
BiANoOBiganbHUI 3a
KOHTPOMb cepii
(hi3nyHi Ta XimivHi
MeToAM KOHTPOSH):
KPKA, a.a., HoBo
mecTo, CrnoBeHis
Bupo6HuK,
BiANoBiganbHUI 3a
KOHTpOrb cepii
(pi3nyHi Ta XimiyHi
MeToAM KOHTPOTH):
Keminab g.o.o.,
CnoseHis
Bupo6Huk,
BianosiganbHWi 3a
BMPOGHMUTBO "in
bulk":

CnoseHisi/
KuTan

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MELNYHOro 3aCTOCYBaHHs
reHepu4HUX/ribpuaHNx/GionoaibHMX nikapcbkmx
3acobiB nicnsg BHECEHHSA TiET camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZlaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHeCeHi 0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"Moka3zaHHs", "OcobnuBoCTi 3acToCyBaHHA",
"Cnoci6 3actocyBaHHsi Ta 4o3n", "IoBiyHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3acTocyBaHHs pedhepPeHTHOrO fikapCbKoro
3acoby ([ioBaH®, TabneTkn, BKPUTI MITiIBKOBOK
o6ornoHkoto, no 80 mr, no 160 mr). BBegeHHst
3MiH NpoTsirom 6-Tu MicsLiB nicnsa
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHUM y KOPOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
ME[MYHOrO 3aCTOCYBaHHS
reHepu4HUX/ribpuaHNx/GionoaibHNX nikapcbkmx
3acobiB nicnsg BHECEHHS TiET camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaZlaHHS! )KOAHWX HOBMX J0AATKOBUX AaHMX).

3a
peuernmom

He
nionsieae

UA/6227/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Hinr6o MeHoBo 3MiHV BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro
TiankaHr 3aCTOCyBaHHS nikapcbkoro 3acoby y po3ain
dapmacbioTukanc "3pgaTHICTb BNMBATM Ha LIBUAKICTL peakuii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWKMK

Ko., lta, Kutan

MexaHiamamun" 3rigHo 3 iHcpopmalieto woao
Me[NYHOro 3aCTOCyBaHHs peepeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKpUTI
nniBkoBoto 0605oHkoto, No 80 mr, no 160 wmr).
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepUCTMLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MEeOMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHnx/6ionofibHMX Nikapcbknx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha
pedepeHTHMI NpenaparT (3MiHa He NoTpebye
HaZaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHV BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"dapmakonorivHi BnactusocTi”, "lMokasaHHsA",
"Cnoci6 3acTtocyBaHHsi Ta 4o3n", "IMobGiyHi
peakuii” 3rigHo 3 iHpbopmalieto Woao MeanyHoro
3acTocyBaHHS pedhepeHTHOrO fikapCbKoro
3acoby (dioBaH®, TabneTku, BKPUTI NNiBKOBOIO
obornoHkoto, no 80 mr, no 160 wmr).
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHKW WwWoao
6esnekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
3MiHUM y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeOMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHNX nikapcbkmx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha
pedepeHTHUI Npenapart (3MiHa He NoTpebye
HafaHHS KOAHWX HOBMX J0AATKOBUX AaHMX).
3MiHU BHeCeHi o iIHCTPYKLUii Ans MegnyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi BMAW B3aemogin" 3rigHo 3 iHdopmalieto
LLIOA0 MEAMYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (dioBaH®, TabneTku, BKpUTI
nniskoBoto o6onoHkoto, no 80 mr, no 160 wmr).
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTUL, NnikapCbKoro

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
perynsipHo OHOBIOBaHOrO 3BIiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
OL|iHKM 3BITY 3 AOCNigXeHb, NPOBEAEHMX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3MiHYy y3rog»keHo 3 KOMMNeTEHTHUM
YMOBHOBaXEHNM OopraHom). 3MiHV BHECEHI A0
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "®apmakonoriyHi
BnactmsocTi", "lMo6ivHi peakuii" BignosiaHo Ao
OHOBJEHOI iHhopMmalii 3 6e3neku aitoyoi
PEYOBUHM.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWwi 3MiHK). 3MiHN BHECEHI A0 IHCTPYKLIT ANs
MeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactTueocTi",
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHA" BignoBigHO 40 OHOBIEHOI
iHdpopmauii 3 6e3nekn Ailo4oi PeYOBUHM.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEpPOKEHHS
66. | BAIIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoBeHis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a He UA/6227/01/04
® NNiBKOBOK HoBo mecto BiANoOBiganbHUI 3a 3MiHn | TUny - 3MiHM Wwopo peuenmom nionsieae
obonoHkot, no 320 BMPOGHMUTBO "in 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
mr, no 10 TabneTok bulk", nepeuHHe Ta 3MiHM y KOPOTKiVi XapakTepucTUL, NnikapCbKoro
y 6nictepi, no 3 abo BTOPUHHE 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
no 6 GnictepiB y nakyBaHHs1, ME[MYHOro 3aCTOCYBaHHS
KapTOHHiI kopobuyj, KOHTPOIb Ta BUMYCK reHepu4HNX/riopnaHnx/6ionoAibHNX nikapcbkmx
no 14 Tabnetok y cepii: 3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
6nicTepi, no 2 abo KPKA, o.4., Hoeo pedepeHTHUIA Npenapar (3miHa He noTpebye
no 4 Gnictepn y mecTo, CrnoBeHis HaJaHHS1 )XOOAHWUX HOBUX A0OATKOBUX AAHUX).
KapTOHHiIl kopobuyj, Bupo6GHuK, 3MiHU BHeCeHi o iIHCTPYKLUii Ans MegnyHoro
no 15 Tabnetok y BignosiganeHUn 3a 3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
6nicTepi, no 2 abo KOHTpOnb cepii "MokasaHHaA", "OcobnmnBoCTi 3aCTOCyBaHHS",
no 4 6nictepn y (pi3nyHi Ta XimivHi "Cnocib 3acTocyBaHHs Ta fo3un", "MobivHi
KapTOHHiIl kopobui MeToAM KOHTPOTH): peakuii” 3rigHo 3 iHpopmalieto LWoao0 MeanyHoro
KPKA, o.a., Hoeo 3acToCcyBaHHS pedhepeHTHOro nikapCbKoro
MecTo, CrioBeHisi 3acoby (dioBaH®, TabneTkun, BKPUTI NiBKOBOK
Bupo6Huk, o6ornoHkoto, no 80 mr, no 160 mr). BBegeHHst
BianosiganbHWi 3a 3MiH NpOTSArom 6-Tu MicsLiB nicns
KOHTPOMb cepii 3aTBEPAKEHHS. 3MiHuM | Tuny - 3MiHK WwWono
(pi3nyHi Ta XimiyHi 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
METOAM KOHTPOSHO): 3MiHM Y KOPOTKi XapaKTepuCTULi NiKapCbKoro
Keminab g.o.0., 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
CnoBeHis ME[MYHOro 3aCTOCYBaHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha

pedepeHTHMIN NpenapaT (3MiHa He nNoTpebye
HaZaHHS XXOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHeCeHi 0 iIHCTPYKLii ANs MeanyHoro
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"3pgaTHICTb BNMBATM Ha LIBUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCMNOPTOM abo iHLIMMM
MexaHiamamn" 3rigHo 3 iHhopMalieto Woao
Me[MNYHOro 3aCToCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (JioBaH®, TabneTku, BKpUTI
nniBkoBoto 060roHkKoto, no 80 mr, no 160 mr).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEpAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii aAns
MELMNYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHnx/6ionofibHMX Nikapcbknx
3acobiB nicrsi BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHMIN NpenapaT (3MiHa He noTpebye
HaZaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHeCeHi 0 iHCTPYKLUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"dapmakonorivHi BnactusocTi”, "lMokasaHHsA",
"Cnoci6 3actocyBaHHsi Ta 4o3n", "INobiyHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3acTocyBaHHs pedhepeHTHOrO fikapCbKoro
3acoby ([ioBaH®, TabneTkn, BKPUTI MITiIBKOBOKD
obonoHkoto, no 80 mr, no 160 mr).
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHUM y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MEeOMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHNx/GionodibHNX nikapcbkmx
3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUI Npenapart (3MiHa He NoTpebye
HaZlaHHS! )KOAHWNX HOBMX [0AATKOBUX AaHMX).
3MiHW BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro
3aCTOCYBaHHsI NiKapcbKoro 3acoby y po3ain

iHWi BMAu B3aemogin" 3rigHo 3 iHdhopmalieto

nniBkoBoto o6onoHkoto, no 80 mr, no 160 wmr).
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi

LLI0AO MeAMYHOTO 3acTOCYBaHHS pecpepeHTHOro
nikapcbkoro 3acoby (HioBaH®, TabneTku, BKPUTI

"B3aemogis 3 iHWKMU nikapcbkuMu 3acobamm Ta

3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHKM Wwono
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

6e3nekn/eeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeON4YHOro 3acToCcyBaHHs Ha nigcTa.i
perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3mMiHy y3roaXeHo 3 KOMNETEHTHUM
YNOBHOBaXXeHUM opraHom). 3MiHV BHECEHi A0
IHCTPYKUIT ANA MeanyHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ainu "®apmakonorivHi
BnactusocTi", "Mo6iyHi peakuii” BignoeigHo Ao
OHOBJEHOI iHhopMmalii 3 6e3neku aitoyoi
PEYOBUHN.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK). 3MiHK BHeCeHi o IHCTPYKLUii Ans
MeONYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y
po3ainu "®apmakonoriyHi BnacTuBocTi",
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHA" BigNoOBigHO 4O OHOBMEHOI
iHpopmalLii 3 6e3neku Ailo4oi peYoBUHM.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS

67.

BAJIbCAPIA
H

TabneTkn, BKpUTI
NniBKOBOO
o6ornoHkot, no 160
mr /12,5 mr no 14
Tabnetok y 6nictepi;
no 1 abo 2 6nictepu
Y KapTOHHIln kopobui

Canpos
dapmacbioTika
n3 a.a.

CnoseHisi

Ilex
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoBeHisi (Bunyck
cepill, TECTyBaHHS);
Hosaprtic ®apma
C.n.A., Itanisa
(BUpoBHULTBO "in
bulk", nakyBaHHs);
C.K. CaHpgos C.P.1,,
PymyHis (Bunyck
cepii, TeCTyBaHHSA)

CnoseHisi/
ITanis/
PymyHis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
BignoBigHOCTI abo BUny4eHHs ceptugikata
BigNoBigHOCTI €Bponeichkin hapmakonei: ans
A®Il; ansa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OMOMDXHOT pevoBUHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHWIn cepTudikart Bif yXe 3aTBEpAKEHOIO
BMPOOHWKa - NogaHHA OHOBMEHOro cepTudikaTa
€sponevicbkin dapmakonei Ne R1-CEP 2013-
159 - Rev 02 (3atBepmxeHo: R1-CEP 2013-159
- Rev 01) gnsa A®I BancapTtaHy Big BXe
3aTBepgkeHoro BupobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutan. 3minu |
Tuny - 3MiHK 3 sikocTi. CepTudpikat

3a
peuerimom

UA/15619/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €Bponencokin dapmakonei: ons
A®l; ansa suxigHoro
marepiany/peareHTy/NpOMIKXHOIO NMPOAYKTY, L0
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZ4NOBIgHOCTI €BponeWnchkin thapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHsi OHOBIEHOro cepTudikata
€sponevicbkin dpapmakonei Ne RO-CEP 2016-
290 - Rev 04 (3atBepaxeHo: RO-CEP 2016-290
- Rev 03) ana A®l BancapTtaHy Big BXe
3aTBepakeHoro BupobHuka NOVARTIS
PHARMA AG

68.

BAJIbCAPIA
H

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 160
Mmr/25 mr no 14
TabneTtok y Gnictepi;
no 1 abo 2 6nictepu
Y KapTOHHIl kopobui

Canpos
dapmackioTika
n3 p.a.

CnogeeHis

Iek
dapmaueBTMyHa
KoMnaHisa a.4.,
CnoBeHis (Bunyck
cepii, TecTyBaHHs);
Hoeaprtic ®apma
C.n.A, Itania
(BMPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHpgos C.P.11.,
PymyHis (Bunyck
cepii, TeCTyBaHHSA)

CnoseHisi/
ITanis/
PymyHis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3Mminn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHoBreHoro cepTudikarta
BiANoBigHOCTI abo BUnNy4eHHs ceptudikara
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMiXHOT peqoBUHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BMPOOHYKa - NogaHHA OHOBMEHOro cepTudikaTta
€sponevicbkin dapmakonei Ne R1-CEP 2013-
159 - Rev 02 (3atBepaxeHo: R1-CEP 2013-159
- Rev 01) gnsa A®I BancapTtaHy Big Bxe
3aTBepakeHoro BmpobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutain. 3minu |
Tuny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOrO cepTudikaTta
BiNOBIgHOCTI abo BUNy4eHHs ceptudikara
BiQNOBIAHOCTI E€Bponelckkin chapmakonei: aons
ADI; ans BuxigHoro
marepiany/peareHTy/NpPOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDXHOT pevoBUHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHuin cepTudikar Bif yxke 3aTBEpAKEHOIO
BMPOOHWMKa - NogaHHA OHOBMEHOro cepTudikaTa

3a
peuerimom

UA/15620/01/02
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

€sponevicbkin dapmakonei Ne RO-CEP 2016-
290 - Rev 04 (3atBepaxeHo: RO-CEP 2016-290
- Rev 03) ona A®I BancapTtaHy Big BXe
3aTBepakeHoro BupobHuka NOVARTIS
PHARMA AG

69.

BAIbCAPIA
H

TabneTtkn, BKPUTI
NNiBKOBOKO
obonoHkoto, no 80
mr/12,5 mr; no 14
Tabnetok y 6Gnictepi;
no 1 abo 2 6nictepn
Y KapTOHHIln kopobui

Canpos
dPapmacbioTika
n3 a.n.

CnogBeHisi

Jlek
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoBeHis (Bunyck
cepii, TecTyBaHHS);
Hosaptic ®apma
C.n.A, Itanis
(BMPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHgos C.P.11,,
PymyHis (Bunyck
cepii, TeCTyBaHHSA)

CnoseHis/
ITanis/
PymyHis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUMyYeHHs1 cepTudikata
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®l; onsa BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OOMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
€sponevwicbkin dapmakonei Ne R1-CEP 2013-
159 - Rev 02 (3aTtBepmkeHo: R1-CEP 2013-159
- Rev 01) ona A®l BancapTtaHy Big BXe
3aTBepakeHoro BmpobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutait. 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBNEHOro cepTudikaTta
BignoBigHoCTi abo Buny4veHHs ceptudikara
BigMNOBigHOCTI €Bponenckkin hapmakonei: ans
A®Il; ansa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMiXHOT peqoBUHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yXe 3aTBEPOAXKEHOIO
BUPOGHKKa - MoJaHHs1 OHOBIIEHOrO cepTudikata
€sponevicbkin dapmakonei Ne RO-CEP 2016-
290 - Rev 04 (3aTBepaxeHo: RO-CEP 2016-290
- Rev 03) gns A®I BancapTtaHy Big BXe
3aTBepakeHoro BupobHuka NOVARTIS
PHARMA AG

3a
peuenmom

UA/15620/01/01

70.

BAHATEKC
KOMBI

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, 160
mr/12,5 mr; no 14
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHI kopobui

dapmaueBTuy
HWUI 3aBof,
"MONb®APM
A" CA.

MonbLia

dapmaueBTU4HUI
3aBof
"MOJIbOAPMA"
C.A.

MNonblia

BHECEHHS 3MiH 0 peecTpauinHxX maTtepianis:
3MiHu | TUny - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPoByBaHHS roTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPIKEHNX MeToAax
BUNPoByBaHHs) - He3HaYHa 3MiHa B

3a
peuenmom

UA/12839/01/01




63 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3aTBEepAKeHOMy MeTogi BunpobysaHHs 113 3a
nokasHukom «KinbKiCHUIA BMICT HITPO3aMiHiB»
(FX-MC/MC) BHOCUTBCSA 3 METOLD YTOYHEHHS!
onvcy TemnepaTypu 36epiraHHs kanibpyBanbHUX
PO34mMHIB. TakoX BHECEHO pedaKLinHi 3MiHM B
Tabnuuo napameTpiB Mac-cnekTpoMeTpa
71. | BIKAIIH Tabnetku; no 10 MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes nidnsizae UA/7212/01/01
TabneTok y "MoHdapm" 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma

Gnictepax abo
cTtpunax; no 10
Tabnetok y Gnictepi;
no 2 a6o 10
GnicTepiB y nayui 3
KapToHy; no 10
TabneTok y cTpuni;
no 2 a6o 10 ctpunis
y nayui 3 KApTOHY

HalMeHyBaHHS Ta/abo agpecu 3asiBHUKA
(BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
3MmiHa agpecu 3asBHUKa (BNacHuWka
peecTpauiiHoro nocsigvyeHHs). TepmiH
BBEAEHHSA 3MiH - NpOTSArom 6 micauis nicna
3aTBepAKeHHs; 3miHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
MicUA NpoOBaAXeHHN QisnNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0by, BKYaum ginbHULi BUNycKy cepii abo
MicLie NpoBeAeHHS! KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky BignoBigae
BUPOGHMK/iMNOpTEP, BKIOYAOYM BUMYCK CEPilt) -
3miHa agpecu BupobHuka M3 MAT "MoHdapm”,
YkpaiHa, 6e3 3MiHn Micua BUpobHuUTBa. TepmiH
BBEAEHHSA 3MiH NpOTArom 6 micauis nicnsa
3aTBepAKeHHSs; 3MiHK | Tuny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cucteMy cpapmakoHarnsgy (BBeeHHs
y3aranbHeHUX AaHux nNpo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
bapmakoHarnsgy B YkpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiAnNoBiganbHOI 3a 3AiINCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-anna cuctemm
apmakoHarnsigy) -3MiHa ynoBHoBaxeHoi ocobum
3asBHuKa, BignosiganbHoi 3a hapmMakoHarnsa.
[itoua pepakuis: Cosrupa Ceprin CeprivioBuy.
lMponoHoBaHa pepakuis: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaAKTHUX AaHWX
YMOBHOBaXEHOI 0COOM 3asiBHYIKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs macTep-channa cuctemu
dapmakoHarnagy. 3miHa micus 34iNCHEHHs
OCHOBHOI AisinbHOCTI 3 hapMakoHarnsay; 3miHu
| TMny - AOMiHICTpPaTMBHI 3MiHW. BunyyeHHs
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72.

BIHOPEJbBI

KOHUEHTpaT ansa

EBEBE

BUPOBHMYOT AinNbHULI (BKMHOYaouM AinbHULI 4N
A®I, npomixkHoro npoaykTy abo roroBoro
nikapcbkoro 3acoby, AinbHULI 4N NpoBeAeHHs
nakyBaHHsi, BUpobOHuKa, BiAnoBigansHoro 3a
BWMYCK Cepil, MicLie NPOBEAEHHS KOHTPOMIO
cepii) abo noctayanbHMKa BUXiZHOTO MaTepiany,
peareHTy abo LONOMIXKHOI pe4oBMHN (SKLLO
3a3HaveHo y AOChE) - agMiHiCTpaTUBHa 3MiHa
BUITyYEHHS BUPOOHMKA 4il04Oi pe4OBUHM MarHito
kapboHaTy ocHoBHoro TOB "Toprosui [im
ManuHoee Osepo", Pociicbka Pegepauis.
3anuwaeTbcs anbTepHaTUBHUN BUPOOHMK
[il0401 PeYOBMHWN KOHLEHTPpAaTy MarHito
kapboHaTy ocHoBHOro Hebei Xingtai Metallurgy
Magnesium Co., Ltd, Kutan

73.

H "EBEBE"

BITANPOCT

PO34MHY Ans
iHdy3in, 10 mr/mn,
no 1 mn (10 mr) abo
5wmn (50 mr) y
cnakoHi; no 1
cnakoHy B
KapTOHHIN kopobLi

niodpinizat ans

Papma
[ec.m.6.X.
Hdpr. KI

TOB "®3

ABCTpis

YkpaiHa

NOBHUIN LKIT
BMPOGHMLTBA:
DAPEBA YHTepax
'M6X, ABCTpis
BWMNYCK Cepil:
EBEBE ®apma
ec.m.6.X. Hdpr. KT,
ABCTpis
TECTYyBaHHS:
Mmn
Mikpobionoriwec
Mptochnabop MGX,
ABcTpis
TECTYyBaHHS:
INa6op NNIC CE &
Ko.KI", HimeyuunHa

TOB "®3

ABcTpisi/
HimeyunHa

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuUCTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMNYHOro 3aCTOCYBaHHs! Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHU BHeCeHi o iIHCTPYKLUii Ans MegnyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMNEHOT
iHpopmalLii 3 6e3neku Aio4oi peYoBUHM.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS

3a
peuernmom

He
nionsieae

UA/4020/01/01

PO34MHyY Ans
iH'ekuin; 5 dnakoHiB
3 niogpinizatom y
GnicTepi; no 2
Gnictepn y nayui 3
KapTOHY

"BIO®APMA"

"BIO®APMA"

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
mMeToAax BUNPobyBaHHSA NePBUHHOT yNakoBKM
rOTOBOrO flikapCbKoro 3acoby (He3HauHi 3aMiHu y
3aTBEpAKEHUX MeToAax BUNpobyBaHb)

BHeceHHs 3miH Ao p.3.2.P.7 Cuctema
KOHTelHep/3aKynopioBanbHuiA 3aci6 y
cneundikadito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans nioginbHOI cyLkny», a
came - foAaHo iHchopMmaLito LWoao MeToay

KOHTpOIto «LIMHK, Lo ekcTparyeTbesin:

3a
peuerimom

JeTanisoBaHo NpUroTyBaHHA eTasioHHUX

UA/2988/01/01
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PO34MHIB, HAaBEAEHO po3paxyHKoBY chopmyry.
3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKkynoptoBarnbHuiA 3aci6. 3MiHa y
mMeToaax BUNPoOyBaHHS NEPBUHHOI yNakoBKM
roTOBOrO JlikapCbKoro 3acoby (He3HayHi 3MiHW y
3aTBepOKeHVX MeTofax BUnpobyBaHb)
BHeceHHs 3miH Ao p.3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHUiA 3acio y
cneumdikauito BxigHoro koHTponto Cn. 5.14-01-
319 «Mpobku rymoBi ans niodinbHOT CyLwku», a
came - YTOYHEHO MeTop KoHTponto «[po3opicTb
po34MHy» 3aTBepmpkeHo 4.Mpo3opicTb PO3UNHY.
Po3unH S 3a cTyneHem kanamyTHOCTI He Mae
nepesuLlyBaTy eTanoH Il. BunpobyeaHHs
npoBoanTb 3rigHo Y, 2.2.1. BUKOHAHHSI
KOHTpOMo. 40-MM Lap po34mHy S NOPIBHIOTH 3
40-mM Wwapom Boau P, BUKOpUCTOBYHOUM
opHakoBi NpobGipkn 3 6e36apBHOroO NPO30pPOro
HEWTpanbHOro ckra 3 NII0CKMM OHOM, SKi MaloTb
BHYTPILLHIN giameTp Big 15 MM go 25 mm.
[MopiBHAHHS NPO30POCTi NPOBOAATL Y
PO3CiSHOMY AI@HHOMY CBITIIi, Nepernaganym
3pasky B34OBX BEPTUKanNbHOI oci NpoGipok Ha
BinomMy ¢oHi. 3anponoHosaHo 4.MNpo3opicTb
po3umHy. Po3unH S 3a cTyneHeM onanecueHuii
He Mae nepesuLyBaTV eTanoH Il.
BunpobysaHHs npoBoasATh 3rigHo Y, 2.2.1.
BukoHaHHs1 kKoHTponto. 40 MM LIap po3umHy S
nopisHio0Tb 3 40 MM Wapom eTarnoHy I,
BMKOPMCTOBYOUM OHaKOBI Npobipku 3
6e36apBHOro NPO30POro HEMTPAnbLHOIO Ckna 3
NMOCKUM OHOM, SIKi MaloTb BHYTPILLHIV AiameTp
BiA 15 MM 0 25 MM. NopiBHAHHS NPO30POCTi
NpoBOAATb y PO3CIAHOMY AEHHOMY CBITHi,
nepernsgalyun 3pasku B3A0BX BEPTUKAmNbHOI OCi
npobipok Ha YopHOMY dDOHi

74.

BOPUKA3

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto no 200
mr; no 10 TabneTok
y 6nicTepi; no 1
Gnictepy B
KapTOHHiI kopobLyi

CmeHmapk
dapmacbloTUK
ans JlTa.

IHAisa

"mexnmapk
dapmacbioTukana
Nimiten

IHAis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHuin nepiogd, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
BigNoOBIAHO 40 NMnaHy nefiaTpuyHUX AochigXeHb

3a
peuerimom

He
nidnsicae

UA/15815/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
(PIP) (3miHYy y3rog»keHo 3 KOMMNeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginie "OcobnuneocTi
3actocyBaHHs" Ta "MobiuHi peakuii” BignoBigHO
0o pekomeHgauin PRAC
75. | BOPUKA3 TabneTku, BKPUTI "mexmapk IHAisA neHmapk IHAisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/15815/01/01
NniBKOBOO dapmMacbioTUK dapmacbioTukana 3minu | Tvny - 3miln wopo peuenmom | niidnseae
o6onoHkoto no 50 ana Jita. Nimiteq 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok 3MiHa y KOpPOTKil XapaKTepuCTULi NikapcbKoro
y 6nictepi; no 1 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Gnictepy B MEAMYHOro 3acTocyBaHHS Ha niacrasi
KapTOHHIl kopobui perynsipHoO OHOBIIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLjiHKM 3BITY 3 AOCMIIXEHb, MPOBEAEHUX
BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0
IHCTPYKUIT ANA MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby o po3sginie "OcobnueocTi
3acTtocyBaHHs" Ta "lMo6iyHi peakuii” BignoBigHO
0o pekomeHgauin PRAC
76. | BYrins Tabnetkn no 0,25, TOB YkpaiHa TOB "BAJIAPTIH YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 - UA/12759/01/01
AKTUBOBAH | no 10 TabneToky "BAJIAPTIH DAPMA" 3MmiHun | TMny - 3MiHuM 3 sikocTi. [oTOBUIA peuenma
E 6nictepax; no 10 DAPMA" nikapcbkuii 3aci6. Cuctema
TabneTtok y 6nictepi; KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
no 3 Gnictepn y mMeToAax BUNpobyBaHHSA NePBUHHOI YMaKOBKM
nadui 3 KapToHy roTOBOrO MikapCbKoro 3acoby (iHLWi 3MiHU y
mMeToAax BMNpobyBaHb (BKMOYa4mM 3amiHy abo
[oaaBaHHs))
[o[aBaHHs anbTepHAaTUBHOIO METoAY
BM3HAYEHHS TeCTy «Aaresis Apyky» y Metoaax
BMNpPoOyBaHHSA NepBuHHOI ynakosku M3 donbrun
antoMiHieBoi
77. | TABICKOH® cycrneHsis oparnbHa; PekkiTT Benuka PexkkiTT BeHkizep Benuka BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes - UA/13393/01/01
noAaBIAHOI no 150 mny BeHkizep BpuTtaHisa Xenckep (KOKew) Bputanis 3MiHn | TUny - 3MiHM Wwopao peuenma
o rakoHi 3 Xenckep Timiteq 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
HaHEeCeHo (FOKewn) BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX
POXEBOIO MITiBKOKO Nimiten npo cucteMy chapmakoHarnagy (BBeAeHHs

(6e3nocepenHbO Ha
cnakoH) abo y
dnakoHi 3 poXXeBUM
nokputTaMm; no 10
mn y cawwe, no 10,
12, 20 abo 24 cawe
Y KapTOHHIl kopobui

y3aranbHeHVX JaHuX npo cUcTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, SKLo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS dhapMakoHarnsay
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXeHoi1
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
dapmakoHarnsag. Hitoya pepakuis: Op. XenbmyT
Meik BexpeHc / Dr. Helmut Meik Behrens.
[MponoHoBaHa pegakuis: Op. Ynbpike Pomep /
Dr. Ulrike Roemer. 3miHa KOHTaKTHUX AaHMX
YNOBHOBa)EHOi 0cobM 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTAKTHUX JaHMX KOHTaKTHOT 0COGU 3asiBHUKA,
BiANOBIganbHOI 3a hapMakoHarnag B YkpaiHi
78. | TANNA3OJIIH® | kpanni Ha3arnbHi, BapluaBcbkuii Monblwa BapluaBcbkuii Monbwa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/0401/02/02
po3uunH 0,1 % no 10 hapmaueBTuy dapmaueBTNYHUIA 3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU peuenma
My HWIA 3aBOfg 3aBop Monbga AT, nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa
nonieTuneHoBmx Monbdha AT Monba; po3Mipy cepii (BKMto4aroum gianasoH po3mipy
drakoHax- dapmaLeBTU4HNUIA cepii) roToBOro nikapcbkoro 3acoby (36inbLueHHst
KpanenbHUUsX 3 3aBof 0o 10 pasiB NOpIBHSAHO i3 3aTBEPAHKEHUM
KOHTPOMEM NepLUoro "MOJIbOAPMA" po3MipoM) AofaBaHHsA po3mipy cepii nikapcbkoro
BigKpuTTS; Mo 1 C.A. Bigain MepaHa 3acoby 4000 n Ha JogaTokK A0 BXe
cnakoHy y B Cepaggsi, Monbwa 3aTBepAXkeHunx po3mipis cepivi: 500 n ta 700 n
KapTOHHI kopobui
79. | TENAMETIOH | niocpinisat ans MAT Ykpaina BUPOBHMK YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/15978/01/01
® pPO34MHy Ang "Knismegnpen nioginisary, 3MiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb peuenmom
iH ekuiv no 400 mr, 5 apat" BiAMOBiAanNbHWIA 3a A®Il. 3miHa y meTogax BunpobysaHHa APl abo
dnakoHiB 3 BUNYCK cepil BMXiAHOro Martepiany/npoMiXHOro
nioginizatom y roToBOro npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
KOMMMekTi 3 5 nikapcbkoro 3acoby: npoteci BupobHuutea API (iHWwi 3miHK y
amnynamu 3 MAT MeToAax BUNPOOyBaHHS (BKITHOYAOUN 3aMiHy
PO34MHHUKOM (L- "KviBmegnpenapat”, abo gonoHeHHs1) A®l abo
Ni3vH, HaTpito Ykpaina BVXiAHOrO/MPOMIDKHOTO MPOAYKTY) - 3MiHU B
rigpokcua, Boga ans BUPOBHMK MeToai BunpobyeaHHa AD| 3a nokazHUKOM
iH’ekui) no 5 mn B PO34YMHHUKA: «CynpoBigHi gomiwku» (Tect A, €P 2.2.29)
KOHTYPHI MAT "Tannudapm", BUpOGHWMKa M3 3 MeTolo onTUMI3aLii MEeToAMKM
YapyHKOBIl Ykpaina KOHTPOIIO Ta NpMBeAeHHAM ii 40 MaTepianis
ynakosLi; no 1 BMpoGHMKa ADI. 3miHu | TMny - 3miHKM 3 sKOCTi.
KOHTYPHI A®I. KoHTponb A®I. 3miHa y MmeTogax

YapYHKOBIN ynakoBLi
B KapTOHHIM nayui

BunpobyBaHHa APl abo BuxigHOro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|

(iHwWi 3mMiHM y MeTofax BUNpobyBaHHs
(Bkntovaroumn 3amiHy abo gonosHeHHs) A®I abo
BWXiZHOrO/NPOMIXKHOTO MPOAYKTY) - 3MiHU B
MeToai koHTponto A®I 3a NokasHVKOM
«KinbkicHe BU3Ha4YeHHs1. AeMEeTIOHIHY KaTioH»
(TecT A, €9 2.2.29) BupobHuka M3 y
BignoBigHoCTI 4o MaTepianiB BupobHuka AdI.
3MmiHn 06ymoBneHi HeobXxiaHiCcTIo onTuMmizauii
METOAMKM KOHTPOSIO Ta NpuBeAeHHsM ii o
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
mMaTtepianis BupobHuka AdPI.
80. | FENAMETIOH | niodinizat gns TOB Ykpaina BMPOBOHMLTBO YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/18995/01/01
® PO34MHY ANg iH'eKUin "APTEPIYM po3umHHuka: MNAT 3MmiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb peuenmom
no 500 mr; no 5 nTa" "Manuydapm”, A®I. 3miHa y meTodax BunpobysaHHs APl abo
driakoHiB 3 YkpaiHa; BUXIQHOrO MaTepiany/npoMiXHOro
niodinisatom y BUPOGHMLTBO npoaykTy/peareHTy, L0 BUKOPUCTOBYETHCH Y
KOMMMekTi 3 5 nioginizaty, BUNycK npoueci BUpobHuuTBa AP (iHLWi 3MiHK Y
amMnynamm cepii rotoBoro mMeToAax BUNpobyBaHHs (BKMOYauM 3aMiHy
PO3YMHHMKA MO 5 Mn nikapcbKoro 3acoby: abo pgonoBHeHHs1) AD| abo
Y KOHTYpHIn MNAT BUXIQHOIO/NPOMIDKHOIO NPOAYKTY) 3MiHWU B METOZ
YapyHKOBIN "KviBmegnpenapat”, BMNpobyBaHHs APl 3a nokasHUkoM «CynpoBiaHi
ynakosLi; no 1 YkpaiHa pomiwkny» (Tect A), (€D, 2.2.29) ans
KOHTYPHIN BU3HAYEHHS AOMILLOK ALEHO3MHY, ALEHiHy, 5'-
YapyHKOBIN ynakoBLi [0EeO0KCi-5'-MeTunTioaaeHo3nHy, S-ageHo3un-L-
B navuj romoumcTeiHy i S-(5'neokci-5'ageHo3nn)-3-
MeTURTIO-NponinamiHy TpubpoMiay y BUpoGHuKa
[113. 3miHn 0bymoBneHi HeobxigHiCcTo
onTuMmi3auii meTogukm koHTponio APl Ta
npvBeaeHHsM ii 4o maTepianis BUpobHMKa
A®L.3miHu | TMny - 3miHm 3 skocTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs
AdI abo BuxigHoro matepiany/npomMikHoOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea A®I (iHWi 3MiHK y
MeToAax BUNpobyBaHHS (BKIHOYAKUMN 3aMiHy
abo ponoBHeHHs1) AD| abo
BWXiAHOrO/NPOMIXKHOrO NMPOAYKTY) 3MiHW B METOAI
BunpobyBaHHs A®I 3a nokasHukom «KinbkicHe
BM3HaYeHHs1 AeMeTIOHiHY KaTioHy» (E®P, 2.2.29)
y BUpo6Huka M3. 3miHn 06ymoBneHi
HeobXiaHICTIO oNTUMIi3aLlii METOAMKM KOHTPOIO
A®I| Ta npuBeaeHHSM i 4o maTepianis
BMpOGHMKa ADI.
81. | TENAMETIOH | tabnetku TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/19198/01/01
® KMLLIKOBOPO34MHHi, "APTEPIYM "KviBmegnpenapat” 3MiHn | TUny - 3miHn 3 akocTi. APl. KoHTponb peuernmom
no 500 mr no 10 ntn" A®Il. 3miHa y meTogax BunpobysaHHs APl abo
Tabnetok y 6nictepi, BUXigHOro MaTtepiany/npoMiXHoro
no 2 6nicrepn y npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
nauui npoueci BupobHuuTea API (iHWi 3mMiHK y
MeToax BUNPOOYBaHHS (BKIHOYAK4M 3aMiHy
abo pgonoBHeHHs1) AD| abo
BWXiZHOrO/NPOMIXKHOTO MPOAYKTY) - 3MiHU B
mMeTogi BunpobysaHHst AD| 3a nokasHUKOM
«CynpoBigHi gomilkmy» (Tect A, €9 2.2.29)
BMpoGHMKa 13 y BignoBigHoCTi Ao MaTepianis
BMpoGHMKa ADI. [lonaTkoBO, BUNpPaBEHHS
NMOMUIIKMN B PO3PaxyHKOBIn hopmyni B MeTOAUL
BuUnNpobyBaHHs BUpobHuka A®I OMNIABIOS
S.R.L,, Itanis. 3minu | Tvny - 3miHKM 3 sKOCTi.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BuxigHOrO
marepiany/npoMiXXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(iHWi 3MiHM y MeToaax BUNpobyBaHHs
(BKntoyaoum 3amiHy abo gonoBHeHHs1) API abo
BUXIQHOIO/NPOMIDKHOIO NPOAYKTY) - 3MiHU B
mMeToai koHTponto A®I 3a nokasHWMKOM
«KinbkicHe BU3HayeHHs» (TecT A, €D 2.2.29)
BMpobHuka 13 y BignoBigHocCTi Ao MaTepianis
BMpobHuka A®I. 3miHn obymoBneHi
HeoOXiAHICTIO 3aMiHK aaanToBaHOT METOANKM
KOHTpOrto BUpoOHUKka M3 meToaukoto
BMpobHKKa ADI
82. | TENMATOKC KOHLeHTpaT 45 TOB YkpaiHa BTopuHHa ynakoBka, | HimeuyunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/12890/01/01
PO34MHY 4nis "®APMACE" KOHTPO~b: YkpaiHa 3MinHun | TMny - 3MiHK Woao peuenmom
iHdpysin, 500 mr/mn; XONOMAK 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsaay.
no 10 mn B amnyni; depnakyHrcTexHik BBeneHHs abo 3MiHM o y3aranbHEHUX AaHnX
no 10 amnyn y navyui 'M6X, HimeuyuunHa; npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
3 KapTOHY BupobHuuTBo y3ararnbHeHVX JaHnX npo CUcTeMy
Hepo3dacoBaHoI dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
npoaykuii, nepBnHHa BiQNOBiQanbHOI 3a 3AiNCHEHHS
Ta BTOPVHHA hapmakoHarnsay; KOHTaKTHOi ocobu 3
ynakoBKa, KOHTPOb: dapmakoHarnsay 3asiBHUKa Ans 30iNCHeHHS
XOJTOMNAK bapmakoHarnagy B YkpaiHi, AKLO BOHa
depnakyHrcTexHik BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
m6X, Himevuuna; BiANoBiganbHoI 3a 3A4iMCHEHH:A hapMakoHarnsay
KoHTponb, Bunyck (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
cepii: TOB po3MilLieHHI MacTep-anna cuctemm
«PAPMACEN», dapmakoHarnsigy) 3MiHa ynoBHoBaxeHOi ocobu
YkpaiHa 3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
Hitouwa pepakuis: CynpyH Egyapa
Bonoamumuposwuy. NponoHoBaHa pedakuis:
Boray TetaHa OnekcaHgpisHa. 3MiHa
KOHTaKTHMX AaHNX YNOBHOBaXeHOi 0cobm
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
3miHa HomMepa macTep-anna cuctemm
dapmakoHarnsgy
83. | MHKOP kancynu no 10 TOHI®APM ®paHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es - UA/10317/01/01
®OPT Kancyn y énictepi, IHOYCTPI 3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat peuenma
no 3 Gnictepu B BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
KapTOHHI kopobuyi €Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHs HoBoro abo oHOBMEHOro cepTudikaTta
BiNOBIgHOCTI abo BUNy4eHHs ceptudikara
BiQMNOBigHOCTI E€Bponeichkin hapmakonei: ans
ADI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; ans
[JOMOMiXHOT pevoBuHU (cepTudikaT
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BiNOBIgHOCTI €BponeWnchkin thapmakonei) -
OHoBneHnn cepTudikar Big yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHs OHOBIIEHOro cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei Ne R1-
CEP 2005-263 - Rev 07 (3atBepaxeHo: R1-CEP
2005-263 - Rev 06) anst A®I| TpokcepyTuHy Big
3aTBepakeHoro BMpobHuka Expansia PCAS,
France, sikuii 3miHuB Ha3By PCAS, France
84. | TMINPECUH NOPOLLIOK A451s PeppiHr 'M6X | HimeuunH deppiHr M'v6X, HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/9315/01/01
PO34MHY ANg iH'eKUin a HimeuuunHa LLisenuapis 3MinHn | TMNy - 3MiHK Woao peuenmom
no 1 wr; 1 cpnakox 3 (BMPOGHWMK roTOoBOrO 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
MOPOLLIKOM Y NpoaykKTy, BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
KOMMAEKTi 3 1 BignoBsiganbHWin 3a npo cucteMmy dapmMakoHarnagy (BBeeHHs
amMnyroto nepBuHHE y3aranbHEeHNX AaHNX Npo CUCTEMY
PO34YMHHMKA (HATpItO nakyBaHH4, dapmakoHarnagy, 3mMiHa ynoBHoOBaXeHoi ocobu,
xnopwua, kucnorta KOHTPOSb AKOCTi Ta BiQNOBiganbHOI 3a 3A4iNCHEHHS
xropucTtoBogHeBsa 1 BUMYCK cepii); bapmakoHarnsgy; KOHTakTHOI ocobu 3
M, Boga ans deppiHr bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
iH'ekuin) no 5 mny IHTepHeLwwHn CeHTep tbapmakoHarnagy B YkpaiHi, AKLO BOHa
KapTOHHIN ynakoBLii CA, Weewuapis BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
(BignoBiganbHUi 3a BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
BTOPUHHE (BKINtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
nakyBaHHS) pO3MiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YyNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
bapmakoHarnag B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa Jlrobos
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanNbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
dapmakoHarnsgy Ta voro Homepa.
3MiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy
85. | MMIOKOCAT PO34MH ANS iH'eKLN; TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/15851/01/01
no 2 mn B amnyni A "BIO®APMA" BIODPAPMA" 3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb peuenmom

Yy KOMMAeKTi 3
PO3YMHHUKOM
(nieTaHonamiH, BOAa
ans iH'ekuyin) no 1
Mn B amnyni B; no 5
amnyn A 'y 6nictepi;
no5amnyn By
Gnictepi; no 1
Gnictepy 3
amnynamv A Ta no 1

A®Il. 3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMUX MEX, BU3HAYEHUX Y creumdikaLisx
Ha A®l, abo BUXigHWUIA/MPOMIXHMIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoveci BupobHuutea AP| (4ONOBHEHHS
cneundikaLii HOBUM MOKa3HWUKOM SIKOCTi Ta
BiANOBIAHMM MEeTO4OM BUNPOBYBaHHS)
[onoBHeHHs crneumndikauii API (FmokosamiHy
cynbdart HaTpito xropua) n. "Po34nHHicTb"
Bi4NoBIigHO 40 BMMOT MoHorpadii 2447 EP
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Gnictepy 3 «[ntoko3amiHy cynbgat HaTpito xnopuay. 3MiHu
amnynamu B y nayui | Tuny - 3miHn 3 akocti. A®I. KoHtponb ADI.
3 KapTOHY; Mo 2 MN B 3miHa y napameTpax crneundikauii Ta/abo
amnyni Ay [ONyCTUMUX MEX, BUSHAYEeHMX Y cneuundikauiax
KOMMMEKTi 3 Ha A®I, abo BUXiOHWA/NPOMiKXHUIA
PO34YMHHUKOM NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
(oieTaHonamiH, Boga npoueci BupobHuutea API (iHLWi 3MiHW)
ans iH'ekyin) no 1 MpuBeaeHHs nokasHuka «MikpobionoriyHa
Mn B amnyni B; no 1 YncToTa» 4O BUMOr MOHorpadii €Bponencbkoi
amnyni Ata 1 dapmakonei 07/2019:2447 «[I'ntoko3amiHy
amnyni B y 6nictepi; cynbdar HaTpito xropua»
no 1 Gnictepy y
nayui 3 KapToHy; Mo
2mvmnBamnyniAy
KOMMIEKTi 3
PO34YMHHUKOM
(nieTaHonawmin, BOAa
ans iH'ekyin) no 1
Mn B amnyni B; no 6
amnyn A 'y 6nictepi;
no6amvnyn By
Gnictepi; no 1
bnictepy 3
amnynamun A ta no 1
Gnictepy 3
amnynamu B y nayui
3 KapTOHY
86. | TMIOKOPAX | Tabnetku Mepk CaHTte ®paHuis Mepk CaHre, ®paHuis/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/3994/02/02
XR NPOJIOHrOBaHOI Aji c.a.c. PpaHuist; Mepk Himeuunna 3MiHn |l Tuny - 3MiHn Wwopao peuernmom
no 1000 mr; no 10 Xenckea KlMaA, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi; HimeuunHa BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
no 3 abo no 6 BMAAYi PeeCTpaLiiHOro NocBiaYeHHs,
GnicTepiB y BKItovatoum MNnaH ynpaBniHHA pyU3nkamm
KapTOHHiI kopobui (3acTocyBaHHs 3MiH(1), Ski(a) BUMaraTb(€e)
noAanbLIoro obrpyHTyBaHHS HOBUMU
[04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
CyTTEBA OLiHKa KOMMNETEHTHUM OpPraHoM).
3asiBHUKOM HagaHo oHoBneHun MNnax
ynpaBniHHA pu3nkamu Bepcis 8.1. 3MiHu
BHECEHO [0 YacTuH: IHdopMauis Wwoao cuctemm
ynpaBniHHsi pu3nkamu. 3MiH1 BHECEHO A0
yacTtuH: |l «Cneumdpikauis 3 6e3neku» (Mogyni
CVII «lgeHTudbikoBaHi Ta NOTEHLiAHI PU3UKNY,
CVIII «Pestome npobnem 6e3nekuny»); V «3axoau
3 MiHimi3auii pusukisy; VI «Pe3tome nnaHy
ynpaBeniHHA pusvkammy; VIl «dogatkuy, y
3B’s13KYy 3 OHOBIEHHSIM NpPo6neM 3 6e3neku
BifCYTHbOI iHdhopMaLlii LLoAo BigaaneHmx
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

HacnigkiB Ha NOTOMCTBO nicns
BHYTPILLHBOYTPOBOHOro BNNNBY METOPMIiHY, Ha
niacrasi aHanisy nicnapeectpauiiHoro
JocrimpkeHHs 3 6e3nekun, Ta npuBedeHHs [nany
yNpasriHHA p13nKamn 4O OHOBMEHOI CTPYKTYpU
BignosigHo fo Bumor €EMA (Rvieu Il). Pestome
MnaHy ynpaeniHHA pu3nkamu Bepcisa 8.1
[0AAETbCS.

87.

rPUMMNOCTA
O® PUHO
0,05%
HA3AJIbHI
KPAMN

Kpanni HasanbHi,
po3uuH 0,05 %; no
10 mn y cpnakoHi; no
1 conakoHy B
KapTOHHIl kopobui

CTAOA
ApuHanmitten
b Al

HimeyumH
a

CTALA
ApuHanmittens Al

HimevuunHa

BHECEHHS 3MiH IO peecTpauinHuX maTepianis:
3MmiHun | TMny - 3MiHun 3 siKocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHLi 3MiHW) OHOBMNEHHS BXXe
3aTBEPIKEHNX METO/AIB KOHTPOMIO SIKOCTi
nikapcbkoro 3acoby, a came: BUKNaAeHHs TEKCTY

[Aep>XaBHOK MOBOIO 3riAHO Cy4acHUX BUMOT 3

BHECEHHSIM KOPEKTOPCBKUX NPaBOK BiAMNOBIAHO

[0 opuriHanbHWUX JOKYMEHTIB

6e3
peuenma

UA/3090/02/02

88.

rPUMMNOCTA
AO® PUHO
0,1%
HA3AJIbHI
KPAMI

Kpanni HasanbHi,
po3unH 0,1 %, no 10
My donakoHi; o 1
cnakoHy B
KapTOHHIN kopobLi

CTAOA
ApuHanmitTen
b Al

HimeyumH
a

CTALA
ApuHanmittens Al

HimevuunHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbKkoro 3acoby (iHLi 3MiHW) OHOBMNEHHS BXXe
3aTBEPKEHNX METOAIB KOHTPOMIO SKOCTI
nikapcbkoro 3acoby, a came: BUKINageHHs TEKCTY

[Aep>XaBHOK MOBOIO 3riAHO Cy4acHUX BUMOT 3

BHECEHHSIM KOPEKTOPCLKUX MPaBOK BiAMNOBIAHO

[0 opuriHanbHUX JOKYMEHTIB

6e3
peuenma

UA/3090/02/01

89.

ODAUBOBET

Mas3b, no 15 r aéo 30
r masi y Ty6i; no 1
TyGi y KAPTOHHIV
KopoobLi

JIEO dapma
AIC

LaHia

JIEO Nab6opaTopic
Jimiten

Ipnangis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
npo cucteMmy papMmakoHarnagy (BBeeHHs
y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiAnNoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsigy) 3MiHa ynoBHoBaxeHoi ocobu
3as1BHMKA, BignoBigansHoi 3a hapmakoHarnsg.
[itoua pegakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0COOM 3asiBHYIKA,
BiAgnoBiganbHoi 3a dpapMakoHarnsag

6e3
peuyenma

UA/7276/01/01

90.

OEKAMNENTU

PO34YMH 41151 iH'eKUin

PeppiHr

LLIsenuapi

BignosiganbHui 3a

Yecbka

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:

3a

UA/7106/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
n 0,1 mr/1mn; no 1 mn IHTepHeLLHN A BUPOBHMLTBO Pecny6nika/ 3MinHun | TMny - 3MiHK Woao peuenmom
y wnpwvui; no 7 CeHtep CA roTOBOro MpoAyKTy, Himeuunna 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
LUMNPULIB Y KOHTYPHIN NepBUHHY YNaKOBKY, BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHnX
YapyHKOBIl KOHTPOMb SIKOCTi Ta npo cucteMy chapmakoHarnagy (BBegeHHs
ynakosLi; no 1 BUMNYCK cepil: y3aranbHeHUX JaHnx Npo cuctemy
KOHTYPHil deppiHr Mv6X, dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
YapyHKOBIl ynakosLi HimeuuunHa; BiANOBiAanbHOI 3a 34iNCHEHHS
Y KapTOHHil Kopobui BignosiganbHuii 3a hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
BTOPUWHHY YMaKoBKY: dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
deppiHr-Nfieunsa, capmakoHarnsgy B YkpaiHi, AKLwo BoHa
a.c., Yecbka BiIMiHHa Bif, YNOBHOBaXeHOi ocobwm,
Pecny6bnika BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
pO3MmiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YyNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa peaakuis: HikitTueHkoa Jlto6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAaNbHOI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxXoMKeHHA macTep-daina cucTtemm
dapmakoHarnsay Ta voro Homepa.
3MiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy.
91. | BEKAMNENTU NOPOLLIOK ANA PeppiHr 'M6X | HimeyvuumH PeppiHr M'M6X, Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/7106/01/01
n Aaeno cycneHsii ans a HimeuuunHa Yecbka 3MiHu | TUny - 3MiHM Wwopo peuenmom
iH'ekuin no 3,75 wr; (BignoBiganbHWn 3a Pecnybnika 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
1 nonepenHbO BUPOOHMLTBO BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX

3anoBHEHWI LLNPWL,
3 nopoLukom Ta 1
nonepeaHLo
3anoBHEHWI LLNPWL,
no1mns
PO3YNHHUKOM
(nekcTpaH 70;
nonicop6art 80;
HaTpilo xnopug;
HaTpilo
aurigpodocdar,
ourigpaT; 1 N
PO34MH HaTPIto
rigpokeuay, Boga
ans iH'ekuin),
MapKyBaHHS
NepBUHHUX

roTOBOrO NPOAYKTY,
NepBUHHY YNaKoBKY,
KOHTPOMb SKOCTi Ta
BUNYCK cepii);
®eppiHr-lfleuunsa,
a.c., Yecbka
Pecnybnika
(BignoBiganbHuWii 3a
BTOPWHHY YNaKkoBKY)

npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Bi# yNoOBHOBaxeHOi ocobu,
BiNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
tbapmakoHarnsgy). 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHOI 0coOu 3asiBHUKA, BianoBsigansHoi 3a
cbapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
yNakoBOK MponoHoBaHa peaakuis: HikitrueHkoa Jllo6oB
YKPaiHCbKOI MOBOIO; IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
3'eqHyBanbHUN ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
€ereMeHT, ronku ans capmakoHarnag B YkpaiHi. 3miHa
iH’EKUIN Y KApTOHHIWN MiCLie3HaxoMKeHHs macTep-danna cucremm
ynakoBLi chapmakoHarnagy Ta noro Homepa.
3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
92. | DEKCAMETA | Ttabnetku no 20 wr, KPKA, a.a., CnoBeHis BUPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/16902/01/01
30H KPKA no 10 Tabnetok y HoBo mecto bulk", nepeuHHe Ta 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom | nidnsieae

GnicTepi; no 1, 2 abo
3 Gnictepu y
KapTOHHIl kopobui

BTOPUHHE
nakyBaHHS,
KOHTPOIb Ta BUMYCK
cepin: KPKA, o.4.,
Hoso mecTo,
CnoBeHisi; nepBuHHE
Ta BTOPVHHE
nakyBaHHs: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepin: KPKA, o.4.,
Hoso mecTo,
CnoBeHisi

nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHwi 3miHW) - nepeknazg
MKA 13 ykpaiHcbkot MOBOO 6e3 3MiHK
aHaniTMYHMX METOAIB, ane 3 BUMpaBIiEHHAM
OESIKNX TEXHIYHUX NMOMUMOK Ta HE3HAYHUMMU
KOpeKUisiMM onucy MeToiB Ta cneuundikauil.
BBeneHHs 3MiHM npoTsirom 6-Tu micauiB nicnsa
3aTBEepAKEHHS1; 3MiHK | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BigNOBIQHOCTI €BponenchbKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYIOTLCH Y BUPOOHNLTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikaTt
BigNoBigHOCTI €Bponenchkii hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BUPOGHKKa - MogaHHsi OHOBIIEHOro cepTudikata
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 1996-019 - Rev 08 ansa AdI
[JeKkcameTasoHy Bif BXe 3aTBEPOKEHOro
Bupo6Huka SANOFI CHIMIE, France, sikui
3miHvB Ha3sy Ha EUROAPI FRANCE, France;
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
BiNoOBIigHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; ans
[OMOMDXHOT pevoBUHU (cepTudikat
BiQNOBigHOCTI €Bponeichkit hapmakonei) -
OHoBREHWI cepTuikaT Bif y)Ke 3aTBEPAXKEHOrO
BUPOGHKKa - NogaHHsi OHOBIEHOro cepTudikata

BignoBigHocTi €Bponeickkini papmakonei Ne R1-
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

CEP 1996-019 - Rev 07 (3atBepakeHo: R1-CEP
1996-019 - Rev 06) ana A®I gekcameTasoHy Big,
BXe 3aTBepmkeHoro BupobHuka SANOFI
CHIMIE, France; 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MeOU4YHOro 3aCToCyBaHHs Ha nigcTas.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiog, abo sik pesynbTaT
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHMX
BiMNOBIQHO 4O MnaHy nefiaTpuyHUX AoCHigXKeHb
(PIP) (iHwi 3miHK) - 3MiHM BHeceHi B n.6 "IHLUE"
TEKCTY MapKyBaHHS NEPBUHHOT YMaKOBKM
(bnicTep) nikapcbkoro 3acoby, a came
[oOaBaHHA Ha NEPBUHHY YNAKOBKY YOPHOI MiHii 3
MeTot 6e3nevHoro 3acTocyBaHHs TabrneTok no
20 mr Tta 40 mr. BBegeHHst 3mMiHu npoTarom 6-tn
MicsaUiB Nicnsa 3aTBepAXeHHSA

93.

OEKCAMETA
30H KPKA

Tabnetku no 40 wr,
no 5 Tabnetoky
Gnictepi; no 2, 4 abo
6 GnicTepiB y
KapTOHHIN kopobLyi

KPKA, a.4.,
Hoso mecto

CnogeeHis

BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepin: KPKA, a.4.,
Hoso mecTo,
CnoBeHisi; NnepBuUHHE
Ta BTOpPWHHE
nakyBaHHsi: KPKA,
n.o., Hoeo mecTo,
CroBeHisi; KOHTPOIb
cepin: KPKA, a.4.,
HoBo mecTo,
CnogBeHisi

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbKkoro 3acoby (iHwi 3MiHW) - nepeknazg
MKA N3 ykpaiHcbkoo MoBoto 6e3 3MiHM
aHaniTMYHNX MeToAIB, ane 3 BUNPaBIIeHHSM
AesIKNX TEXHIYHUX MOMMIIOK Ta HE3HAYHUMK
KOpEKLisiM1 onncy MeTopiB Ta cneuundikadii.
BBeaeHHs 3MiHM npoTarom 6-Tu micauis nicnsa
3aTBEpAKEHHS; 3MiHM | TMny - 3MiHKM 3 aKocTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro martepiany/peareHTy/npOMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADIl; ona oONoMiXKHOI pe4oBUHM (cepTudikat
Bi4NOBIgHOCTI €BponeWnchkin dapmakonei) -
OHoBneHuIn cepTudikar Bif yke 3aTBEpAKEHOIO
BMPOOHWKa - NogaHHA OHOBMEHOro cepTudikaTa
BignoBigHocCTi €Bponeincekini hapmakonei Ne R1-
CEP 1996-019 - Rev 08 ans AdI
[lekcaMeTasoHy Bif BXe 3aTBepAKeHOro
BupobHmka SANOFI CHIMIE, France, sikun
3MiHuB Ha3By Ha EUROAPI FRANCE, France;

3miHu | TMny - 3miHm 3 sikocTi. CepTudikat

3a
peuernmom

He
nionsieae

UA/16902/01/02
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIigHOCTI €Bponencokin dapmakonei: ons
A®l; ans suxigHoro
marepiany/peareHTy/NpOMIKXHOIO NMPOAYKTY, L0
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZ4NOBIgHOCTI €BponeWnchkin thapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 1996-019 - Rev 07 (3atBepaxeHo: R1-CEP
1996-019 - Rev 06) gna Ad®Il gekcameTasoHy Big,
BXe 3aTBepmpkeHoro BupobHuka SANOFI
CHIMIE, France; 3minu | Tuny - 3miHn wogo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS nikapcbKoro 3acody B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiAMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (iHwi 3MiHW) - 3miHW BHeceHi B n.6 "IHLLE"
TEKCTY MapKyBaHHSA NEPBUHHOT YMaKOBKM
(6nicTep) nikapcbkoro 3acoby, a came
[0AaBaHHSA Ha NepBUHHY YNaKoBKY YOPHOI NiHii 3
MeTor 6e3neyHoro 3acTocyBaHHs TabneTok no
20 mr ta 40 Mr. BBegeHHst 3MiHM NpoTArom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS

94.

OEKCAMETA
30H KPKA

TabneTkun no 8 mr,
no 10 Tabnetok y
6nicTepi; no 1, 2 abo
3 bnictepu y
KapTOHHiI kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpPOIb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHisi; NnepBUHHE
Ta BTOpPWHHE
nakyBaHHsi: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
Hoso mecTo,
CnoseHisi

CrnioBeHis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHwi 3miHn) nepeknag MKA
J13 ykpaiHcbKo MOBO 6e3 3MiHU aHaniTUYHUX
MeTOAIB, ane 3 BUMPaBeHHAM AesiKux
TEXHIYHMX MOMMITOK Ta HE3HAYHUMM KOPEeKLisMn
onucy meTtogis Ta cneuudikauii. BBeaeHHs
3MiHM NPOTAroM 6-Tn micauiB nicns
3aTBEPAKEHHS. 3MiHN | TUNy - 3MiHM 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOoro cepTudikaTta BignosigHocTi abo
BUIyYeHHs cepTuddikata BiAnoBigHOCTI

3a
peuerimom

UA/16902/01/04
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
€Bponeiickkin hapmakonei: gns A®l; ans
BUXigHOro matepiany/peareHTy/npOMiKHOro
NpoaykKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudpikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMPOGHKKa - NogaHHs OHOBIIEHOro cepTudikata
BignoBigHOCTi €Bponencokin papmakonei Ne R1-
CEP 1996-019 - Rev 08 (3atBepakeHo: R1-CEP
1996-019 - Rev 07) gna A®| gekcameTasoHy Big,
BXe 3aTBepmxeHoro BupobHuka SANOFI
CHIMIE, France, sikuii 3MiHUB Ha3BY Ha
EUROAPI FRANCE, France
95. | OEKCAMETA | Ttabnetku no 4 wmr, KPKA, a.4., CnoBeHisi BUPOBHMUTBO "in CnoBeHiga BHECEHHS 3MiH 10 peecTpauinHMX maTepianis: 3a - UA/16902/01/03
30H KPKA no 10 TabneTtok y HoBo mecto bulk", nepeuHHe Ta 3MiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA peuenmom
6nictepi; no 1, 2 abo BTOPUHHE nikapcbkuii 3aci6. KoHTpornb rotoBoro
3 6nictepn y nakyBaHHs, nikapcbkoro 3acoby (iHwi 3miHn) nepeknag MKA
KapTOHHil kopobui KOHTPOSb Ta BUMYCK J13 ykpaiHCcbkolo MOBOLO 6e3 3MiHM aHaniTUYHUX
cepii: KPKA, a.4., METOoAIB, arne 3 BUNPaBEHHAM OEAKNX
HoBo mecTo, TEXHIYHMX MOMUIIOK Ta HE3HAYHNMM KOPEKLSIMU
CnoBeHisi; nepBuHHE onucy meTtoais Ta cneundikauii. BeeaeHHa
Ta BTOPUHHE 3MiHW NPOTAroM 6-Tn Micauis nicnsa
nakyBaHHsi: KPKA, 3aTBepAKEHHS. 3MiHuM | TMny - 3MiHKM 3 AKOCTI.
n.a., Hoso mecTo, CepTudikat BignosigHocTi/[E-cepTudikat
CnoBeHisi; KOHTPONb BignoBigHOCTI €Bponeiichbkii
cepii: KPKA, a.4., dapmakonei/moHorpadii. MoaaHHa HoBoro abo
HoBo mecTo, OHOBMEHOro cepTudikaTta BignoBigHocTi abo
CnoBeHis BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevicbkin apmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4yoBMHM (cepTudikaTt
BigNoBigHOCTI €Bponerchkit hapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTa
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 1996-019 - Rev 08 (3aTBepaxeHo: R1-CEP
1996-019 - Rev 07) gna A®I gekcameTasoHy Bif,
BXe 3aTBepakeHoro BupobHuka SANOFI
CHIMIE, France, sikuin 3MiHVB Ha3BY Ha
EUROAPI FRANCE, France
96. | AEKCOOP KOHLeHTpaT Ans OpioH QiHngHain Bupo6Huk, Lo diHnaHAain BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a He UA/11627/01/01
pPO34MHy Ans KopriopeniuH 3A4iicHIoE 3miHu | TMny - 3miHn WwWoao peuenmom | nidnsizae
iHdpysin, 100 mkr/mrm; BMPOGHMLTBO, 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy
no 2 mn B amnyni; nepBuHHe Ta (iHWi 3MiHKM) 3MiHK BHECEHO [0 IHCTPYKLUIi Anst
no 5 abo 25 amnyn y BTOPUHHE MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
KapTOHHI KOpoOLyi; nakyBaHHS, 0o posginie "OcobnmneocTi 3acTocyBaHHsA",

no 4 mn a6o no 10
My donakoHi; no 4

KOHTPOMb SKOCTi,
BMNyck cepin: OpioH

"Mo6iyHi peakuii" BigNoBiAHO JO OHOBREHOT
iHdpopmalii 3 6e3neku Aito4oi pe4OBUHM 3rigHO 3
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nakoHn y KopnopenwuH, pekomeHgauismm PRAC. TepMiH BBEAEHHS 3MiH
KapTOHHiI kopobuyi DiHnaHAais; NpOTArom 2 MicsUIB NiCNsA 3aTBEPHKEHHS
Bupo6HuK, wo
30iNCHIOE KOHTPOSb
AKOCTi Ta BTOPUHHE
nakyBaHHsi: OpioH
Kopnope#wH, OpioH
dapma, 3aBog B
Typky, PiHnsHgis
97. | OEKCNPO® rpaHynu ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/17373/02/01
oparnbHOro po34vnHy "®apmaneBTn "®apmaueBTnyHa 3minu | Tvny - 3miln wopo peuenmom | niidnseae
no 25 wr, no 10 YHa bipma dipma "dapHuuga" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
OAHOA030BUX "NapHuus" 3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
nakeTiB y navui 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLjiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHUX
Bi4AMNOBIQHO A0 NnaHy negiaTpuyHux 4oCniaXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO B
iHCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginy "3actocyBaHHsi
y nepioA BariTHOCTi abo rogyBaHHS rpyaa”
BiAMNoBigHO 4O OHOBMEHOI iHpopmaLii LWoao
6e3nekn 3aCToCyBaHHS iil040i PEYOBUHM 3rigHO
3 pekomeHaauieto PRAC. TepmiH BBeAEHHS 3MiH
npoTArom 6 MicsAuUiB Nicns 3aTBepKEHHS
98. | BEMAKIH® TabneTkn, BKpUTI TOB "CaHodi- Ykpaina CaHodi BiHTpon ®paHuis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/2598/02/01
EHTEPIK 300 060onoHKoto, ABeHTiC IHpacTpia, PpaHuis; Icnanis 3MiHn | TUny - 3MiHM Wwopao peuenmom | niidnszae
KWLLKOBOPO34MHHI MO YkpaiHa" CAHO®I-ABEHTIC

300 mr; Ne 100
(10x10): o 10
Tabnetok y 6nictepi,
no 10 GnictepiB y
KapTOHHIN kopobLyi

C.A., IcnaHis

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL}iHKM 3BITY 3 AOCHigKEHb, NPOBEOEHMX
BigMNOBIQHO 40 NMnaHy nejiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
YMOBHOB&XKEHNM OPraHoM).
3MiHU BHECEHO [0 IHCTPYKLUii AN MeauyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"®dapmakornoriyHi BnacTMBocTi" (BHECEHHS
iHdopMaUii AaHWX AOKNIHIYHUX AOCNigKEHb NPo
JereHepaldito/atpodito sie4ok abo aHomanii
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
cnepmMaToreHesy Ta 3HWKEHHSI Macu SIEHOK Y

Aopocnux LypiB i cobak), "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaaro”
(BHECEHHS iHbopMaLlii Woa0 BPOMKEHMX Bag,
po3BuTKy), "Cnocib 3actocyBaHHs Ta 4o3un"
(BHECEHHSI iHGhopMaLii Npo HEOBXiAHICTb
KOpeKL,ji 4o3M) BignoBigHO 40 pekoMmeHAaaLlin
PRAC. BeeaeHHs 3MiH NpoTArom 6-1u Micsiuis
nicnsa 3aTeepakeHHs. 3MiHu Il Tuny - 3miHn
wopno 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y KOpoTKii
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANa MeanyYHoro
3aCTOCyBaHHS y 3B’A3Ky i3 HOBYMMW JaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
OaHnMu 3 papmakoHarnsgy. 3MiHu BHECEHO A0
IHCTPYKUIT ANS MEAWYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginy "3actocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHs rpyaar”
(BHECeHHs1 iHdopMmaLii Mpo NiABULLLEHWI PU3NK
TSKKUX Bag PO3BUTKY LIeHTPanbHOI HEPBOBOI
cucTemu) BigNoBigHO Ao MaTepianis
peecTpauiiHoro gocbe. BBegeHHs 3miH
NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHS.
3MmiHu Il Tuny - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
[aHUMWN 3 SKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU
OaHnMu Ta AaHnMK 3 hapMakoHarnsay. 3miHu
BHECEHO [0 iHCTPYKLUii ANst MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHLWi BUAM B3aemogin" (B3aemogis 3
MeTami3onom) BignoBigHO 4O MaTtepianis
peecTpauiiHoro gocbe. BBegeHHs 3miH
NPOTArom 6-Tu MiCSILIiB MiCNsi 3aTBEPOKEHHS.
3minu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHM y KOPOTKiVi XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
ME[IMYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNiHIYHUMMK
OaHnMu Ta AaHnMu 3 hbapmakoHarnsagy. 3miHu
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” (BHeceHHs! iHdopmadii npo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nopyLleHHst hepTunbHocTi), "MobivHi peakuii™

(BHECEHHS1 iHdopMaLii npo 6e3nniaas y
YOroBIKiB, NOBIAOMMEHHA NPO NiJO3pOBaHi
nobiyHi peakuii) BianosiaHoO [o maTepianis

peecTpauiiHoro gocbe. BBegeHHs 3miH

NPOTArom 6-Tu MiCAILIB Micnsi 3aTBEPOXKEHHS.
3MmiHu Il Tuny - 3miHn Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKilA XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMMU
[aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMKW
OaHnMu Ta AaHnMu 3 hapmakoHarnsgy. 3miHu
BHECEHO A0 iHCTPYKLUii AN MEAUYHOrOo
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamm Ta
iHWi BUAM B3aemogin" (BHeCeHHs iHdopMauii
Npo ogHo4YacHe 3acTOCyBaHHS BanbnpoeBoi
Kucrnotu/kapbaneHeMiB Ta NPO PU3MK YPAKEHHSI
neyiHkm), "OcobnmeocTi 3acTocyBaHHS"
(BHECEHHSI iHGhopMaLii Npo HEOOXiAHICTb
NOBTOPHOrO NPOBEAEHHA AOCAIMKEHHS YHKLIT
neyiHkW) BiANOBIAHO 4O MaTepianis
peecTpauinnHoro gocbe. BBegeHHs 3MiH
NPOTArom 6-TW MicAUIB NiCNSA 3aTBEPAXKEHHS.
3minu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
ME[MYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU

[aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU

AaHnMun Ta AaHnMu 3 hbapmakoHarnsagy. 3miHu
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” (BHeceHHs iHdopmadii npo
pu3uk po3sutky COYT y giteit) BignosigHo oo
MaTepiarniB peecTpauiiHoro ocke. BBeaeHHs
3MiH NPOTArom 6 MicsILiB MicNsi 3aTBEPOKEHHS.
3MiHu Il Tuny - 3MiHn Wwopo
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHM y KOPOTKili XapakTepucTULLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans

MEeOMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMM

OaHUMK 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
OaHnMuU Ta AaHnMK 3 hapMakoHarnsay. 3miHu

BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy

"®apmakonoriyHi BnacTmeocTi" (BHECEHHS
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3acoby

JliKapcbK020

(nikapcbka ¢gpopma,
ynakoeka)

3asieHUKa

Kpaina
eUPOb6HUKa
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eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

99.

OEPUBA C

renb no 5 r abo no

meHmapk

IHgia

iHdbopMaLii Npo AokniHiYHi gaHi 3 6e3neku Wwoao
FEHOTOKCUYHOCTI, KaHLIePOreHHOCTi Ta
PENPOAYKTUBHOI TOKCMYHOCTI) Ta "3acTocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHs rpyaar”
(nepexpecHe nocunaHHs Ha po3ain

"dapmakonorivyHi BnacTuBocCTi" iIHCTPYKLUIT)
BiANOBIQHO A0 MaTepianiB peecTpaLliiHoro
pocbe. BBegeHHs 3MiH npoTsarom 6 micsilis micnsi
3aTBEpPOKEHHS

100.

rEnb

OEPUBA C

15 ry 1y6i; no 1 Ty6i
B KAPTOHHIl kopobui

renb, no 15 ry 1y6i;

dapmMacbioTUK
ans3 JlTa.

meHmapk
dapmacbioTukana
JTo.

IHAis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauiHuin nepiod, abo sik pesynbtaT
OLjiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHUX
Bi4AMNOBIQHO A0 NnaHy negiaTpuyHux 4oCniaXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0
IHCTPYKLUiT 4NS MegU4HOro 3acTocyBaHHSA
nikapcbkoro 3acoby o po3aginy "Mobivni peakuii”
Loao 6esnekn 3acTocyBaHHSA Ait040i PeHOBUHM
KniHAaMiuWH BiANOBIAHO OO pekomMeHaauin
PRAC. TepmiH BBegeHHs1 3miH npoTsrom 6-tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS He
pekomMeHaoBaHo. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeAMNYHOro 3aCTOCYBaHHs! Ha MiACTaBi
perynsipHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 AocCnigKeHb, NpOBeAeHUX
BigMNOBIQHO 40 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNETEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO A0
IHCTpyKUiT ANsi MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginis "OcobnueocTi
3actocyBaHHs" Ta "MMobivHi peakuii" woao
6e3nekn 3aCToCyBaHHS Ailo40i peYoBUHM
KniHAaMiuWH BiANOBIAHO OO pekomMeHaauin
PRAC

3a
peuenmom

UA/9245/01/01

"meHmapk

IHOisa

"neHmapk

IHAis

BHECEHHS 3MiH [0 peecTpauiHMX MaTepianis:

6e3

UA/14954/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

MC

no 1 1y6i B
KapTOHHiI kopobui

dapmacbrThK
ans JlTa.

dapmacbloTukana
Jita.

3MinHun | TMny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy nejiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHM BHeceHo A0 IHCTPYKLii Ans MeanyHoro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"MoGiyHi peakuii" LwLoao 6e3nekn 3acTocyBaHHs
LitoY401 pevoBMHU KIiHgAMILUWH BIOMOBIAHO OO0
pekomeHgauin PRAC. 3Mitu | Tuny - 3miHu
wopo 6esnekun/edpekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTKii
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT ANa MeAnYHOro
3acToCcyBaHHS Ha MiACTaBi perynspHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sk pesynbTat
OL|iHKM 3BITY 3 AocCnigKeHb, NpOBeaeHUX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AoCHiaXKeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMNOBHOBaXeEHNM opraHoM) 3MiHU BHECEHO O
IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3actocyBaHHs" Ta "MMobiuHi peakuii” woao
6e3nekn 3aCToCyBaHHS Ail040i peYOBUHN
KniHAaMiuWH BiZNOBIAHO OO pekomMeHaauin
PRAC.

peuernma

101.

AONKNO®EHA
K-300OPOB'A
YNbTPA

renb, 50 mr/r, no 50
rabono100ry
Ty6i; no 1 Ty6i B
KapTOHHiI kopobLyi

ToBapucTBO 3
obMmexeHot
BiAgnoBiganbHi
CTHO
"®apmaueBTn
YHa KOMNaHis
"3popoB's"

Ykpaina

ToBapwucTtBo 3
obmexeHo
BignoBiganbHiCcTIO
"®apmaueBTnyHa
KOMMaHis
"3popos's", YkpaiHa
(Bci cTapiji
BMPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUMYCK Cepii)
ToBapwucTtBo 3
obMmexeHo

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUny - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHu y BUpoOGHUUTBI. 3aMiHa
abo BBeAEHHS 00AaTKOBOI AiNbHUL
BMPOOHMLTBA ANs YacTUHM abo BCbOro
BMPOOHMYOro npoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMUSA, Ha sikin npoBoasTbCA 6yab-
sIKi BUpOOHWYI cTagii, 3@ BUHSATKOM BUMYCKY
Cepin, KOHTPOO SIKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, 47151 HECTEPUNBHUX
nikapcbkux 3acobis). CynyTHs 3miHa- 3MiHK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHU y

6e3
peuenma

nidnseae

UA/1539/01/03
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BigNOBiganbHICTHO
"PapmaueBTUYHa
KOMNaHisa
"3popos's", YkpaiHa
(Bci cTagii
BUPOBHMLTBA, OKpIM
KOHTPOJIO SIKOCTi Ta
BWMNYCKY cepii)

BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOI
LinbHUL| BUpOBHULITBA ANst YacTUHWU abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3aco0by (LinbHMUA Anst BTOPMHHOIO NakyBaHHS) -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3MiHn
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOOHMUTBA Anst YacTUHU
abo BCbOro BUPOBGHMUYOro NpoLecy roToBOro
nikapcbkoro 3acoby (ginbHWUUSA ANS NePBUHHOIO
nakyBaHHs1) BBeAEHHS1 A0A4ATKOBOI AiNbHULI
MIN® (agpeca: Ykpaina, 08301, Kuiscbka 0611.,
M. Bopucnine, Byn. LUesyeHka, 6ya. 100, nit. b-l
(kopnyc 4)) 8o 3aTBEPKEHOI OinbHULI
MPI®CIA (uex ®XU) (appeca: Ykpaina, 61013,
XapkiBcbka 06r1., MicTo XapkiB, BynuLs
LLleBuyeHka, 6yamHok 22). Ha ginbHuui MITd
OyayTb MPOBOAUTUCS YCi BUPOBHMYI cTagii (y
TOMY YWCHi NEPBUHHE Ta BTOPUHHE MaKyBaHHS),
3a BUHSATKOM KOHTposto skocTi J13 Ta Bunycky
cepii.OHOBMNEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby, a caMme 3a3HaueHHst pyHKUiT
BUPOGHMKA Yy 3B'AI3KY 3 BBEAEHHAM 0AaTKOBOI
BUPOBHMYOT AinbHULi. BBeaeHHs1 3mMiH npoTarom
6-TK MicsauiB nicna 3aTBepAXKeHHs. 3MiHu | Tuny -
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMUTBI. 3MiHa po3Mipy cepii (BkntoYaum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro
3acoby (3meHLweHHs Ao 10 pasis) BBeOEHHs!
[oaaTkoBoro po3mipy cepii J13 ans goaartkosi
AinbHWLi BUpobHuuTBa ToBapucTea 3
obmexeHolo BignoBiaansHICcTO
"®PapmaLeBTUYHa KoMnaHis "3gopos’a” - uex
MIT®, wo 3HaxoanTbCA 3a agpecoto: YkpaiHa,
08301, KviBcbka 06n1., M. Bopwucninb, Byn.
LLleB4eHka, 6ya. 100, nit. B-1l (kopnyc 4).

102.

OWHACTAT

niodpinizat ans
PO34MHY AnS iH'eKuin
no 40 mr; 10
cdrakoHiB 3
niodpinizatom y
KapTOHHI kopobLyi

Mdparnsep IHK.

CLIA

BTOPUHHE Benbris/CLU
nakyBaHHs, BUMyCK A
cepii:
Mdpaiizep
MeHiodekyypuHr
Benbris HB, Benbris
BMPOGHMLTBO in
bulk, nepBuHHe
nakyBaHHs:
dapmadis i AngxoH
Komnani JINC, CLLA

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3Minu Il Tuny - 3MiHn Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHUM y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEeOMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMM
[aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU
AaHVMU Ta AaHUMK 3 dpapmakoHarnsgy - 3MiHu
BHECEHO A0 |HCTpyKLUii Ans MeanyHoro
3aCTOCyBaHHs! Nikapcbkoro 3acoby Ao po3ainy
"Mepeno3syBaHHs" BiANOBIAHO A0 MEANYHUX
pekomeHgauin CHMP EMA wopo roctporo
nepeno3yBaHHS HECTEPOIAHNMM
npoTu3ananbHUMu 3acobamu. BeegeHHs 3MiH

3a
peuerimom

He
nidnsicae

UA/2286/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
npotsirom 9 MicsUiB nicns 3aTBEPKEHHS.
103. | ANHACTAT niodinisat ansa Mdpansep IHk. CLWA BTOPUHHE Benbris/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/2525/01/01
PO34MHY A5 iH'eKLin nakyBaHHs1, BUMYCK CLUA/ 3MmiHun Il Tuny - 3miHn Wwopo peuenmom | nidnsieae
no 40 mr; 5 cepii: ITanisa 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
driakoHiB 3 Mdpanzep 3MiHM y KOPOTKi XapaKTepuCTULi NikapcbKoro
nioginizatom y MeHodeKk1ypuHr 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
KOMMMekTi 3 5 Benebria HB, Benbris MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMMU
amnynamu BMPOGHMLTBO in OaHUMW 3 SIKOCTi, JOKMNIHIYHUMU, KNIHIYHUMMN
PO3YMHHMKA MO 2 MI bulk, nepsuHHe OaHUMK Ta JaHUMK 3 hapMakoHarnsay - 3MiHu
(HaTpito xnopua, nakyBaHHsi: BHECEHO A0 IHCTPYKLii Ans MegnyHoro
BOAA ANS iHeKUin) y dapmauis i AngxoH 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
KapTOHHIl kopobui Komnasi J1IN1C, CLLA "Mepeno3syBaHHs" BIANOBIAHO 4O MEANYHUX
BUPOBHMKM ons pekomeHgauin CHMP EMA wogo roctporo
PO3YNHHMKA: nepefo3yBaHHSA HECTEPOIAHNMMN
NOBHUW LMK npoTtusananbHUMu 3acobamu. BeegeHHs 3MiH
BMpobHMUTBA Ta npotsarom 9 micauis nicnsa 3aTBEPKEHHS.
BUMYCK:
MNdpanzep
MeHodeKk1ypuHr
Benbris HB, benbris
NOBHUIN LMKI
BMpobGHMUTBA Ta
BUMYCK:
AkTasic ITanis
C.n.A,, Itanis
104. | ANNPOCIHAH | cycneHsia ans OpraHoH LLisenuapi Ina amnyn: ®paHuis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/9168/01/01
® iH'exuin; no 1 mn B CeHrtpan lct E Bupo6Huik in bulk, Benebris 3miHu | TMny - 3minm 3 sikocTi. CepTudpikat peuenmom
amnyni; no 5 amnyn m6X nepBuUHHE BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
B KapTOHHIN nakyBaHHs: €Bponelicbkint hbapmakonei/moHorpadii. 3miHu,
Kopobui; no 1 mn B CEHEKCI HSC, noB'si3aHi 3 HeobXiQHICTIO NPUBEAEHHS Y
nornepegHLo ®paHuis; BupobHuk BiAMOBIAHICTb A0 MOHorpadii AdPY abo
HarnoBHEHOMY 3a MOBHUM LIMKIOM: €Bponelcbkoi hapmakonei, abo iHwoi
wnpuui; no 1 LWepinr-Nnay Na6o HaujioHanbHoi dbapmakonei aepxasu €C (3miHa
LINpULY B KOMMMEKTI H.B., benbris; Ansa y cneundikauisx, nos's3aHa 3i sMmiHamu B ®Y,
31 abo 2 nonepeaHLo abo €sponewicbkin dhapmakonei, abo iHLwin
CTEpUnbHUMU HanoBHEHMWX HauioHanbHi dhapmakonei gepxasu €C)
rornkamu B wnpuuis: BupobHuk npvBeAeHHs cneuudikauii Ta MeToaiB KOHTPOMO
nnacTMKoOBOMY 3a NOBHUM LIMKIOM: A®I| betameTasoHy avnponioHaTy y
KOHTEeWHepi B CEHEKCI HSC, BiANOBIAHICTb 40 BUMOT MOHOrpadii
KapTOHHiIl kopobui ®paHuis; BupobHuk €sponeiicbkoi hapmakonei 10.3.
3a MOBHMM LIMKITOM:
Lepinr-Nnay Na6o
H.B., Benebria
105. | AUTUNIH- PO34MH Ans iH'eKuin TOB "BIOJIIK YkpaiHa TOB "BIOJIIK YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a - UA/4076/01/01
BIONIK 20 mr/mMmnno 5 mn B DPAPMA" DAPMA" 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBUMIA peuenmom

amnyni; no 5 a6o no
10 amnyn y nayuj;
no 5 mn B amnyni;
no 5 amnyny

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3amiHun). 3miHn go MKA
N3 nepeknapg 3 pociicbkoi MOBU Ha YKpaiHCbKY;
BHECEHHS YTOYHEHHS B HyMepaLlii MO3HaYeHHs
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

6nictepi, no 1 abo
no 2 6nictepn y
navui

BenuumnHM X B po3paxyHKoBMX hopmynax, a
came BMICT AuTuniHy sk X1, a BMicT
ackopO6iHOBOT KMCNOTK ik X2. 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOI
OinbHUUi (BkMovatoum ginbHuui ans Adl,
NPOMIXKHOro NPOAYKTY abo roToBoro MikapcbKoro
3aco0y, AinbHULi ANs NPoBeAEeHHS NaKyBaHHS,
BMPOGHKKa, Bi4noBiaansHOro 3a BUMYyCK cepin,
MicLie NpoBeaeHHs KOHTPONIO cepii) abo
nocravarnbHuKa BMUXigHOTO MaTtepiany, peareHTy
abo 4OMOMIXXHOT PEHOBMHY (SIKLLO 3a3HAYeHO Y
nocbe). BunyyeHHs BupobHuka A®I antunix -
OOYIM "CKTB"TexHonor". 3aTBepaXeHo:
HTUO®X HAH PB [IHKO IHCTUTYT TOHKOI
opraHiyHoi ximii im. A.J1. MHaxosHa, Pecny6nika
BipmeHis;
oYM "CKTB "TexHonor", Pociicbka
depepauis. 3anponoHosaHo: HTLLO®X HAH PB
OHKO IHCTUTYT TOHKOT OpraHivyHoi ximii im. A.J1.
MugxosiHa, Pecny6nika BipmeHis

106.

OINAKCA®

kancynu no 200 wr,
no 10 kancyny
6nictepi; no 1, 2 abo
3 Gnictepu B
KapTOHHIl kopobui

KPKA, a.4.,
Hoso mecto

CnogeeHisi

KPKA, a.4., HoBo
mecTo, CrioBeHis
(noBHMI LMKN
BUPOBHMUTBA;
KOHTpOrb cepii)

CnoBeHis

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MiHu | TUny - 3MiHKM Wwopao
be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHn) - amiHn go MKA J13 3a posginom
«MAPKYBAHHA»
3atBepaxeHo: MAPKVMPOBKA CooTeeTtcTByeT
npeaocTaBneHoN MapkMpoBKe YNaKoBKU;
3anponoHosaHo: MAPKYBAHHA. BignosigHo go
3aTBEPKEHOTO TEKCTY MapKyBaHHS. OHOBMNEHHS
TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro
3acoby 3 BHECEHHAM iHchopMmalLlii Lwoao
3a3HaYeHHs OOVHULb BUMIPIOBAHHSA Y CUCTEMI
S|. BBegeHHsi 3MiH NpoTArom 6-Tu micsuiB nicns
3aTBepAKEHHS; 3MiHM | TMny - 3MiHKM 3 sKoCTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiQHOro Martepiany/peareHTy/NpOMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADIl; ona oONoMiXKHOI pe4oBUHM (cepTudikaTt
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBEpOKEHOIO
BMPOOHYKa - NogaHHA OHOBMEHOro cepTudikaTty
BignoBigHOCTI €Bponencebkoi dhapmakonei Ne
R1-CEP 2012-404-Rev 00 (nonepenHs Bepcis
CEP Ne RO-CEP 2012-404-Rev 02) Big

3a
peuerimom

He
nidnsicae

UA/14780/01/02




86 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

3aTBepaKeHoro BupobHuka AdI Lenekokcnby
Jiangxi Synergy Pharmaceutical Co., Ltd; 3miHn
| Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoOBIgHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4noBigHOCTI €Bponencokin dapmakonei: ons
A®l; ansa suxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, L0
BMKOPWUCTOBYIOTBCS Y BUPOBHMLTBI ADI; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BigNOBIgHOCTI €Bponeinchkin thapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikaty
BignoBigHocTi €Bponencbkoi chapmakonei Ne
R1-CEP 2012-388-Rev 02 Big 3aTBEpAXEHOIO
BnpobHuka A®PI Lenekokcnby Alembic
Pharmaceuticals Limited, IHgis; 3miHn | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpONENChKi
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro martepiany/peareHTy/npOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
ADI; ona oonoMiXkHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHWI cepTudikar Bif yke 3aTBEpPOKEHOIO
BUPOGHKKa - NoAaHHsI OHOBIIEHOrO cepTudikaty
BiAMNoBigHOCTI €Bponencebkoi dhapmakonei Ne
R1-CEP 2012-388-Rev 01 Big 3aTBEpAXEHOrO
BMpoGHuKa AP| Lenekokcmby Alembic
Pharmaceuticals Limited, IHgis; 3minum | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHOCTI EBponenchKil
capmaxkonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikarta BiANoBiAHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BMXiQHOro Martepiarny/peareHTy/NpOMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
AQI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHuin cepTudikar Bif yke 3aTBEpAKEHOrO
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BignoBigHOCTI €Bponencebkoi dhapmakonei Ne
R1-CEP 2012-388-Rev 00 (nonepeaHs Bepcis
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3acoby

(nikapcbka ¢gpopma,
ynakoeka)

3asieHUKa

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

107.

OINAKCA®

kancynu no 100 mr,

KPKA, a.4.,

CnoBeHis

CEP Ne RO-CEP 2012-388-Rev 01) Big
3aTBepakeHoro BupobHuka A®| Luenekokcnby
Alembic Pharmaceuticals Limited, IHaist; 3miHn |
TMNy - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby
(iHWi 3MiHW) - OHOBMEHHS BXE 3aTBEPAKEHNX
MEeTOAIB KOHTPOII SIKOCTi fikapcbkoro 3acoby, a
came: BUKNageHHs TeKCTY AepKaBHO MOBOKO
3riAHO cy4acHuX BUMor. BeeeHHs 3aMiH
NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPXKEHHS;
3MiHn | TMnRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuagaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKOro 3acoby (36inbLUeHHS
TEPMiHY NpMAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCS AaHMMKN peanbHOro Yacy) -
306inbLUEHHS TepMiHY NPUAaTHOCTI FOTOBOMO
nikapcbkoro 3acoby [itoua pegakuis TepmiH
npuaaTHocTi: 2 poku [NponoHoBaHa pegakuis
TepmiH npuaatHoOCT: 3 poku BHeceHi B
iHCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH
npugatHocTi". BBeAeHHs1 3MiH NpoTArom 6- Tm
MicsiLiB nicnst 3aTBepaKeHHs; 3MiHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToax BUNPoOyBaHHS rOTOBOIO flikapCbKoro
3aco0y (iHwi 3amiHn y MmeToAax BunpobyBaHb
(Bkntovatoum 3amiHy abo JOMOBHEHHS)) - 3MiHU
MeTOoAY KOHTPOIO SIKOCTi 3@ NOKa3HUKOM
«P0O34nHEHHS» Y 3B'A3KY 3 BUKOPVCTAHHAM
0,01M HCL po3uuHy 3 nencuHamm i 0,75% SLS
i3 monacTamu i3 WBKMAKICTIO 75 rpm.
BBeneHHs 3MiH NpoTArom 6- T MicauiB nicns
3aTBEePAKEHHS; 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (3BY>KEHHS1 AOMYCTUMMUX
MeX) - 3MiHV napameTpiB cneundikadii M3 3a
NOKa3HUKOM «Po34nHEHHS». BBeAEHHS 3MiH
npoTsArom 6- TM MicsiUiB Nicnsi 3aTBEpPOXKEHHS

no 10 kancyny
GnicTepi; no 1, 2 abo
3 6nictepu B
KapTOHHiI kopobui

HoBso mecto

KPKA, a.a., Hoso
MecTo, CnoseHis
(NOBHMI LWKN
BUPOOHMLTBA;
KOHTpOnb cepii)

CrnioBeHis

BHECEHHS 3MiH IO peecTpauiiHixX maTepianis:
3MiHu | TUny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3miHW) - 3miHKM go MKA 13 3a posginom

«MAPKYBAHHA» 3atBepaxeHo:

3a
peuerimom

MAPKNPOBKA CooTBeTctBYET

He
nidnsizae

UA/14780/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

npeaocTaBieHON MapKUPOBKe YakoBKY;
3anponoHosaHo: MAPKYBAHHA. BignosiaHo go
3aTBEPKEHOrO TEKCTY MapKyBaHHsl. OHOBMNEHHS
TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKOro
3acoby 3 BHECEHHSAM iHdpopMmalLlii Lwoao
3a3HaYeHHs OOQVHULb BUMIPIOBAHHS Y CUCTEMI
Sl. BBegeHHs 3MiH NpoTsirom 6-Tu micauiB nicns
3aTBepAKeHHs; 3MiHuM | Tuny - 3MiHKM 3 AKoCTi.
CepTudikat BignosigHocTi/E-cepTudikat
BignoBigHOCTI €BponeiichbKii
apmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponewickkin apmakonei: ana A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
AQ®I; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikart
BignoBigHOCTI €BponeWnchkin thapmakonei) -
OHoBReHuI cepTudikaT Bif y)Ke 3aTBEpAXEeHOro
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BignoBigHocTi €Bponencbkoi chapmakonei Ne
R1-CEP 2012-404-Rev 00 (nonepenHsi Bepcis
CEP Ne RO-CEP 2012-404-Rev 02) Big
3aTBepakeHoro BupobHuka AdI Lenekokcnby
Jiangxi Synergy Pharmaceutical Co., Ltd; 3miHn
| Tuny - 3miHn 3 skocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponelicbkit hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignNoBigHOCTI abo BUMy4eHHs cepTudikata
BigNoBigHOCTI E€Bponelchkin hapmakonei: ans
AdIl; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpoOHMUTBI ADIl; ans
[OMOMDKHOT peyvoBuHK (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBEpOKEHOIO
BUPOOHMKA - MOAAHHA OHOBINEHOTO cepTudikaTy
BiAMNoBigHOCTI €Bponencebkoi dhapmakonei Ne
R1-CEP 2012-388-Rev 02 Big 3aTBEpAXEHOrO
BMpoGHMKa AP| Lenekokcmby Alembic
Pharmaceuticals Limited, IHgis; 3minu | Tuny -
3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-
cepTudikat BiaNoOBIAHOCTI €BpONENCHKIn
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOoro cepTudikaTta BignosigHocTi abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
Bi4NOBIgHOCTI €Bponenchkin thapmakonei) -
OHoBREeHWI cepTuUdikaT Bif, y>Ke 3aTBEpAXEHOro
BUPOGHYKa - NoAaHHsSI OHOBIIEHOIO cepTudikaty
BignoBigHoCTi €Bponencbkoi hapmakonei Ne
R1-CEP 2012-388-Rev 01 Big 3aTBEpAXEHOIO
BMpobHuka A®| uenekokcndy Alembic
Pharmaceuticals Limited, IHgis; 3miHn | Tuny -
3minHun 3 akocTi. CepTtudcikat signosigHocTi/lE-
cepTudikat BigNOBIAHOCTI EBpONENCHKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiXHOro
nNpoAyKTy, L0 BUKOPUCTOBYHOTLCH Y BUPOOHNLTBI
A®l; ons gonomixkHOT pevoBuHU (cepTudikat
BigNoBigHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHs1 OHOBIIEHOrO cepTudikaty
BignoBigHocTi €Bponencbkoi chapmakonei Ne
R1-CEP 2012-388-Rev 00 (nonepeaHs Bepcis
CEP Ne RO-CEP 2012-388-Rev 01) Big
3aTBepakeHoro BupobHuka AdI Lenekokcnby
Alembic Pharmaceuticals Limited, IHais; 3miHn |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI NikapCbkui
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby
(IHLWi 3MiHW) - OHOBMEHHS BXeE 3aTBEPKEHUX
MeTOoZiB KOHTPOIIO SIKOCTi Nikapcbkoro 3acoby, a
came: BUKNaAeHHs! TEKCTY AePXKaBHOK MOBOH
3riHO Cy4acHWxX BUMOr. BBeeHHs 3MiH
NpOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS;
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fMikapcbKoro 3acoby (36inbLUeHHs
TepMiHy NpuaaTHOCTi FOTOBOIO fiKapCbKOro
3acoby) - [1na TOproBoi ynakoBku
(nigTBEPOXYETLCS AAHUMU peanbHoro Yacy) -
36iNbLUEHHSI TEPMiHY NPUAATHOCTi FOTOBOIO
nikapcbkoro 3acoby [litoya pegakuis TepmiH
npuaaTHoOCTI: 2 poku MNponoHoBaHa pegakuis
TepmiH npuagaTHocTi: 3 pokn BHeceHi B
iHCTPYKUil0 ANSt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBeAEHHsI 3MiH NpoTarom 6- T
MicsiLiB micnsi 3aTBepOKEHHS; 3MiHu | Tuny -

3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib.
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108.

OOKTOP

KoHTposb roToBoro fikapcbkoro 3acody. 3MiHa y
MeToax BUNPOOYBaHHS rOTOBOIO fikapCbKoro
3aco0by (iHwi 3MiHM y MeToaax BUNpobyBaHb
(BKroYatouM 3amiHy abo AOMOBHEHHS)) - 3MiHN
MEeTOAY KOHTPOSIO SIKOCTi 32 MOKa3HMKOM
«PO34MHEHHSI» Y 3B'A3KY 3 BUKOPUCTAHHSAM
0,01M HCL po3sunHy 3 nencuHamu i 0,75% SLS
i3 monacTamu i3 WBMAkicTio 75 rpm.
BBepneHHs 3MiH NnpoTsArom 6- T MicauiB nicns
3aTBEepMKEHHS; 3MiHK | TUny - 3MiHM 3 SKOCTI.
['oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIro
nikapcbKoro 3acoby (3BY>KEHHS A0MYCTUMMX
MeX) - 3MiHK napameTpiB cneuudikadii M3 3a
NoKasHUKOM «Po34nHeHHA». BBegeHHsA 3MiH
nNpoTsArom 6- TM MicsUIB NicNsi 3aTBEpPAKEHHSA

109.

MOM® 31
CMAKOM
JIMMOHA

NbOASHUKK; No 4
NbOASHUKN Y CTPUNI;
no 5 ctpunis y
KapTOHHIl kopobui

TOB
"[1>KOHCOH i
[XOHCOH
YkpaiHa"

YkpaiHa

FOHik
dapmackioTrkan
JlabopaTopis
(BipaineHHs dipmun
"Ix. b. Kemikana
eHg
dapmacbioTukana
nra.")

IHAis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
YTOYHEHHSA peecTpauifHoi npoueaypu B
Hakasi Ne 1037 Big 08.06.2023 B npoueci

BHECEHHS 3MiH - 3MiHu | Tuny - 3MiHK 3 AKOCTi.
[oToBuMI nikapcbkuii 3aci6. Onuc Ta cknag (iHwi
3MiHN) - 3MiHM B KOPUTyBaHHI cknagy
nikapcbkoro 3acoby, a came yTOYHIETbCS

KiNbKICTb aKTUBHUX Aitoumnx peyvoBuH. KinbkicTb

iHrpedieHTiB 3a3HavYaeTbCAa y nepepaxyBaHHi

POCIANHHOI CUPOBUHM — fiKapCbKuX TpaB
(conopakw ronoi, iMGupy, embnikun) Ha KinbkicTb
CYXUX €KCTPaKTiB, L0 OTPMMYIOTb 3 LIMX TPaB., 3
BigMNOBiAHMMU 3MiHaMu B po3ain «Cknag» MKA
J13. 3miHM BHeceHoO B iHCTpyKLito Ans
MeAUYHOro 3aCTOCyBaHHS NikapCcbKoro
3acoby y po3ain «Cknag» 3 BiAnoBigHMMMU
3MiHaMM y TEKCTi MapKyBaHHA yNaKoOBKU
nikapcbKoro 3aco6y. BBeeHHsi 3MiH NpoTarom
6-TW MicsLiB Nicns 3aTBEPOXKEHHS.

6e3
peuenma

UA/2412/01/01

MIONOKC
PETAPQ

TabneTkn, BKpUTI
NniBKOBOKO
060SOHKO1,
NPONOHroBaHHOI Al
no 100 mr no 10
Tabnetok y 6nictepi;
no 1, no 2, abo no
10 GnicTepiB y
KopoOGLi

"FOHik
dapmMacboTUK
an
JlabopaTopis"
(BipaineHHs
dipmu "Ox. B.
Kewmikana eHa
dapmMacboTUK
ans Nnta.")

IHaia

FOHik
dapmackioTukan
INabopaTopis
(BigaineHHs cipmu
"Ix. Bb. Kemikana
eHp
$apmacbioTvkana
Nta.")

IHAis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHNiOKEHb, NPOBEOEHMX
BigMNoBIgHO 40 MnaHy negiaTpuyHUX AochigXeHb

(PIP) (3miHY y3rog»eHo 3 KOMNETEHTHUM

3a
peuernmom

He
nidnseae

UA/3939/02/01
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YNOBHOBaXXEHVM OpraHom).
3MiHU BHECEHO B |HCTPYKLO ANS MEANYHOrO
3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"MpoTunokasaHHs", "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHs rpyaa” BianoBiaHoO
[0 OHOBINEHOT iHbopMmaLii Wwoao 6e3nekn
3aCTOCYBaHHS [il040i pe4oBUHU 3rigHO 3
pexkomeHaauieto PRAC. BeegeHHs 3miH
npoTsrom 3-x MicsiLiB 3 AaTu 3aTBEPAKEHHS

110.

AOOHOPMIN

TabneTtkn, BKPUTI
o6ornoHkot, no 15
mr; no 10 abo no 30
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHIN
KopobuUi

YICA CAC

®paHuia

YMNCA CAC

PdpaHuis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 4o y3aranbHEHUX AaHnx
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHUX J4aHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsay
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-danna cuctemm
capmakoHarnsgy) 3miHa ynoBHoBa)keHoi ocobu
3asBHMKA, BiANOBiAanbHOI 3a 30iNCHEHHS
capmakoHarnagy: fitova pegakuis: Lilit
Khatchikian, MD, MS. MponoHoBaHa pefakuis:
El Mahdi Benchekroun, MD. 3miHa KOHTaKTHUX
[OaHuX yNoBHOBaXEHOI 0COOU 3asiBHIKA,
BignoBiganbHoI 3a 34iMCHEHHs dapmakoHarnsgy

Ne 10 - 6e3
peuenma;
Ne 30 — 3a
peuenmom

UA/7213/02/01

111.

[IOHOPMIN

TabneTku Wwmnydi no
15 mr, no 10
Tabnetok y Ty6i; no
1 abo 2 Ty6u B
KapTOHHiI kopobui

YMCA CAC

®paHuia

YMNCA CAC

DdpaHLuis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa oNs 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SIKLLO BOHa
BiAMiHHa BiA yNnoBHOBaxeHOi ocobu,
BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
capmakoHarnsgy) 3miHa ynoBHOBaXkeHoi 0cobu
3asBHMKA, BiANOBiAanbHOI 3a 30iINCHEHHS
papmakoHarnagy: Oitova pegakuis: Lilit

Ne 10 — 6e3
peuenma;
Ne 20 — 3a
peuenmom

UA/7213/01/01
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Khatchikian, MD, MS. MNponoHoBaHa pegakuis:
El Mahdi Benchekroun, MD. 3miHa KOHTaKTHUX
[OaHnX ynoBHOBaXeHOI 0CObU 3asiBHIMKA,
BignoBiganbHoI 3a 30iMCHEHHS dhapmakoHarnsgy
112. | AOP30N® Kpanni O4Hi, po34nH Anpan- XopsarTis Apnpan-raneHcekuin Xopgaris BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/14027/01/01
2%;no5mny ["aneHcbkn JlabopaTopint 4.4. 3MinHn | TMNy - 3MiHK Woao peuenmom nionsieae
dnaKoHi- Jlaboparopit 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
KpanenbHuui; no 1 o.ao. 3MiHa y KOpPOTKili XapaKTepuCTULi NikapcbKoro
bnakoHy- 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
KpanenbHuLi B MeJMYHOro 3aCTOCYBaHHs Ha MiACcTaBi
KapTOHHiI kopobui perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCnigXeHb
(PIP) (3miHy y3roa)eHo 3 KOMNETEHTHUM
YNOBHOBaXXeHVUM opraHom) 3MiHu BHECEHI A0
IHCTPYKUIT ANA MeanYyHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ainu "Cnocib
3acTocyBaHHs Ta go3un”, "lMobiyHi peakuii”
BignoBigHO 4O OHOBMEHOI iHpopmaLii 3 6e3neku
Lit0Y0i pevoBMHM
113. | APOTABEPU | tabnetkn 40 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/7468/01/01
H-AAPHUUA 10 TabneTok y "®apmaueBTn "®apmaueBTnyHa 3MiHn | TUny - 3miHn 3 gkocTi. APl. KoHTponb peuenma
KOHTYPHIl YyHa dipma dipma "JapHunua" A®I. 3miHa y napameTpax cneundikauin Ta/abo
YapyHKOBIN "OapHuus” OOMyCTUMMNX MEX, BU3HAYEHNX Y creumadikaLisx

ynakosLi, no 2 abo 3
KOHTYPHi YapyHKOBI
yNakoBKM y nauyui

Ha A®I, abo BMXigHUA/MPOMIKHWI
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTBa AP| (BUNyYEHHSN
He3Ha4HOro nokasHuka siKocTi (Hanpuknag
BUITy4EHHS 3aCTapinoro NokasHvka)) BUny4YeHHs
MOKa3HUKiB SIKOCTi «PO34MHHICTbY,
«Temnepatypa nnasneHHs», «Baxki meTanuy 3i
cneuudikauii APl gpotaBapuHy rigpoxnopuvay,
BiANOBIAHO A0 akTyanbHWUX MaTepianis
BMpOGHMWKa Ta aHanisom puaukis 3rigHo 3 ICH
Q3D Guideline for Elemental Impurities. 3miHu |
Tuny - 3miHn 3 sikocTi. A®L. KoHTponb ADL. 3miHa
y napameTpax cneuudikadi Ta/abo gonyctumumx
MeX, BU3Ha4eHux y cneumdikauisx Ha AdI, abo
BVXiOHWUI/NPOMIXXHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHwi 3miHn) Jo posainis: 3.2.5.4.1.
Cneumdikauis Ta 3.2.S.4.2. AHaniTuyHi
meToaunkm ans APl gpotaBapuHy rigpoxnopuay,
BHOCATLCS HE3HAYHI 3MiHM Ta peaakuinHi
YTOYHEHHS 32 NOKa3HUKOM SIKOCTIi
"MikpobionoriyHa unctora". CynyTHsi 3miHa -
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3MmiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
meToaax BunpobysaHHa A®| abo BUxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(He3HayHi 3MiHM y 3aTBEpKEHNX MeToAax
BUNPOOYyBaHHS) . 3MiHM | TMNy - 3MiHM 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHs APl abo BrXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(iHWi 3MiHM y MeToaax BUNpobyBaHHs
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXigHOro/NpoMiXkHOro npoaykTy) BHeceHo
3MiHW Ta PeAakLiiHi YTOYHEHHS, siki odbopMIeHi
BignoBigHO 40 maTepianis dipMn-BMpoGHUKa Ta
pekomeHgauin AdY, ans A®l gpotaBapuHy
rigpoxnopuay go posginie: 3.2.S5.4.1.
Cneumdikauisi 3a nokasHMKamu sikocTi «Onucy,
«KonbopoBicTb po3unHy», «CynpoBigHi
pomiwkny, «CynbgarHa 3ona», «3anmLKoBi
KifTbKOCTi OpraHivyHMX po3yYnHHUKIB»
(HopMyBaHHSI NOKa3HUKIB NpMBEAEHO OO BUMOT
BMPOGHMKa), 3.2.S.4.2. AHaniTUYHI METOAMKM 3a
nokasHukamu sikocti «Onuc» , «BTpaTa B maci
npu BUCYLLYBaHHi» (MeToau NpuBeaeHoO A0
BMMOT BMPOOHUKA), «laeHTndikauisy,
«[MposopicTb po3unHy», «Boga», «KinbkicHe
BMU3HaYeHHS» (BHECEHO peakuiiHi npaBku),
«CynpoBigHi JOMILLKMY, «3anuLLIKOBI KiNIbKOCTI
opraHiYHMX PO34YMHHUKIBY (NpMBEAEeHO OO BUMOT
BMPOGHMKa Ta NpoBEeAEHO Barnifgaliio MeToauk).
CynyTHSA 3miHa
- 3miHu 3 akocTi. APIl. KoHTponb A®I. 3miHa y
napameTpax cneuudikadiv Ta/abo gonycTummx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiAHWI/NPOMIDKHUI NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoleci BupobHuutea AdI
(iHwi 3MiHK). 3MiHn | Tuny - 3MiHK 3 skocTi. AdI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BuNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs APl (3a BigcyTHOCTI Y
3aTBEpAKEHOMY AOChE cepTudikara
BignoBigHocTi EBponenchkii hapmakonei, Wo
BKITHOYa€E Nepioz NOBTOPHOIO BUNPOOYBaHHS)
(iHLWi 3MiHW) BHECEHHS 3MiH [0 PO3Ainy «YMoBuU
36epiraHHs» ans A®| gpotaBapuHy
rigpoxnopuay, a came BHECEHO NuLLe
pefakuinHi yTOYHeHHs Wwoao 36epiraHHs
cy6cTaHLUii B opuriHanbHin ynakosui (B
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opuriHanbHin ynakosLi Npu TemneparTypi He
Buuie 25°C)

114.

EBKABAN®
cupon

cupon, 3r/15re 100
rno 100 mny
dnakoHi i3 ckna; no
1 conakoHy B
KapTOHHiI kopobui

ecnapma
meX

HimeyumH
a

dapma BepHirepoge
MM6X

HimevuunHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKynoptoBarnbHuiA 3aci6. 3MiHa y
NEePBUHHIN yNakoBLIi FOTOBOro MiKapCbKoro
3acoby (siKicHMi Ta KinbkicHuiA cknag) - M'ski Ta
HeCcTepunbHI pigki nikapcbki dopmun - —
BHeCeHHs 3MiH 4o p.3.2.P.7. Cuctema
KOHTEeNHep/ 3aKynoproBanbHuiA 3acib, a came
3MiHa NoniNponineHy Ta KONbOPOBOro areHTa
KpULLIEYKH, Y 3B'SI3KY 3 MPUMUHEHHSAM
BMPOGHMLTBA paHille 3aTBEPKEHNX
maTepianie. 3atBepaxeHo: KSK, NW 28 of
Polypropylene ExxonMobil PP 1013 HI white
Color concentrate HT MAB PE 9071
3anponoHoBaHo: KSK, NW 28 of Polypropylene
e.g. Repsol Healtheare HPP08G, white Color
concentrate HT-MAB SE 9050 or REMAFIN-EP
white. 3miHu | TMny - 3miHK 3 akocTi. FoToBMUNA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
nocTavarnbHuKa nakyBarnbHUX maTtepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HAa4YeHO B JOCHE)
(3amiHa abo foaaBaHHsS nocTavanbHMKa) —
3aMiHa nocTavanbHuKa CKNSTHNX ONaKoHIB.
B3aTBepaxeHo: Amber glass bottle 100 ml GL 28
according to the hydrolytic class IIl Ph. Eur.
Supplier 100 ml: Remy&Geiser Gerresheimer
Rak Ghani 3anponoHoBaHo: Amber glass bottle
100 ml GL 28 according to the hydrolytic class IlI
Ph. Eur. Supplier 100 ml: e.g. Remy&Geiser e.g.
Bormioli e.g. Rak Ghani

6e3
peuyenma

UA/5754/01/01

115.

E3O0JIOHI®

NOPOLLIOK ANis
PO34MHY AN iH eKuin
abo iHdysin no 40
mr; 1 abo 10
cdrakoHiB 3
NMOPOLLKOM Y Mavi

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET )

OAE

BMPOGHMLITBO 32
MOBHVM LIMKIIOM:
Codpapimekc —
IhgycTpia Kimika e
dapmachbloTika,
C.A,, Noprtyranis;
BUPOOHMLTBO
Hepo3cacoBaHOro
npoAyKTY, NepBUHHE
nakyBaHHs: JEBA
Xongainr En. Ec.,
TypeyuunHa

MopTyranis/
TypeyuunHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHui nepiod, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
BigMNOBIAHO 40 NMnaHy negiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHUM opraHom) 3MiHV BHECEHI [0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS

3a
peuerimom

He
nidnsicae

UA/17087/01/01
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nikapcbkoro 3acoby y po3ginu "OcobnmsocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO oo
OHOBJEHOI iHhopMmalii 3 6e3neku gitoyoi
peyoBUHW. BBeaeHHs 3MiH NpoTarom 6-tu
MicsLiB nicns 3aTBepAKEHHS

116.

EKBOPAJ®

Kancynu m'ski no 50
mr; no 10 kancyn y
GnicTepi; no 5
6nicTepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex IHoacTpis
c.p.o.

Yecbka
Pecnybnika

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuin 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHK
BUNpoOyBaHb abo AONYCTUMMUX MEX,
BCTaHOBMEHUX Y creundpikauisx, nig yac
BMPOGHMLTBA rOTOBOIO fikapcbkoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPODYBaHHS B
npoueci BUpoBHMULTBA) BUMYYEHHS 3 po3ainy
3.2.P.3.4. KoHTpOrb KpUTUYHWUX CTaAin Ta
NPOMiXXHOT NPoAYKLiT BUNpobyBaHHA 3a
napameTpom «laeHTndikauis (BEPX)» nig vac
BMPOBHMLTBA ANS KOHTPOMKO HAMOBHEHHS
Kancyn B 38’A3Ky 3 Ay6ntoBaHHAM BUNPobyBaHHS
LibOro HEKPUTUYHOIO NapameTpy 3
BMNPOOYBaHHAM NPOMIDKHOTO MPOAYKTY Ta
roToBOro NpoaykTy. BeBeaeHHs 3miH NnpoTarom 6-
TV MicsaLiB nicnsa 3aTBepyKeHHs. 3MiHu | Tuny -
3MiHn 3 gKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHn
Yy BUPOGHULTBI. 3MiHW BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneundikauisix, nig yac BUPOBHULITBA rOTOBOIO
nikapcbkoro 3acoby (BUIyYEHHsSI HECYTTEBOTO
BMNpobyBaHHS B Npoueci BUpoOHMLTBA)
BUny4eHHs 3 po3ainy 3.2.P.3.4. KoHTtponb
KPUTUYHKX CTafin Ta NPOMDKHOI NpogyKuii
BuUNpobyBaHHs 3a napameTpom «BmicT Bogn»
nig, Yac BUPOOHULITBA NSt KOHTPOMO
HamnoBHEHHS Karcyn B 3B8’A3Ky 3 Ay6ntoBaHHSM
BUNPOBYBaHHS LIbOrO HEKPUTUYHOTO NapameTpy
3 BUNpoOyBaHHAM NPOMIXKHOIo NpoAyKTy Ta
roTOBOIO NPOAYKTY.

3a
peuenmom

UA/7471/02/02

117.

EKBOPAJI®

Kancynu m'ski no
100 mr; no 10
Kancyn y énictepi;
no 5 GnictepiB y
KopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex IHaacTpi3
c.p.o.

Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUnYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMUTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOBIEHMX Yy cneumdikauisx, nig yac
BMPOOHMLTBA rOTOBOrO NikapCcbkoro 3acoby
(BUNyYEHHS HecyTTEBOrO BUNPOOYBaHHS B
npoLieci BUpoBbHMLTBA) BUIMYYEHHS 3 PO3Ainy
3.2.P.3.4. KoHTponb KpUTUYHMX CTadin Ta
NpoMiXKHOI NpoaykLii BUNpobyBaHHs 3a
napameTpom «laeHtudikauia (BEPX)» nig vyac
BMPOOHMLTBA ANS KOHTPOSIO HAaNMOBHEHHS
Kancyn B 3B'A3Ky 3 Ay6ntoBaHHAM BUNPOBYBaHHS

3a
peuernmom

UA/7471/02/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

LibOro HEKPUTUYHOIO NapameTpy 3
BUNPOBYBaHHSIM NPOMIKHOIO MPOAYKTY Ta
roToBOro NpoaykTy. BBeaeHHs 3MiH npoTsirom 6-
TV MicaLiB nicnsa 3aTBepyKeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3MiHn
Yy BUPOGHULTBI. 3MiHN BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBIEHNX Y
cneuudikauisix, nia Yac BUPOBHULTBA rOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHsI HECYTTEBOTO
BUNPOOYyBaHHS B NpoLeci BUpobHMUTBA)
BUny4eHHs 3 po3giny 3.2.P.3.4. KoHtponb
KPUTUYHKX CTain Ta NPOMIXKHOI NPOAYKLi
BunNpobyBaHHs 3a napameTpom «Bmict Bogn»
nig Yac BUPOOHULTBA ANSt KOHTPOMO
HanoBHEHHS Karncyn B 3B8’A3Ky 3 Ay6ntoBaHHAM
BUNPOBYBaHHS LIbOrO HEKPUTUYHOTO NapameTpy
3 BUNpoOyBaHHAM NPOMIXKHOIrO NPoAyKTy Ta
roTOBOIO NPOAYKTY.

118.

EKBOPAJI®

Kancynu m'ski no 25
mr; no 10 kancyn y
Gnictepi; no 5
GnicTtepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex IHgacTpis
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TUny - 3miHm 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHM
BMNpoOyBaHb abo AONYCTUMMUX MEX,
BCTaHOBIEHUX Y cneumdikauisax, mig yac
BMPOOHWLTBA rOTOBOrO NikapCbKoro 3acoby
(BMNyYEHHSA HECYTTEBOrO BUNPOOYBaHHSA B
npoueci BUpoBHMLTBA) BUMYYEHHS 3 PO3Ainy
3.2.P.3.4. KoHTponb KpUTUYHMX CTadin Ta
NpoMmiXHOI NpoAykuii BUNpobyBaHHs 3a
napameTpom «laeHtudikauia (BEPX)» nig vyac
BMPOOHMLTBA AN KOHTPOMIO HAaNOBHEHHS
Karncyn B 3B'A3Ky 3 Ay6ntoBaHHAM BUNPODYBaHHS
LibOro HEKPUTUYHOIO NapameTpy 3
BUMNPOBYBaHHSIM NPOMIXXHOrO NPOAYKTY Ta
roToBOro NpoAaykTy. BBegeHHs 3aMiH npoTarom 6-
Tn MicsLiB nicnst 3aTBepakeHHs. 3MiHn | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisix, nig Yyac BUpoBHMLTBA rOTOBOrO
nikapcbkoro 3acoby (BUMyYeHHS HECYyTTEBOrO
BMNpoOyBaHHS B NpoLeci BUpobHMLTBA)
BUNyYeHHs 3 po3ainy 3.2.P.3.4. KoHTponb
KPUTUYHKX CTagi Ta NPOMDKHOI NpogyKuii
BuNpobyBaHHs 3a napameTpom «BmicT Bogn»
nia Yac BUpoOHMLTBA AN KOHTPOIIO
HamnoBHEHHSI Kancyn B 3B’A3Ky 3 AyOnioBaHHAM
BMNPOBYBaHHS LIbOro HEKPUTMYHOTO NapameTpy
3 BUNPoOyBaHHAM NPOMIKHOIO NPOAYKTY Ta
roTOBOrO NPOAYKTY.

3a
peuernmom

UA/7471/02/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
119. | ENENICO NOPOLLIOK Mdparizep CLWA BUPOBHMLTBO CLUA/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/14379/01/01
niodinisoBaHnn ans Eny.Ci.Mi. (dbopmyna, Ipnangis/ 3Minn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
pPO34MHy Ang KopnopenwH acenTtuyHe I3painb HaliMeHyBaHHs Ta/abo agpecu micus
iHdy3in no 200 O/ 1 HanoBHEHHS, NPOBaXeHHs OisNbHOCTI BUpOoOHMKa/imnopTepa
NaKoH 3 MOPOLLKOM niodpinisauis), roTOBOrO NMikapCbKoro 3acoby, BKMOYao4m
Y KapTOHHI KopobLi; nepBuHHE Ta [inbHUL BUNYCKy cepii abo micLe npoBeaeHHs
1 chnakoH 3 BTOPUHHE KOHTPOIIO SKOCTI. (QisnbHICTb, 3a AKy Bignosigae
MOPOLLIKOM Y nakyBaHHs, BMPOBHWMK/IMNOpTEP, He BKIOYao4M BUMYCK
KapTOHHIl kopobui MapKyBaHHS, BUNYCK cepin) AgMmiHicTpaTMBHa 3MiHa NOLLUTOBOrO
cepii: iHoekcy BupobHuka M3 MpoTanike Jitg, y
dapmauis i AngxoH 3B'A3KY i3 3MiHOO MOLLTOBOrO iHAEKCY PErioHY,
Komnasi JIN1C, CLLA e posTalloBaHa BUPOGHMYA AinbHUUS.
KOHTPOIb SKOCTi Npwn Micue3HaxoaXeHHst BUpOBGHMYOro canty He
BUMYCKY Ta 3MiHeHO. 3MiHu | Tuny - AQMIHICTPaTUBHI 3MiHW.
[OCNIOKEeHHs 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
cTabinbHOCTI: NPOBaXeHHs1 OisANbHOCTI BUPOOHMKa
Mdpansep IpnaHgis (BKnoyatoum, 3a HeobXigHOCTI, Micue
dapmachbtoTikanc, NpoBeEeHHS KOHTPOJO SIKOCTi), abo BnacHuka
IpnaHgis mMacTep-canna Ha A®l, abo nocTayanbHuKa
KOHTPOIb SKOCTi Npu Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
BUNYCKY Ta NpPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHMLITBI
[OCNIOKEeHH: A®| (sKLLO 3a3Ha4YeHO Y AOCbE Ha NiKapCbKuii
cTabinbHoCTi: 3acib) 3a BiacyTHOCTI cepTudikaTa BiANOBIAHOCTI
Mpotanike JiT4., €BponeWcbkin dhapmakonei y 3aTBepakeHoMy
I3painb nocbke, abo BMpoBHUKa HOBOI JOMNOMIKHOT
PEYOBYVHM (AIKLLIO 3a3HAYEHO Y AOCHE)
AOMmiHicTpaTMBHa 3MiHa MOLUTOBOrO iHAEKCY
BMPOGHMKa Aitoyoi pevoBuHu MNpotanike JTa, y
3B'AI3Ky i3 3MiHOO MOLLTOBOrO iHAEKCY PEriOHY,
e po3TalloBaHa BUPOGHMYa AinbHULS.
MicueaHaxomXeHHs1 BUpOOHUYOro caTy He
3MmiHeHo. 3aTBepaxeHo: Protalix Ltd. 2 Snunit St.
Science Park Carmiel 20100 Israel
3anponoHoBaHo: Protalix Ltd. 2 Snunit St.
Science Park Carmiel 2161401 Israel
120. | ENI3IYM TabneTkn, BKpUTI CninbHe YkpaiHa AxTasic JlTa. ManbTa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es nidnsizae UA/18453/01/01
NniBKOBOIO YKpaiHCbKO- 3MiHu | TUny - 3MiHM Wwopo peuenma
o6onoHKoto no 5 wr, icnaHcbke 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
no 10 Tabnetok y nignpueMCcTBO 3MiHa y KOpOTKili XapakTepucTuL nikapcbKoro
GnicTepi; no 1 abo 3 "CMEPKO 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
6nictepn y nayuj 3 YKPAIHA" MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi

KapToHy

perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKkoro 3acoby B

nicnsipeecTpauinHuii nepiog, abo sk pesynbTat

OL|iHKM 3BITY 3 AOCHigKeHb, NpOBeaeHNX
BiMNOBIQHO 4O MnaHy nefiaTpuyHUX AOCHiaXeHb

(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM

YNOBHOBaXXEHVM OpraHoMm).
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3MiHM BHECEHO [0 iHCTPYKLiT Anst MeanyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby y po3ain
"Mo6iyHi peakuii" BiANOBI4HO 4O OHOBMEHOT
iH(opMaUii 3 6e3nekun jto4oi pe4YoBUHMN.
BBegeHHs 3miH NpoTArom 6-Tv MicauiB nicnsi
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLIT ANS
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ain "MoGiyHi peakuii" Woao BaXXNMBOCTI
3BiTyBaHHS Npo nobiyHi peakuii. BBeaeHHs 3miH
NPOTArom 6-Tu MicsAUIB NicNsA 3aTBEPAXEHHS.
121. | EMABEWN PO34MH Ans iH'EKLiN, TOB "HOpisi- YkpaiHa LLleHbsiH CaHwanH Kutan BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/15967/01/02
3000 MO/mn; mo 1 dapm"” dapmacsbtoTikan Ko., 3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU peuenmom
Mn y nonepeaHeo Jita. nikapcbkuii 3aci6. KoHTpornb rotoBoro
HanoBHEHOMY nikapcbkoro 3acoby (iHwi 3miHn) MNpuBeaeHHs
wnpwui; no 1 crneundikaLii Ta MeToay KOHTPOMIO AKOCTI 3a
LUMNPULY B KOHTYPHI nokasHukom « OCMONANbHICTL» Y BiANOBIAHICTb
YapyHKOBIMn 0o matepianis BupobHuka. B cneundikauii 113
ynakosLi; no 1 nokasHuk «OCMONSPHICTb» 3aMiHEHO Ha
KOHTYPHIN «OcMonsanbHICTbY, @ TakoX nocunaHHs 3 EQ
YapyHKOBI ynakoBLi 2.3.25 Ha Ph.Eur.2.2.35. Kputepii npuiHATHOCTI
B nayui 3anuwatTbes 6e3 3miH. 3miHu | Tuny - 3miHK 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW)
BunyyeHHs nokasHuka sikocTi «lgeHTudikauis.
Hatpiny» (E® 2.3.1) Ta «lgeHTudikauis.
Xnopuawn» (EP 2.3.1) 3i cneundikauii M3
122. | EMABEWNN PO34MH AN iH'eKLN, TOB "lOpis- Ykpaina LeHbaH CaHwanH Kutan BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/15967/01/03
4000 MO/mn; no 1 dapm"” dapmacsbtoTikan Ko., 3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA peuenmom
My nonepegHsLo INro. nikapcbkuit 3aci6. KoHTponb rotoBoro
HarnoBHEHOMY nikapcbkoro 3acoby (iHwi 3miHn) MNpuBeaeHHNA
wnpwui; no 1 crneungikaLii Ta MeToay KOHTPOMIO AKOCTi 3a
LINPULLY B KOHTYPHIN nokasHukoMm «OCMOnANbHICTEY Y BiANOBIOHICTb
YapyHKOBIl no marepianis Bupo6Huka. B cneundikauii 113
ynakosui; no 1 nokasHuk « OCMONsIpPHICTb» 3aMiHEHO Ha
KOHTYPHI «OcMonsnbHICTbY, @ TakoX NocunaHHsa 3 E®
YapyHKOBIl ynakosLi 2.3.25 Ha Ph.Eur.2.2.35. Kputepii npuiHATHOCTI
B navuj 3anuwatoTtbes 6e3 3miH. 3miHum | Tuny - 3miHK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro MikapCbKoro 3acoby (iHLwi 3MiHN)
BunyuyeHHs nokasHuka sikocTi «lgeHTudikauis.
Hatpiit» (E® 2.3.1) Ta «laeHTndikauis.
Xnopuagm» (EP 2.3.1) 3i cneundpikauii MN3
123. | EMABEMUN PO34MH ANs iH'eKLN, TOB "lOpis- YkpaiHa LeHbaH CaHwanH Kutan BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a - UA/15967/01/04
10000 MO/mn; no 1 dapm” dapmacsbtoTikan Ko., 3MmiHun | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
My nonepegHsLo INro. nikapcbkuii 3aci6. KoHTponb rotoBoro
HanoBHEHOMY nikapcbkoro 3acoby (iHwi 3miHN) MpuBeaeHHs
wnpwui; no 1 crneungikaLii Ta MeTogy KOHTPOS SKOCTi 3a
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
LUNPULY B KOHTYPHI nokasHukoMm «OCMOnANbHICTEY Y BiANOBIOHICTb
YapyHKOBIN [0 maTepianis BupobHuka. B cneundikauii M3
ynakosLi; no 1 nokasHuk « OCMONSIPHICTb» 3aMiHEHO Ha
KOHTYPHIN «OcMonsnbHICTbY, @ TakoX nocunaHHsa 3 EQ
YapyHKOBIl ynakosLi 2.3.25 Ha Ph.Eur.2.2.35. Kputepii npuiHATHOCTI
B navuj 3anuwatoTbes 6e3 3miH. 3MiHu | Tuny - 3MiHK 3
sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW)
BunyyeHHs nokasHuka SKocTi «laeHTudikauis.
Hatpin» (E® 2.3.1) Ta «laeHTndikauis.
Xnopuagm» (E® 2.3.1) 3i cneumdikauii M3
124. | EMABEWN PO34UH Ans iH'EKLN, TOB "lOpisi- YkpaiHa LLleHbsiH CaHwanH Kutan BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3a - UA/15967/01/01
2000 MO/mn; no 1 dapm” dapmacsbtoTikan Ko., 3MiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA peuenmom
My nonepegHLo INro. nikapcbkui 3aci6. KoHTponb rotoBoro
HanoBHEHOMY nikapcbkoro 3acoby (iHwi 3MiHn) MNpuBeaeHHs
wnpuui; no 1 cneumaikauii Ta METOAY KOHTPOMIO SAKOCTI 3a
LUNPWLY B KOHTYPHIW nokasHMKoM « OCMONSANbHICTLY Y BiAMNOBIAHICTbL
YapyHKOBIMn 0o matepianis BupobHuka. B cneundikauii I'M13
ynakosui; no 1 nokasHuk «OCcMonsIpHICTb» 3aMiHEHO Ha
KOHTYPHIl «OcMOonNAnbHICTbY, @ TakoX NocunaHHsa 3 E®
YapyHKOBI ynakoBLi 2.3.25 Ha Ph.Eur.2.2.35. Kputepii npuiHATHOCTI
B navuj 3anuwatoTbest 6e3 3MiH. 3MiHu | Tuny - 3MiHK 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHK)
BunyyeHHs nokasHuka sKocTi «laeHTudikauis.
Hatpin» (E® 2.3.1) Ta «lgeHTndikauis.
Xnopuam» (EP 2.3.1) 3i cneundpikauii M3
125. | EHOOMETPWU | tabnetkv BariHanbHi DeppiHr I13painb BeHr-LLUumoH Priopic I3painb BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/7764/01/01
H no 100 mr; no 6, 15 dapmaleBTika Nta. 3MmiHn | TMny - 3MiHK Woao peuenmom
abo 30 Tabnetok y n3 N1a 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.

KOHTelHepi; no 1
KOHTEeWHepy 3
annikaTopom Ans
BHYTPpILLHbOBAriHanb
HOro BBEAEHHS Y
KapTOHHiI kopobui

BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy papMakoHarnagy (BBeeHHs
y3aranbHeHVX JaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiA4noBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy) 3MiHa KOHTaKTHUX AaHKX
YMOBHOBaXEHOi 0COOM 3asiBHYIKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansbHoi 3a
cbapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlro6oB
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHUKA, BignoBigansHoi 3a
capmakoHarnag B YkpaiHi. 3miHa
MiCLe3HaxoMKeHHA macTep-daina cucTtemm
apmakoHarnsgy Ta voro Homepa.
3MmiHa Micus 3A0iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy

126.

EPIYC®

cupon, 0,5 mr/mn; no
60 mn abo no 120
Mn 'y donakoHi; no 1
dnakoHy pasom 3
MipPHOIO NMOXEYKOLO
abo fosyumm
LINpu1UoM y
KapTOHHIl kopobui

Banep
KoHcbtomep
Kep Al

LLisevuapi
A

OpraHoH XewicT B.B.

Benbris

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TUNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby, BKYaum
[inbHUU BMNYCKy cepii abo micue npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BMMYCK CEPIlt) -
3MiHa Ha3BW topuaMYHOT 0cobu BUpobHMKa 13,
BupobHnya ginbHuus, agpeca Ta yci BUPOOHWUYi
onepadii 3anuwatTbCst HE3MiIHHUMUW. 3MiHK
BHECEHO B iHCTPYKLIO Ans MegUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
«Bupo6HMK» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW fikapCcbkoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOKEHHS

6e3
peuenma

nionsieae

UA/5827/02/01

127.

ECKYNntoCc
KOMNO3NTyY
M

Kpanni opanbHi no
30 mn y donakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui y
KopoOLi 3 KapTOHY

Bionoriwe
XannbmitTenb
Xeenb M'v6X

HimeuumH
a

Bionoriwe
XannbmiTTenb
Xeenb MM6X

Himevuunna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHn | TUny - 3MiHm 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BigNOBIAHICTb A0 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HaujioHanbHoi bapmakonei Aepxasu €C (3miHa
y cneundikauisx, NoB's3aHa 3i 3amiHO BUMOT
MoHorpadii PY abo iHWwoi HauioHanbHoI
capmakonei gepxasu €C Ha BUMOTK
MoHorpadii €Bponelicbkoi hapmakonei) 3MiHa B
cneundikauii Ana Rhus toxicodendron mother
tincture, a came- 3miHa cneuudikauii 3rigHo 3
HAB Ha cneumdikauito 3rigHo 3 EBponencbkoto
dapmakoneeto. 3aTBepaxkeHo Specification
according to HAB monograph “Rhus
toxicodendron-Toxicodendron quercifolium”.
BanponoHoBaHo Specification according to
Ph.Eur. monograph “Toxicodendron quercifolium
for homoeopathic preparations”

6e3
peuenma

UA/5632/01/01

128.

ECNEPAIb®

Tabnetku no 500 wr;
Ne 20: no 20
TabneTok y dprakoHi,
no 1 dnakoHy B

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

Codhapumexkc -
IHgycTpia Kimika e
dapmaceyrTika, C.A.

MopTyranis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3Mminu Il Tuny - 3miHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHM y KOPOTKiVi XapakTepuCcTUL,i NikapCbKoro

3a
peuenmom

He
nionsieae

UA/5332/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

KapTOHHil kopobui

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMMU
[aHMMW 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMK
AaHVMK Ta AaHvMu 3 dhapmakoHarnsagy - 3MiHu
BHECEHO A0 IHCTPYKLii Ans MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"OcobnumeocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiANoBigHO A0 iHbopMaLlii cTOCoBHO Ge3neku
nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsarom
6-TV MicaLiB nicns 3aTBEPOKEHHS

UA/17184/01/01

129.

€COM

niodpinizat gnsa
PO34MHY ANg iH'eKUin
Ta iHdysin, no 40 mr;
1 cnakoH 3
nioginizatom y
KopobLUi

Acnipo ®apma
TimiTen

IHaisa

Acnipo ®apma
Nimiten

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
cdopmu abo po3mipy KoHTeHepa Ym
3aKynoptoBanbHoro 3acoby (nepBUHHOI
ynakoBKu) (CTepWnbHi Nnikapcbki 3acobun)
BHECEHHSA 3MiH 4O MaTepianis peecTpauinHoro
[oCbe, a caMme oHoBreHHsi p. 3.2.P.7. Cuctema
KOHTeVHep/ 3aKynoptoBanbHui 3acio (BBeaeHHst
OHOBIEHOro hrakoHy i 3aKynoptoBarnbHOro
3acoby 3 GinblKnM giameTpom ropnuwika 6es
3MiHM EMHOCTI/MICTKOCTi Ta cknagy
nakyBarnbHoOro Matepiany). 3aTBepaxeHo: 5 mn
dnakoH 3 Nnpo3oporo ckna Tuny | Ta ropnuwkom
13 MM, 3aKyrnopeHuii ryMoBOH NPOBKOLO i
obxaTuin antoMiHieBUM KOBNAYKoM
KOMGIHOBaHMM nnacTukoBoto kpuwikoto flip-off,
po3mipom 13 MmM. 3anpornoHoBaHo: 5 mn dnakoH
3 npo3oporo ckna tuny | Ta ropauvwkom 20 Mm,
3aKyrnopeHuin ryMoBOH NpobKoto i obxaTui
artoMiHiEBUM KOBNAYkOM KOMGIHOBaHUM
nnacTunkoBoto kpuiukoto flip-off, poamipom 20 Mm.

3a
peuerimom

130.

3AHIAIN®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 20
Mr no 14 TabneTok y
6nictepi; no 1, abo
2, abo 4, abo 7
GnicTepiB y
KapTOHHiI kopobLyi

Pekopparti
AineHp Ito

Ipnangis

PekopparTi IHaacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis:
3MiHn | TUny - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMUTBI. 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBIEHUX Y cneundikauisax, nig yac
BMPOOHWLTBA rOTOBOrO NikapCcbKoro 3acoby
(BNyYEHHS HecyTTEBOrO BUNPOOYBaHHS B
npotieci BUpobHMLUTBa) BuganeHHs HecyTTeBOro
TECTy B NnpoLeci BUpoGHMLTBA (KinbkicHe
BU3HAYEHHS Ail0YOi PEYOBUHM Y rpaHynsTi Ta
HenokpuTnx o6onoHKol TabneTkax MeToaoM
BEPX a6o Y®). 3miHu | Tuny - 3MiHM 3 sikoCTi.
[oToBWMI Nikapcbkuii 3aci6. 3MiHK Y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo
[OMNYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yac BUpoGHULITBA rOTOBOIO

3a
peuernmom

UA/11126/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

nikapcbkoro 3acoby (BUIyYeHHs! HECYTTEBOIO
BMNPOBYyBaHHs B NpoLeci BUpobHMLTBA)
BupaneHHs HecyTTeBOro TecTy B NpoLeci
BMpOBOHMUTBA (iaeHTUiKauis aito4oi peyoBUHN y
HenokpuTux 0bonoHKo TabneTkax METOAOM
Y®). 3minm | Tuny - 3miHu 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToax
BUNpobyBaHHs rOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHW)
BupaneHHs anbTepHaTUBHOIrO aHaniTMYHOro
mMeToay (KinbKiCHE BU3HAYEHHS Yy MOKPUTUX
obonoHkoto TabneTkax metogom Y®). 3miHm |
Tuny - 3MiHK 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3MiHa y MmeToax BUNpobyBaHHSA roTOBOro
nikapcbKkoro 3acoby (iHWi 3MiHM y meTogax
BUNpobyBaHb (BKNOYayy 3amiHy abo
[0OMoBHEHHs)) 3aMiHa aHaniTUY4HOro Metoay
(laeHTndIKaLisa [ito4oi pe4OBUHM Yy NOKPUTUX
obornoHko TabneTtkax metogom YP
3aMiHoeTbea Ha metog BEPX (OeTekTop
UVIVIS).
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMUNpoByBaHHS rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtoyaroum 3amiHy abo JonoBHEHHs)) 3amiHa
aHanituyHoro metoay HPLC (lpeHTudikauis Ta
KifbKiCHe BU3HaYeHHSs Ailo4oi pevyoBUHU
roTOBOro MikapcbKoro 3acoby) OHOBNEHUM
metogom HPLC.
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMUNpobyBaHHsS rOTOBOrO NikapCcbKoro 3acoby
(iHWi 3MiHM y meTofax BunpobyBaHb
(Bkrtoyaroum 3amiHy abo JonoBHEHHs)) 3amiHa
aHanituyHoro metoay HPLC y TecTi BUSHAYEHHSs!
CYNyTHiX JOMILLOK rOTOBOrO fikapcbKoro 3acoby
Ha oHoBneHu metod HPLC. 3Mminn | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
mMeToaax BUNpobyBaHHSA rOTOBOTO MikapCbKoro
3acoly (iHwWi 3amiHK y MeToaax BunpobyBaHb
(Bkrtoyaroum 3amiHy abo JonoBHEHHs)) 3amiHa
aHanitnyHoro metoay HPLC y TecTi po3unHeHHst
roTOBOrO NikapcbKoro 3acoby Ha OHOBNEHUI




Ne

Haszea
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

131.

3AHIAIN®

TabneTkn, BKPUTI

metod HPLC. 3miHun | Tvny - 3MiHKn 3 siKOCTi.
['oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHs rOTOBOrO NikapCcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOoOyBaHHSA) HeaHayHi 3miHu B
3aTBEpPAKEHOMY MeTOoZi ineHTudiKauii TuTaHy
aiokcnay (YTouHeHHs1 y npo6oniarotosui). 3miHu
| TMnYy - 3MiHK 3 sKOCTi. FOTOBMIA NiKapCbKMiA
3acib. (iHwi 3miHn) MapmoHisauis cneyundikauii
(Compression specification) y posgini 3.2.P.3.4.
Control of Critical Steps i3 mixxHapogHoto
CUCTEMOIO OAMHULE BUMiptoBaHHs (Hardness
specifications among procedures, part of the
WS), a came npvBeaeHHs1 oavHULI BUMIpIOBaHHS
B po3gaini Compression nokasHuk Hardness oo
MiXHapoaHWX oanHULb "N" (HbIOTOH) 3amicTb KP
(KinoQyHT).

NniBKOBOKO
o6ornoHkoto, no 10
Mr no 14 TabneTok y
6nictepi; no 1, abo
2, abo 4, abo 7
GnictepiB y
KapTOHHIN kopobLyi

Pekopaarti
AineHp Jltg

Ipnaxgis

Pekopgarti lHgacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TUny - 3miHm 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHM
BMNpoOyBaHb abo 4ONYCTUMUX MEX,
BCTaHOBIEHUX Y cneumdikauisax, mig yac
BMPOOHWLTBA rOTOBOrO NikapCbKoro 3acoby
(BMNyYEHHSA HECYTTEBOrO BUNPOOYBaHHSA B
npotieci BUpobHMUTBa) BuganeHHs HecyTTeBOro
TECTy B npoLeci BUpobHMUTBA (KinbkicHe
BU3HAYEHHS Ail0Y0i PEYOBUHM Y rpaHynsTi Ta
HenoKpuTx 06oMoHKol TabneTkax MeToaoM
BEPX a6o Y®). 3miHu | Tuny - 3MiHn 3 siKoCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHN y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisix, nig Yyac BUpoBHMLTBA rOTOBOrO
nikapcbKoro 3acoby (BUNy4YeHHs1 HECYTTEBOTO
BMNpobyBaHHS B Npoueci BUpoOHMLTBA)
BvpaneHHsA HecyTTeBOro TecTy B NpoLeci
BMPOGHMUTBA (iaeHTudiKaLia AiloY4oi pe4oBUHN y
HenokpuTux obonoHko TabneTkax MeToAoM
Y®). 3minu | Tvny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(iHLLi 3MiHW)

BvaaneHHs anbTepHaTUBHOIO aHaniTM4HOro
meToAy (KinbKicHe BU3HAYeHHS Y MOKPUTUX
obornoHkoto Tabnetkax metogom Y®). 3miHm |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI Nikapcbkui

3aci6. KoHTponb roToBoro nikapcbkoro 3acofy.

3a
peuernmom

UA/11126/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHwWi 3MiHW y MeTofax
BUNpobyBaHb (BKNOYayn 3amiHy abo
[0OMoBHEHHS)) 3aMiHa aHaniTMYHOro MeToay
(laeHTudiKaLis [ito4oi pe4oBMHM Yy NOKPUTUX
obonoHko TabneTtkax metoaom YP
3aMiHoeTbea Ha metog BEPX (OeTekTop
UVIVIS).
3MiHun | TMny - 3MiHuM 3 siKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToax
BMUNpoByBaHHs rOTOBOrO NikapCcbKoro 3acoby
(iHWi 3miHK y MmeTogax BunpobyBaHb
(Bkrtovaroum 3amiHy abo JonoBHEHHs)) 3amiHa
aHanitnyHoro metogy HPLC (lgeHTudikauis ta
KinbKiCHE BU3HAYEHHSA Ail04OI PEYOBUHMN
roTOBOro MiKapcbKoro 3acoby) OHOBNEHUM
meTtogom HPLC.
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHs rOTOBOrO NikKapCcbKoro 3acoby
(iHWi 3MiHM y meTopdax BunpobyBaHb
(BKNtoYao4M 3amiHy abo JOMNOBHEHHS)) 3amiHa
aHanitTnyHoro metoay HPLC y TecTi BU3Ha4YeHHsi
CYNyTHiX JOMILLOK rOTOBOrO fikapcbKoro 3acoby
Ha oHoBneHui metod HPLC. 3Minun | Tuny -
3MiHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeTofax BUNPoOyBaHHS rOTOBOIO flikapCbKoro
3acoly (iHwWi 3amiHK y MeToaax BuNpobyBaHb
(Bkrroyaroum 3amiHy abo JonoBHEHHs)) 3amiHa
aHanitnyHoro metogy HPLC y TecTi po34nHEHHst
roTOBOro NikapcbKoro 3acoby Ha OHOBNEHUI
metoa HPLC. 3miHu | Tvny - 3MiHn 3 SKOCTI.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToadax
BMNPOBYBaHHSA rOTOBOrO NiKapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX MeToAax
BUNpobyBaHHs) HeaHauHi 3miHu B
3aTBepoKeHOMY MeTOAI ineHTudiIKauii TutTaHy
piokeuay (YTouHeHHs y npobonigroTosui). 3MiHu
| Tuny - 3MiHK 3 sikocTi. FOTOBMI MikapcbKuMiA
3acib. (iHwi 3miHK) MapmoHisauia cneundikauii
(Compression specification) y po3gini 3.2.P.3.4.
Control of Critical Steps i3 mixHapogHoto
CUCTEMOIO OAMHULE BUMIiptoBaHHSA (Hardness
specifications among procedures, part of the
WS), a came npuBeAEHHS OAMHULI BUMIpIOBaHHSI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
B po3gaini Compression nokasHuk Hardness oo
MixxHapogHux oguHuupb "N" (HblOTOH) 3amicTb KP
(KinodyHT).
132. | BENIBOPA®® | TabneTku, BKpUTI TOB «Pow Ykpaina Brpo6HuuTBO ITanis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/12699/01/01
NniBKOBOO YkpaiHa» Hepo3dacosaHoi LLisenuapis 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
o6onoHkKoto, no 240 npoaykuii, nepBnHHe HaiMeHyBaHHs Ta/abo agpecu micus
Mr; no 8 TabneTok y nakyBaHHs, NpoBagXXeHHs AiAnbHOCTI BUpOoOHwMKa/imnopTepa
6nictepi, no 7 BTOPUHHE roTOBOrO NMikapCbKOro 3acoby, BKMOYaoum
GnictepiB y nakyBaHHS, [inbHUL BUNYCKy cepii abo micLe npoBeaeHHs
KapTOHHIN ynakoBLj BUNpoOyBaHHSA KOHTPOIIO SKOCTI. (QisnbHICTb, 3a AKy Bignosinae
KOHTPOIIO SIKOCTI: BMPOOHWMK/iMNoOpTep, BKMOYaOYM BUMYCK CEpilt) -
Denbdapm MinaHo, B pamkax pauioHanisauii odicHux nnow, Roche,
C.P.1., Itanis NPOMOHYETLCA 3MiHa agpecu odicy, Aka
Bunyck cepii: 3pincHioe Bunyck [113. [laHa 3miHa BigbyBaeTbCs
. XodhdpmaHH-I1s B pamKax OAHIET CUCTEMM KOHTPOIKO AKOCTI i
Pouw JTg, CTOCYETbCA BUKIMIOYHO (PYHKLT BUNYCK cepii, | He
LLisenuapis Mae BMnuBY Ha BUPOOHMYMIA NpoLiec npenapary.
He mae BnnuBy Ha sikicTb, 6e3neky Ta
edeKkTUBHICTb Npenapaty. Micue BupobHuuTBa
N3 He 3mMiHMNoCk. 3MiHM BHECEHO B iHCTPYKLIHO
Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby y po3gin «Micue3HaxooKeHHs
BMPOGHMKa Ta agpeca Micus NpoBafXXeHHS Noro
OiSNbHOCTI» 3 BiANOBIGHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs! yakoBKM NikapCbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpPOKEHHS
133. | 3EPBAKCA® | nopouuok ans Mepk LWapn i LLisenuapi BMPOGHMLITBO 32 CLUA/®paHL BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/16362/01/01
KOHLleHTpaTy ans Ooym IOEA a MOBHUM LINKIIOM: is 3MiHu Il Tuny - 3miHu Wwopao peuenmom
PO34mMHY Ans m6X Crepi-®apma, JIN1C, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
iHdysin, 1 /0,5 ; no CLUA; BHeceHHs1 abo 3miHa(1) oo 3060B'A3aHb Ta yMOB
10 donakoHiB 3 anbTepHaTUBHUIA BMAAYi PeECTpaLiiHOro NocBiAYeHHs,
MOPOLLIKOM Y BMPOGHWK: BTOPUHHE BKItoYatoum MnaH ynpaeniHHSA pusnkamm
KapTOHHiI kopobui nakyBaHHs1, (3acTocyBaHHs 3MiH(1), Ski(a) BUMaraTb(€)
KOHTPOMb SKOCTI, noAanbLIoro obrpyHTyBaHHS HOBUMMU
BigNoOBiganbHWIA 3a [04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
BUNYCK cepii: KOMMETEHTHUM OpraHOM, OCKiflbKW BUMaraeTbcsi
®APEBA Mipaberns, CyTTEBA OLjiHKa KOMMNETEHTHUM OpPraHoM).
dpaHuis 3asiBHUKOM HaZlaHO OHOBNEHWIA NraH
ynpaBniHHsi pu3nkamu Bepcist 4.0. 3MiHW BHeceHi
Ao vactuH: | «3aranbHa iHdopmauisy», Il
«CneumdikaLis 3 6e3nekuny, y 38’A3Ky 3
OHOBJEHHAM iHbopmaLii LWoao edPeKTUBHOCTI
nikapcbKkoro 3acoby, fOMOBHEHHS iHpopMmaLlii
Npo 3acToCyBaHHS fikapcbkoro 3acoby y
neaiaTpUYHIN nonynauii Ta 3aTBepoXKEHHS
BkasaHoi Bepcii [IYP B EMA.
134. | 3BEPBAKCA® | nopoluok Ans Mepk LWapn i LLisenuapi BMPOOHMLTBO 3a CLUA/®paHL, BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a He UA/16362/01/01
KOHLeHTpaty Ans Ooym IOEA A NOBHWUM LIMKIOM: is 3Minum |l Tuny - 3MiHm Wwopo peuyenmom | niidnsizae
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
PO34MHY Anis mM6X Crepi-®apwma, JIJ1C, 6e3nekn/eeKTMBHOCTI Ta hapmakoHarnsgy.
iHdpysin, 1 r/0,5; no CLWA 3MiHM y TepaneBTUYHNX NMOKa3aHHAX
10 donakoHiB 3 anbTepHaTUBHUIA (mopaBaHHSA HOBOTO TEpaneBTUYHOrO NoKa3aHHS
NOPOLLIKOM Y BUPOBHMK: BTOPUHHE abo 3MiHa y 3aTBepaKeHOMY rnokasaHHi) (B.1.6.
KapTOHHiI kopobui nakyBaHHs, (a)ll)
KOHTPOMb AKOCTI, 3MiHM BHeceHo [0 [HCTpyKUii ons MegnyHoro
BigNOBiganbHWIM 3a 3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
BUNYCK cepii: "MMokasaHHA", Ta, K HAacNigok, A0 po3ainis
PAPEBA Mipabernb, "®apmakornorivyHi BnactusocTi", "Ocobnumei
PdpaHuis 3axoau 6e3nekun”, "OcobnmnBocCTi 3acTocyBaHHNA",
"Cnocib 3actocyBaHHs Ta go3un", "Oitn", "Mo6ivHi
peakuii". BBegeHHst 3MiH NpoTsrom 6-tu Micsuis
nicns 3aTBEpAXKEHHS.
135. | 3EPKAIIH® PO3YMH HALLKIpHWN, AnpaH- XopsarTis AnpaH-ManeHcbkuii Xopgaris BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes - UA/12443/01/01
1% no30mny ["aneHcbknn TNabopaTopin a.4. 3MiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA peuenma
CKMAHOMY (QNaKOHi; JlabopaTopii nikapcbkuii 3aci6. 3miHN y BUPOOGHMLTBI. 3MiHK ¥
no 1 donakoHy B o.ao. npoueci BMpoOHULTBA rOTOBOIO iKapCbKOro
KapTOHHil kopobui 3aco0by, BKOYa4M NPOMKHWUIA NPOAYKT, LLO
3aCTOCOBYETLCS NPV BUPOBHULITBI rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHN) BHeceHHs
yTo4HeHHs fo p.3.2.P.1.2 Composition of drug
product Wwoao po3paxyHKy Macu KniHgamiunHy
xrnopuay (rapMoHi3aLlisi i3 3a3Ha4YeHHsAM Macu B
peuenTypi npenapaty) Ta p.3.2.P.3.2 Batch
formula wopo po3paxyHKy Macu KniHgamiumHy
Xropvay B peuenTtypi NpoayKkTy 3aTBepaxeHo:
Section 3.2.P.3.2 Batch formula Quantity of
Clindamycin hydrochloride for 400 kg batch is
5.00 kg Quantity of Clindamycin hydrochloride
for 90 kg batch is 1.17 kg Section 3.2.P.1.2
Composition of drug product Unit formula (mg of
Clindamycin hydrochloride/ml of solution) 11.50.
B3anponoHoBaHo: Section 3.2.P.3.2 Batch
formula Quantity of Clindamycin hydrochloride
for 400 kg batch is 4.93582 kg Quantity of
Clindamycin hydrochloride for 90 kg batch is
1.11056 kg Section 3.2.P.1.2 Composition of
drug product Unit formula (mg of Clindamycin
hydrochloride/ml of solution) 10.8588
136. | 30JIAOEKC Kancyna ans AcTtpa3eHeka Benuka Actpa3eHeka HOK Benuka BHECEHHS 3MiH 10 peecTpaLiiHnx MaTepianis: 3a - UA/4236/01/01
nigLwKipHoro HOK Jlimiten BputaHisa Timiteq Bputanis 3MiHn | TUny - 3MiHM Wwopo peuernmom
BBEJEHHS 6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay
NPOOHroBaHoi Aii (iHWi 3MiHW) - BUny4YeHHst TEKCTY MapKyBaHHS
no 3,6 wmr; 1 kancyna 6e3 3a3HavYeHHs1 MibkHapOAHOI CUCTEMU OAMHULIb
y wnpuu-annikaTopi S|. OHOBMNEHHS TEKCTY MapKyBaHHs i3
i3 3axmMcHUM 3a3Ha4YeHHsIM MKHapOOHOI CUCTEMU OAVHULb
MexaHiamom; no 1 Sl. BBegeHHs 3miH npoTsirom 6 micsauiB nicns
LUNPULLY B KOHBEPTI 3 3aTBEPOKEHHS
NpUKpIiNneHumM
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
npanopuem-
aHoTauieto 3
BOIIOronorfmHalyo
10 Kancynoto; no 1
KOHBEPTY B
KapTOHHI kopobui
137. | 30JIAOEKC Kancyna ans Actpa3eHeka Benuka Actpa3eneka tOK Benuka BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/4236/01/02
nigwkKipHoro HOK Iimiteq BputaHis Timiteq Bputanis 3MiHN | TMnYy - 3MiHK Wwoao peuernmom
BBEJEHHS 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy
NPONOHroBaHoi il (iHWi 3MiHK) - Buny4yeHHs TEKCTY MapKyBaHHS
no 10,8 mr; 1 6e3 3a3HavYeHHs1 MiXkHapOAHOI CUCTEMU OOMHULb
Kancyna y wnpuu- S|. OHOBMNEHHS TEKCTY MapKyBaHHs! i3
annikaTopi i3 3a3Ha4YeHHAM MiXKHapOAHOI CUCTEMU OAMHULb
3aXUCHUM Sl. BBegeHHs 3miH npoTsirom 6 micsauiB nicns
MexaHiamom; no 1 3aTBEPOKEHHS
LUNPULY B KOHBEPTI 3
NPUKPINIeHNM
npanopuem-
aHoTauieto 3
BOJTOronorfmMHalyo
10 Kancynoto; no 1
KOHBEPTY B
KapTOHHIN kopobui
138. | 3SOMAKTOH NOPOLLIOK AN PeppiHr TM6X | HimeyunH BaccepGyprep HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/10477/01/02
PO3YMHY AN iH’EKUiN a ApuHaiMiTTenbBEpPK Yecbka 3MiHM | TUny - 3MiHM Wwopao peuernmom
no 4 wr; 1 conakox 3 'mM6X, HimewunHa Pecnybnika 6es3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.

MOPOLLIKOM Y
KOMMNeKTi 3 1
amnynoto no 3,5 mn
PO34YMHHMKA (HaTpito
xropvg, cnvpT
6eHavnosui (9
Mmr/mn), Boga Ans
iH'EKLN) Y KAPTOHHIW
yrnakoBLi

(BignoBiganbHWn 3a
BMPOBHMLTBO
NMOPOLLKY Ta
PO3YMHHWMKA);
PeppinHr M'M6X,
HimeuunHa
(BignoBiganbHWn 3a
BUPOGHMLTBO
NMOPOLLIKY, BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTi Ta
BUNYCK cepii);
®eppiHr-Nfleuunsa,
a.c., Yecbka
Pecny6bnika
(BignoBiganbHuWii 3a
BTOPUHHE
nakyBaHHs)

BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cucteMy apMakoHarnagy (BBe4eHHs
y3aranbHeHUX AaHux npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoOBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
dapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMoBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaanbHoI 3a
cbapmakoHarnsg B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlio6os
IBaHiBHaA. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3Haxo4KeHHs MacTep-channa cuctemu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
chapmakoHarnagy Ta noro Homepa.
3miHa Micus 34iNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
dapmakoHarnsgy
139. | I3O-MIK® 5 Tabnetku TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/3186/03/01
Mr cy6niHrBanbHi no 5 «MIKPOXIM» «MIKPOXIM» 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuernmom
Mmr no 50 TabneTok y HaiMeHyBaHHs Ta/abo agpecy 3asBHUKA
6aHui, no 1 6aHui y (BNacHuka peecTpauinHoro NocBiAYeHHS) 3MiHa
nayui 3 KapToOHy; no HanMeHyBaHHA Ta agpecu 3asiBHUKa. BBegeHHs
25 TabneTok y 3MiH NpoTsArom 6-Tu MicsLiB nicns
GaHui; no 1 6aHui y 3aTBEepMKEHHS. 3MiHN | Tuny - AgMiHicTpaThBHI
nayui 3 KapToOHy; no 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
40 TabneTok y MicUA NpoOBaAXeHHN QisnNbHOCTI
GaHui, no 1 6aHui y BMpoBHMKa/iMnopTepa rotToBoro fikapcbkoro
nauui 3 KapToHy 3aco0by, BKMYa4m ginbHULi BUNycKy cepii abo
MicLie NpoBeAeHHS! KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a siky Bignosinae
BMPOBHMK/IMNOPTEP, BKIOYAK04M BUMYCK CEPilt)
3MiHa HalMeHyBaHHS Ta IOpPUANYHOI agpecu
BUpo6Huka 113, 6e3 3MiHM MicLs BUpOGHMLTBA.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOKEHHS
140. | 1I30COPBIOY NOPOLLOK TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: - - UA/4632/01/01
OVHITPAT (cybeTaHuis) y «MIKPOXIM» «MIKPOXIM» 3MiHn | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
PO3BEOEHWU | wmiwkax i3 nnisku HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
n nonieTuneHoBoi Ans (BracHuka peecTpaLiiHoro NOCBig4YeHHs) 3amMiHa
dapmaLeBTU4HOro HanMeHyBaHHS Ta agpecu 3asBHUKA. 3MiHu |
3acToCyBaHHs TMny - AgMiHiCTpaTuBHI 3miHW. 3miHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa
(Bkntoyatoun, 3a HeobxiaHocTi, micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo BnacHuka
macTtep-cavina Ha A®l, abo noctayansHuka
Adl/BuxigHoro maTepiany/peareHTy/npoMiXXHOro
NpPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHMLITBI
ADI (AKLWO 3a3HAYEHO y AOCHE HA NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BiAnoBiAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbke, abo BUPOOHUKA HOBOI JOMOMIKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y JOCHE)
3miHa opyanYHOT agpecy Ta HalMeHyBaHHS
BMpo6HKKa ADI
141. | IKEPBUC® Kpanni o4Hi, CaHteH AT diHngaHaia ExcenbBixeH, ®paHuis/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/17100/01/01
emynbcis, 1 mr/mn PpaHuis PiHnaHais 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peuernmom
Ne 30 (5x6): mo 0,3 (BMpOOHMLTBO, BunyyeHHs BUPOGHMYOI AinbHULI (BKITHOYAO4M
Mn B THOOUK- KOHTPOMb SIKOCTI, AinbHUUi anst A®I, npomixkHoro npoaykTty abo
KpanenbHuui aAns nepBUHHE roTOBOro MikapcbKoro 3acoby, AinbHULi ANS
OfiHOKpaTHOro nakyBaHHs Ta npoBeAeHHs NakyBaHHS, BUPOGHUKA,
3acTocyBaHHs; Mo 5 BTOPUHHE BignoBiganbHOro 3a BMMNycK cepin, Micue
TIOOMK-KpanenbH1LUpb nakyBaHHs1); CaHTeH npoBefeHHs KOHTporo cepii) abo
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

y NnamiHoBaHOMy
antoMiHieBomy
nakerti; no 6 nakeTiB
Y KapTOHHIln kopobui

AT, ®iHnanais
(Bunyck cepii);
Cepsinak, ®paHuis
(BTOpPUHHE
nakyBaHHS)

nocravanbHuKa BUXigHOTO MaTtepiany, peareHty
ab0o 4OMOMiXXHOT PEHOBMHY (SIKLLIO 3a3HAYeHO Y
[0CbE) BUINyYEHHS BUPOOHWNYOT AinbHuLi API
CKD BIO CORPORATION, 292, Sinwon-ro,
Danwon-gu, Korea (Republic of)-15604 Ansan-
si, Gyeonggi-do BignosiganbHOro 3a nocravyaHHs
Lir0Y0i Pe4OBMHU LIMKNOCMOPUHY. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI €BpONENChKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiaHoOCTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXigHOro mMartepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
A®l; ons gonomixkHOT pe4oBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
BignoBigHOCTi €Bponencokin hapmakonei Ne R1-
CEP 1999-034 - Rev 06 (3atBepakeHo: R1-CEP
1999-034 - Rev 05) ana A®I umknocnopuHy y
3B'A3Ky 3i 3MiHOK Ha3Bu BMpo6HuKa 3 AMRI ltaly
S.r.l., Itanis Ha CURIA ltaly S.r.l., Itanist. 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeObXiQHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dbapmakonei gepxasu €C (3miHa
y cneumdikaLisix, noe's3daHa 3i amiHamu B J®Y,
abo €ponevickkint dhapmakonei, abo iHLwin
HaLljioHanbHi hapmakonei gepxasun €C) 3MiHU
A0 cneundikauii Airo40i Pe4YOBUHM LIMKITOCTOPUH
BHECEHO A1 MPUBEAEHHS Y BIANOBIOHICTb A0
MoHorpagii €sponencbkoi Papmakonei.

142.

IMOAIYM®
EKCMNPEC

TabneTku, Wo
AMCNepryoTbes B
POTOBIN NOPOXKHWHI,
no 2 mrno 6
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIN yrnakoBLii

MakHin
Mpogaktc
Nimiten

AHrnia

Benwuka
BpuTaHis/
DdpaHuis

KaraneHT FOK
CBiHaoH 3uaic
Nimiten, Benuka
Bputanis
BTopuHHa ynakoBka,
[03BiN Ha BUNYyCK
cepii:
IPKHTI KoHcblomep
Xenc (®paHc) CAC,
PpaHuis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX
npo cuctemy capmMakoHarnsgy (BBefeHHs
y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiOQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
cbapmakoHarnagy B YKpaiHi, SKLO BOHa
BiAMiHHA Bi yNnoBHOBaXeHOi ocobu,

6e3
peuenma

UA/9831/02/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
capmakoHarnsgy) 3miHa ynoBHoBa)keHoi ocobu
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
[itoya pepakuin: ArHewka Menyep-[aHH /
Agnieszka Majcher-Dann. NMponoHoBaHa
pepakuis: ArHewka LLumxens / Agnieszka
Szymchel.
3MiHa KOHTaKTHMX JaHWX YNOBHOBAaXXeHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
3MminHn | TMny - 3MiHK Wopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINtOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
bapmakoHarnsgy) 3miHa KOHTaKTHOI ocobu
3asBHuKa, BignoBiganbHoi 3a hapmakoHarnsag B
YkpaiHi. [itoua pegakuisi: ApHaytoBa tOnisi
IleonipisHa / Arnautova Yuliya Leonidivna.
[MponoHoBaHa pepakuis: HaropHa KatepuHa
IBaHiBHa / Nahorna Kateryna Ivanivna. 3miHa
KOHTAKTHMX JAHMX KOHTAKTHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a dpapMakoHarnsg B YkpaiHi

143.

IHO3UHY
NMPAHOBEKC

NopoLLIOK
(cybeTaHuis) y
nonieTMneHoBmnx
Milkax ons
dapmaLeBTU4HOro
3acTocyBaHHSA

TosapucTBo 3
0oBMmexeHo
BiAgnoBiganbHi
CTHo
"GAPMXIM"

YkpaiHa

ToBapwucTtBo 3
obmexeHo
BignoBiganbHIiCcTIO
"OAPMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | TUny - 3miHn 3 akocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHNX Y creumadikaLisx
Ha A®I, abo BMXigHUA/MPOMIKHWI
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpobHmuTBa AP (iHLWi 3MiHK)
BHeceHHs 3miH go n. «CynpoBigHi AOMiLLKM» Ta
«KinbkicHe BU3Ha4YeHHs1», a caMme- BHECEHHS
NPUMITKM ** «3a JaHUM NMOKa3HUKOM B
cepTudikaT SKOCTi BHOCATECH AaHi KOHTPOIO
Hepo3adacosaHoi NpoAyKLuii» BBegeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicnsi 3aTBepAKEHHS

UA/17740/01/01

144.

IHGAHPUKC
FEKCA™/INF
ANRIX

cycneHsia (DTPa-
HBV-IPV) gns
iH’ekuivi no 0,5 mn (1

nakcoCmiTKn
AnH Ekcnopt
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsanH

Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu Il Tuny - 3MiHn 3 sikocTi. AL,
BupobHuuTBO. 3MiHa BUPOGHUMKa

3a
peuerimom

UA/16235/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

HEXA™ [o3a) Ta niodinisat BUXiZHOTO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo

KOMBIHOBA | (Hib); 1 nonepeagHso BMKOPWUCTOBYHOTBCS Y BUPOBHUYOMY npoLeci

HA HanoBHEHWN A®l, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge

BAKLUUHA oAHOpa3oBun HeobXiaAHO, MicLie NPOBEAEHHST KOHTPOSO SIKOCTi)

ana wnpwuy (o 0,5 mn (1 A®I (3a BiacyTHOCTI cepTudpikaTa BiaNoBIAHOCTI

MPO®ITAKT [03a)) y KOMMeKTi 3 €BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy

UKU nBoMa rofikamu Ta [0CLE)(3MiHN 40 3ax0ofiB, MOB’'A3aHUX 3

OUOTEPII, dpriakoH 3 KOHTPOSEeM akTUBHOT peyoBuHM 6ionoriyHoro

NMPABLA, niocpinisatom (Hib) NOXOKEHHS: 3amiHa abo AoAaBaHHs AiNbHUL,

KALUMKOKY ans 1 gosu, Wwo e NPOBOANTLCSA KOHTPOSL/BUNPOBYBaHHSA cepil,

(ALUENIONAP | 3miwytoTbca nepea BKITIOYaK04M 3aCTOCYBaHHA

HUN BUKOPUCTAHHAM GionoriyHoro/iMyHonoriYHOro/imyHoxiMiYHOro

KOMMOHEHT | (wnpwuy 3 ronkamu meToay) MNepeHeceHHst TECTIB 3 KOHTPOSHO SKOCTI

), TENATUTY 3aKpUTi TYMOBUMM in vivo 3 ainbHuUi GSK Vaccines GmbH,

B, KoBMaykamu); asi Marburg (HimeyunHa) Ha ginbHuL0

noniomieni ronku (ogHoro GlaxoSmithKline S.A., Rixensart (Benbris), a

TY TA po3mipy), Wwnpuy Ta came: 1. Minimum Lethal Dose (MLD) performed

3AXBOPIOB driakoH repMeTU4HO on Diphtheria pre-Working Seeds and Tetanus

AHb, 3anakoBaHi y Master Seeds. 2. Absence of Toxin and

3BYOHUKOM | nnactukoBui irreversibility of Tetanus Toxoid performed on

AKUX € KOHTelHep; no 1 abo Tetanus toxoid drug substance (release and

HAEMOPHIL no 10 nnacTukoBmx stability). 3. Tetanus potency and Diphtheria

us KOHTEWHEpIB y potency on DTcc (drug product intermediate,

INFLUENZAE | kapTOHHil kopobui 3 stability testing only)

TANY B MapKyBaHHAM

YKpaiHCbKOK MOBOI;
1 nonepegHbLO
HanoBHEeHU
OfHOpa3oBUi
wnpwuy (no 0,5 mn (1
[03a)) y KOMNNekTi 3
[ABOMa ronkamu ta
rakoH 3
niogpinizatom (Hib)
ons 1 gosu, wo
3MilyoTbCA nepeq
BMKOPUCTAHHAM
(wnpwy 3 ronkamu
3aKpUTi TYMOBUMM
KoBMaykamu); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
nakoH repmMeTU4HO
3anakoBaHi y
nnacT1KoBWN
KOHTenHep; no 1 abo
no 10 NnacTMKoBuX
KOHTEWHepiB y
KapTOHHI kopobui
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
145. | IHOAHPUKC cycneHsisa (DTPa- nakcoCmiTKn Benvka "nakcoCmiTKnanH Benbris BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3a - UA/15832/01/01
™ INB XI6 / IPV) ans iv’exuin no anH Excnopt BputaHis Bionogxikans C.A. 3MiHW | TUny - AQMIHICTPaTUBHI 3MiHW. peuernmom
INFANRIX™ 0,5 mn (1 posa) Ta Timiten Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
IPV HIB niodpinizat (Hib); AinbHuUi ansa A®l, npomixkHoro npogykTy abo
KOMBIHOBA cycneHsia (DTPa- roTOBOrO MikapcbKoro 3acoby, AinbHULi Ans
HA IPV) ons iH’ekuin no NPOBEAEHHS NaKyBaHHS, BUPOOHMKA,
BAKLUUHA 0,5 mn (1 posa) y BignoBigansHOro 3a BMNyck cepin, Micue
anAa nonepegHb0 NpoBeAEHHS KOHTPOTto cepii) abo
MPO®IIAKT HanoBHEHOMY nocTavanbHWKa BUXIQHOrO Matepiany, peareHTty
UKH OfHOpa30BOMY abo 4OMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
OUDTEPI, wnpuui Ne 1y [ocbe) - BuBeneHHs 3 exkcrinyartauii 6yaisni
NPABLA, KOMMMEKTi 3 ABOMa RX59.0 Ha BUpOBHWIN OinbHAUI
KALUJTIOKY ronkamu Ta GlaxoSmithKline Biologicals S.A., Rixensart,
(ALUENIONAP | niodinisat (Hib) y Belgium, Ha skii npoBoamnock BUPOGHMLITBO
HUN cnakoHi Ne 1, wo aHTUreHiB auentonspHoro Kawntoka (acellular
KOMMOHEHT | amiwytoTbecs nepeq Pertussis antigens bulk); 3miHu | Tuny -
), BUKOPUCTAHHAM: NO AamiHicTpaTuBHI 3MiHW. BunyyeHHs BUpobHuYoi
noniomieni 1 nonepegHLO OinbHUUi (BKMOYaoum ginbHuui ans Adl,
TYTA HanoBHEHOMY NPOMiXXKHOrO NPoAyKTy abo roTOBOro Nikapcbkoro
3AXBOPIOB 0fHOpPa3oBOMY 3aco0y, AinbHULi ANS NPOBEeAEHHS NaKyBaHHS,
AHb, LINpULY Y KOMMNIEKTI BUPOGHMKa, BignoBiganbHOro 3a BUMYCK cepin,
3BYAHUKOM | 3 oBoma ronkamu ta MicLie NpoBeaeHHs KOHTPOSO cepii) abo
AKUX € 1 dpnakoHom 3 nocravanbHuKa BUXiGHOTO maTtepiany, peareHTy
HAEMOPHIL niodpinizatom (Hib) y abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
us BaKyyMHin nocke) - BuBeneHHs 3 ekcnnyaTtauii 6ygisni
INFLUENZAE | cTepuvnbHin RX39.3 Ha BUPOGHWYIN AinbHULI
TNy B ynakosLi; no 1 GlaxoSmithKline Biologicals S.A., Rixensart,
BaKyyMHin Belgium, Ha sikii npoBoamnocb BUPOGHMLITBO
CTepUIbHiIi ynakosLi aHTUreHiB iIHaKTMBOBAHOIO BipyCy NOMiOMIENITY
Y KapTOHHIl kopobui (Bulk manufacturing operations of Inactivated
Poliomyelitis Virus (type 1, 2 and 3)); 3minu |
TMny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHUUI (BKMHOYaYM AinbHULI Ans
A®I, npomixxHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHULi ANA NPOBEeAEHHS
nakyBaHHs, BAPOOHUKA, BiAMOBiAanbLHOro 3a
BUNYCK Cepin, MicLe NpoBeAeHHS KOHTPOro
cepii) abo nocTayanbHKKa BUXiQHOrO maTepiany,
peareHTy abo AONOMIKHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y Aocbe) - BunyueHHs dpyHkuii
HanoBHeHHS wnpwuuis (Filling manufacturing
operations) y npumiweHHi building A/B Ha
BUPOGHWMUIN ginbHuLi GlaxoSmithKline
Biologicals, Branch of SmithKline Beecham
Pharma GmbH & Co. KG, Dresden, Germany
146. | IHGAHPUKC cycneHsis (DTPa- nakcoCmitKn Benvka nakcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpaLinHMX MaTepianis: 3a - UA/15832/01/01
™ INB XIB / IPV) ons iH’ekuin no anH Excnopt BpuTaHis Bionoaxikans C.A. 3MmiHu Il Tuny - 3miHm 3 akocTi. ADI. peuenmom
INFANRIX™ 0,5 mn (1 po3a) Ta TNimiteq BupobHuuTBO. 3MiHa BUpOGHUMKa
IPV HIB niogoinizart (Hib); BUVXigHOro/NpoMiXXHOro NpoayKTy/peareHTy, Lo
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
KOMBIHOBA | cycneHsis (DTPa- BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY NpoLECi
HA IPV) ons iH’ekuin no AdI, abo 3miHa BUpobHUKa (BKMoYaouu, ae
BAKLIMHA 0,5 mn (1 posa) y HeobXiaAHO, MicLe NPOBEAEHHST KOHTPOSIO SIKOCTi)
anAa nonepegHbo A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
MPO®INAKT HarnoBHEeHOMY €sponencbkint hbapmakonei y 3aTBepaxXeHoMy
UKU OfHOpa30BOMY [0ChE)(3MiHN 40 3ax0fiB, NOB’'A3aHNUX 3
OUDTEPI, wnpuui Ne 1y KOHTPOMEeM aKTUBHOI pe4oBUHM BioNoriYHOro
NMPABLA, KOMMIEKTi 3 ABOMa NMOXOMKEHHS: 3amiHa abo AogaBaHHA OinNbHULI,
KALUJTIOKY ronkamu Ta e NPOBOANTLCSA KOHTPOSL/BUNPOBYBaHHSNA cepil,
(AUENONAP | nioginisat (Hib) y BKITHOYAKO4M 3aCTOCYBaHHSA
HUNA dnakoHi Ne 1, wo GionoriyHoro/iMyHONOri4YHOro/iMyHOXiMi4HOrO
KOMMOHEHT | amiwytoTbecs nepeq meToay) MNepeHeceHHst TECTIB 3 KOHTPOIHO SKOCTI
), BUKOPUCTAHHSAM; NO in vivo 3 ainbHuui GSK Vaccines GmbH,
noniomieni 1 nonepegHbO Marburg (HimeyunHa) Ha ginbHuL0
TYTA HanoBHEHOMY GlaxoSmithKline S.A., Rixensart (benbrisi), a
3AXBOPIOB OfHOpa3oBOMY came: 1. Minimum Lethal Dose (MLD) performed
AHb, LUNPULY Y KOMMMEKTi on Diphtheria pre-Working Seeds and Tetanus
3BYAHUKOM | 3 oBoma ronkamu ta Master Seeds. 2. Absence of Toxin and
AKUX € 1 conakoHom 3 irreversibility of Tetanus Toxoid performed on
HAEMOPHIL niodinizatom (Hib) y Tetanus toxoid drug substance (release and
us BaKyyMHin stability). 3. Tetanus potency and Diphtheria
INFLUENZAE | cTepunbHin potency on DTcc (drug product intermediate,
TNy B ynakosLi; no 1 stability testing only)
BaKyyMHin
CTEepWnbHIN ynakoBLi
Y KapTOHHIl kopobui
147. | INPAQYAN aepos3onb TOB YkpaiHa TOB «MynbTicnpei» YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/16432/01/01
nosoBaHui no 20 "MynbTicnpen" 3MiHu | TUNY - AgMiHiCTpaTuBHI 3miHW. 3MiHa peuenmom | nidnsizae

Mkr/50 mkr/gosa no
200 pos B
antoMmiHieBmx
OanoHax,
repMeTu4HO
3aKPUTUX JO3YHOUUM
KranaHom Ta
3abesneyeHmnx
HacagKot-
iHransTopom i3
3aXUCHUM
koBna4vkom. Mo 1
6anoHy nomiwaTb
B NMayKy 3 KapTOHY

HanMeHyBaHHS Ta/abo agpecu 3asBHUKa
(BnacHuka peecTpauiiHOro NocBiA4YeHHS) 3MiHa
agpecw 3asiBHUKa. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLs NPoBamMKEHHS AiSNbHOCTI
BMPOOHWKa/iMnopTepa rotToBoro nikapcbkoro
3aco0y, BKMoYa4m AinbHuLi BUNycKy cepii abo
MicLie NPOBEAEHHSA KOHTPOIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOBHMK/IMNOpTEp, BKIOYaKUM BUMYCK CEPIl).
3MiHa agpecu BUpPOGHMKa Yy 3B'A3KY 3
NPURHATTAM PileHHs 25 cecii XapkiBCKbOI
MiCbKOi pagu 7 cknukaHHs "Mpo BnopsaKyBaHHS
HalMeHyBaHb 06'eKTiB TOMOHIMikL" Bia
27.02.2019 Ne 1531/19 yactuHy Bynuui
KoHTopcbkKoi neperimeHyBaTh Ha BynuLO
Banepis MNeTtpocosa. BupobHuya finbHuUS,
appecy sKoi 3MiHEHO, Ta BCi BUpOGHUYi onepauii
3anuwnnucb HeamiHHMMK. [itoya pegakuis: TOB
«MynbTicnpen» YkpaiHa, 61052, m. Xapkis, Byn.
KoHTopcbka, 6ya. 90, nit. «A-2» MponoHoBaHa
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Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3acoby

pepakuis: TOB «MynbTicnpen» YkpaiHa, 61052,
XapkiBcbka 06n., M. Xapki, Byn. Banepis
MeTpocoBa, 6ya. 24, nit. «A-2»

148.

INPATPOIMIIO
BPOMI

NOpOLLIOK
KpucTaniyHnm
(cybeTaHuin) y
noaBiNHMX nNakeTax 3
nonieTuneny ans
dapmaLeBTUYHOIO
3acTocyBaHHA

TOB
"MynbTicnpen"

Ykpaina

Jlysoximika C.n.A

ITanis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€sponeiicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHoBMneHoro cepTudikaTta
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIgHOCTI €Bponeinchkin dapmakonei: ons
A®I; onsa BuxigHoro
Mmarepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans
AOMOMDKHOT peyvoBuHM (cepTudikat
BigNoOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEHOro
BUPOOHMKA - MOAAHHSA OHOBMNEHOTO cepTudikaTa
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2004-220 - Rev 01 (3atBepakeHo: R1-CEP
2004-220 - Rev 00). Ak Hacnigok 3 3aMiHU y
cneundikauii Ta meTogax BunpobyBaHHs 3a
nokasHukamu «lgeHTtudikadis», «Mpo3opictb
PO34MHY», «3anuLLKOBI PO3YMHHUKN» Ta
«KinbkicHe BU3Ha4eHHs» (cTano: inpaTponito
6pomiay Big 99,0 % go 100,5 % y
nepepaxyBaHHi Ha 6e3BOAHY Pe4OBUHY). 3MiHN Y
MeTOAMLi NPUrOTYBaHHS PO3YUHY SIKUIA
BUKOPUCTOBYETLCH B TecTax «pH», «lMpo3sopictb
po34nHy» Ta «KonbopoBicTb po3unHy» (Po3unH
S). BunpaBneHHsi pegakuiiHx NOMWUMoK y
XiMiYHi Ha3Bi Ta MeToaMKax BUNpobyBaHHs ADI.
3amiHa TepMmiHy npugaTHocTi 5 pokiB Ha nepio
nepekoHTponto 5 pokis

UA/16306/01/01

UA/14557/01/01

149.

WOrekcon

MOPOLLIOK
(cybeTaHuis) y
nonieTMNeHoBKX
nakeTax ans
dapmaLeBTUYHOLLIO
3aCTOCYBaHHSI

AT "dapmak"

YkpaiHa

XKesiHr Ctappi
dapmackioTukan
Ko., Jlta.

Kutan

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3minu | TMny - 3minm 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignNoBigHOCTI abo BUNy4eHHs cepTudikata
BiQMNOBigHOCTI E€Bponeichkin hapmakonei: ans
A®l; ansa suxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
[OOMOMDKHOT peyoBuHM (cepTudikaT
BiQNoOBigHOCTI €Bponeichkit hapmakonei) -
HoBwuih cepTudikat Bifg BXe 3aTBEpAXEHOro
BUPOBHMKa - NOAaHHS HOBOro cepTudpikata
BigNoBigHOCTI €Bponelickkin hapmakonei R1-
CEP 2009-018-Rev 02 ans A®I iorekcon Big,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

BXe 3aTBeppKkeHoro BupobHuka Zhejiang Starry
Pharmaceutical Co., Ltd, China. [Jitoua
peaakuisi: lohexol DMF (Version 2.0) Jenuary,
2015. MponoHoBaHa peaakuis:

CEP No. R1-CEP 2009-018-Rev 02, dated
08/02/2018 Name of holder: ZHEJANG STARRY
PHARMACEUTICAL CO., LTD.No.1 Starry
Road of Xianju Modern Industrial Centralization
Zone China-317300 Xianju, Zhejang Province
Production of intermediate(s): JIANGXI STARRY
PHARMACEUTICAL CO., LTD. North of the
Wuyi Road Salt Chemical Base China-331 200
Zhangshu, Jiangxi Province Production of
lohexol:

ZHEJANG STARRY PHARMACEUTICAL CO.,
LTD. No.1 Starry Road of Xianju Modern
Industrial Centralization Zone China-317300
Xianju, Zhejang Province

150.

WOrekcon-
BICTA

PO34MH ANs iH'eKUin
no 350 mr nogy Ha 1
mn no 50 mn, abo no
100 mn, abo no 200
MIT Y CKIISTHOMY
cnakoHi; no 1
cnakoHy y
KapTOHHIN kopobLyi

Mictpan
Kenitan
MeHemKmeHT
TimiTen

AHnia

100N A4 oonym
CAH BE TIIX AL

TypeyuunHa

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCYBaHHs! Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3nekn
3acTocyBaHHS nikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiof, abo sk pesynbTat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOB&XXEHNM opraHomM) 3MiHU BHECEHi 40
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaat”, "MobivHi
peakuii” BiANoBIiAHO A0 OHOBMEHOI iHpopmaLlii 3
6esnekun pitoyoi pe4oBmHW. BBeaeHHs 3MiH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHS

3a
peuernmom

He
nionsieae

UA/18233/01/01

151.

WOrekcon-
BICTA

PO34MH AN iH'eKuin
no 300 mr noay Ha 1
mn no 50 mn abo no
100 mn y cknsiHOMY
cdnakoHi; no 1
drakoHy y
KapTOHHiI kopobui

MicTtpan
Kenitan
MeHemXMeHT
Nimiten

AHnia

10O MAY ONYM
CAH BE TIIDK ALL

TypeyuunHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat

3a
peuenmom

He
nionsieae

UA/18233/01/02




116

[IponoBkeHHs 1oaarka 3

Ne
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Homep

peecmpauiliHo2o

noceid4yeHHs

OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AOCHiAXeHb
(PIP) (3MiHYy y3rog»keHo 3 KOMMNEeTEHTHUM
YNOBHOBa)XeHUM opraHom) 3MiHV BHECeHi J0
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHS y nepion
BariTHoOCTi abo rogyBaHHs rpyaar”, "Mobivri
peakuii” BignoBigHO 0 OHOBMEHOI iHhopmallii 3
6e3neku gito4oi peyoBnHU. BBeaeHHs 3miH
NpoTHArom 6-Tn MicsILiB Nicnsi 3aTBEpPAKEHHS

152.

KANbLUIO
FMIOKOHAT

Tabnetkn no 0,5;
no 10 Tabnetok y
ctpunax; no 10
Tabnetok y
6nictepax; no 10
Tabnetok y bnictepi,
no 10 GnicTepiB y
nauui 3 KapToHy

MNAT
«MoHdapm»

YkpaiHa

MAT «MoHdapm»

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKa
(BnacHuka peecTpaLiiHoro noceig4yeHHs). 3miHa
agpecu 3asiBHUKa (BrnacHUKa peecTpauinHoro
noceig4YeHHs1). TepmiH BBEAEHHSA 3MiH -
npoTsarom 6 MicsliB nicns 3aTBepapkeHHs. 3MiHM
| TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BkI4aoym
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIMIO SIKOCTI. (QisnbHICTb, 3a Ky Bignosinae
BUPOGHMK/IMNIOPTEp, BKIOYAOUM BUMYCK CEPilt).
3miHa apgpecu BupobHuka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHu MicLsa BUpOGHULTBA. TEpMIH
BBeAEHHS 3MiH NpOTSArom 6 mMicauis nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
npo cucteMy papmakoHarnagy (BBeeHHs
y3aranbHeHVX JaHuX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnOBHOBaxeHOi ocobu,
BiAnoBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy). 3miHa yrnoBHoBaxeHoi ocobu
3as1BHMKA, BignoBigansHoi 3a hapmakoHarnsg.
[Hitoua pepakuisi: Cosrupa Ceprint CepriioBuy.
lMponoHoBaHa pepakuis: MNMacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BigNoBiganbHoi 3a dapmakoHarnag. 3MiHa

6e3
peuenma

He
nidnsicae

UA/1933/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

MicLe3HaxoMKeHHa macTep-daina cucremm
dapmakoHarnagy. 3miHa micus 34iNCHEHHs!
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.

153.

KAHONBOP

niodpinizat gnsa
PO34MHY Anst
iHdy3in, no 200 wmr;
no 1 nakoHy y
KopoOLi

Acnipo ®apma
NimiTeq

IHaisa

Acnipo ®apma
Jlimiteq

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKiV XapakTepucTuLi Nnikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKUii Ans
ME[NYHOro 3aCTOCYBaHHs
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He nNoTpebye
HaflaHHS XOAHNX HOBMX A40OATKOBUX AaHMWX) -
3MiHU BHeCeHi Ao iHCTPYKLUIi ANs MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactuBocTi",
"MpoTunokasanHs", "Baaemopgisa 3 iHWMMKN
nikapcbkumm 3acobamu Ta iHWi BUAM
B3aemogin", "OcobnueocTi 3actocyBaHHNA",
"Cnocib 3acTocyBaHHsi Ta fO3W" (peaaryBaHHsi),
"Mo6ivHi peakuii" 3rigHo 3 iHpopmaLieto Wwoao
MELMYHOro 3aCToCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (BicdeHa, nopoliok ans
pO34MHy Ans iHgysin no 200 mr). BBeaeHHst 3amiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs

3a
peuenmom

He
nionsieae

UA/17810/01/01

154.

KAPI3OH®

ma3sb 0,5 mr/r, no 15
ra6o30r,abo50r
y Ty6i; no 1 Ty6i B
KapTOHHIN navui

TOB "MIBE
YKPAIHA"

Ykpaina

Mibe MmB6X
ApuHanmiTTenb

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHM) OHOBNEHHS TEKCTY MapKyBaHHSA
yNakoBKM fikapcbKkoro 3acoby, a came: 3amiHa y
n. 10. «<HOMEP PEECTPAUINHOIO
MOCBIAYEHHA» Ta n. 13. «IHWE» nepBuHHOI
ynakoBky, y n. 8. «dATA SAKIHYEHHA
TEPMIHY MPUAATHOCTI», n. 12. <HOMEP
PEECTPALIMHOIO NOCBIAYEHHS» Ta n. 13.
«HOMEP CEPII NNIKAPCbKOIO 3ACOBY»
BTOPWHHOI YNakoBKW. TepMiH BBeAEHHS 3MiH
npoTsArom 6 MicsUIB Nicns 3aTBEPPKEHHS

3a
peuerimom

UA/10950/03/01

155.

KEQON

PO34MH ANS iH'EKLN,
50 mr/2 mn, no 2 mn
npenapaty B amnyri;
no 50 amnyn y
KapTOHHI kopoOLyj;
no 5 amnyny
GnicTepi, no 1 abo 2
Gnictepn y
KapTOHHiI kopobLyi

TosapucTBo 3
obMmexeHo
BignoBiganbHi
CTIo
"BEPKAHA+"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapWCTBO

"Nekxim-Xapki"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHUM y KOPOTKili XapakTepucTULL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeOMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHNx/GionoaibHNX nikapcbkmx
3acobiB nicnsg BHECEHHS TiET camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaJaHHS XOOHUX HOBUX 40AATKOBUX AaHNX)
3MiHVM BHECeHi A0 IHCTPYKLIi Ans MeguyHoro

3a
peuenmom

He
nionsieae

UA/17035/01/01
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Homep
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3aCcToCyBaHHSA Nikapcbkoro 3acoby y po3ainu
"dapmakonorivHi BnactmBocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHwumn
nikapcbkumm 3acobamm Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "3gatHicTb BnmMBaT Ha
LUBUAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM abo iHWKMMK MexaHiamamn”,
"Mo6ivHi peakuii" 3rigHo 3 iHpopmaLieto Wwoao
MeONYHOro 3aCToCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby ([ekcanriH® iH'ekT, po34nH
ans iv’ekuin/indysin, 50 mr/2 mn). BeeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeOU4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OUIHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCnigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM opraHom) 3MiHV BHECEHI [0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain "3actocyBaHHs y
nepiop BariTHocTi abo rogyBaHHs rpyaat”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Aitoyoi pevoBunHU. BBEeaeHHS 3MiH NpoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

156.

KEPABOPT

kpem 5 %; no 250 mr
Kpemy B calue; no
12 abo 24 cawe y
KapTOHHiI kopobui

"meHmapk
dapmMacboTUK
an3 Jlto.

IHaia

menmapk
dapmacbioTukans
T,

IHAis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3MiHKM) OHOBNEHHSI TEKCTY MapKyBaHHS
yMaKoBKM MikapcbKoro 3acoby, a came: 3miHa y
n. 3. «<HOMEP CEPIi NIKAPCbKOIO 3ACOBY»
Ta n. 4. «AATA SAKIHYEHHA TEPMIHY
MPUOATHOCTI» nepBuHHOI ynakoBku, y n. 13.
«HOMEP CEPIi NNIKAPCBKOIO 3ACOBY»
BTOPWHHOI YNakoBKW. TepMiH BBEAEHHS 3MiH -
npoTsrom 6 MicsAUIiB Nicns 3aTBEPPKEHHS

3a
peuernmom

UA/13581/01/01

157.

KETAMIH-3H

PO34MH ANs iH'EKLIN,
50 mr/Mnno 2 mn B

amnyni, no 10 amnyn
y KopoOLUji 3 KapTOHY;

no 2 mn B amnyni,

TosapucTBo 3
oBMmeXeHo
BignoBiganbHi
CTIo
"XapkiBcbke

YkpaiHa

ToBapucTtBo 3
obmexeHoto
BiANOBiganbHICTHO
"XapkiBCbke
dapmaLeBTUYHe

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TUny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans

3a
peuerimom

He
nidnsizae

UA/12951/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
no 5 amnyny thapmaueBTny nianpueMcTBo MeAMYHOro 3acTocyBaHHS Ha niacrasi
6nictepi, no 2 He "3nopos's Hapoay" perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
Gnictepn y kopobui 3 | nignNpMeEMCTBO nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KapTOHY "300poB's 3acToCyBaHHSA NikapcbKkoro 3acoby B
Hapoay" nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3mMiHy y3roa)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHoM)
3MiHM BHeceHo [0 [HCTpyKUii ons MegnyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis:
"OcobnueocTi 3acTocyBaHHs", "MobivHi peakuii”
Lofo 6esnekun 3acTocyBaHHs Aito40i pe4OBUHM
KeTaMmiH BianoBigHo Ao pekomenaadin PRAC.
BBegeHHst 3MiH NpoTAarom 6-tn micauis nicna
3aTBEPOKEHHS
158. | KETO NJOC LwammnyHb o 60 mn "meHmapk IHAisA neHmapk IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: bes - UA/10142/01/01
abo no 150 mny dapmacbkloThK dapmacbkioTrkana 3MinHn | TMny - 3MiHK Woao peuenma
cnakoHi; no 1 ans JlTa. Jita. 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
dnakoHy B (iHwWi 3MiHM) OHOBNEHHS TEKCTY MapKyBaHHA
KapTOHHIl kopobui BTOPUHHOI yNakoBKW nikapcbkoro 3acoby, a
came: 3miHa y n. 8. « JATA 3AKIHHEHHA
TEPMIHY MPUOATHOCTI» Ta n. 13. «<HOMEP
CEPIi NIKAPCbKOIO 3ACOEBY». TepMiH
BBEAEHHSA 3MiH NpOTArom 6 micauis nicnsa
3aTBEPOKEHHS
159. | KETOPON PO34MH ANS iH'EKLN, O-p Peppi'c IHaia O-p Peppi'c IHAis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/2566/01/01
30 mr/mn; no 1 mn B ITabopaTopic INabopaTopic 3MiHn | TUny - 3MiHn Wwopao peuenmom | nidnszae
amnyni; no 10 amnyn Iitg Nimiteq 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.

y 6nictepi

3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sk pesynbTat
OL|iHKM 3BITY 3 AoCHigKeHb, NPOBEeAEHUX
BiMNOBIQHO 4O MnaHy nejiaTpuyHuX AoCHiaXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHI A0
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "3acTtocyBaHHs y
nepiop BariTHocTi abo rogyBaHHs rpyaar”
BiAMNOBIOHO [0 OHOBMEHOI iHpopmaLii 3 6esneku
[itoYoi pevoBmHN. BBeaeHHs 3MiH NpoTsrom 6-tu
MicsaUiB Micns 3aTBepAXEHHST; 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHECEHI
00 IHCTpYKUii ANs Megn4YHOro 3acTocyBaHHs
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nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
LLOAO0 BAXKMMBOCTI 3BiTYBaHHS NpO NobGivHi
peakuii.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS

160.

KnIBAC 10

TabneTtkn, BKPUTI
NNiBKOBOIO
o6ornoHkoto, no 10
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3, abo 9 bnictepiB y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii ans
MeOU4YHOro 3aCToCyBaHHs Ha niacTas.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepioa, abo sik pesynbtaT
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiJMNOBIQHO 4O MnaHy nefiaTpuyHuX AoChigXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHom).
3MiHU BHeCeHi 0 iHCTPYKLUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "Mob6ivHi peakuii”
BiJMNOBIQHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
nitoyoi peyoBuHNU. BBegeHHS 3MiH NpoTSrom 6-tu
MicsLiB Micnsa 3aTBEpPAXEHHS.

3a
peuenmom

He
nionsieae

UA/12971/01/01

161.

KNIBAC 20

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 20
mr; no 10 TabneTok
y 6nictepi; no 1 abo
3, abo 9 bricTepiB y
KapTOHHIN navui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMNYHOro 3aCTOCYBaHHS Ha MiACcTaBi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OL|iHKM 3BITY 3 AocCnigKeHb, NpOBeaeHUX
BiMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3roa)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVIM OpraHom).
3MiHU BHeCeHi o iIHCTPYKLUiT Ans MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
LitoYoi pevoBrHU. BBeeHHSA 3MiH NpoTsarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuerimom

He
nidnsicae

UA/12971/01/02

162.

KNoAU®EH

Kpanni OYHi, PO34uH,
1 mr/mm; no5mny
nakoHi-
KpanenbHuui; no 1

TOB "YOPIJ
MEOMLNH"

YkpaiHa

yoprng MEANLIMH

INAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHM y KOPOTKiVi XapakTepucTULi NikapCbKoro

3a
peuenmom

He
nionsieae

UA/18961/01/01
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bnakoHy-
KpanenbHuLi B
KapTOHHIl kopobui

3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeOMYHOro 3aCTOCyBaHHS
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He NoTpebye
HaflaHHS XOAHNX HOBMX A0OATKOBUX AaHMWX) -
3MiHV BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro
3acTOCyBaHHs Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactusocTi", "lMokasaHHsA",
"MpoTunokasaHHs", "B3aemogis 3 iHwumn
nikapcbkuMu 3acobamu Ta iHLi BUAK
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "Oitn" (yTouHeHHs), "MNepeno3yBaHHs",
"Mo6ivHi peakuii" 3rigHo 3 iHpopmaLieto Wwoao
MEeONYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Voltaren Ophtha, eye drops
solution 0,1 %). BBegeHHs 3MiH NpoTsrom 6-Tu
MicsLiB nicnsi 3aTBepAKEHHS

163.

KNO®ENIH IC

Tabnetkun no 0,15
mr; no 10 TabneTtok
y bnictepi; no 3 abo
5 GnicTepis y nayui

ToBapucTBo 3
[00aTKOBO
BignoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[04aTKoBOO
BiANOBIgANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3Mminn | TMny: 3miHm 3 sikocTi. ADL. CTabinbHicTb.
3miHa nepiogy NOBTOPHMX BUNPOOYyBaHb/nepiogy

36epiraHHst abo ymoB 36epiraHHst AdI (3a
BiICYTHOCTi y 3aTBepKeHOMY AOCbE
cepTudikaTta BignoBigHOCTI €EBpoONenchbKin
dapmakonei, Lo BKItoYa€e nepiod NOBTOPHOrO
BUNpobyBaHHs) (nepio NOBTOPHOrO
BunNpobyBaHHs/nepion 36epiraHHs) -
36inbLueHHs abo BBeEeHHs nepiogy NOBTOPHOMO

BunpobyBaHHsa/nepiogy 36epiraHHs Ha OCHOBI

pesynbTaTiB AOCMIMKEHb Y peanbHOMY Yaci -

36inbLUeHHs TepMiHy 36epiraHHs ADI,

3aTBEpOKEHO: TepMiH 36epiraHHst 3 poku,

3aMpornoHOBaHO: TepMiH 36epiraHHsi 4 pokw.

3MiHu | TUny: 3miHn Wwopo

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay

(iHwWi 3miHn) MNpuBeaeHHA opMynMOBaHHS
po3ainy «MapkyBaHHs» 40 dhopMaTy BiAnoBigHO
BMMOT Ail040r0 3aKOHOAABCTBA, 3aTBEPAKEHO:
BiZNOBIQHO 10 3aTBEPOKEHOTO TEKCTY
MapKyBaHHS, L0 AOAAETHCS; 3anpONoHOBaHO:
3riHO 3aTBEPPKEHOro TEKCTY MapKyBaHHSI.
3miHu | Tvny: 3miHu 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi amiHn)(B.11.r. (x),1A),
YTOYHEHHs1 hopMynioBaHHS HOPMyBaHHSA TECTY
06yMOBMEHO NpUBEAEHHSIM Y BiAMNOBIAHICTb A0
Bumor DY gitoyoi pepakuii. CynyTHa 3miHa:

3a
peuerimom

UA/16533/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3MiHuM 3 aKkocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUPOOHMUTBI. 3MiHM BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBIEHNX Y
cneumdikauisix, nig Yac BUpOBHULTBA rOTOBOIO
nikapcbkoro 3acoby (iHLUi 3MiHW) Y TOYHEHHS
dopMynoBaHHA HOPMYBaHHS TECTY
«OpHopigHICcTb f030BaHUX oguHMLbLY Y MKA N3
Ta crneumdikauisx i MeToauLi KOHTPOMIO AKOCTI
NPOMIXXHOro NpoaykTy «HepoadacosaHi
NPOAYKTU»( SIK CynyTHS 3miHa). 3MiHu | Tuny:
3MiHu 3 sKocTi. FoTOBMIA nikapcbkuid 3aci6.
KoHTposb roToBoOro fikapcbkoro 3acofy (iHwi
3MiHM) YTOYHEHHs1 hopMyrntoBaHHS HOPMYBaHHS
TecTy «Po3unHeHHs» y MKA 113

164.

KNO®ENIH IC

Tabnetku no 0,1 mr;
no 10 TabneTtok y
6nictepi; no 3
Gnictepu y navui

ToBapucTBo 3
[00aTKOBO
BignoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTtBeo 3
[04aTKoBO
BiAMNOBIgANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3Mminn | TMny: 3miHK 3 sikocTi. A®L. CTabinbHicTb.
3miHa nepiogy NOBTOPHMX BUNPOOYyBaHb/nepiogy

36epiraHHst abo ymoB 36epiraHHst AdI (3a
BiJCYTHOCTI y 3aTBEPAXEHOMY JOChE
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
chapmakonei, Lo BKNtoYae nepiog NOBTOPHOIo
BUNpobyBaHHs) (nepiog NOBTOPHOrO
BunNpobyBaHHsa/nepion 36epiraHHs) -
36inbLueHHs abo BBeAEHHS nepiogy NOBTOPHOIO
BunpobyBaHHs/nepioay 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCMIMKEHb Y peanbHOMY Yaci -
36inbLUeHHs TepMiHy 36epiraHHs ADI,
3aTBepOKEHO: TepMiH 36epiraHHs 3 poku,
3aMpornoHOBaHO: TepMiH 36epiraHHs 4 poku.
3MiHu | TUny: 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3miHn) MpuBeaeHHA OpMyMOBaHHS
po3ainy «MapkyBaHHs» 40 dhopMaTy BiAnoBigHO
BMMOT [j040ro 3aKOHOAABCTBaA, 3aTBEPAXKEHO:
BiZNOBIQHO 10 3aTBEPOKEHOTO TEKCTY
MapKyBaHHs1, O AOAAETHCS; 3anponoHOBaHO:
3rigHO 3aTBEPOKEHOrO TEKCTY MapKyBaHHS.
3miHu | Tvny: 3miHm 3 skocTi. FoToBMIN
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi amiHn)(B.11.r. (x),1A),
YTOUHEHHs1 (hOpMYNoBaHHA HOPMYBaHHS TECTY
06yMOBMNEHO NpUBEAEHHSIM Y BiAMNOBiAHICTL A0
Bumor DY gitoyoi pepakuii. CynyTHs 3miHa:
3MiHn 3 gKocTi. [oToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHM BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikalisix, nig yac BUpOBHMLITBA rOTOBOIO
nikapcbkoro 3acoby (iHWi 3MiHN) YTOUYHEHHSs!
opMynoBaHHS HOPMYBaHHSI TECTY

3a
peuerimom

UA/16533/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
«OpHopigHICcTb f030BaHUX oguHMLLY Y MKA N3
Ta crneumdikauisx i MeToauLi KOHTPOMIO AKOCTI
NPOMIXXHOro NpoaykTy «HepoadacosaHi
NPOAYKTU»( SIK CynyTHs 3miHa). 3MiHun | Tuny:
3MiHu 3 sKocTi. FoTOBMIA nikapcbkuid 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoy (iHwi
3MiHM) YTOYHEHHs1 (hopMyrtoBaHHS HOPMYBaHHS
TecTy «Po3unHeHHs» y MKA 113
165. | KNO®ENIH IC | tabnetkn no 0,3 mr; ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/16533/01/03
no 10 Tabnetok y [00aTKOBO [00aTKOBOO 3minn | TMny: 3miHK 3 sikocTi. APL. CTabinbHicTb. peuenmom
GnicTepi; no 3 BignosiganbHi BiANoBiganbHicTO 3MiHa nepiofly NOBTOPHUX BUNpobyBaHb/nepioay
Gnictepu y navui CTHO "IHTEPXIM" 36epiraHHst abo ymoB 36epiraHHst AdI (3a
"IHTEPXIM" BiACYTHOCTI y 3aTBEPAKEHOMY OOCHE

cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
chapmakonei, Lo BKNoYae nepiog NOBTOPHOIo
BUNpobyBaHHs) (nepiog NOBTOPHOIO
BunNpobyBaHHs/nepion 36epiraHHs) -
36inblueHHs abo BBeAEHHS nepiogy NOBTOPHOMO
BUnpobyBaHHs/nepioay 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMY Yaci -
306inbLUeHHs TepMiHy 36epiraHHs AdI,
3aTBEpPAKEHO: TepMiH 36epiraHHsa 3 poku,
3aMpornoHOBaHO: TepMiH 36epiraHHsi 4 pokw.
3MiHu | TMny: 3MiHK Wwoao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHn) MNpuBeaeHHA opMyMOBaHHS
posainy «MapkyBaHHs» A0 dhopMaTy BiAnoBigHO
BMMOT [j040ro 3aKOHOAABCTBA, 3aTBEPAXKEHO:
BiZNOBIQHO 10 3aTBEPOKEHOTO TEKCTY
MapKyBaHHs1, Lo AOAAETbCS; 3anponoHOBaHO:
3rigHO 3aTBEPOKEHOro TEKCTY MapKyBaHHS.
3miHu | Tvny: 3miHm 3 skocTi. FoToBMIN
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi amiHn)(B.11.r. (x),l1A),
YTOYHEHHs1 hopMynioBaHHA HOPMYBaHHSA TECTY
06yMOBMNEHO NpUBEAEHHSIM Y BiAMNOBIAHICTb A0
Bumor DY gitoyoi pepakuii. CynyTHs 3miHa:
3MiHn 3 gKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHM BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikalisix, nig yac BUPOBHULITBA rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHN) Y TOYHEHHS
hopMyroBaHHS HOPMYBaHHSI TECTY
«OpHopigHicTb f030BaHUX oguHMLbY Yy MKA N3
Ta cneumdikauisx i MeToauui KOHTPOMO SAKOCTi
NPOMKHOro NpoaykTy «HeposdacosBaHi
npoaykTu»( K CynyTHA 3miHa). 3miHu | Tuny:
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3MiHM) YTOYHEHHs1 (hopMyrtoBaHHS HOPMYBaHHS
TecTy «Po3unHeHHs» y MKA 113

166.

KO-OIOBAH®

TabneTtkn, BKpUTI
NNiBKOBOIO
o6ornoHkoto, no 80
mr/12,5 mr; no 14
Tabnetok y Gnictepi;
no 1 abo 2 6nictepn
y KopobUj 3 KapTOHY

HoeapTic
dapma Al

Lsenuapi
a

Hosaprtic ®apma
Ltenn AT,
LLsenuapis;

HosapTic ®apma

C.n.A,, ltanis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHa: Micbapm
C.n.A., lTania

LLIseniLapis/
ITanis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | Tuny - 3MiHn 3 axocTi. AL,
Bvpo6bHuuTBO. 3MiHa BUpOGHUMKa
BVXiAHOro/NMpoMiXKHOro NPOAYKTy/peareHTy, Lo
BMKOPWUCTOBYHOTBCS Y BUPOBHUYOMY npoLeci
A®I, abo 3miHa BUpoGHMKa (BKNoYarouu, ae
HeobXiaAHO, MicLie NPOBEeAEHHST KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€Bponelcbkin hbapmakonei y 3aTBepaxeHoMy
[0CbE)(3MiHM [0 3axopniB, MNOB'A3aHNX 3
koHTponem A®l, abo gogaBaHHsA AinbHULI, Ae
NPOBOANTLCHA KOHTPOML/BUNPOOYBaHHSA cepii) -
nonaeaHHsl HoBoro Bupo6Huka Novartis Grimsby
Ltd., Great Britain BignoBigansHoro 3a KOHTposb
SKOCTi Ail040i pevoBMHN BancapTaHy; 3MiHn |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT pevoBUHU (cepTudikaT
BigNoBigHOCTI €Bponenchkii hapmakonei) -
HoBwuii cepTudikar Bif BXe 3aTBepaXeHOro
BMPOGHMWKa - NoAaHHs HOBOro ceptudikaTa
BignosigHocTi €Bponeicbkint papmakonei Ne RO-
CEP 2016-290 - Rev 00 ansa A®Il Bancaptany
BiJ BXe 3aTBepaeHoro BupobHuka Novartis
Pharma AG, Switzerland

3a
peuenmom

UA/8688/01/01

167.

KO-OIOBAH®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 160
mr/12,5 mr; no 14
Tabnetok y 6nictepi;
no 1 abo 2 6nictepu
y KOpOOLUj 3 KapTOHY

Hoapric
dapma Al

LLiseviuapi
A

Hosaprtic ®apma
LWrenH AT,
LLisenuapis;

Hosaprtic ®apma

C.n.A,, Itanis;
[MepBuHHE Ta
BTOPUHHE
nakyBaHHsi: Micpapm
C.n.A., ltania

LLIseninapis/
ITanis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. AL,
BupobHuuTBo. 3MiHa BUpOGHUMKa
BVXiAHOrO/NMPOMiXKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTECH Y BUPOBHUYOMY npoLeci
AdI, abo 3miHa BUpobHUKa (Bknovatouu, ae
HeobXiaAHO, MicLie NPOBEAEHHST KOHTPOSHO SIKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHOMyY
[0CbE)(3MiHM [0 3ax0piB, MOB'A3aHNX 3
koHTponem A®I, abo fofgaBaHHs AinbHULI, Ae
NPOBOANTLCS KOHTPOMNb/BUNPOGYBaHHS cepii) -
[oaaBaHHsA HoBoro BMpobHuka Novartis Grimsby
Ltd., Great Britain BignoBiganbHoro 3a KOHTposb
SIKOCTi [it040i pe4oBMHM BancapTaHy; 3MiHu |

3a
peuerimom

UA/8688/01/02




125

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUMyYeHHs1 cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®l; ans suxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyYoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOYKEHONO
BMPOGHMWKa - NogaHHsA HOBOro ceptudikaTa
BignoBigHOCTi €Bponencekini hapmakonei Ne RO-
CEP 2016-290 - Rev 00 ana A®l BancaptaHy
Bif BXXe 3aTBepaKeHoro BupobHuka Novartis
Pharma AG, Switzerland

168.

KO-OIOBAH®

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 160
mr/25 mr; no 14
TabneTtok y Gnictepi;
no 1 abo 2 6nictepu
y Kopo6Ui 3 KapTOHy

Hoeapric
dapma Al

Lsenuapi
A

HosapTic ®apma
LWrenH AT,
LLseriuapisi;
Hosaprtic ®apma
C.n.A,, Itanis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs: Micbapm
C.n.A., lTania

LLsenyapis/
ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHK 3 akocTi. ADI.
BupobHuuTeo. 3miHa BUPOGHMKa
BWXiZHOrO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTECH Y BUPOBHNYOMY NpoLeci
A®I, abo 3miHa BUpobHuKa (Bkrovatoun, ae
HeobXiaAHO, MicLe NPOBeAEHHsI KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXXeHoMy
[0Cbe)(3MiHM 00 3axoAiB, MOB'A3aHNX 3
koHTponem A®I, abo fopgaBaHHs AinbHUL, Ae
NPOBOANTLCHA KOHTPOMbL/BUNPOOYBaHHSA cepii) -
nopasaHHsi HoBoro BMpobHuka Novartis Grimsby
Ltd., Great Britain BignoBiganbHoro 3a KOHTposb
SIKOCTi Ai040i pevoBMHN BancapTaHy; 3MiHu |
Tuny - 3MiHK 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BignNoBigHOCTI abo BUMy4eHHs cepTudikata
Bi4NOBIigHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; ans
[OMOMDXHOT pevoBUHU (cepTudikat
BiQNOBigHOCTI €Bponeichkit hapmakonei) -
HoBwuii cepTudikat Bif BXe 3aTBEpOXEHOro
BMPOOHMKa - NoaaHHsA HOBOro cepTudikarta
BignoBigHocTi €Bponeiicbkini papmakonei Ne RO-
CEP 2016-290 - Rev 00 ansa A®Il BancaptaHy
Bif BXe 3aTBepaeHoro BupobHuka Novartis
Pharma AG, Switzerland

3a
peuerimom

UA/8688/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

169.

KO-OIOBAH®

TabneTkn, BKpUTI
NNiBKOBOIO
ob6onoHkoto, no 320
mr/12,5 mr; no 14
TabneTtok y 6nictepi;
no 1 abo 2 Gnictepun
y KopobUj 3 KapTOHY

HoeapTic
dapma Al

Lsenuapi
a

HosapTic ®apma
Lternn AT,
LLsenuapis;

Hosaprtic ®apma

C.n.A,, ltanis;
MepBuHHE Ta
BTOPUHHE
nakysaHHs: Midapm
C.n.A,, Itanis

LLIseniLapis/
ITanis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TUny - 3MiHK 3 axocTi. ADI.
Bupo6HuLTBO. 3MiHa BMPOOHMKa
BVXiAHOro/NMpoMiXKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYHOTBCS Y BUPOBHNYOMY npoLeci
A®l, abo 3amiHa BUpOGHMKa (BKINtoYatouu, ge
HeobXiaAHO, MicLe NPOBEAEHHST KOHTPOSIO SIKOCTi)
A®I (3a BiacyTHOCTI cepTudpikata BiANOBIGHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
[0CbE)(3MiHM [0 3ax0piB, MOB'A3aHNX 3
KoHTponem A®Il, abo foaaBaHHSA AinbHULI, Ae
NPOBOAMNTLCA KOHTPOSL/BUMNPOBYBaHHSA cepii) -
nonaeaHHsl HoBoro Bupo6Huka Novartis Grimsby
Ltd., Great Britain BignosiganbHOro 3a KOHTPOsb
SIKOCTi Aito4oi pevoBMHM BancapTany; 3MiHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoOBIigHOCTI abo BUNy4eHHs ceptudikara
BifNoBigHOCTI €Bponenchkin dhapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBwuin cepTudikat Bifg BXe 3aTBEpAXEHOro
BMPOGHMWKa - NoAaHHsA HOBOro ceptudikaTa
BignoBigHOCTi €Bponencekini hapmakonei Ne RO-
CEP 2016-290 - Rev 00 ana A®l BancaptaHy
BiJ BXe 3aTBepaeHoro BupobHuka Novartis
Pharma AG, Switzerland

3a
peuenmom

UA/8688/01/04

170.

KO-OIOBAH®

TabneTku, BKpUTI
NniBKOBOIO
obornoHkoto, no 320
Mr/25 mr; no 14
Tabnetok y 6nictepi;
no 1 abo 2 Gnictepu
y KOpoOLji 3 KapTOHY

HosapTic
dapma Al

Lsewuapi
A

HosapTic ®apma
LTenH AT,
LLseniuapis;

HosapTic ®apma

C.n.A., Itanis;
MepBuHHE Ta
BTOPWHHE
nakyBaHHsi: Micpapm
C.n.A., lTania

LLisenuapis/
ITanis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. AL,
BupobHuuTBo. 3miHa BUpOGHMKa
BWXiZHOTO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTECH Y BUPOBHUYOMY npoLeci
A®I, abo 3miHa BUpobHuKa (Bkoyatoun, ae
HeobxiagHO, MicLile NPOBEAEHHST KOHTPOIO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
[0Cbe)(3MiHM 0 3axoAiB, MOB'A3aHNX 3
koHTponem A®I, abo fofgaBaHHs AinbHULI, Ae
NPOBOANTLCHA KOHTPOIL/BUNPOOYBaHHSA cepii) -
nopaBaHHsi HoBoro BMpobHuka Novartis Grimsby
Ltd., Great Britain BignoBiganbHoro 3a KOHTposb
SIKOCTi Ai040i peyoBMHN BancapTaHy; 3MiHu |
Tuny - 3MiHK 3 sikocTi. CepTudpikat
BignoBigHocTi/l E-cepTudikat BignoBigHOCTI

3a
peuerimom

UA/8688/01/05
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHs HoBoro abo OHOBIEHOrO cepTudikaTta
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
Bi4NOBIgHOCTI €BponeWnchkin hapmakonei) -
Hosun cepTudpikat Big BXXe 3aTBEPOXKEHONO
BMPOGHMKa - NoAaHHsS HOBOro ceptudikaTa
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2016-290 - Rev 00 ana A®l BancaptaHy
Bif] BXXe 3aTBepaeHoro BMpobHuka Novartis
Pharma AG, Switzerland
171. | KOJINIOMAK® | po34umH HallKipHWUiA AINEKCO®APM | Cnony4yeH dapmanabop MopTyranis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/17397/01/01
M 167,0 mr/r; no 10 mn rMBX ITA e MpogyToc 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
y chnakoni, no 1 KoponiscT dapmackioTikoc HaliMeHyBaHHs Ta/abo agpecu micus
cnakoHy y BO C.A. NPOoBaXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
KapTOHHiI kopoOui roTOBOro NiKapcbKoro 3acoby, BKMYaym
[inbHULU BMNYCKy cepii abo micue npoBeaeHHs
KOHTPOIMIO SIKOCTI. (QisnbHICTb, 3a Ky Bignosinae
BMPOGHMK/iIMNOPTEpP, BKIOYa4M BUMYCK CEPIl) -
3miHa agpecu BupobHuka M3, y 3B'A3ky 3
afAMiHICTpaTVBHUMU 3MiHAMUW HaceneHoro
nyHKTY, Tak sk Ceban € yacTuHoro
MyHiunnanitety Kongewnwa-a-Hosa. Takox
He3Hay4Ha 3MiHa y Ha3Bi BUPOOHUKa, y 3B's3KY
NPVBEAEHHS [0 OHOBMEHOI NiueHsii Ta GMP
cepTtudpikaty. BupobHuya ginbHuus Ta yci
BMPOGHWYI onepauii 3anuwaTbcs HE3MIHHUMK
172. | KOMBOIMMI3A | Tabnetku, BKpUTI ACTPA3EHEK LLIseuis Actpa3eHeka CWA BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/12952/01/02
XR NNiBKOBOK A Ab dapmacbioTukanc 3miHu | TUny - 3miHn wWoao peuenmom
obornoHkoto, no 5 n 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
mr/500 mr; no 7 (iHWi 3MiHWM) BunyyeHHs TekcTy MapKyBaHHs 6e3
Tabnetok y 6nictepi; 3a3Ha4YeHHs1 MiXKHapoAHOI cucTemMm oauHuub Sl.
no 4 6nictepn y OHOBMEHHS TEKCTY MapKyBaHHS i3 3a3Ha4YeHHSIM
KapTOHHIl kopoOLi MiXKHapOAHOI cucTemn oguHuupe Sl.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS
173. | KOMBOIMMI3A | Tabnetkn, BKpUTI ACTPA3EHEK LLseuis AcTtpa3eHeka CWA BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a - UA/12952/01/03
XR NNiBKOBOK A Ab dapmacbioTukanc 3miHu | TMny - 3miHn WwWoao peuenmom
obornoHkKoto, no 5 nn 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy
mr/1000 mr; no 7 (iHWi 3MiHKM) BunyyeHHs TekcTy MapKyBaHHs 6e3
Tabnetok y 6nictepi; 3a3Ha4YeHHs1 MbXKHapoAHOI cucTemMm oanHuLb Sl.
no 4 énictepn y OHOBMEHHSA TEKCTY MapKyBaHHS i3 3a3Ha4YeHHAM
KapTOHHIl kopoOLi MiXKHapOAHOI cucTemn oguHmupe Sl.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPKEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
174. | KOMBOIMI3A | Tabnetku, BKpUTI ACTPA3EHEK LLseuis AcTpa3eHeka CWA BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/12952/01/01
XR NNiBKOBOIO A Ab dapmacbiloTukanc 3MminHn | TMny - 3MiHK Woao peuenmom
06onoHKoto, no 2,5 Jin 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
mr/1000 wmr; no 7 (iHWi 3miHKW) BunyyeHHs TekcTy MapkyBaHHs 6e3
TabneTtok y 6nictepi; 3a3Ha4YeHHs1 MbKHapO4HOI cucTteMm oamHnub Sl.
no 4 Gnictepn y OHOBMEHHS TEKCTY MapKyBaHHs i3 3a3Ha4YeHHsAM
KapTOHHIl kopobui MiXKHapOo4HOI cucTemn oguHmup Sl.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicns
3aTBEpPOKEHHS
175. | KOHTPUBEH PO34MH AN iH'EKLN, TOB "$3 YkpaiHa TOB "93 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/10355/01/01
10 000 KIO/mnm; o 1 "BIO®APMA" "BIO®APMA" 3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU peuernmom
M B amnyni; no 5 nikapcbkuii 3aci6. Cuctema
amnyn y 6nictepi; no KOHTelHep/3aKkynoptoBanbHuWii 3aci6. 3MiHa y
2 6nictepm y nayui 3 mMeToAdax BUNPobyBaHHSA NEPBUHHOI YMaKOBKM
KapTOHY; No 5 Mn B roTOBOrO JlikapCbKoro 3acoby (He3HayHi 3MiHW y
amnyni; no 5 amnyn 3aTBepOKeHMX MeTofax BUnpobyBaHb)
y bnicTepi; no 1 BHeceHHs 3miH o p.3.2.P.7 Cuctema
Gnictepy B nayi 3 KOHTelHep/3aKynoptoBanbHuWii 3acid, a came-
KapToHy; no 50 mn y npuBeaeHHA cneumdikauii Ha amnynu cKNsHi 3a
dnakoHi; no 1 n. «loBepxHeBa rigponiTMyHa CTivKicTb
cbnakoHy B nayui 3 BHYTPILLUHBbOT MOBEPXHI» Yy BignoeigHicTb o AdY
KapTOHY 3.2.1 3aTBepaxeHo: 4.MNMoBepxHeBa
rigponiTUYHa CTiINKICTb BHYTPILLHBOI MOBEPXHI
KinbkicTb BUNpobyBaHMx 3paskiB, HEOOXigHNX
[O1s1 3aKMYHOrO BU3HAYEHHS, Mae ByTu He
MeHLwe 25 ana amnyn o6’emom 1 mn
3anponoHoBaHo: 4.[oBepxHeBa rigponiTnyHa
CTIKICTb BHYTPILLHBbOT NoBepXHi KinbkicTb
BMNpoOyBaHuX 3paskiB, HEOOXiAHNX ANS
3aKMOYHOTO BU3HAYEHHS, Ma€e OyTu He MeHLLe
20 gnsa amnyn o6’emom 1 mn
176. | KOHTPUBEH | posuuH ons iH'ekuin, TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/10355/01/01
10 000 KIO/mn; no 1 "BIO®APMA" "BIO®APMA" 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUMIA peuenmom | nidnsizae
Mn B amnyni; no 5 nikapcbkuii 3aci6. 3MiHW y BUPOGHUUTBI. 3MiHK y
amnyn y 6nictepi; no npotieci BUPOGHMLTBa rOTOBOrO NiKapCbKOro
2 6nictepu y nauyui 3 3acoby, BKMYa4M NPOMIKHUIA NPOAYKT, LU0
KapToHy; no 5 mn B 3aCTOCOBYETLCS NPV BUPOBHULITBI rOTOBOrO
amnyni; no 5 amnyn nikapcbkoro 3acoby (He3HavHa 3MiHa y npoLeci
y 6nicTepi; no 1 BMPOGHMUTBA) - 3MiHa o po3ainy 3.2.P.3
GnicTepy B nauui 3 "Mpouec BUpOGHMLUTBA nikapcbkoro 3acoby”, a
KapTOHY came BMHeCeHHs okpemoto onepaii 3.1
"OTpuMaHHs Ta NiaroToBka nakyBanbHUX
matepianis"; 3miHu | Tuny - 3miHKM 3 sIKOCTi.
[oToBuWI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPoBYyBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBepOKEeHMX MeTofax
BUNPOOYBaHHS) - NpUBEAEHHS METOA 0O
nokasHuka « CTepunbHiCTby» y BiANOBIAHOCTI A0
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BUMoOr 3aranbHoi cTaTTi PY 2.6.1 gitoyoro
BUAaHHs; 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKkynoptoBarnbHuiA 3aci6. 3MiHa y
NEePBUHHIN yNakoBLii rOTOBOro MikapCbKoro
3acoby (Tun KoHTelHepa abo AoAaBaHHst HOBOrO
KOHTelHepa) - BunyyeHHs NnepBMHHOT yNakoBKM,
LLIO He NPU3BOAUTL A0 NMOBHOIO BUINYYEHHSI
nikapcbKkoro 3acoby 3 NeBHOO curoto Aii abo y
NeBHIN nikapcbkin opMi - BunyyeHHs
NepBMHHOT ynakoBku (dhnakoHy o6'emom 50 mn),
L0 He NPW3BOAWTL A0 NMOBHOIO BUNYYEHHSI
nikapcbKkoro 3acoby 3 NeBHO curoto Aii abo y
NeBHiN nikapcbkin opmi , 3MiHa nos'a3aHa i3
BiCYTHICTIO KOMepLinHOT HeobxigHoCTi Ta
TEXHIYHOT MOXIMBOCTI BUTOTOBMNEHHS A@aHOro
06'eMy HaNOBHEHHS. 3MiHN BHECEHO 0
IHCTPYKUIT ANA MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby o po3sginie "Cnocio
3acTocyBaHHs Ta go3u" Ta "YnakoBka", 4o
KOPOTKOI XapakTepuUCTUKN fikapCcbkoro 3acoby
0o posginie "4.2. [lo3n Ta cnoci6 3actocyBaHHs"
Ta "6.5. Tun Ta BMICT NepBUHHOI ynakoBkK" Ta
[0 MapKyBaHHS! yMakoBKM ikapcbKoro 3acoby
(BUNyYeHHs npouecy BMPOOHMLTBa Npenaparty y
dnakoHax no 50 mn). TepmiH BBEAEHHS 3MiH
npoTArom 6 MicsAuUiB Nicns 3aTBEpKEHHS

177.

KO-
NMPEHECA®

Tabnetku, 2
mr/0,625 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
GnictepiB y
KapTOHHiI kopobuyj;
no 15 Tabnetok y
6nictepi; no 2 abo 4,
abo 6 bnicTtepiB y
KapTOHHiI kopobui

KPKA, a.4.,
Hoso mecto

CnogBeHisi

KPKA, a.4a., HoBo
mecTto, CrnoBeHis
(BUpoBHULTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii); KPKA, o.4.,
Hoso mecrTo,
CnoBeHisi (KOHTpOnb
cepif)

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHMX nikapcbkmx
3acobiB nicnsg BHECEHHSA TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS XXOOHUX HOBUX A0AATKOBUX AAHNX)
3MiHU BHeCeHi 0 iHCTPYKLii ANs MeanyHoro
3aCTOCYBaHHSA nikapcbKkoro 3acoby y posainu
"®apmakornorivyHi BnactusocTi", "Baaemogis 3
iHWMMK nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs" 3rigHO
3 iHdbopMmaLieto Woa0 MeguyHoro 3acTocyBaHHs
pedepeHTHOro fnikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 mr, TabneTtku Ta Honinpen® ®opte
4,0 mr/1,25 mr). BBegeHHst 3MiH NpoTsirom 6-Tu
MicaUiB Micnsa 3aTBepKeHHS. 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHW y KOpoTKii

3a
peuernmom

He
nidnseae

UA/10953/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIi ANs Mean4Horo

3acTocyBaHHSA
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He nNoTpebye
Ha[aHHS )XOAHWX HOBMX 40OAATKOBUX AaHWX)
3MiHU BHeCeHi 0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHs", "B3aemogis 3 iHwumn
nikapcbkuMu 3acobamu Ta iHLi BUAK
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyeaHHs rpyaat”, "MobiyHi peakuii” 3rigHo 3
iHCbopMaLieto LWOA0 MEAMYHOrO 3acTOCyBaHHSA
pedepeHTHOro fnikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® ®opte
4,0 mr/1,25 wmr). BBeaeHHs 3MiH npoTsrom 6-Tu
MicsiLiB nicnst 3aTBepaKeHHs. 3MiHu | Tuny -
3MmiHM woao 6e3nekn/edPeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KopoTKii
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUIT ANS Mean4Horo
3acTocyBaHHS Ha NiacTaBi perynsipHo
OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo pocnigxeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
Bi4MNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (iHwi 3MiHW) 3MiHM BHeCEHI 0O iHCTPYKLUii
0N MeQUYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "B3aemogis 3 iHWmMK
nikapcbknuMu 3acobamu Ta iHWi B1uaun
B3aemogin", "MobiuHi peakuii” BignosigHo Ao
OHOBJIEHOI iHhopMmalii 3 6e3neku aitoyoi
peyoBUHU. BBegeHHs 3MiH NpoTaroM 6-tn
MicaUiB Micnsa 3aTBepKeHHS. 3miHu | Tuny -
3MmiHn Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii Ans Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBJIOBAHOIO 3BiTy 3 6€3MeKu Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acoby B
nicnsapeecTpauiiHuin nepiogd, abo sk pesynbtaT
OL}iHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHMX

BigNoOBIAHO 40 NMnaHy nefiaTpuyHUX AochigXeHb
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

(PIP) (iHLi 3MiHK) 3MiHK BHECEHI 00 IHCTPYKUIT
Ansi MEOUYHOTO 3aCTOCYBaHHS ikapCbKOro
3acoby y po3again "MobiyHi peakuii" BianosiaHo Ao
OHOBJEHOI iHhopMmalii 3 6e3neku gitoyoi
peyoBuHW. BBeaeHHs 3amMiH npoTtsarom 6-Tn
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHn) 3miHM BHeceHi o
IHCTPYKUIT ANA MEAMYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
BigMNoBigHO 40 iHbopMaLii LWOoAo BaXKNMBOCTI
3BiTyBaHHs Npo NobivHi peakuii. BBeaeHHs 3MiH
NpOTArom 6-Tu MicsLiB Nicnsa 3aTBepAXeHHs

178.

KO-
NPEHECA®

Tabnetkn, 4 mr/1,25
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
6, abo 9 bnictepiB y
KapTOHHi KOpoOLyi;
no 15 rabnetok y
Gnictepi; no 2 abo 4,
abo 6 GnicTepiB y
KapTOHHil kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHisi

KPKA, a.a., HoBo
mecTo, CrioBeHis
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOIb Ta BUMYCK
cepii); KPKA, a.4.,
Hoso mecTo,
CnoBeHis (KOHTpOnb
cepii)

CrnioBeHis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MinHun | TMny - 3MiHK Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuL,i NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MELMNYHOro 3aCTOCYBaHHS
reHepu4HNX/ribpnaHNx/GionoAibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMI NpenapaT (3MiHa He nNoTpebye
HaAaHHS1 )XKOOHMX HOBUX A0A4ATKOBUX AAHMWX)
3MiHV BHeCeHi [0 IHCTPYKLii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHWKMMK nikapcbkumn 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs" 3rigHO
3 iHbopMmaLieo Woa0 MeguyYHOro 3aCToCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 mr, Tabnetku Ta Honinpen® ®opte
4,0 mr/1,25 mr). BBeaeHHs 3MiH NpoTArom 6-Tu
MicsauUiB nicns 3aTBepXeHHs. 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHv y KOpoTKii
XapaKkTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3aCTOCyBaHHs!
reHepu4HUX/ribpuaHNx/GionodibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI Npenapat (3MiHa He NoTpebye
HafaHHs! )KOAHUX HOBMX J40AATKOBUX AaHWX)
3MiHU BHeCeHi o iIHCTPYKLUiT Ans MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHs", "B3aemogis 3 iHWMMKn
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHA",
"8acTocyBaHHs1 y nepiof BariTHocTi abo
rofyBaHHs rpyaat”, "MNobivHi peakuii” 3rigHo 3

3a
peuerimom

He
nidnsicae

UA/10953/01/02
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BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

iH(bopMaLieto LWOA0 MEAMYHOro 3aCTOCyBaHHSA
pechepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® ®opte
4,0 mr/1,25 mr). BBeeHHs 3MiH NpoTArom 6-Tu
MicaUiB Micnsa 3aTBepMKeHHs. 3miHu | Tuny -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTKii
XapakTepucTuLi nikapcbKkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLii Ans Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbKkoro
3acoby, abo gocnigxeHb 3 6eanekn
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pesynbtat
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (iHwi 3MiHK) 3MiHM BHECEHI A0 iIHCTPYKUi
Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ginu "Baaemogis 3 iHWuMmmn
nikapcbknmmn 3acobamu Ta iHWi BUan
B3aemogin", "MobiyHi peakuii” BignoeigHo Ao
OHOBJEHOI iHhopmalii 3 6esnekn gitoyoi
peyoBuHW. BBeaeHHst 3aMiH npoTsarom 6-Tn
MicsiLiB nicnst 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTkii
XapaKkTepucTumLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeAUYHOro
3acTocyBaHHS Ha MiAcTaBi perynsipHo
OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sk pesynbTaT
OL|iHKM 3BITY 3 AocCnigKeHb, NpOBeaeHUX
BiMNOBIQHO 4O MnaHy nejiaTpuyHuX AOCHioXKeHb
(PIP) (iHwi 3MiHK) 3MiHM BHeCeHi [0 iIHCTPYKLU,i
Ansi MEOUYHOTO 3aCTOCYBaHHS ikapCbKOro
3acoby y po3gin "MNobiyHi peakuii" BignosiaHo A0
OHOBJIEHOI iHhopMmalii 3 6e3neku aitoyoi
peyoBUHU. BBegeHHs 3MiH NpoTarom 6-tn
MicaUiB Micnsa 3aTBepKeHHs. 3miHu | Tuny -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
apmakoHarnsgy (iHwi amiHn) 3miHM BHeceHi o
IHCTPYKUIT ANA MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lMobivni peakuii”
BignoBigHo 40 iHbopMaLii LWoAo BaXKNMBOCTI
3BiTyBaHHSA Npo nobiyHi peakuii. BBeaeHHs 3MiH
NpoTArom 6-TM MicSILIB Micnsi 3aTBEPAKEHHS

179.

KO-

Tabnetku, 8 mr/2,5

KPKA, o.4.,

CnoseHisi

KPKA, a.a., HoBo

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauinHnX maTtepianis:

3a

He

UA/10953/01/03




133 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NMPEHECA® mr; no 10 TabneTtok Hoso mecto mecTo, CnoseHis 3MinHun | TMny - 3MiHK Woao peuenmom nionsieae

y 6nicTepi; no 3 abo
6, abo 9 GnicTepiB y
KapTOHHi KOpoOLyi;
no 15 tabnetok y
Gnictepi; no 2 abo 4,
abo 6 bnicTepiB y
KapTOHHiI kopobui

(BpPoGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOrb Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHist (KOHTPOSb
cepii)

6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKilA XapaKTepUCTULi NiKapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MEeOMYHOro 3aCTOCyBaHHS
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
Ha[aHHS )XOAHWX HOBMX 40AATKOBMX AaHWX)
3MiHV BHeCeHi [0 iHCTPYKLIi Ans MeguyHoro
3acToCyBaHHS NikapCcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUan
B3aemogin", "OcobnuneocTi 3acTocyBaHHA" 3rigHO
3 iH(bopMaLieto LWoa0 MeguYHOro 3aCToCyBaHHA
pedepeHTHOro fnikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® ®opte
4,0 mr/1,25 wmr). BBeaeHHs 3MiH npoTsrom 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MmiHM woao 6e3nekn/edPeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHu y KOpOoTKiii
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUIT ANS Mean4Horo
3acTocyBaHHS
reHepUYHMX/ribpuaHnx/6ionofibHMX Nikapcbknx
3acobiB nicrs BHECEHHS TiET camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
Ha[aHHS! )XOAHWNX HOBMX A0AATKOBUX AaHWX)
3MiHU BHeCeHi 00 iHCTPYKLii ANs MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHs", "B3aemopais 3 iHWMMK
nikapcbknummn 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiog BariTHocTi abo
rogyBaHHs rpyaat”, "MobiyHi peakuii” 3rigHo 3
iHpopMaUji€to LWoA0 MeANYHOTO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkm Ta Honinpen® ®opte
4,0 mr/1,25 mr). BBeeHHs 3MiH NpoTArom 6-Tu
MicsaUiB Micns 3aTBepAXEHHS. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/eddeKTUBHOCTI Ta
cbapmakoHarnsgy. 3MiHa y KOpoTKii
XapaKkTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii Ans Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynsipHo
OHOBIOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NikapcbKkoro 3acoby B

nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AoChigXeHb
(PIP) (iHWi 3miHW1) 3MiHK BHECEHI 00 IHCTPYKLUIT
0N MeQUYHOro 3acToCcyBaHHS NiKapCbKoro
3acoby y po3ainu "B3aemogis 3 iHWmMm
nikapcbkumm 3acobamm Ta iHWi BUan
B3aemogin", "MobiyHi peakuii” BignoBigHoO Ao
OHOBIeHOT iHopMaLii 3 6esneku aitoyoi
peyoBUHW. BBegeHHs 3MiH NpoTarom 6-tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3miHu wopao 6e3nekn/eddeKTMBHOCTI Ta
capmakoHarnsgy. 3MiHa y KopoTKii
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLii Ans Mean4Horo
3acTocyBaHHA Ha niacTaBi perynsipHo
OHOBJOBAHOIO 3BiTy 3 6€3nekun NikapcbKkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLliHKM 3BITY 3 AOCMIIXEHb, MPOBEAEHUX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCnigXeHb
(PIP) (iHWi 3MiHW) 3MiHK BHECEHI 0o iHCTPYKUIT
AN MeQUYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3agin "Mob6iyHi peakuii" BionosiaHo Ao
OHOBJEHOI iHhopMmalii 3 6e3neku aitoyoi
peyoBuHW. BBeaeHHst 3MiH npoTsarom 6-Tn
MicsauUiB nicns 3aTBepXeHHs. 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn) 3miHWM BHeCeHi Ao
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BigNoBIgHO [0 iHbopMaLLii LLOoAo BAXKIMBOCTI
3BiTyBaHHS Npo nobiyHi peakuii. BBegeHHs 3MiH
NpoTSArom 6-T1 MicsiLiB Nicns 3aTBepAKEHHS

180.

KOPOAPOH®

PO34MH Anis iH'EKLN,
50 mr/mn; Ne 6: no 3
MA B amnyni; no 6
amnyn B NoniMepHnX
YapyHkax y
KapTOHHiIl kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

Ykpaina

CaHodi BiHTpon
IHgacTpia

DdpaHLuis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK). 3MiHN BHECEHO B iHCTPYKLtO Ans
MEAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o po3ginis "MpoTunokasanHs", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaar”, "Cnocib
3acTocyBaHHs Ta 4o3K" BignoBigHo A0
OHOBJIEHOI iHchopMmalii Wwoao 6e3neku
3aCToCyBaHHS JOMOMDKHOI PEYOBUHU, @ TaKoX
00 3a3HavYeHnx po3ainis BHECEHi He3HauHi
KOPEKTOPChKi MpaBKu.

3a
peuerimom

He
nidnsicae

UA/3683/01/01

181.

KOPOAPOH®

PO34MH ANs iH'EKLIN,
50 mr/mn, Ne 6: no 3

TOB "CaHoi-
ABEHTIC

YkpaiHa

CaHodi BiHTpon
IHgacTpia

DdpaHUuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao

3a
peuermom

He
nidnsizae

UA/3683/01/01
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[IponoBkeHHs 1oaarka 3

n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
Mn B amnyni; no 6

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

182.

KOPHEPETE

amnyn B NOniMepHuX
YapyHkax y
KapTOHHIl kopobui

YkpaiHa"

6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeON4YHOro 3acToCcyBaHHs Ha nigcTa.i
perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3mMiHy y3roaXeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHM BHECEHO B
iHCTPYKLUIilO ANs MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginis "Baaemogis 3
iHWMMM nikapcbkuMK 3acobamu Ta iHWi BUan
B3aemopin" Ta "lMNobiyvHi peakuii" BianosiaHo oo
OHOBMeHoI iHdopmaLii woao 6eanekn
3aCTOCYBaHHS Aito4OI PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC

183.

Nb®

renb o4Hun, 50 mr/r,
no 5ry Ty6i; no 1
TyGi B KQPTOHHiIA
KopobLi

TOB "bayw
Xenc"

Ykpaina

Op. Mepxapa MaHrH
XeM.-chapm. Pabpuk
M6X

Himevuunna

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MmiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOGYBaHHSA roToBOro Nikapcbkoro 3acoby

(He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOOYyBaHHS) BHECEHHSA HE3HAYHOI 3MiHU B
3aTBEpAKEHy METOAUKY BUNPOoOyBaHHA 3a
NokasHUKOM «laeHTudikauis Ta KinekicH1
aHarni3 AekcnaHTeHomny», a came 3MiHn
napameTpiB KOSIOHKM, sika BUKOPUCTOBYETLCS
3atBepaxeHo: 3.2.P.5.2.2 Column parameter
Nucleosil 100 C18 125x4 mm, 5 ym or
comparable Pre-Column parameter Nucleosil
100 C18 8x4 mm, 5 ym + Phenomenex Security
Guard L=4.0 mm x ID=3.0 mm or comparable
BanponoHoBaHo: 3.2.P.5.2.2 Column parameter
Nucleosil 100 C18 or equivalent, 150x4 mm, 5
pm Pre-Column parameter C18 or equivalent,
4x3 mm

6e3
peuenma

UA/8545/01/01

KOPCAP® H

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, 80
Mr/12,5 mr no 10
Tabnetok y onicrepi;
no 3 abo no 6
GnicTepiB y navui

AT "dapmak"

YkpaiHa

AT "dapmak”,
YkpaiHa
(dpacyBaHHs Ta
nakyBaHHs 3 in bulk
ipmM-BMPOBHMKa
BankaHdapma
OynHuus AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat

3a
peuenmom

He
nionsieae

UA/14293/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AoChigXeHb
(PIP) (3MiHYy y3rog»keHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom).
3MiHU BHeCeHi 0 iIHCTPYKLii Ans MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"OcobnumeocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiNOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
niroYoi pevoBmHWU. BBegeHHs 3MiH NpoTsarom 6-tu
MicaUiB Nicnsa 3aTBepAXeHHs

184.

KOPCAP® H

TabneTku, BKPUTI
NniBKOBOKO
obGonoHkoto, 160
Mr/25 mr no 10
TabneTtok y Gnictepi;
no 3 abo no 6
GnictepiB y navui

AT "®apmak”

Ykpaina

AT "®apmak”,
YkpaiHa
(dbacyBaHHs Ta
nakyBaHHs 3 in bulk
ipM-BUPOBHUMKa
BankaHdapma
OynHuus AT,
Bonrapist)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHs! Ha MiACTaBi
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3miHy y3roa)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom).
3MiHV BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Aitoyoi pevoBnHU. BBEeaeHHS 3MiH NpoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

3a
peuerimom

He
nidnsicae

UA/14293/01/02

185.

KOPCAP® H

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, 160
mr/12,5 mr; no 10
TabneTtok y bnictepi;
no 3 abo 6 6nictepis
y nayuij

AT "®apmak”

Ykpaina

AT "dapmak”,
Ykpaina
(dbacyBaHHs Ta
nakyBaHHs 3 in bulk
ipmM-BUMpOBHUKa
BankaHdapma
OynHuus AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOrO 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL}iHKM 3BITY 3 AOCHigKEHb, NPOBEOEHMX
BigMNOBIQHO 40 NMnaHy nejiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHMM OpraHom)
3MiHU BHeCeHi o iIHCTPYKLUiT Ans MegnyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHA", "MobiuHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
JitoYoi pevoBrHWU. BBegeHHs 3MiH NnpoTsirom 6-1u

3a
peuernmom

He
nidnseae

UA/14294/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
MicaUiB Nicnsa 3aTBepAXeHHs
186. | KOPCAP® H TabneTku, BKPUTI AT "®apmak” Ykpaina AT "®apmak”, YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/14294/01/02
NniBKOBOK YkpaiHa 3MinHn | TMny - 3MiHK Woao peuenmom nionsieae
obonoHkoto, 320 (dacyBaHHsa Ta 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/25 mr no 10 nakyBaHHs 3 in bulk 3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro
Tabnetok y 6nictepi; ipM-BUPOBHMKa 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
no 3 abo 6 Gnictepis BankaHdapma MEAMYHOro 3aCTOCYBaHHSsI Ha MiAcTaBi
y nayui Oynuuus AT, perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
Bonrapist) nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHMX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCnigXeHb
(PIP) (3mMiHy y3rog)eHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHV BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "MobivHi peakuii”
BiMNoBigHO 4O OHOBMEHOI iHpopmaLii 3 6eaneku
[itoY0i pevoBrHN. BBegeHHS 3MiH NpoTsaArom 6-tu
MicsaUiB Nicnsa 3aTBepAXeHHSA
187. | KOPCAP® H TabneTkn, BKpUTI AT "®apmak” Ykpaina AT "®apmak”, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a He UA/14295/01/01
NniBKOBOKO YkpaiHa 3MmiHn | TMny - 3MiHK Woao peuenmom nidnseae
ob6onoHkoto, 320 (dbacyBaHHs Ta 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr/12,5 mr no 10 nakyBaHHs 3 in bulk 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
TabneTtok y 6nictepi; dipmMu-BUpOOHYMKa 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no 3 abo no 6 BankaHdapma MeOW4YHOro 3acTocyBaHHs Ha nigcTasi
GnicTepiB y navui Oynuuus AT, perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
Bonrapis) nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM)
3MiHU BHeCeHi o iHCTPYKLUii Ans MegnyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHA", "MobiuHi peakuii”
BiANOBIAHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku
[itoYoi pevoBmHN. BBeaeHHs 3MiH NpoTsrom 6-tu
MiCsILIiB Micnsi 3aTBEPAXKEHHS.
188. | KOPTUMEHT | Tabnetku ®eppiHr T'M6X | HimeuunH KOCMO C.M.A. ITanis BHECEHHS 3MiH 10 peecTpaLiiHnx MaTepianis: 3a - UA/19127/01/01
NPOJIOHrOBaHoI Aji a 3miHu | TMny - 3miHn wopo peuernmom
no 9 mr; no 10 6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
TabneTtok B GnicTepi; BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHNX
no 3 6nictepu B npo cuctemMy chapmakoHarnagy (BBeAeHHs
ynakoBLi y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBa)EHOi 0cobM 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOI 0cobu 3asiBHMKA, BiAMNoOBiganbHoI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
[MponoHoBaHa peaakuis: HikitTueHkoa Jlto6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxXoMKeHHA macTep-daina cucTtemm
chapmakoHarnagy Ta noro Homepa.
3MmiHa Micus 34iNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
apmakoHarnsgy
189. | KPECTOP TabneTkn, BKPUTI AcTtpa3eHeka Benvka BUPOBHMK CLUA/ BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 3a - UA/3772/01/01
NniBKOBOIO HOK Iimiten BputaHis nikapcbKkoro 3acoby Benuka 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuernmom
o6onoHkoto, no 10 «in bulk»: AliEp BputaHia nikapcbkuii 3aci6. KoHTpornb rotoBoro
mr; no 14 TabneTtok dapmacbioTukanc nikapcbkoro 3acoby (iHLwi 3MiHM) - OHOBNEHHSs
y 6nicTepi; no 2 IHK., CLUA; BXE 3aTBEPIKEHVNX METOLAIB KOHTPOSO SKOCTI
Gnictepu B BMPOGHMUK, nikapcbkoro 3acoby, a came: BUKNaOEeHHS TEKCTY
KapTOHHiI kopobui BiANoBiganbHUI 3a Oep>XaBHOK MOBOIO 3riAHO Cy4acHWX BUMOT 3
nakyBaHHS, BHECEHHSIM KOPEKTOPCLKUX MPaBOK BiAMNOBIAHO
KOHTPOrb Ta BUMYCK 00 opuriHanbHUX AOKyMeHTIB. BBeAeHHs 3MiH
cepii: Actpa3eHeka NPOTHArom 6-Tu MicsILiB NicNs 3aTBEpPOKEHHS
lOK Nimitea, Benuka
BpuTaHis
190. | KPECTOP TabneTkn, BKpUTI AcTtpa3eHeka Benuka BUPOGHMK CLIA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/3772/01/02
NniBKOBOO HOK Jlimiten BpuTtaHisa nikapcbKkoro 3acoby Benuka 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom
o6onoHkot, no 20 «in bulk»: AWlMiEp BpuTaHis nikapcbkuii 3aci6. KoHTponb rotoBoro
Mr; no 14 TabneTok dapmacbioTukanc nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
y 6nicTepi; no 2 IHK., CLUA; BXE 3aTBEPIKEHVNX METOLAIB KOHTPOSO SKOCTI
Gnictepu B BMPOGHMUK, nikapcbkoro 3acoby, a came: BUKINageHHs TEKCTY
KapTOHHiIl kopobui BiANoBiganbHUIA 3a Oep>XaBHOK MOBOIO 3riAHO Cy4acHWUX BUMOT 3
nakyBaHHS, BHECEHHSAM KOPEKTOPCBLKUX MPaBOK BiAMNOBIAHO
KOHTPOrb Ta BUMYCK 00 opuriHanbHUX AOKYMeHTIB. BBeAeHHs 3MiH
cepii: Actpa3eHeka NpOTHArom 6-Tu MicsILiB Nicnsi 3aTBepoXKEHHS
lOK Nimitea, Benuka
BpuTaHis
191. | KPECTOP TabneTkn, BKpUTI AcTtpa3eHeka Benuka BUPOGHMK CLUA/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a - UA/3772/01/03
NniBKOBOO HOK Iimiten BputaHisa nikapcbKkoro 3acoby Benuka 3MiHM | Tuny - 3miHK 3 skocTi. oToBMIA peuernmom
o6onoHkoto, no 40 «in bulk»: AulMiEp BpuTaHis nikapcbkuii 3aci6. KoHTponb rotoBoro
Mr; N0 7 TabneTok y dapmacbloTrkanc niKkapcbkoro 3acoby (iHwWi 3MiHW) - OHOBMEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Gnictepi; no 4 IHK., CLUA; BXe 3aTBEpAXEHUX METOAIB KOHTPOSO AKOCTI
6nictepu B BUPOBHWK, nikapcbkoro 3acoby, a came: BUKNAAEHHS TEKCTY
KapTOHHIl kopobui BigNOBiganbHUM 3a [epXXaBHOK MOBOIO 3rifHO Cy4aCHWX BUMOT 3
nakyBaHHs, BHECEHHSIM KOPEKTOPCBKUX NPaBOK BiANOBIAHO
KOHTPOIb Ta BUMYCK A0 opuriHanbHUX OKYMEHTIB. BBeAeHHS 3miH
cepii: AcTpa3eHeka NPOTArom 6-Tn MicsILiB Nicnsi 3aTBEpPYKEHHS
IOK Nimitea, Benuka
Bputanis
192. | KPECTOP TabneTkn, BKPUTI AcTtpa3eHeka Benvka BUPOBHMK CLIA/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/3772/01/04
NniBKOBOK HOK Nimiten BpuTtaHia nikapcbKkoro 3acoby Benuka 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
06010HKOI, M0 5 Mr; «in bulk»: AnliEp Bputanis nikapcbkui 3aci6. KoHTponb rotoBoro
no 14 tabnetok y dapmacbioTukanc nikapcbkoro 3acoby (iHLwi 3MiHW) - OHOBNEHHSs
Gnictepi; no 2 IHK., CLUA; BXe 3aTBEPAXEHUX METOAIB KOHTPOSIO AKOCTI
Gnictepn B BUPOBHMK, nikapcbKkoro 3acoby, a came: BUKNageHHs TeKCTy
KapTOHHIl kopobui BigNOBiganbHUIM 3a [epXXaBHOK MOBOIO 3rifHO Cy4acHUX BUMOT 3
nakyBaHHs1, BHECEHHSIM KOPEKTOPCLKUX NPaBOK BiANOBIAHO
KOHTPOIb Ta BUMYCK A0 opuriHanbHUX OKYMEHTIB. BBeAeHHS 3miH
cepii: AcTpa3eHeka NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXEHHSA
lOK Nimiten, Benuka
Bputanis
193. | KPECTOP TabneTkn, BKPUTI ACTPA3EHEK Benvka AvliEp CLUA/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/3772/01/04
NniBKOBOIO A OK Jimiteq BputaHis dapmacbtoTukanc Benuka 3minu | Tvny - 3miln wopo peuernmom
o6ornoHKoto, no 5 mr: IHk., CLUA Bputanis 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay
no 14 tabnetok y (BUPOBHWMK (iHWi 3miHKW) BuganeHHs TekcTy MapKyBaHHs!
GnicTepi; no 2 nikapcbKkoro 3acoby yMaKoBKM MikapCbKoro 3acoby 6e3 3a3HavyeHHs
Gnictepu B "in bulk™); oaunHuub Sl ans Bcix 4o3yBaHb. OHOBMNEHHS
KapTOHHiI kopobui Actpa3eHeka FOK TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro
Ilimiten, Benuka 3acoby (He3HayHi peAakuifHi NpaBkX), B AKOMY
BpuTaHis 3a3HaveHi ognHuui Sl, onsa BCix 4O3yBaHb.
(BUPOBHUK, BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
BianoBigansbHWi 3a 3aTBepAKeHHs
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii)
194. | KPECTOP TabneTkn, BKpUTI ACTPA3EHEK Benuka AnliEp CLIA/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/3772/01/02
NNiBKOBOK A HOK Jlimiten BpuTaHis dapmacbioTukanc Benuka 3miHu | TUny - 3miHn wWoao peuenmom
obornoHkoto, no 20 IHk., CLLA Bputanis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
Mmr: no 14 Tabnetok (BMPOBHYMK (iHWi 3MiHWM) BuganeHHs TekCTy MapKyBaHHS
y 6nicTepi; no 2 nikapcbkoro 3acoby yNaKoBKU fikapcbKoro 3acoby 6e3 3a3HavyeHHs
Gnictepu B "in bulk™); oauHuLb Sl ans BCix 4o3yBaHb. OHOBMNEHHS
KapTOHHIl kopoOLi Actpa3eHeka HOK TEKCTY MapKyBaHHS! yMaKOBKW NMiKapCbKoro
IimiTen, Benuka 3acoby (He3HauHi peakuifiHi NpaBkuK), B IKOMY
BpuTaHis 3a3HauveHi oanHuui Sl, ons BCix 4O3yBaHb.
(BMPOBHUK, BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
BiANoBiganbHUIA 3a 3aTBEPOKEHHS
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii)
195. | KPECTOP TabneTkn, BKpUTI ACTPA3EHEK Benvka AvliEp CLUA/ BHECEHHS 3MiH 10 peecTpaLiHMX MaTepianis: 3a - UA/3772/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NniBKOBOK A HOK Jlimiteq BpuTtaHia dapmacbioTukanc Benuka 3MinHun | TMny - 3MiHK Woao peuenmom
o6onoHkoto, no 40 IHk., CLUA Bputanis 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
Mr: N0 7 TabneTok y (BUPOBHWMK (iHWi 3miHKW) BuganeHHs TekcTy MapKyBaHHs!
Gnictepi; no 4 nikapcbKkoro 3acoby yNaKoBKM Nikapcbkoro 3acoby 6e3 3a3HayeHHs
Gnictepu B "in bulk™); oaunHuub Sl ans Bcix 4o3yBaHb. OHOBMNEHHS
KapTOHHIl kopobui AcTtpa3eHeka HOK TEKCTY MapKyBaHHS YNakoBKM NMikapCbKOro
JlimiTen, Benuvka 3acoby (He3HauHi pegakLuiriHi NpaBkK), B SKOMY
BpuTaHis 3a3HaveHi oanHuui Sl, 4nsa BCix 4O3yBaHb.
(BMPOGHUK, BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
BigNOBiganbHUNM 3a 3aTBepOKEHHSA
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii)
196. | KPECTOP TabneTkn, BKpUTI ACTPA3EHEK Benuka AnliEp CLIA/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/3772/01/01
NNiBKOBO A HOK Jlimiteq BpuTtaHia dapmacbioTukanc Benuka 3MinHun | TMny - 3MiHK Wwopo peuenmom
o6onoHkoto, no 10 IHk., CLLA BpuTaHis Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
Mmr: no 14 Tabnetok (BMPOBHYMK (iHWi 3MiHWM) BuganeHHs TekCTy MapKyBaHHS
y 6nicTepi; no 2 nikapcbKkoro 3acoby YNaKoBKM Nikapcbkoro 3acoby 6e3 3a3HayeHHs
Gnictepu B "in bulk™); oauHuLb Sl ans Beix 4o3yBaHb. OHOBMNEHHSs
KapTOHHiI kopoOui Actpa3eHeka HOK TEKCTY MapKyBaHHS1 yMaKOBKW MiKapCbKoro
JimiTen, Benvka 3acoby (He3HauHi pefakLuiriHi NpaBku), B SKOMY
BpuTtaHia 3a3HauveHi oanHuui Sl, ons BCix 4O3yBaHb.
(BMPOBHUK, BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
BigNOBiganbHUI 3a 3aTBepaAKEHHSA
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii)
197. | NAMAN® Tabnetku no 50 mr, ANKANOIOQ ALl | Pecny6nik ANKANOIO A Pecny6nika BHECEHHS 3MiH [10 PEeECTPaLifHNX MaTepianis: 3a - UA/9679/01/02
no 10 Tabnetok y Ckon’e a MisHiyHa Ckor'e MiBHIYHa 3MiHn | Tuny - 3miHK 3 skocTi. oToBMI peuernmom
GnicTepi, no 3 MakepgoHist MakepnoHis nikapcbkuii 3aci6. KoHTponb rotoBoro
6nictepn y nayuj 3 nikapcbkoro 3acoby. 3miHa y meTogax
KapTOHY BUNPOOYyBaHHSA roTOBOro NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNPoOYBaHHS) He3Ha4yHa 3MiHa Yy
3aTBepAKEHOMY MeToAi BunpobysaHHs 13 3a
nokasHukom «KinbkicHe BusHadeHHsi» (BEPX), a
came BuMNpaBrieHHs1 OPMYNU po3paxyHKy
KifTbKiCHOTO BMICTY
198. | NTAMAN® TabneTku no 100 mr, | ANKANOIO ALl | Pecny6nik ANKANOIO AL, Pecnybnika BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/9679/01/03
no 15 Tabnetok y Ckon'e a lMisHiyHa Ckor'e MiBHiYHa 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMIA peuernmom
Gnictepi; no 2 MakenoHis MakenoHis nikapcbkuii 3aci6. KoHTponb rotoBoro
Gnictepn y nayui 3 nikapcbkoro 3acoby. 3MiHa y meTofax
KapTOHY BMNPoByBaHHS roTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBepOKEHUX MeTogax
BUNPOOYBaHHS) He3Ha4YHa 3MiHa Y
3aTBepAKeHOMY MeToAi BunpobysaHHs 13 3a
nokasHukom «KinbkicHe BusHauyeHHsi» (BEPX), a
came BuMNpaBrieHHs1 OPMYINU Po3paxyHKy
KifTbKiCHOTO BMICTY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
199. | NTAMAN® Tabnetku no 200 mr | ANKANOIOQ A | Pecny6nik ANKANOIO AL, Pecny6nika BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/9679/01/04
no 15 tabnetok y Ckon’e a MisHivHa Ckor'e MiBHIYHa 3MiHW | Tuny - 3MiHK 3 skocTi. [FoToBMI peuernmom
Gnictepi, no 2 MakenoHis MakepoHis nikapcbkuii 3aci6. KoHTpornb rotoBoro
Gnictepn y nayui 3 nikapcbKkoro 3acoby. 3miHa y meTogax
KapTOHY BMNPOBYBaHHS roTOBOro nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBepOKeHMX MeTofax
BUNPOOYyBaHHS) He3Ha4Ha 3MiHa y
3aTBepakeHoMy MeTogi BunpobyeaHHs 113 3a
nokasHukom «KinbkicHe BusHadeHHs» (BEPX), a
came BuMNpaBrieHHst OPMyNy po3paxyHKy
KifIbKICHOrO BMICTY
200. | NTAMAN® Tabnetkun no 25 mr AJTIKANOIQ ALl | Pecny6nik ANKANOIO AL, Pecny6nika BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/9679/01/01
no 10 Tabnetok y Ckon'e a lMiBHiyHa Ckon'e MiBHiYHa 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
Gnictepi, no 3 MakenoHis MakepnoHis nikapcbkui 3aci6. KoHTpornb rotoBoro
Gnictepn y nayui 3 nikapcbkoro 3acoby. 3miHa y meTogax
KapTOHY BMNpobyBaHHs rOTOBOrO NikapCcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpPIKEHNX MeToAax
BUNPOOYyBaHHS) He3Ha4yHa 3MiHa y
3aTBEepAXeHoMy MeTogi BunpobysaHHs 113 3a
nokasHukom «KinbkicHe BusHadeHHsa» (BEPX), a
came BuMnpaBrieHHs1 OPMYNU Po3paxyHKy
KifTbKICHOrO BMIiCTY
201. | NAMIKTAN Tabnetku, Wo nakcoCmiTKn Benvka Oendapm NosHaHb Monbwa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/0452/01/01
aucnepryTbes, no anH Ekcnopt BpuTtaHia C.A. 3MiHuM | TUny - 3MiHK 3 akocTi. ADI. peuenmom

5wmr; no 14
Tabnetok y obnicrepi;
no 2 6nictepu B
KapTOHHIN kopobLyi
abo no 30 TabneTok
y cnakoHi; no 1
dnakoHy B
KapTOHHIN kopobLyi

Nimiteq

BrpobHuuTBO. 3MiHM B npoueci BUpobHuuTea
ADI (iHwi 3MiHN) peecTpauis anbTepHaTUBHOIO
BMPOBHMYOro npouecy, a came, Ha etani 2
BMPOBHMLTBA HaniBNpoaykTy. Y 3B'A3Ky 3 YM
oHoBntoTECA po3ginu: 3.2.S.2.2 Description of
manufacturing process and process controls
(mopaBaHHSA anTepHaTMBHOIO NpoLecy);
3.2.S.2.4 Controls of critical steps and
intermediates (BuganseTbcs 3acTapinuin npouec
1 i30M0BaHHSA LLINSAXOM CUHTE3Y HEOUMLLIEHOIO
namoTpumkuHy). BBeaeHHs 3miH npotarom 6-tu
MicsauUiB nicns 3aTBepXeHHs. 3miHu | Tuny -
ALMiHIiCTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHsI
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa (BKIOYakoun, 3a HeobXigHOCTI, Micue
npoBeAeHHs KOHTPOMIO AKOCTi), abo BNacHuka
macTtep-carina Ha A®l, abo nocTayansHuka
Adl/BuxioHoro matepiany/peareHTy/npoMixxHOro
NMPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHULITBI
ADI (AKLWO 3a3HAYEHO Yy AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BiAnoBiAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
nocbke, abo BMPOOHUKA HOBOI JOMOMIKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
agpecu 3aTBepAKEHOro BUPOOHMKA NPOMiIXKHOIO




Ne

Haszea

®Popma sunycky

3asieHUK

142

[IponoBkeHHs 1oaarka 3

n/n

JliKapcbK020
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o

202.

JIAMIKTAN

TabneTkn, WO

npogykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agmiHiCTpaTUBHOK
peopraHisauieto wraty TenaHra. Takox
YTOYHEHHS ANs 3aTBEPAXEHNX BUPOOHUKIB
Divi's Laboratories Ltd, Unit-1 (qgogaBaHHs
Homepa nigpo3gainy Unit-1), Divi's Laboratories
Ltd, Unit-2 (aqopaBaHHsi HoMepa nigpo3ainy Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBuUIbHOrO NOLLTOBOTO iHAekca). BBeaeHHst
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBepAKEHHs. 3MiHK | Tuny - AgMiHicTpaTuBHI
3MiHW. BunyyeHHs BUpoGHMYOT ginbHULI
(Bkntovaroun ginbHuui ana APl npomixkKHOro
npoaykTy abo rotToBoro nikapcekoro 3acoby,
OinNbHWL 4Nst NPOBEAEHHS NaKyBaHHS,
BUpPOOHMKa, BigNOBIAaNbHOro 3a BUMYCK Cepin,
MicLie NpoBeaeHHs KOHTPOSO cepii) abo
nocravanbHuKa BUXigQHOTO MaTtepiany, peareHTy
abo AOMOMIXKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[ocbe). BuoaneHHs aesiknx BUPOGHWKIB y
3B'sI3Ky 3 NPUNUHEHHSM BUPOBHUYOro npouecy
Ta noctavaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3anuwaeTbcs anbTepHaATUBHUN
BMpOGHMK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China. 2. Arkema,
France (3anuwaeTbcs anbTepHaTUBHUIA
BMpOo6HMK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France. 3. Rhodia
Pharma Solutions Limited. 4. Saltigo GmbH,
Germany (3anuwaeTbes anbTepHaTUBHUN
BMpOGHUK Divi's Laboratories Ltd "Unit-1" Ta
Divi's Laboratories Ltd "Unit-2") Lamotrigine is
manufactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(BanuwaeTbesa anbTepHaTUBHUIA BUPOBHMK
Divi's Laboratories Ltd "Unit-2")

noceid4yeHHs

nakcoCmiTKn

ancnepryrTbed, no

sAnH Ekcnopt

Benuka

BputaHis

Oendapm NosHaHb
C.A.

MNonblia

BHECEHHS 3MiH [0 peecTpaLinHuX MaTepianis:

3a

3MiHu | TMny - 3MiHK 3 sikocTi. AL,

peuernmom

UA/0452/01/03




143 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
50 mr; no 14 Nimiten Bupo6HMLTBO. 3MiHKM B Npoueci BUpobHMLTBa

TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIl kopobui

ADI (iHwi 3MiHN) peecTpauis anbTepHaTUBHOIO
BMPOGHMYOro npoLecy, a came, Ha eTani 2
BUPOBHMLTBA HaNiBNPOAYKTY. Y 3B'A3KY 3 YM
oHoBnooTECA po3ginu: 3.2.S.2.2 Description of
manufacturing process and process controls
(mopaBaHHsA anTepHaTMBHOIO Npolecy);
3.2.S.2.4 Controls of critical steps and
intermediates (BngansieTbCcsa 3acTapinuin npowec
1 i30M0BaHHS LUNSXOM CUHTE3Y HEOUNLLLEHOTO
namoTpumkuHy). BBeaeHHs amiH npotarom 6-tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMpoGHMKa (BKMOYatoum, 3a HeobXxigHoCTi, Micue
NpoBeEHHS KOHTPOJ SIKOCTi), abo BNnacHuka
macTtep-cavina Ha A®l, abo noctayanbHUka
Adl/BuxigHoro matepiany/peareHTy/npoMiKHOro
NpPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHMLTBI
ADI (AKLWO 3a3HAYEHO y AOCLE HA NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikarta BianoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
pocbke, abo BUPOOHUKA HOBOI JOMOMDKHOT
PEYOBMHM (SKLLO 3a3Ha4YeHo y A0Cbe). 3MiHa
agpecu 3aTBepaXeHoro BUpobHUKa NPOMIDKHOTO
npoaykTty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agMiHicTpaTMBHOO
peopraHisauieto wraty TenaHra. Takox
YTOUHEHHS! ANs 3aTBEPKEHNX BUPOOHMKIB
Divi's Laboratories Ltd, Unit-1 (nogaBaHHs
Homepa nigpo3giny Unit-1), Divi's Laboratories
Ltd, Unit-2 (nogaBaHHs HoMepa nigpo3aainy Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs1
NpaBubHOIO MOLLTOBOrO iHAEeKca). BBeaeHHA
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - AgMiHicTpaTUBHI
3MiHN. BunyyeHHs BUPOGHWYOI AinbHULI
(Bkntovaroum ginbHuui ana APl npomixkHOro
npoaykTy abo rotToBoro nikapcekoro 3acoby,
AiNbHUL ANa NpoBeAeHHs NakyBaHHS,
BUPOOHMKa, BigNOBiAansHOro 3a BUMYCK cepin,
MicLie NpoBeaeHHs1 KOHTPOro cepii) abo
nocTavarnbHMKa BUXiAHOTO MaTtepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHM (SIKLLO 3a3HAYEHO Y
[ocbe). BuaoaneHHs aesiknx BUPOGHWKIB y
3B'sI3Ky 3 NPUMUHEHHSAM BUPOBHUYOro npotecy
Ta noctavaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

203.

JIAMIKTAN

1. Calaire Chimie s.a., France 2. Dystar,
Germany (3anuwaeTbcs anbTepHaTUBHUN
BUpo6HMK Divi's Laboratories Ltd "Unit-2")

Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China. 2. Arkema,

France (3anuwaeTbcsa anbTepHaTUBHUN

BMpobHMK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France. 3. Rhodia
Pharma Solutions Limited. 4. Saltigo GmbH,
Germany (3anuwaeTbcs anbTepHaTUBHUIA
BMpOGHMK Divi's Laboratories Ltd "Unit-1" Ta
Divi's Laboratories Ltd "Unit-2") Lamotrigine is
manufactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anuwaeTbcs anbTepHaTUBHMI BUPOBHMK
Divi's Laboratories Ltd "Unit-2")

TabneTkn, Wo
AMCNepryThCs, Mo
100 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIN kopobLyi

nakcoCmiTKn
anH Ekcnopt
NimiTen

Benuka
BpuTtaHia

Hendapm MNo3HaHb
C.A.

MNonbla

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHuM | TUny - 3MiHK 3 akocTi. ADI.
BrpobHuuTBO. 3MiHM B npoueci BUpobHuuTBa
ADI (iHWwi 3MiHKN) peecTpaLis anbTepHaTUBHOMO
BMPOBHMYOro npouecy, a came, Ha etani 2
BMPOBHMLUTBA HaniBNpoaykTy. Y 3B'A3Ky 3 YiM
oHoBntoThCA po3ginu: 3.2.S.2.2 Description of
manufacturing process and process controls
(mopaBaHHSA anTepHaTMBHOIO NpoLecy);
3.2.5.2.4 Controls of critical steps and
intermediates (BuganseTbcs 3acTapinuin npouec
1 i30MI0BaHHS LUNAXOM CUHTE3Y HEOUNLLLEHOTO
namoTpumxuHy). BBeaeHHs amiH npoTtsrom 6-tu
MicsauUiB nicns 3aTBepXeHHs. 3miHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLs NPoBaMKEHHS AiSNbHOCTI
BMPOGHMKa (BKIOYakoun, 3a HeOOXiaHOCTI, Micue
NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka
macTtep-carina Ha A®l, abo noctayanbHUka
Adl/BuxioHoro matepiany/peareHTy/npoMixxHOro
NPOAYKTY, LLIO 3aCTOCOBYIOTECS Y BUPOOHMLITBI
ADI (KO 3a3HAYEHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BignoBiAHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa

3a
peuerimom

UA/0452/01/04




Ne

Haszea

®Popma sunycky

3asieHUK
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n/n

JliKapcbK020
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o

204.

JIA®EPOBIO

niodpinizat gns

TOB "$3

YkpaiHa

TOB "$3

agpecu 3aTBepAXeHOro BUpobHUKa NPOMIDKHOTO
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agmiHicTpaTUBHOK
peopraHisauieto wraty TenaHra. Takox
YTOYHEHHS ANSA 3aTBEPIKEHNX BUPOOHMKIB
Divi's Laboratories Ltd, Unit-1 (qgogaBaHHs
Homepa nigpo3ainy Unit-1), Divi's Laboratories
Ltd, Unit-2 (qopaBaHHs HoMmepa nigpo3giny Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBubHOro MOLLTOBOrO iHAeKkca). BBegeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepMKEHHs. 3MiHK | Tuny - AgMiHicTpaTuBHI
3MiHN. BunyyeHHs BUPOGHWYOI AinbHuLI
(BKkntovaroun ginbHuui gns APl npomipkHoro
npoaykTy abo rotToBoro nikapcekoro 3acoby,
OinNbHUUI AN NPOBEAEHHST NaKyBaHHS,
BUPOGHMKa, BignoBiganbHOro 3a BUMYCK cepin,
MicLie NpoBeaeHHs KOHTPOSIO cepii) abo
noctavarnbHuKa BUXiGHOTO mMartepiany, peareHty
abo JOMOMIDKHOI PEHOBUHM (SIKLLO 3a3HAYEHO Y
[ocbe). BuoaneHHs aesiknx BUPOGHWKIB y
3B'A3KY 3 NPUNMHEHHAM BUPOGHMYOro npolecy
Ta noctayaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3anuwaeTtbcs anbTepHaTUBHUN
BMpOGHMK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China. 2. Arkema,
France (3anuwaeTbcs anbTepHaTUBHUIA
BMpOGHMK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France. 3. Rhodia
Pharma Solutions Limited. 4. Saltigo GmbH,
Germany (3anuwaeTbcs anbTepHaTUBHUN
BMpOGHUK Divi's Laboratories Ltd "Unit-1" Ta
Divi's Laboratories Ltd "Unit-2") Lamotrigine is
manufactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anuwaeTbesa anbTepHaTUBHUI BUPOOHMK
Divi's Laboratories Ltd "Unit-2")

noceid4yeHHs

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

3a

UA/13720/01/01



146 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
H® po3umHy gns iH'ekuin | "BIOGAPMA" "BIODAPMA" 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom

1 000 000 MO; no 5
bnakoHiB
nioginizara y
GnicTepi; no 2
Gnictepn y nayui 3
KapTOHY

nikapcbkuit 3aci6. Cuctema
KOHTeHep/3aKynoptoBarnbHuiA 3aci6. 3MiHa y
MeTo4ax BUNpobyBaHHA NepPBUHHOI YNaKoBKU
roTOBOrO fiKapCbKoro 3acoby (He3HayHi 3MiHu y
3aTBEpAKEHNX MeToAax BUNpobyBaHb) -
BHeceHHs1 amiH go p.3.2.P.7 Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acib y
cneumdikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans niodinbHOI cyLkn», a
came - JogaHo iHbopmaio Wwoao metogy
KOHTpomMto «LIMHK, Lo ekcTparyeTbeay»:
AeTanizoBaHo NPUroTyBaHHS eTanoHHWX
PO34MHIB, HABEAEHO pPO3paxyHKoBY hopmyny;
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa y
meToAax BUNPobyBaHHSA NEPBUHHOI yNakoBKM
roTOBOrO flikapCbKoro 3acoby (He3HayHi 3MiHM y
3aTBepAKeHNX MeTofax BunpobysaHb) -
BHeceHHs1 amiH go p.3.2.P.7 Cuctema
KOHTeHep/3aKynoptoBanbHWiA 3acio y
cneuudikauiio BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans niodinbHOI CyLwKny», a
came - BUNpaBfeHHs TEXHIYHOI NOMUIKK B
MeToAi KOHTPoM «1PO30pICTb PO3UMHY».
B3aTBepaxeHo: 4.MMpo3opicTb po3unHy. Po3ynH S
3a CTyneHeM onanecueHLii He mae
nepeswLlyBaTtu eTanoH Il. BunpobyBaHHs
nposoaaTb 3rigHo AdY, 2.2.1. BUKOHaHHS
KOHTpoMto. 40-MM Liap po34nHy S NOpIBHIOTL 3
40-mm wapom Boan P, BUKoprcTOBYOUM
opHakoBi npobipku 3 6e36apBHOro NPO30poro
HEeNTpanbLHOro ckna 3 NNOCKUM AHOM, SiKi MaloTb
BHYTpIiLWHIN giameTp Big 15 Mm Ao 25 mm.
MopiBHAHHA NPO30POCTi MPOBOASATL Y
po3cisiHOMY AeHHOMY CBITAi, Nepernagatyu
3pasku B3OBX BePTMKanbHOiI oci Npobipok Ha
6inomMy ¢oHi. 3anponoHoBaHo: 4.Ipo3opicTb
po3uuHy. Po3unH S 3a cTyneHem onanecueHuii
He Mae nepeBuLLyBaTu eTaroH Il.
BunpobyBaHHsa npoBoadaTs 3rigHo AdY, 2.2.1.
BukoHaHHs koHTponto. 40 MM Lwap po3uunHy S
nopiBHOOTb 3 40 MM Lapom eTaroHy I,
BVKOPVCTOBYIOYM OfHaKoBi Npobipku 3
6e36apBHOrO NPO30POro HEMTPanbLHOro ckna 3
NIIOCKMM OHOM, SiKi MaloTb BHYTPILLHIW AiameTp
Big 15 MM o 25 mm. MopiBHAHHA NPO30POCTi
NPOBOAATb Y PO3CIAHOMY A€HHOMY CBITHi,
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nepernsigaloyun 3pasku B3g0BX BEPTUKAnNbHOI OCi
npo6ipok Ha YOPHOMY POHi
205. | NA®EPOBIO | niocpinizaTt ons TOB "$3 YkpaiHa TOB "¢3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a - UA/13720/01/02
H® posuunHy ans iH'ekuin | "BIOPAPMA" "BIO®APMA" 3MiHW | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom

3 000 000 MO; no 5
bnakoHiB
niodinisata y
GnicTepi; no 2
Gnictepn y nayui 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKynoptoBarnbHuiA 3aci6. 3MiHa y
mMeToAax BUNPoOyBaHHS NEPBUHHOT yNakoBKM
roTOBOIO fiKapCbKoro 3acoby (He3HauyHi 3MiHu y
3aTBEpAKEHNX MeToAax BUNpobyBaHb) -
BHeceHHs1 amiH go p.3.2.P.7 Cuctema
KOHTeNHep/3akynoptoBarnbHuiA 3acib y
cneumdikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans niodinbHOI CyLwKkny», a
came - foAaHo iHopmalLito Woao MeToay
KOHTponto «LIMHK, Lo ekcTparyeTbeay»:
AeTaniaoBaHo NPUroTyBaHHS eTanoHHWX
PO34MHIB, HABEAEHO pPO3paxyHKoBY hopmMyry;
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa y
meToAax BUNPobyBaHHSA NEPBUHHOI yNakoBKM
roTOBOrO JlikapCbKoro 3acoby (He3HayHi 3MiHW y
3aTBepAKeHVX MeTofax BunpobyBsaHb) -
BHeceHHs1 amiH go p.3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBanbHUiA 3acio y
cneumdikadito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans niodinbHOI cyLkn», a
came - BUNpaBEHHs TEXHIYHOT NOMUIIKN B
MeToAi KOHTPoMo «[1pPO30piCTb PO3UMHY».
B3aTBepakeHo: 4.Mpo3opicTb po3unHy. Po3ynH S
3a CTyneHeM onanecueHLii He mae
nepesuLlyBaTtu eTanoH Il. BunpobyBaHHs
nposoaaTb 3rigHo AdY, 2.2.1. BUKOHaHHS
KOHTponto. 40-MM Liap po34nHy S NOPIBHIOTH 3
40-mm wapom Boan P, BUKoprcTOBYOUM
opHakoBi npobipku 3 6e36apBHOro NPO30poro
HEeNTpanbLHOro ckna 3 NNOCKUM AHOM, SiKi MaloTb
BHYTpIiLWHIN giameTp Big 15 Mm Ao 25 mm.
MopiBHAHHA NPO30OPOCTi NPOBOAATbL Y
po3cistHOMY AeHHOMY CBITAi, Nnepernagatyu
3pasku B3[OBX BepTMKanbHOiI oci Npobipok Ha
6inomy choHi. 3anponoHoBaHo: 4.MMpo3opicTb
po3uuHy. Po3unH S 3a cTyneHem onanecueHuii
He Mae nepeBuLLyBaTu eTaroH Il.
BunpobysaHHs npoBoasTh 3rigHo DY, 2.2.1.
BukoHaHHs koHTponto. 40 MM Lwap po3uunHy S
nopiBHOOTL 3 40 MM LIapom eTaroHy I,
BMKOPWUCTOBYIOUM OAHAKOBI NPoBipku 3
6e36apBHOrO NPO30POro HEMTPanbLHOro ckna 3
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

NIOCKUM OHOM, SKi MaloTb BHYTPILLHIN giameTp
BiA 15 MM Ao 25 mm. MopiBHAHHA NPO30POCTi
NpoBOAATb Y PO3CISHOMY AEHHOMY CBIT,
nepernsigaloyun 3pasku B340BX BEPTUKAmNbHOI OCi
npo6ipok Ha YOPHOMY POHi

206.

JIEBOMILIET
WH

Tabnetkn no 0,5;
no 10 Tabnetok y
cTpwvni; no 1 ctpuny
y nanepoBomy
KoHBepTi, no 10
TabneTok y cTpuni;
no 2, abo no 10
CTpuniB y nayui 3
KapToHy, no 10
TabneTtok y Gnictepi;
no 1, abo no 2, abo
no 10 6nictepiB y
nayui 3 KapToHy; Mo
10 TabneTok y
cTtpunax abo y
Gnictepax

NAT
"MoHdapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
(BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
3miHa agpecu 3asiBHMKa. TepMiH BBEAEHHS 3MiH
npoTHArom 6 micsAuiB nicns 3aTBepKEHHS; 3MiHM
| TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXeHHSA AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BkI4aoym
[inbHUU BMNYCKy cepii abo micue npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BMMYCK CEPilt) -
3MiHa agpecu Bupob6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHn micua BUpobHuUTBa. TepmiH
BBEAEHHSA 3MiH NpOTArom 6 micauis nicnsa
3aTBepMAKeHHs; 3MiHK | Tuny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3miHM J0 y3aranbHeHWX AaHnx
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEeHNX 4aHNX Npo CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30inCHEHHs
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
papmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
ocobu 3aaBHMKA, BiANoBiganbHoI 3a
tbapmakoHarnsg. Lirova pegakuis: CoBrupa
Cepriit CeprinioBud. lNMponoHoBaHa pepakuis:
MacTtyweHko IHHa BikTopiBHa. 3MiHa KOHTaKTHMX
[aHWX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BignosiganbHoI 3a hapMakoHarnsag.
3MiHa MicLe3HaxoOkeHHs1 MacTep-darina
cuctemu cbapmakoHarnsgy. 3MiHa micus
3[iACHEHHS OCHOBHOI AOisiNbHOCTI 3
hapmakoHarnsgy

3a
peuenmom

He
nionsieae

UA/6366/01/01

207.

JIEBO®JIOKC
AUNHY
FEMICIOPAT

MOPOLLIOK
(cybeTaHuis) y
NOABINHNX

TOB "TK
"Apopa"

YkpaiHa

LaHton LI3MHCWHB
dapmacbioTmkan
Ko., NTAO

Kutain

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. A®Il. CTabinbHicTb.
3MiHa nepiofly NoBTOpHWUX BMNpobyBaHb/nepiogy

UA/10977/01/01




149 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nonieTuneHoBmnx 30epiraHHss abo ymoB 36epiraHHst Al (3a
Millkax ons BiCYTHOCTIi Y 3aTBEPKEHOMY JOCHE
bapmaLeBTUYHOrO cepTudikaTta BignoBigHOCTI €Bponenchkiin
3acTocyBaHHA hapmakonei, Lo BKIoYa€e nepiog NoBTOPHOrO
BMNpobyBaHHs) (nepiog NOBTOPHOrO
BUNpobyBaHHs/nepioa 36epiraHHs) -
36inbleHHs abo BBeAEHHS nepiogy NOBTOPHOIO
BMNpobyBaHHs/Nepiody 36epiraHHst Ha OCHOBI
pe3ynbTaTiB AOCHiMKEHb Y peanbHOMy Yyaci -
306inbLeHHs nepioay petecty A®| Ha ocHoBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMy Yaci
(3aTBEpOKEHO: Nepiod NEPEKOHTPOSH 4 POKY;
3anpornoHOBaHO: Nepiog NepekoHTpornto 5 pokis)
208. | NEMTPAOA KOHLieHTpart Ans TOB "CaHodi- Ykpaina BTopuHHe BEJIMKA BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a - UA/17376/01/01
PO34MHy Ang ABeHTIC nakyBaHH4, BPUTAHIA/ 3MinHun | TMny - 3MiHK Wwopo peuenmom
iHy3in no 12 mr/1,2 YkpaiHa" MapKyBaHHS, Ipnangis/ 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mn; Ne 1: no 1,2 mn 36epiraHHs 13 Ta Himevuunna BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
y chnakoni, no 1 BUMYCK Cepii: npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
cnakoHy y FOPOEMMNIAA y3aranbHeHUX A4aHux Npo cuctemy
KapTOHHiI kopoOui FOKEM NIMITEL, dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BEJIMKA BiQNOBiQanbHOI 3a 3AiNCHEHHS
BPUTAHIA; capmakoHarnsgy; KOHTakTHoi ocobu 3
BTopuHHe apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHSA
nakyBaHH4, tbapmakoHarnagy B YkpaiHi, AKLO BOHa
MapKyBaHHS, BigMiHHA Big yNOBHOBaXXeHOI ocobu,
36epiraHHa M3 Ta BiAMOBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnagy
BUWMNYCK cepil: (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y

[xeHsanm lpnaHg
JlimiTen, lpnaxgis;
BMpo6HMUTBO (fill-
finish/nepBuHHe
nakyBaHHS)
KOHTpOrb SKOCTi (B
npoueci
BUPOBHMLTBA,
KOHTPOMb SIKOCTI
N3, Bkntoyatoun
TECTYBaHHS Ans
OL|iHKM CTepUIbHOCTI
i BMiCTY
MiKpoOpraHiamiB),
TecTn Ha
cTabinbHicTb):
BepiHrep
IHrenbxanm ®apma
'm6X i Ko. KT,
HimeyuunHa;
TECTyBaHHs Ans
OL|iHKM CTepUIbHOCTI

po3MilLieHHi MacTep-thanna cuctemu
capmakoHarnsgy) 3miHa ynoBHOBaXkeHoi 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[itova pepakuis: Xogakiscbka TeTsaHa
BsyecnagiBHa. [NponoHoBaHa peakuisi:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3MmiHa
KOHTaKTHMX JaHWX YNOBHOBaXeHOi 0cobu
3asiBHUKA, BignoBiganbHoi 3a dhapMakoHarnsag




150 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
i BMiCTY
MiKpoopraHiamis
(anbTepHaTVBHa
naboparopist): Ec
Ixi Ec IncTuTyT
®peseHiyc M'M6X,
HimeyunHa
209. | NIAQOKCAH NboAsHUKN, 5 mr/1 TOB "CaHpo3s YkpaiHa Bunyck cepin: INek CnoBeHis/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: bes - UA/16168/01/01
JTIMMOH mr; no 12 YkpaiHa" dapmaueBTMyHa Benbris 3MiHu | TMNy - AOMiHICTPaTUBHI 3MiHW. peuenma
NbOOSHUKIB Y KoMmnaHisa a.4., Buny4yeHHs BUPOBGHMYOI AinbHMLI (BKIOYaoum
GnicTepi; no 2 CnoBeHis; ainbHuUi anst A®I, npomixkHoro npoaykty abo
Gnictepn y BMPOGHMLTBO 3a roTOBOro nikapcbKoro 3acoby, AinbHWLi ans
KapTOHHI kopobui NMOBHUM LIUKITOM: npoBeAeHHs NakyBaHHsI, BUPOOHNKa,
JlabopaTtopia BignoBiganbHOro 3a BMNycK cepin, micue
Keanicap HB NpoBeAeHHs KOHTPOnto cepii) abo
(Kanidap HB), nocravanbHuKa BUXIQHOrO Marepiany, peareHTty
Benbris abo JOMOMIKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
nocbe) AaMiHiCTpaTUBHA 3MiHA BUNYYEHHS
BUpobHMKa AP xnoprekcuanHy gurigpoxnopuva;
Dishman Biotech Limited, India. 3anuwaetbcsa
anbTepHaTUBHUIA BUPOBHUK AP xnoprekcnamHy
aurigpoxnopua: Medichem SA, Spain
210. | NIQOKCAH NboAsHUKK, 5 Mr/1 TOB "CaHpo3s YkpaiHa Bunyck cepii: INek CnoseHis/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 6e3 - UA/16208/01/01
MEHTON Mmr; no 12 YkpaiHa" dapmaueBTMyHa Benbria 3MiHW | TMNYy - AOMiHICTpaTMBHI 3MiHW. peuyenma
NbOOSHUKIB Y KoMnaHisa a.4., Buny4yeHHs BUPOOGHWMYOI AinbHMLI (BKMOYaoum
Gnictepi; no 2 CrnoBeHis; AinbHUUi ana A®Il, npomixkHoro npogykty abo
Gnictepn y BMPOGHMLTBO 32 roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
KapTOHHIN kopobLyi NOBHWUM LIMKITOM: npoBeAeHHS NaKyBaHHS, BUPOOHNKa,
JlabopaTtopia BignoBigansHOro 3a BMNycK cepin, micue
Keanicap HB npoBeAeHHs! KOHTpOro cepii) abo
(Keanicap HB), nocTavanbHuKa BUXiAHOTO Martepiany, peareHty
Beneris abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[ocbe) AaMiHicTpaTMBHA 3MiHa BUMYYEHHS
BMpOGHMKa AD| xnoprekcuamHy aurinpoxnopuva:
Dishman Biotech Limited, India. 3anuwaetbcsa
anbTepHaTUBHUIA BUPOGHUK AD| xnoprekcugnHy
aurigpoxnopua: Medichem SA, Spain
211. | NINCTEP® Tabnetku no 400 wmr, AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/18320/01/02
no 10 Tabnetok y 3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA peuenmom
Gnictepi, no 2 nikapcbkuii 3aci6. KoHTponb rotoBoro
6nictepu B nayui nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHW) 3MiHK B
cneumdikadii M3 3a nokasHukom «CynpoBigHi
OOMiLLKU», @ came BUNyYeHHs aomiwok A Ta Oy
BiZ4NOBIgHOCTI 10 BUMOT MOHorpacpii BP
«Aciclovir Tablets», oHoBneHoi MoHorpadii Ha
A®| Aumknosip Ta NpUNUHeHHs1 BUpoGHuuTBa C3
Ph.Eur. CRS auuknoBipy Ans nepesipku
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

npuaaTHOCTI XpoMaTorpadiyHoi cucTemu,
ineHTndikadii nikis 1, aumknosipy Ans
iaeHTuiKaLii nikis 2 Ta 3aMiHy iX Ha cTaH4apTHI
3pasku Ph.Eur. CRS auuknoBipy ons nepeipku
npuaaTHOCTI xpomaTtorpadidyHoi cuctemm A,
aumKnoBipy Ans igeHTudikauii gomiwkm C Ta
nomiwkn G. lonaTtkoBo, BHECEHHS! 3MiH B
n.3.2.P.3.4.KOHTpOnb KpUTUYHUX CTadin Ta
NPOMKHOT Npoaykuii. 3MiHK | Tuny - 3MiHK 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTofax
BMUNpoByBaHHs rOTOBOrO NikapCcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEeHMX MeToaax
BMNPOBYBaHHS) HE3HAYHI 3MiHWN B METOAI
KoHTponto M3 3a nokazHukom «CynpoBigHi
OOMILKM» BHacNigok amiHn C3 Ph.Eur. 3minn |
Tuny - 3MiHK 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3MiHa y MmeToax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeToAax BUNpobyBaHHs)
He3HauyHi 3MiHM B MeToai koHTporto 13 3a
nokasHukom «KinbkicHe BU3HaYeHHSA», a came
NPUroTyBaHHs1 PO34MHY MOPIBHSAHHS C,
BHacnigok 3amiHn Ph.Eur. CRS aumknoBipy ans
ineHTndiKaLii nikis 1 Ha po34mH ansa
ineHTudikauii gomiwkm C; iHdopmauiio woao
CTaHO4apTHUX 3pas3KiB NepeHeceHo B
n.3.2.P.6.CtangapTHi 3paskv Ta npenapartu

212.

NINCTEP®

Tabnetku no 800 wmr,
no 10 Tabnetok y
Gnictepi, no 2
Gnictepu B nayui

AT "dapmak"

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis:
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo JONyCTUMUX MEX FrOTOBOIO
nikapcbKkoro 3acoby (iHLWi 3MiHW) 3MiHW B
cneuudikauii M3 3a nokasHykom «CynpoBigHi
OOMiLLKW», @ came BUnyyYeHHs gomiwok A ta Oy
BiZ4NOBIgHOCTI 10 BUMOT MOHorpacpii BP
«Aciclovir Tablets», oHoBneHoi MoHorpadii Ha
A®| Aumnknosip Ta NpUNUHeHHs1 BUpoGHuuTBa C3
Ph.Eur. CRS auuknoBipy Ans nepesipku
npuaaTHOCTI XpoMaTorpadiyHoi cuctemu,
ideHT1dikauii nikis 1, aunknosipy Ans
ineHTUdiIKauii nikiB 2 Ta 3amiHy ix Ha cTaHgapTHI
3pasku Ph.Eur. CRS auuknoBipy ansi nepesipku
npuaaTHOCTI XpoMaTorpadiyHoi cuctemm A,
auuKIoBipy Ans igeHTudikauii gomiwkm C Ta
nomiwkn G. [logaTtkoBo, BHECEHHS 3MiH B
n.3.2.P.3.4.KoHTponb KpUTUYHKX CTadin Ta

3a
peuerimom

UA/18320/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

NPOMKHOT Npoaykuii. 3MiHK | Tuny - 3MiHK 3
sikocTi. FoToBUIA Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTopax
BMNpobyBaHHs rOTOBOrO NikapCcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOOYBaHHS) HE3HAYHI 3MiHM B MeTOgj
KoHTponto M3 3a nokaszHukom «CynpoBigHi
[OoMilKn» BHacniaok amiHu C3 Ph.Eur. 3minHu |
My - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3MmiHa y MmeTofax BunpobyBaHHsi FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPKEHMX MeToaax BUNpPobyBaHHs)
He3HauyHi 3MiHM B MeToai koHTponto 13 3a
nokasHukom «KinbkicHe BU3Ha4YeHHsA», a came
NPUroTyBaHHs1 PO34MHY MOPIBHSAHHS C,
BHacnigok 3aminn Ph.Eur. CRS auvknosipy ans
ineHTmdikauii nikis 1 Ha po3ynH ans
ineHTudikauii gomiwkn C; iHdbopmauito wono
CTaHOapTHMX 3pas3kiB NepeHeCceHo B
n.3.2.P.6.CtangapTHi 3pasku Ta npenapatu

213.

NINCTEP®

Tabnetkn no 200 wmr,
no 10 tabnetoky
Gnictepi, no 2
Gnictepu B nayui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHn | TUnYy - 3miHm 3 gkocTi. FoToBU
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHN) 3MiHK B
cneuudikauii M3 3a nokasHykom «CynpoBigHi
OOMILLKMY», @ came BuIydeHHs aomilok Ata Oy
BiA4NOBIgHOCTI A0 BUMOT MoHorpacii BP
«Aciclovir Tablets», oHoBneHoi MoHorpadii Ha
A®| Aumnkrosip Ta NpUNUHeHHs BMpobHuuTBa C3
Ph.Eur. CRS auuknoBipy Ans nepesipku
npuaaTHOCTI XpoMaTorpadiyHOi cucTemu,
ineHT1dikauii nikis 1, aunknosipy aAns
iaeHTuiIKaLii nikiB 2 Ta 3aMiHy X Ha cTaHAapTHI
3pa3ku Ph.Eur. CRS auuknoBipy ansi nepesipku
npuaaTHOCTI xpomaTtorpadiyHoi cuctemm A,
auwmknosipy ans igeHTudikauii gomiwkm C Ta
nomiwkn G. [logaTtkoBo, BHECEHHS 3MiH B
n.3.2.P.3.4.KoHTpOnb KpUTUYHUX CTadin Ta
npomixxHoi npoaykuii. 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOBYBaHHS) HE3HaYHI 3MiHWN B MeTOAi
koHTporito 113 3a nokasHukom «CynpoBigHi
JOMILKMU» BHacnigok amiHn C3 Ph.Eur. 3miHu |

3a
peuernmom

UA/18320/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
TMNYy - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTpornb roToBoro nikapcebkoro 3acoby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPoOyBaHHS)
He3HauyHi 3MiHM B MeToai koHTpornto 13 3a
nokasHukom «KinbkicHe BU3Ha4YeHHsA», a came
NPUroTyBaHHS PO34MHY MOPiBHSAHHS C,
BHacnigok 3amiHn Ph.Eur. CRS aumknosipy ans
iaeHTudiKaLii nikis 1 Ha po34MH ansa
ineHTudikauii gomiwwkm C; iHdopmaLuiio Lwoao
CTaHO4apTHUX 3pas3kKiB NepeHeceHo B
n.3.2.P.6.CtangapTHi 3pasku Ta npenapatu
214. | NICOBAKT NbOASHUKN BocHanek g.4. BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 10 peecTpauinHMX maTepianis: 6e3 - UA/17498/01/01
ayo® npecosaHi; no 10 epuerosu epueroBuH 3MiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA peuyenma
NbOOSHUKIB Y Ha a nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
GnicTepi; no 2 po3mipy cepii (BKItoYao4um giana3oH posmipy
Gnictepu B cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs
KapTOHHIl kopobui 0o 10 pasiB NOpIBHAHO i3 3aTBEPAHKEHUM
po3mipom) BeeaeHHs goaaTkoBoro posmipy cepii
N3 no Bxe 3aTBEpOKEHOr0. 3aTBEpPKEHNI
po3mip cepii: 29,0 kr (145 000 nboasHUKIB
npecoBaHux). 3anponoHoOBaHu po3Mmip cepii:
240,0 kr (1 200 000 nbogsHMKIB NPecoBaHMX),
29,0 kr (145 000 nboasiHUKIB NpecoBaHmX).
3Minn Il Tuny - 3miHn 3 axocTi. ADI.
Bupo6HuuTBO. 3MiHM B npoueci BUpobHuLTBa
ADI (iHwi 3miHn) BHeceHHs 3amiH B ASMF Ha API
nisoummy rigpoxnopvgy BupobHukom LMC
Lysozyme Manufacturing Company B.V.(a
Bioseutica company), The Netherlands (3amiHa
Version ASMF Number 15-Nov-17/date 15-11-
2017 Ha Version Number 12-Feb-2021 from
12.02.2021).
215. | NOPNATIN® TabneTkn, BKpUTI TOB Ykpaina KYCYM XENTXKEP IHAis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: Ne 10 - 6es He UA/7643/01/01
obonoHkoto, no 10 «MEOPAPM MNBT NTA 3MiHu | TUny - 3MiHM Wwopo peuenma; nidnsicae
Tabnetok y 6nictepi, NTO» 6e3nekn/edeKTVBHOCTI Ta hbapmakoHarnsgy. Ne 100 - 3a
no 1 6nictepy y 3MiHa y KOpOTKili XapakTepucTuL,i NnikapCbKoro peuernmom
KapTOHHIN ynakosLj; 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no 10 Tabnetok y MeOW4YHOro 3acTocyBaHHs Ha nigcTasi
cTpuni, no 1 cTpuny perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
Y KapTOHHI nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
ynakosui; no 10 3acTocyBaHHS Nikapcbkoro 3acoby B
Tabnetok y 6nictepi, nicnspeecTpauinHuii nepiof, abo sk pedynbtat
no 1 6nictepy y OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
KapTOHHIN ynakosLi, BigMNOBIAHO 40 NMnaHy negiaTpuyHUX AochigXeHb
no 10 ynakoBoOK y (PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
KapTOHHiIl kopobuyj; YNOBHOBaXXEHVM OpraHom).
no 10 Tabnetok y 3MiHU BHeceHO B |HCTpyKLit0 Ans MEAUYHOrO




154 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
cTpuni, no 1 cTpuny 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
Y KapTOHHI "MobiuHi peakuii" BigNoBiAHO O OHOBMEHOT
ynakosui, no 10 iH(bopMauii woao 6e3nekn 3acTocyBaHHSA
yNaKkoBOK Y Ail0YMX PEYOBUMH 3rifHO 3 pekoMeHaaLieto

KapTOHHiIl kopobuyj;
no 10 Tabnetok y
6nictepi, no 10
6nictepiB y
KapTOHHIN ynakoBLj

PRAC. BeeaeHHs 3MiH NpoTArom 6-1u Micsiuis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHK Wwogao
6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pesynbtat
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3mMiHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom). 3miHV BHECEHO B
IHCTPYKUito ANS MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginie "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaate”, "MoGiyHi
peakuii” BiANoBigHO O OHOBMEHOI iHpopmaLlii 3
6e3nekn 3aCToCyBaHHS Ail04MX PEYOBUH.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepakeHHsA. CynyTHs 3aMiHa- 3MiHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) oo 3060B's13aHb Ta yMOB
BuAadi peecTpaLiiHoro nocBig4eHHs,
BKItoYatoum MnaH ynpaeniHHSA puankamMm
(3acTocyBaHHSI TEKCTY, SIKUA NMOTOXKEHWI 3
KOMMETEHTHUM opraHoMm). 3MiHU BHECEHO [0
yacTtuH: | «3aranbHa iHdopmauis», V «3axogu 3
MiHimi3aLii pusukisy», VI «Pestome nnany
ynpaBniHHA pusmkammy, VIl «dogatkuyy 3B’A3Ky
3i 3MIHOI PYTUMHHUX 3ax0fiB 3 MiHMi3aujii pu3ukiB
Ha nigcTaBsi OHOBNEHOI iHbopMallii 3 6e3nekn
Lito4Mx peyoBUH
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BHeceHHs1 abo 3miHa(n) 0o 3060B'A3aHb Ta yMOB
BMAaui peecTpauiiHoro nocBig4eHHs,
BKItoYaroum MnaH ynpaeniHHSA puankamm
(3acTocyBaHHS TEKCTY, SIKUA NMOTOMPKEHWUN 3
KOMMETEHTHUM OpraHoM). 3asiBHUKOM HaZaHO
OHoBrieHun NnaH ynpasniHHS pu3nkamu Bepcis
1,6. 3miHu BHeceHo B yci YyacTuHm MYPa Ta
[OAAaTOoK 2.2 y 3B'A3Ky 3 MPUBEAEHHSIM chopmaTy
[MYPa go Bumor, Lo BKkasaHi B gogatky 14 go
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Mopsaaky 3picHeHHsA hapmakoHarnagy,
3aTBepaxeHoro Hakasom MO3 Ykpainu Big 27
rpyaHa 2006 poky Ne898 (y pepakuii Hakasy
MOS Ykpainu Bifg 26 BepecHs 2016 poky Ne996)
Mepenik npobnem 3 6e3nekn He 3MIHWBCS.
216. | MATHIKYM- TabneTtkn, BKPUTI AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/16534/01/01
AHTUCTPEC NniBKOBOO "KNIBCbKWM BITAMIHHAW 3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU peuenma
® obonoHkoto no 10 BITAMIHHNW 3ABOO" nikapcbkuin 3aci6. CTabinbHiCTb. 3miHa y
Tabnetok y 6nictepi; 3ABOL" TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
no 6 Gnictepis y roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHsI
nayui; no 12 TepMiHy NpuaaTHOCTI rOTOBOIO MiKapCbKOro
TabneTtok y 6Gnictepi; 3acoby) - [1na ToproBoi ynakoBku
no 4 a6o 5 Gnictepis (niaTBEPOXKYETHCA AAHUMK pearibHOro Yacy)
y nayui 36iNbLUEHHSI TEPMiIHY NPUAATHOCTiI FOTOBOIO
nikapcbkoro 3acoby Ha OCHOBi MO3UTUBHUX
pe3ynbTaTiB 4OBIOCTPOKOBUX AOCHIAXKEHD
CTabinbHOCTI y pearnbHOMY Yaci: 3aTBepAXeHO:
TepMiH npyugaTHOCTI: 2 POKK. 3anponoHOBaHO:
TepMmiH npyugaTHOCTI: 3 pokK. 3MiHN BHECEHI B
po3gin "TepmiH NnpugaTHOCTI" B iIHCTPYKLtO ANS
MeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEpPOKEHHS
217. | MAOONAP® Tabnetkn, 200 mr/50 TOB «Pow YkpaiHa Bupo6HuLTBO ITanis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/11355/01/01
mr; no 100 TabneTok YkpaiHa» Hepo3dacoBaHoi LLisenuapis 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
y nnswuj; no 1 npoaykuii, NnepBuHHe HanMmeHyBaHHS Ta/abo agpecu Micud
NNAWLU Y KAPTOHHIN nakyBaHHS, npoBafXXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
KopobLi BTOPUHHE roTOBOro NiKapCbKOro 3acoby, BKYaym
nakyBaHHs, AinbHWL BUMYycKy cepii abo micue npoBefeHHS
BMNPOOOBYBaHHS KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosinae
KOHTPOIIO SIKOCTI: BMPOBHMK/IMNOpTEp, BKIOYaKUM BUMYCK CEPilA).
Henbdapm MinaHo, B pamkax pauioHanisauii ogicHux nnouy Roche,
C.P.J1, Itanis NPOMOHYETLCS 3MiHa agpecu odicy, ska
MepBrHHE 3pincHioe Bunyck [113. [aHa 3miHa BigbyBaeTbcs
nakyBaHHs, B paMKax OJHIEI CUCTEMU KOHTPOIIO SKOCTI i
BTOPUHHE CTOCYETbCS BUKIMIOYHO (PYHKLUIT BUNYCK cepil, i He
nakyBaHHs1, Mae BMnuBY Ha BUPOBGHWUYMIA NpoLiec nNpenapary.
BUNpobyBaHHs He mae BnnvBy Ha skicTb, 6e3neky Ta
KOHTPOIIO SIKOCTI, edekTuBHiCTb Npenapaty. Micue BUpobHuLTBa
BUNYCK cepii: N3 He 3miHMNoCh. 3MiHVM BHECEHO B iHCTPYKLiHO
. XodpdpmaHH-I4 ANs MEAUYHOTO 3aCTOCYBaHHS IlikapCbKoro
Pow ITta, 3acoby y po3ain «MicLe3HaxomKeHHst
LLisevuapis BMPOGHMWKa Ta agpeca Micus NpoBaAKeHHs Moro
Bunyck cepii: LiSNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
d.XodhdpmaHH-I15 MapKyBaHHs1 yMakoBKM NikapCbKoro 3acoby.
Pow ITa, BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
LLiseviLapis 3aTBepaKeHHS
218. | ME3SAKAP® Tabnetkun no 200 mr TOB YkpaiHa KYCYM XEJITXKEP IHgis/YKkpaiH BHECEHHS 3MiH 10 peecTpaLiHMX MaTepianis: 3a He UA/9832/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
no 10 Tabnetok y «MMEODAPM MNBT NTA, IHais a 3MiHu | TMnYy - 3MiHK Woao peuenmom nidnsicae
6nictepi; no 5 NTO» AnbTepHaTUBHUN 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.

GnictepiB y
KapTOHHIN ynakoBLj

BUPOBHMK, O
34INCHIOE BTOPUHHE
nakyBaHHs1,
KOHTPOJb SIKOCTi Ta
BUNYCK cepii:
TOB "KYCYM
DAPM", YkpaiHa

3MiHW Y KOPOTKilA XapaKTepUCTULi NiKapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MEeOMYHOro 3aCTOCyBaHHS
reHepUYHMX/ribpuaHnx/6ionogibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl camoi 3MiHK Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZaHHS! XXOAHWX HOBMX J0OATKOBUX AaHMX).
3MiHV BHeCeHi [0 iHCTPYKLIi Ans MeguyHoro
3acToCyBaHHSA y po3ainu "®apmakonorivHi
BnactusocTi" , "lMokasaHHs", "lpoTunokasaHHsa",
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi Bnam B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "Cnoci6
3acTocyBaHHsA Ta gosun”, "Oitn",
"MepenosyBaHHs", "MobiyHi peakuii" BianoBigHO
00 iHdbopmalLii pedbepeHTHOro nikapcbKoro
3acoby (Terpeton®, Tabnetku no 200 mr).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepakeHHs. CynyTHsi 3aMiHa- 3MiHuM Wwono
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) oo 3060B'A3aHbL Ta yMOB
BUAaYi peecTpauinHoro noceBig4eHHs,
BKItoYatoum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHSI TEKCTY, SIKUA NMOTOXKEHWI 3
KOMMETEHTHUM opraHoMm). 3asiBHUKOM HafaHO
OHOBMeHu [naH ynpasniHHA pusukamu Bepcist
1.6.3MiHM BHeceHO A0 YacTuH:| «3aranbHa
iHpopmauisi»V «3axoau 3 MiHiMizaUii pu3ukiBy,
VI «Pestome nnaHy ynpasniHHA pusnkamuy, VIl
«[Jonatkn» (DogaTok 2) y 3B’sA3Ky 3 OHOBIEHHSM
iHcpopMmalii 3 6e3nekn ajtoyoi peyoBUHM
kapbamaseniH, Wo € PyTUHHUMM 3axo4amm 3
MiHimi3aLii pusukiB.
3miHu | TUny - 3miHn wWopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTUL, NnikapCbKOro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiHui nepiod, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
BiMNOBIQHO 4O MnaHy nefiaTpuyHUX AOCHiaXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHoMm).
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

3MiHV BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro
3acTocyBaHHA y po3gin: "B3aemogis 3 iHwWumun
nikapcbkumm 3acobamm Ta iHWi BUan
B3aemogin", "OcobnueocTi 3acTocyBaHHNA",
"3acTocyBaHHs1 y nepiof BariTHocTi abo
rogyBaHHs rpygat”, "MobiyHi peakuii” wogo
6e3nekn 3acTocyBaHHS fnikapcbkoro 3acoby.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeOU4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3mMiHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXeHUM opraHoM). 3MiHV BHeCeHi Jo
IHCTPYKUIT 4NS MEeQNYHOro 3aCTOCYBaHHS Y
po3ginu "B3aemogis 3 iHWyMKU nikapcbknumMm
3acobamu Ta iHWi B1aM B3aemonin",
"OcobnuBocTi 3acTocyBaHHsA" LWoAo 6e3neku
3acToCyBaHHS nikapcbkoro 3acoby. BBeaeHHsi
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEPOKEHHS
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK). 3MiHK BHECEHI A0 IHCTPYKLIT ANs
MeAM4HOro 3actocyBaHHs y po3ain "MobiyHi
peakuii" Lwoao 3BiTyBaHHS Npo NobGidHi peakwii.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS

3a

He

UA/9832/02/01

219.

ME3AKAP®S
R

Tabnetku
NPOnOHroBaHoi Aii
no 400 mr no 10
Tabnetok y 6nictepi;
no 5 GnictepiB y
KapTOHHIN yrnakoBLii

TOB
«MMEADAPM
NTO»

YkpaiHa

KYCYM XENTXKEP
MBT NTA, Inais
AnbTepHaTUBHWN
BUPOBHMK, LLO
3[iCHIOE BTOPUHHE
nakyBaHHs,
KOHTPOSb SKOCTi Ta
BUNYCK cepii:
TOB "KYCYM
DAPM", YkpaiHa

IHais/YkpaiH
a

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHUM y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ME[NYHOro 3aCTOCYBaHHs
reHepu4HUX/ribpuaHnx/GionoaibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaAaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHU BHeCeHi o iIHCTPYKLUiT Ans MeguyHoro
3aCTOCyBaHHSA y po3ainu "®apmakonorivHi
BnactumeocTi" , "lMoka3aHHs", "MNpoTunokasaHHsA",

"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta

peuerimom

nidnsicae
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Ne

Haszea

®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

iHWi B1am B3aemogain”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHs rpyaato”, "Cnocid
3acTocyBaHHA Ta fo3un", "MNepenosyBaHHsa",
"MobiuHi peakuii" BignosigHo Ao iHdopmauii
pedepeHTHOro fnikapcbkoro 3acoby (Tegretol®
Prolonged Release 400 mg Tablets). BeegeHHs
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBEpPOKEHHS
CynyTHs 3MiHa
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo amiHa(n) oo
30060B'A3aHbL Ta YMOB BuAaYi peecTpauiiHoro
NnocBiAYeHHs!, BKoyatoum MNnaH ynpasniHHS
pu3uKkamm (3aCTOCyBaHHS TEKCTY, SIKUA
NOTOKEHUIA 3 KOMNETEHTHUM OpPraHoMm) -
3asaBHUKOM HagaHoO OHoBneHwuw MNnax
ynpaeniHHA pusmkamu Bepcia 1.6.
3MiHM BHECEHO [0 YacCTWH:
| «3aranbHa iHopmauis»
V «3axoau 3 MiHiMi3aujii puankiey,
VI «Pestome nnaHy ynpaeniHHA pusmkamm»
VIl «Jopatkn» (gogoaTtok 2)

Y 3B’A13Ky 3 OHOBIEHHSIM iHdhopMalLlii 3 Ge3nekn
nito4oi pevyoBnHU kapbamaseniH, Wwo €
PYTUHHUMM 3axofdamu 3 MiHiMi3auii pu3ukis;
3miHu | TMny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
Bi4MNOBIAHO A0 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOB&XXEHNM opraHomM) 3MiHU BHECEHi 40
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS Y
po3ainu "B3aemogisi 3 iHLIMMK NiKapCbKUMmn
3acobamu Ta iHWi Buam B3aemonin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaar”,
"MoGiyHi peakuii" Loao 6e3nekn 3acToCcyBaHHS
nikapcbkoro 3acoby. BBeaeHHs 3MiH NpoTsirom
6-Tn MicsuiB nicnsa 3aTBepAXeHHs; 3miHu | Tuny -
3MiHM Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIT ANs Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS nikapcbKoro 3acody B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OL|iHKM 3BITY 3 AoCigXeHb, NPOBEAEHMNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX JoCnigXeHb
(PIP) (3MiHYy y3rog»keHo 3 KOMMNEeTEHTHUM
YNOBHOBaXEHVNM OpraHom) - 3MiHN BHECEHI A0
IHCTPYKUIT 4NS MEeQNYHOro 3aCTOCYBaHHS Y
po3ainu "Baaemogaia 3 iHWMn nikapCbKnmm
3acobamu Ta iHWi Buan B3aemopain",
"OcobnmBocTi 3acTocyBaHHsA" LWoAo 6esneku
3acToCyBaHHsI Nikapcbkoro 3acoby. BeegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepMAKeHHs1; 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHK BHECEHI A0 IHCTPYKLIT Ans
MeOU4YHOro 3actocyBaHHs y po3ain "MobiyHi
peakuii" LWoao 3BiTyBaHHS NPo NobiyHi peakLi.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOKEHHS
220. | MEJTIOKCUKA | nopoluok TOB YkpaiHa Mikpo Jla6c Jimiteq IHgis BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: - - UA/18153/01/01
M (cybeTaHuis) y «PAPMACEN 3Minn | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
nakeTax » HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
nonieTuneHoBmx (BnacHuka peecTpauiiHoOro NocBiA4YeHHS) 3MiHa
ans appecu 3asBHUKA:
dapmaLeBTUHHOIO
3acTOoCcyBaHHSA
221. | MENNIOKCUKA | nopoluok TOB YkpaiHa Cgarti CneHToC IHais BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: - - UA/18152/01/01
M (cybcTaHuis) y «OAPMACEN MpariseT NimiTen 3MiHu | TUNY - AgmiHicTpaTUBHI 3MiHW. 3MiHa
nakeTax noaBiNHMX » HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
nonieTuneHoBmx (BnacHuka peecTpaLiiHoro NOCBig4YeHHs1) 3mMiHa
ansi appecu 3asiBHUKA
dapmaLeBTUHHOIO
3aCTOCYBaHHA
222. | MEHONYP NOPOLLIOK deppiHr Lsewuapi BignosiganeHUn 3a Himeuumnna/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/6705/01/02
niodinisoBaHnn ans IHTEepHeLLHN A BMPOBHMLITBO LLiBenuapis 3miHu | TMny - 3miHn wopo peuernmom
PO34MHY AnIs iH'eKLin CeHtep CA NOPOLLIKY Ta 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsagy.
no 600 MO ®CI Ta PO3YMHHMKA, BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHnxX
600 MO Ir; 1 KOHTPOb SKOCTi Ta npo cucteMy papmakoHarnagy (BBeAeHHs
NaKkoH 3 NMOPOLLKOM BUWMYCK Cepil: y3aranbHeHVX AaHnX Npo cuctemy
y KOMMMekTi 3 1 PeppiHr M'M6X, hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
nonepegHLO Himeyunna BiANOBIOANbHOI 3a 3AiNCHEHHS
3anoBHEHUM BignoBiganbHuMi 3a cbapmakoHarnsgy; KOHTakTHOI ocobu 3
LINPULIOM 3 BTOPUHHE dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
PO3YMHHUKOM (M- nakyBaHHsi: PeppiHr dapmakoHarmnsay B YKpaiHi, KO BOHA
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Kpeson, Boaa Ans IHTepHewHn CeHTep BiAMiHHa Big YNOBHOBaXeHOi ocobu,
iH'ekuin) no 1 mn, 1 CA, Lsenuapis BiANOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
rosnkoto Ans (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
po3BefeHHs), 9 PO3MiLLEeHHI MacTep-danna cuctemm
wnpuyamu ans dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
BBeAeHHs Ta 9 YNOBHOBa)EHOi 0cobM 3asiBHMKA,
CNNPTOBUMH BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
cepBeTKamu B KOHTaKTHOI 0cobu 3asiBHUKA, BignoBigansHoi 3a
KapTOHHIN ynakoBLj capmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumump OnekcaHgposuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlro6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxXoMKeHHA macTep-danna cucTtemm
chapmakoHarnagy Ta noro Homepa.
3miHa Micus 3aiNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
apmakoHarnsgy
223. | MEHONYP NOPOLLIOK DdeppiHr LLseviLapi BignoBigansHuUi 3a HimeuumnHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/6705/01/03
niodinisoBaHnn ans IHTEepHeLHN A BMPOBHMLTBO LLisenuapis 3minu | Tvny - 3miln wopo peuernmom
PO34MHY ANg iH'eKUin CeHtep CA NOPOLLIKY Ta 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 1200 MO ®CrI Ta PO3YMHHMKA, BBeneHHs abo 3MiHM o y3aranbHEHUX AaHnX
1200 MO JI; 1 KOHTPOMb SKOCTi Ta npo cuctemMy hapmakoHarnagy (BBeAeHHs
ONaKoH 3 NMOPOLLKOM BUWMNYCK cepil: y3aranbHeHVX JaHnX Npo cuctemy
Yy KOMMNeKTi 3 2 deppiHr M'v6X, dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
nonepenHLO Himeyumna BiANOBIgANbHOI 3a 3AiNCHEHHS
3anoBHEHMMU BiANoOBiganbHUI 3a dapmakoHarnsay; KOHTaKkTHoi ocobu 3
wnpuuamu 3 BTOPUHHE dapmakoHarnsay 3asiBHUKa Ans 30inCHEeHHS
PO3YNHHUKOM (M- nakyBaHHs: eppiHr dapmakoHarnsay B YKpaiHi, AKLWO BOHA
Kpeson, Boga ans IHTepHewHn CeHTep BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
iH’ekuin) no 1 mn, 1 CA, Weewinapis BiAnNoBiganbHOI 3a 3AiINCHEHHSA hapMakoHarnsay
ronkot Ansa (BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3BedeHHs], 18 po3MilLieHHi MacTep-thanna cuctemu
wnpuuamu ans papmakoHarnsay) 3MiHa KOHTaKTHUX AaHKX
BBeJEHHs Ta 18 YNOBHOBaXXEHOI 0COOM 3asBHUKA,
CMMPTOBMMM BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
cepBeTKaMu B KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
KapTOHHIN ynakoBLii dapmakoHarnsa B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlio6os
IBaHiBHaA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BianNoBiganbHoi 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHS MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa.
3MmiHa Micus 30iNCHEeHHSI OCHOBHOT AisANbHOCTI 3
dapmakoHarnsgy
224. | METEOKCAH | kancynu; no 15 Anbdacirma ®paHuia Anbdacirma C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 6e3 - UA/11345/01/01
Kancyn y 6nictepi; DdpaHc 3MiHu | TMny - 3MiHK Woao peuenma
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no 1 abo 2 a6o 4
6nictepu B
KapTOHHIl kopobui

6e3nekn/eeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy chapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKwo BoHa
BigMiHHA Big YNOBHOBaXXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnsay) - 3MiHa KOHTakTHOT 0cobun
3asBHMKa, BigNOBIAaNbHOI 3a hapMakoHarnag B
YkpaiHi. [litova pegakuia: Jlenewwkina IpnHa
AnaToniiBHa. [NponoHoBaHa peaakuis:
Lknsipesuny Irop OnekcaHapoBuy. 3miHa
KOHTaKTHMX AaHUX KOHTaKTHOI 0CObU 3asiBHUKA,
Bi4NoBiganbHoi 3a papMakoHarnsag B YkpaiHi

225.

METOKNOMNP
AMIO-
OAPHULA

PO34MH NS iH'EKLiN,
5 mr/mn; no 2 mn B
amnyni; no 5 amnyn
Y KOHTYPHIn
YapyHKOBIMn
ynakosLi; no 1 abo
Nno 2 KOHTYpHi
YapyHKOBI YMaKoBKM
B navuj

MpAT
"dapmaueBTu
YyHa dipma
"NapHuus"

YkpaiHa

MpAT
"papmaueBTnyHa
dipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHu | TUny - 3MiHKM Wwopao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHM Y KOPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MEeOMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHMX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHUI Npenapart (3MiHa He NoTpebye
HaZlaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHECEHO B iHCTPYKLUIilO ANst MEAUYHOTO
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis:
"®apmakonoriyHi BnactmsocTi", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepio
BariTHOCTi abo rogyBaHHs rpyaar”, "3gaTHicTb
BMMAMBATU Ha WBUAKICTb peakuii Npy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKN MexaHismamun',
"Cnocib 3acTocyBaHHsi Ta fo3n",
"Mepepno3yBaHHs", "MobiyHi peakuii” BignoBigHO
[0 OHOBReHOI iHopMaLlii LWOAO 3acTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby LIEPYKAN®,
pO34unH Ans iH'ekyin, 10 Mr/2 mn.
BBegeHHs 3MiH NnpoTsarom 6-Tu Micauis 3 gatu
3aTBEPKEHHS.

3a
peuerimom

He
nidnsicae

UA/7726/01/01

226.

METONPONO
Y TAPTPAT

NOpOLLIOK
(cybeTaHuis) y
MilLIKaX NoABINHUX
nonieTuneHoBmx
ansi BupobHuuTea

AT "dapmak"

YkpaiHa

CAH
dapmacbioTumkan
Inpacrpis ITA.

IHAis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpauinHoOro NocBigYeHHS) - 3MiHa
HaliMeHyBaHHS Ta agpecu 3asiBHWKa (BNacHuka

UA/5518/01/01
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HECTEepPUIbHUX
nikapcbkux hopm

peecTpauiiHoro nocsigvyeHHs); 3miHn | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTuddikat BignoBigHOCTI EBpoONENChKin
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BiaNoBiAHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BMXiAHOro martepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudikat
Bi4NOBIgHOCTI €BponeWnchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
BiAnoBigHOCTi €Bponencekini hapmakonei Ne R1-
CEP 2000-056 - Rev 06 (R1-CEP 2000-056 -
Rev 05) ans A®l Metoprolol tartrate
3aTBep4keHoro BupobHuka SUN
PHARMACEUTICAL INDUSTRIES LIMITED,
IHgis; 3miHm | Tuny - 3MiHK 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneundikai Ta/abo JonyCTUMNX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BVXiAHWIN/NPOMDKHUI NpOAYyKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUMYYEHHS! HE3HAYHOTO NOKa3HMKa SKOCTI
(ranpviknag BUMyYeHHS 3acTapinoro nokasHvka))
- AonoBHeHHS cneumaikaLii APl HoBum
nokasHukom sikocTi 1,2-Enokci-3(4-(2-meTokci
eTun)deHokci)nponaH) He GinbLue 3,75 ppm 3
BiQMNOBIAHUM MeToAOM BUNpobyBaHHs; 3MiHu |
Tuny - 3miHn 3 sikocTi. A®L. KoHTponb ADL. 3miHa
y napameTpax cneuudikadin Ta/abo gonyctummx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BonoBHeHHS cneumdikavii HOBUM NOKA3HMKOM
SIKOCTi Ta BigNOBIgHMM METOAOM BUNPOOYyBaHHS)
- BUNYYeHHS i3 cneuumdikaLii/MmeToais KOHTPOIto
A®I nokasHuka «Bakki meTanun»

227.

MET®OPMIH
CAHOO3®

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 850
mr; no 10 TabneTok
y bnicTepi; no 3 abo
12 GnicTepiB y
KapTOHHiIl kopobuyj;
no 12 rabnetok y
GnicTepi; no 10
GnicTepiB y

Canpos
dapmachbioTika
n3 4.4

CnoseHis

INek C.A., MNonbla
(BUpPOBHMLTBO 3a
NMOBHUM LIUKITOM;

nakyBaHHs, BUNYCK

cepii); Jlek
dapmaueBTU4Ha
KoMnaHisa a.4a.,
CnogBeHisi
(koHTponb/BUNPOGYB
aHHs cepii)

MonbLa/
CrnioBeHis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHu | Tuny - 3miHn 3 akocTi. A®I. KoHTpornb
A®Il. 3miHa y meTogax BunpobysaHHs A®l abo
BUXiAHOro MaTtepiany/npoMiXHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETHCH Y
npoueci BupobHuuTea API (iHWwi 3mMiHK y
MeToAax BUNpobyBaHHS (BKMOYaoun 3aMiHy
abo pgonoBHeHHs1) A®| abo
BWXiZHOTO/MPOMIDKHOTO NPOAYKTY) — BBEAEHHS
anbTepHaTUBHOrO MeToay BUNpobysaHHs ADI 3a

3a
peuenmom

UA/9477/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
KapTOHHil kopobui NMOKa3HMKOM «3arILLKOBI KiflbKOCTi OpraHiuHmx
PO3YMHHUKIB», @ CAME BU3HAYEHHS 2-NponaHony
Ta N,N-gumeTtundopmamigy metogom MX.
KpwuTepii npuiHATHOCTI 3anuwatoTbest 6e3 3miH
228. | MET®OPMIH TabneTku, BKPUTI Canpgos CnoBeHisi Jlek C.A., Monblwa Monbwa/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/9477/01/01
CAHOO3® NniBKOBOIO dapmackioTika (BMPOGHMLTBO 3a CnoBeHis 3MiHu | Tuny - 3miHu 3 skocTi. ADI. KoHTponb peuenmom
o6GonoHkoto, no 500 n3 g.o. NOBHMM LIMKITOM; Adl. 3miHa y meTogax BunpobysaHHs A®| abo
mr, no 10 TabneTok nakyBaHHs1, BUMYCK BMXigHOro matepiany/npoMiXHoro
y 6nicTepi; no 3 abo cepii); Jlek NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y
12 GnicTepiB y dapmaueBTMyHa npoueci BupobHuuTea A®I (iHwWi 3MiHK y
KapTOHHiI kopobui KOMMaHis 4.4., mMeToAax BUNpobyBaHHs (BKMOYauM 3aMiHy
CnoBeHis abo gonoBHeHHs1) AD| abo
(kOHTpOnbL/BUNPOGYB BUXiZHOTO/NPOMIXXHOIO NPOAYKTY) — BBEAEHHS
aHHsA cepii) anbTepHaTVBHOrO MeToay BunpobysaHHsa Ad| 3a
NOKa3HMKOM «3arIMLLKOBI KiflbKOCTi OpraHiuHmx
PO34YMHHUKIB», @ CaMe BU3HA4YEHHS 2-nponaHony
Ta N,N-gumeTtundopmamigy metogom MX.
KpuTepii npuiHATHOCTI 3anuwatoTbest 6e3 3miH
229. | MINAHOA TabneTkun BKpUTI 3eHTiBa, K.C. Yecbka NOBHWI LMK Icnanis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/13152/01/01
NniBKOBOIO Pecnybnik BMPOGHMLTBA: 3MiHW | Tuny - 3miHn 3 skocTi. [oToBMI peuernmom
obonoHkKoto, 3 a JTaGopaTtopioc JleoH nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa

mr/0,03 mr; no 21
Tabnetui y bnicrepi;
no 1 Gnicrepy y
KapTOHHIN ynakoBuj

dapma C.A., IcnaHis
anbTepHaTUBHUIA
BUPOBHMK, SIKUIA
BignoBigae 3a
BTOPWHHE
nakyBaHHs:
MAHAHTIAN
IHTETPA, C.NY.,
IcnaHis
AnbTepHaTUBHWN
BUPOBHWK, AKM1IN
BignoBigae 3a
BTOPWHHE
nakyBaHHs:
ATAIC ®APMA,
C.J1., IcnaHis
BupobHuk, skuii
BignoBigae 3a
MikpobionoriyHe
TECTYyBaHHS:
Biona6, C.J1.,
Icnanis
BupobHuk, skuii
BignoBigae 3a
MikpobionoriyHe
TECTYBaHHS:
JlabopaTtopio
EueBapHe, C.A,,

iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUNYCKY cepii
Ta KOHTPOJITO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHSA AinbHULI, Ha
AKIW 3OIVCHIOETBCSA KOHTPOMbL/BUNPOOYBaHHSA
cepil)

BBeAeHHs BUpobHuka Laboratorio Echevarne,
S.A. (3 HoBOIO AinbHMLEt0 ABeHiga KaH Benner,
61-65 CaHT Kyrat genb Bannec, 08174,
BapcenoHa) Ta Biolab, S.L., siki BignosigatoTb 3a
MikpobionoriyHe TecTyBaHHS. B 3aTBepaxeHoMy
[ocbe Oynu 3aTBepXeHi AaHi BUpobHUKK, ane
He 6ynu BuHeceHi go Pl 1a MKANS. 3miHu |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI NikapCbkui
3aci6. 3MiHN y BUpobHUUTBI. 3MiHa po3mipy cepii
(Bkntovaro4m gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPAXEHNM PO3MIPOM).
3aTBepaxeHo: 125 000 Tab; 1250 000 Tab.
3anponoHoBaHo: 125 000 Ta6;1 250 000 Tab;
2500000 Tab6. 3minu | TMny - 3miHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHM y NpoLeci BUpobHULTBa
roTOBOrO MiKapCbKOro 3acoby, BKI4aoym
NMPOMDKHWUIA MPOAYKT, LLIO 3aCTOCOBYETLCA NpH
BMPOOHWLTBI rOTOBOrO fMikapCbKoro 3acoby
(He3HayHa 3miHa y mpoueci BUpobHMLTBA).
He3HayHa 3MiHa y npoLeci BUpobHuuTBa Y
3B'A3KY 3 BBEJEHHSIM 404AaTKOBOro po3mipy cepii
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230.

MIHIPUH

Tabnetku no 0,1 mr

DeppiHr

BBOAMTbLCS NiHist BUpobHuLTBa 3 00 BXe
3aTBepmkeHol niHii 1. ObnagHaHHs, Wo
BMKOPWCTOBYIOTbCSA HAa 060X BUPOBHUUMX NiHisiX,
BiAHOCWTBCS [0 OOHOTO i TOrO X Knacy Ta
nigxknacy, BBaXaeTbCs, L0 BOHO Mae OQHAKOBY
KOHCTPYKLiO Ta npuHUmn po6oTn. 3MiHu | Tuny -
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPoGyBaHHSA roTOBOIO flikapCbKoro
3acoby (iHwi 3MiHM y MeToaax BUnpobyBaHb
(Bkntoyatoum 3amiHy abo JONOBHEHHS)). 3MiHM Y
MeToAax BUNpobyBaHb - JONOBHEHHSI METOAMNKM
anbTepHaTUBHUMM YMOBaMU NPOBEAEHHS
aHanisy 3a n. «KinbkicHe BU3HaYeHHs»,
«CynpoBigHi goMmilwkmy». 3MiHu | Tuny - 3MiHK 3
skocTi. A®l. BupoGHuMUTBO. 3MiHa BUPOOHMKa
BVXiAHOrO/NMPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYOTbCS Y BUPOBHMYOMY NpoLieci
A®l, abo 3amiHa BUpOGHUMKa (BKNtoYatouu, ge
HeobxigHO, MiCLie NPOBEAEHHS KOHTPOIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
[0cCbe)(BBEOEHHS HOBOI AiNbHULI, Ae
34iACHIOETBCA MIKpOHi3aLis). [ns gitoyoi
pPeYOBUHM eTUHINecTpadiony Ans BUpobHuka
Industriale Chimica s.r.| .eBogunTbCsi fOAATKOBA
AinbHMus MikpoHisauii LAB-SERVICE S.A.
(PpaHuis)

no 30 TabneTtok y
cnakoHi; no 1
dnakoHy B
KapTOHHIN ynakoBLj

IHTepHeLwHN
CeHtep CA

LLiseviapi
A

PeppiHr M'M6X,
HimeuyunHa
(BignoBiganbHWn 3a
BUNYCK cepii);
DdeppiHr
IHTepHewwHn CeHTep
CA, Leenuapis
(BUpPOBHULTBO)

Himevuunna/
LLisenuapis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TUny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Bi# yNoOBHOBaxeHOi ocobu,
BiNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX JaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHOI 0coOu 3asiBHUKA, BianoBsigansHoi 3a
cbapmakoHarnsg B YkpaiHi. [litoua pegakuis:

Kyuma Bonogumup OnekcaHapoBuy.

3a
peuerimom

UA/16236/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

MponoHoBaHa peaakuis: HikitryeHkosa Jllo6oB
IBaHiBHa. 3MiHa KOHTaKTHUX AaHMX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooXeHHs MmacTep-channa cuctemm
chapmakoHarnagy Ta noro Homepa.
3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy

231.

MIHIPUH

Tabnetkn no 0,2 mr
no 30 TabneTtok y
cdnakoHi; no 1
cnakoHy B
KapTOHHIN ynakoBLj

DdeppiHr
IHTepHeLwHn
Centep CA

Lsenuapi
A

deppiHr M'v6X,
HimeuyunHa

(BignoBiganbHui 3a

BUMYyCK cepii);

deppiHr

IHTepHewHn CeHTep

CA, Lsenuapis

(BUpOBHULTBO)

HimeyumnHa/
LLisenuapis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MinHn | TMNy - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
npo cucteMmy dapmMakoHarnagy (BBeeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3A4iNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINtOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX
YyNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
bapmakoHarnag B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa Jlrobos
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanNbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
dapmakoHarnsgy Ta voro Homepa.
3MiHa Micus 3AiCHEeHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy

3a
peuyerimom

UA/16236/01/02

232.

MIHIPUH
MENT

niodinisar
opanbHui no 120
Mkr, no 10
niodinisartis y
GnicTepi; no 1, abo
no 3, abo no 10
GnictepiB y
KapTOHHiIl kopobui

DeppiHr
IHTepHeLwHN
CeHTtep CA

LLiseviapi
A

BUPOBHMLTBO,
nepBUHHE
nakyBaHHs1,
KOHTPOSb SIKOCTI:
KataneHT tO.K.
CainaoH 3igic
NimiTen,
BenukobputaHis;
BTOPUHHE
nakyBaHHsi: eppiHr
IHTEepHewwHn CeHTep
CA, LUsenuapis;

Benukobput
aHis/
LLisenuapis/
Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3miHu | TUny - 3miHn wWopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHu [0 y3aranbHeHVX AaHnX
npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
bapmakoHarnsagy B YKpaiHi, SKLLO BOHa
BiMiHHa Bi yNnoBHOBaXeHOi ocobu,

3a
peuerimom

UA/5118/02/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BigNOBiganbHUM 3a BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
KOHTPOMb SKOCTI, (BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
BUNYCK cepii: PO3MiLLEeHHI MacTep-danna cuctemm
deppiHr M'v6X, dapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX
Himevumna YNOBHOBaXeHOI 0CObM 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
tapmakoHarnsa B YkpaiHi. [itoya pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa peaakuis: HikitryeHkosa Jlto6oB
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta moro Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AOisiNbHOCTI 3
dapmakoHarnsgy
233. | MIHIPUH niocpinizat DdeppiHr LLseviuapi BUPOBHMUTBO, Benukobput BHECEHHS 3MiH [0 peecTpauiiHMXx maTtepianis: 3a - UA/5118/02/03
MENT oparnbHui no 240 IHTEepHeLwwHnN a nepBUHHE aHis/ 3MinHun | TMny - 3MiHK Wwopo peuenmom
mkr, o 10 CeHtep CA nakyBaHHs, LLisenuapis/ 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
nioginizaris y KOHTPOMb AKOCTi: HimevuunHa BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
Gnictepi; no 1, abo KataneHT tO.K. npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
no 3, abo no 10 CsiHgoH 3igic y3aranbHeHVX AaHnX Npo CUcTemy
GnictepiB y JlimiTeq, dapmMakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHIl kopobui BenukobpuTtaHis; BiQNoOBiganbHOI 3a 3AiNCHEHHS
BTOPUHHE bapmakoHarnsgy; KOHTakTHOI ocobu 3
nakyBaHHs: eppiHr hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
IHTepHewHn CeHTep hbapmakoHarnsgy B YKpaiHi, Ko BoHa
CA, Weenuapis; BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoOBiganbHUI 3a BiANoOBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
KOHTPOMb SIKOCTI, (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
BUWMYCK Cepil: po3MmilLieHHI MacTep-anna cuctemm
PeppiHr MM6X, papmakoHarnsay) 3MiHa KOHTaKTHUX AaHWX
HimeuyunHa YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
bapmakoHarnag B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa Jlrobos
IBaHiBHA. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa micus
3[iACHEHHS OCHOBHOI AOisiNbHOCTI 3
hapmakoHarnsgy
234. | MIHIPUH niodinisar PeppiHr LLisenuapi BMPOGHMLTBO, Benuvkobput BHECEHHS 3MiH IO peecTpauiiHnX maTepianis: 3a - UA/5118/02/01
MENT opanbHui no 60 Mkr, IHTepHeLwHN A nepBuHHe aHisi/ 3miHu | TUny - 3miHn WwWoao peuenmom
no 10 nioginizaTis y CeHtep CA nakyBaHHsi, LLisenuapis/ 6e3nekn/edPekTMBHOCTI Ta hbapMakoHarnsiay.
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Gnictepi; no 1, abo KOHTPOMb AKOCTi: Himeyunna BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHnxX
no 3, abo no 10 KaraneHnTt [O0.K. npo cuctemy chapmakoHarnagy (BBeAeHHs
GnictepiB y CaiHgoH 3igic y3ararnbHeHUX A4aHuX Npo cuctemy
KapTOHHIl kopobui TlimiTeq, dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BenukobputaHis; BiANOBIgANbHOI 3a 34iNCHEHHS
BTOPUHHE chapmakoHarnsgy; KOHTakTHoOI ocobu 3
nakyBaHHsi: ®PeppiHr (bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
IHTepHewHn CeHTep dapmakoHarnsay B YKpaiHi, KO BOHA
CA, lWBenuapis; BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BigNOBiganbHUNM 3a BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
KOHTPOMb SKOCTI, (BKNOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
BUMYCK cepii: PO3MiLLEHHI MacTep-tanna cuctemm
deppiHr Mv6X, dapmakoHarnagy) 3mMiHa KOHTaKTHUX JaHUX
HimeuunHa YMOBHOBAXEHOI 0COOM 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBsiaansHoi 3a
bapmakoHarnsg B YkpaiHi. [litoua pegakuisi:
Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa peaakuis: HikitTueHkoa Jlto6oB
IBaHiBHaA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiaNoBiganbHoOI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHsA MacTep-channa cuctemm
dapmakoHarnagy Ta moro Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
235. | MIPAMICTUH | nopoLuok TosapucTBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: - - UA/11216/01/01
(cybcTaHuis) y obmexeHoto obmexeHo 3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
MiLLKax BignoBiganbHi BiZNoOBIganbHiCcTO A®I. 3miHa y napameTpax cneumdikauin Ta/abo
nonieTuneHoBux cTHO "OAPMXIM" OOMyCTUMMNX MEX, BU3HAYEHNX Y creumadikaLisx
onsa "OAPMXIM" Ha A®l, abo BUXigHUA/MPOMIXHMIA
dapmaLeBTU4HOro NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCH Y
3acTocyBaHHSA npoueci BUpo6HuuTa AP (iHLwi 3MiHW)
BHeceHHs 3MiH go n. «CynpoBiaHi AOMiLLKuY, a
came- BHECEHHSI MPUMITKM * «3a AaHuM
NOKa3HMKOM B CepTUdiKaT SAKOCTi BHOCATLCA
OaHi KOHTPOM0 Hepo3dacoBaHOT MPOAYKLT».
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpPOKEHHS
236. | MIPAMICTUH | ma3b, 5wmr/r;no 151 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 6e3 - UA/1804/01/01
®-OAPHULUA abo no 30 ry Ty6i; "®dapmaueBTn "dapmaLeBTUYHa 3minn | TMny - 3miHn 3 akocTi. CepTndikat peuenma
no 1 Ty6i y nayui YHa cipma dipma "OapHuus” BignoBigHocTi/E-cepTudikat BianoBigHOCTi
"OapHuus” €Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii AdPY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (iHLwwi
3MiHW) NpuBeAeHHs cneumndikaLii Ta MeToauk
KOHTPOIO SIKOCTi Ha AOMOMiXXHY PEYOBUHY
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

Monietunenrnikonb (Makporon 400) oo Bumor
Aitoyoi MoHorpadii «Macrogols» €sponencbKol
dapmakonei, 3 BpaxyBaHHsIM pekoMeHaaLin Ta
ctunictukm Y, a came BignosiaHo 40 BUMOr

[OdY, 1.4 «MoHorpadii» nokasHuK
«PO34YMHHICTb» Mae pekoMeHaauinHni
XapakTep, Ha Uiy nigcrasi, BUMOrn o

PO34YMHHOCTI NepeHeceHo A0 3aranbHuUX

BAaCTUBOCTEN; B NOKasHMKax «laeHTudikauia»,

«KncnoTHicTb abo nyxHicTb» Ta «BigHoBntotoui
PEYOBUHMY» HOPMYBaHHSI 3anuiieHi 6e3 3miH,
BHECEHi pedakuiviHi NpaBKK, WO 0OPMIEHHI
BiAMNOBIOHO A0 pekoMeHaaUin Ta CTUNICTUKK

AOdY. 3Mminn | Tuny - 3miHm 3 gxkocTi. FoToBUIA

nikapcbkuii 3aci6. KoHTponb 40NOMiXKHUX
peyoBuWH. 3MiHa y MeTofdax BUNpobyBaHHst

AOMOMDKHOT pe4OBUHM (iHLWi 3MiHW Y MeTofax

BMNPOOYBaHHS (BKItoYaum 3amiHy abo
popaBaHHs)) CynyTHst 3MiHa - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb
[OMOMDKHUX pe4yoBMH. 3MiHa napameTpis
crneundikauin Ta/abo gonycTMMMX Mex ansi

[OMOMIKHOI pe4oBUHU (iHLWi 3MiHW) BHECEHHS

3MiH Ha OOMOMIKHY pe4YoBUHY
Monietunexrnikonb (Makporon 400), a came: 3a
NokasHUKOM « ETuneHokcua i giokcaH»
3anporoHoBaHO BBEAEHHS HOBOI in-house
mMeToauku BunpobysaHHsa X (OPY, 2.2.28), wo
€ anbTepHaTUBHOK MEeTOAUL, 3a3HaYEHOI B
MoHorpadgii EP «Macrogols»; BHECEHHSI
CTUNICTUYHMX Ta peaakuiiH1x npaBok, 6e3 3miH
BCTaHOBITEHUX KPUTEPIV NPUAHATHOCTI 382 AaHUM
NMOKa3HWKOM $SIKOCTi.
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTporb AOMOMiIXKHMX
peyoBuH. 3MiHa NapameTpiB cneumdikauiv
Ta/abo AoNyCTUMUX MeX Ans AONOMKHOI
peyoBuHY (iHLWi 3MiHW) CynyTHSA 3MiHa - 3MiHK 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
[OOMOMDXHMX peyvoBUH. 3MiHa y meToaax

BUNPOBYBaHHSA AOMOMDKHOI PEYOBUHN (HE3HAYHI

3MiHW Y 3aTBEpOKEHNX MeToAax BUNpobyBaHb)
npvBeaeHHs cneuudikadii Ta MmeToguk
KOHTPOJIO AKOCTi Ha JOMOMiKHY PEYOBUHY

Monietunexrnikons (Makporon 400) fo Aitoymx

BUMOr Ta pekomeHgauin JdY, a came nokasHuk
«MikpobionoriyHa yncToTa» NpUBEAEHUA
BignoBigHo oo Bumor €9, 2.6.12, 5.1.4.

237.

MONECKIH®

ma3b 0,1 % no15ry

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

3a

UA/7002/02/01
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Ymoeu

Peknam

Homep

Ne
n/n

Haszea

JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

eidnycky

peuerimom

yeaHHsT*

peecmpauiliHo2o

noceid4yeHHs

3acoby

ynakoeka)
TyGi; no 1 1y6i y
nayui 3 KapToHy

YkpaiHa

3MiHuM | TUNy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUNyYeHHs cepTudgikata
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®l; ans suxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyYoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BMPOGHKKa - NogaHHsi OHOBIEHOrO cepTudikaty
BiAMNoBigHOCTI €Bponecokin dapmakonei R1-
CEP 2008-094-Rev 04 Big 3aTBEpPAXEHOIO
BupobHmka «<AURISCO PHARMACEUTICAL
CO., LTD», Kutan gito4oi pe4oBuHM
MoMeTa3oHy dypoarT (3ateepaxeHo: R1-CEP
2008-094-Rev 03; 3anponoHoBaHo: R1-CEP
2008-094-Rev 04)
BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:

3a

UA/13153/01/01

238.

MOJECKIH®
Cc

Ma3sb no 15 ry Ty6i,
no 1 Ty6i y nayui 3
KapTOHY

AT «dapmak»

YkpaiHa

AT «dapmak»

3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
Bi4NOBIgHOCTI abo BUNy4eHHs ceptudikara
BigMNOBigHOCTI €Bponenckkin hapmakonei: ans
ADI; ans BuxigHoro
marepiany/peareHTy/MpPOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMiXHOT pevoBUHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOKEHOrO
BUPOGHKKa - MOJaHHsSI OHOBIIEHOrO cepTudikaty
BigMNoBigHOCTI €Bponencekin dapmakonei R1-
CEP 2008-094-Rev 04 Big 3aTBepOKeHOro
Bupo6Huka «AURISCO PHARMACEUTICAL
CO., LTD», Kutan gito4oi pe4oBuHM
MOMeTa30Hy dypoar (3aTBepmxeHo: R1-CEP
2008-094-Rev 03; 3anponoHoBaHo: R1-CEP
2008-094-Rev 04)

peuerimom

3a

He

UA/7827/01/01

239.

MOMEWNT
KPEM

kpem 0,1 %; no5r
abo 15 r B Ty6i; no 1
TyGi y KApTOHHIV
ynakoBLi

"meHmapk
dapmacbloThK
ans Na.

IHaisa

nmenmapk
$apmacbioTvkana
Nta.

IHAis

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHMYOI AinbHULI (BKITHOYAO4M
AinbHUUi anst A®I, npomixkHoro npoaykTty abo
roTOBOroO NMikapcbKoro 3acoby, AinbHULi Ans
NPOBEAEHHS NaKyBaHHS, BUPOOHKKa,
BignosiganbHOro 3a BMMNycK cepin, Micue

peuerimom

npoBeAeHHs1 KOHTporo cepii) abo

nidnsizae
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

nocravarnbHuKa BUXigHOTO MaTtepiany, peareHTy
ab0o 4OMOMiXXHOT PEHOBMHY (SIKLLIO 3a3HAYEHO Y
nocbke) BunyyeHHs BupobHuYoi ginbHuui M3
"eHmapk ®apmacbloTukans Jlimiteq
(Kiwannypa, baggi-Hanarapx Poyg, p-H ConaH,
Ximauan Mpagew, 173 205, IHgia)" 3
MapKeTUHroBMX MipKyBaHb. 3anuiiaeTbes
anbTepHaTUBHUIA BUPOBHMK - MMeHmapk
dapmacktoTvkana Jita. (QinsHuua Ne Y-37/39,
Em.An.[i.Ci., Catnyp, Hacik - 422 007, IHgis).
3MiHN BHECEHI B IHCTPYKLiO ANS MEANYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu
"BupobHuK", "MicuesHaxomkeHHs BUPOOHMKa Ta
agpeca Micusi NPOBaMKEHHS MO0 AisnbHOCTI"
(BUNYYeHHS BUPOBOHUYOI AinbHULi). BBeaeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEPOKEHHS

240.

MOP®IHY
CYNb®AT

Tabnetku no 0,010 r
no 10 TabneTtok y
6nictepi; no 1 abo
no 5 Gnictepis y
nayui 3 KapToHy; Mo
10 Tabretok y
Gnictepi; no 14
GnicTepis y rpynosii
Tapi

ToBapucTBoO 3
[00aTKOBO
BignoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTteo 3
[04aTKoBOO
BiANOBIgANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHuM | TMny: 3miHn 3 sikocTi. FoToBMI
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHLwi 3MiHM) YTOUYHEHHS
hopMyInoBaHHA HOPMYBaHHSA TECTY
06yMOBMNEHO NPUBEAEHHSIM Y BIAMNOBIAHICTb A0
Bumor Y gitovoi pepakuii. CynyTHs 3amiHa:
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUPOOHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisix, nig Yyac BUpoBHMLITBaA rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHN) YTOYHEHHS
hopMyrnoBaHHA HOPMYBaHHS TECTY
«OpaHopigHicTb fo30BaHMX oauHULby Y MKA 113
Ta cneumdikauisx i MeToauLi KOHTPOSO SAKOCTI
NPOMiKHOro NpoAykTy «HeposdacosaHi
npoaykTu» (K CynyTHS 3miHa). 3miHu | Tuny:
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acib.

CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI

abo ymoBax 36epiraHHs roTOBOro NikapcbKoro

3aco0y (36inbLeHHs TepMiHy MPUAATHOCTI
roTOBOrO fikapcbkoro 3acoby) - [ins Toprosoi
ynakoBku (NiATBEPAXKYETLCSH AaHUMMN pearibHoro

yacy). 36inbLieHHs TepmiHy npuaaTHocTi 113

06yMOBNEHO AaHNMK, OTPUMaHUMU Nif Yac
BMBYEHHS cTabinbHOCTI BUPOGHMYUX cepint 113 y
peanbHOMYy Yaci, AitoYa pefakLis: 2 poku;
nponoHoBaHa pefakuis: 3 poku. 3MiHU BHECEHI B
po3ain "TepmiH npugaTHocTi" B IHCTPYKLUitO Ans

MEeOUYHOro 3aCTOCYBaHHSI NiKapCbKoro 3acoby.
3miHu | Trny: 3miHu 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro

3a
peuerimom

He
nidnsicae

UA/12735/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

nikapcbkoro 3acoby (iHLwi 3MiHW) YTOYHEHHS
opMyroBaHHS HOPMYBaHHSI TECTY
«Po3unHeHHs» y MKA J13

241.

MOP®IHY
CYNb®AT

Tabnetku no 0,005 r
no 10 Tabnetok y
Gnictepi; no 5
6nicTepis y navui 3
KapTOHY

ToBapucTBo 3
[0AaTKOBOKO
BiAgNoBiganbHi
CTo
"IHTEPXIM"

Ykpaina

ToBapwucTtBso 3
[04aTKOBO
BigNOBiganbHICTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3miHu | Tvny: 3MiHm 3 skocTi. FoToBMN
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby (iHLLi 3MiHW) Y TOYHEHHS
hopMyInoBaHHA HOPMYBaHHS TECTY
06YMOBMEHO NPUBEAEHHSIM Y BIANOBIOHICTb A0
Bumor Y pitovoi pepakuii. CynyTHs 3miHa:
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3MiHn
Yy BUPOGHMLTBI. 3MiHN BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneuudikauisx, nig Yac BUpobHMLITBa rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHM) YTOYHEHHS
opMyrnoBaHHSA HOPMYBaHHS TECTY
«OpHopigHicTb fo30BaHUX oanHMLby Yy MKA N3
Ta cneuymdikauisix i METOAMLi KOHTPOSO SAKOCTI
NPOMIXXHOro NpoaykTy «HepoadacosaHi
npoaykTV» (SK CynyTHA 3miHa). 3miHu | Tuny:
3MiHuM 3 skocTi. [0TOBMI Nikapcbkuii 3acit.

CT1abinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI

abo ymoBax 306epiraHHsi rOTOBOroO MikapCbKoro

3aco0by (36inbLIeHHss TepMiHy NpuaaTHOCTI
roToOBOroO Jlikapcbkoro 3acoby) - [ina Toproeoi
ynakoBku (NiATBEPAXKYETLCH AaHUMMN pearibHoro

yacy). 36inbLueHHs TepMiHy npuaaTHocTi 113

06yMOBMNEHO AaHNMU, OTPUMaHUMK Nif Yac
BMBYEHHS CTabinbHOCTI BUpOoOHUYMX cepini [T13 y

peanbHOMY 4aci, Ailoya pedakuis: 2 poku;
npornoHoBaHa peaakuis: 3 poku. 3MiHM BHECEHI B
po3gin "TepmiH NnpugaTHOCTI" B iHCTPYKLitO ANS

MEeAMYHOrO 3aCTOCYBaHHs! NikapCbKoro 3acoby.
3miHu | Trny: 3miHu 3 sikocTi. FoToBMI
nikapcbkuin 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHLWi 3MiHN) YTOYHEHHS
opMynoBaHHS HOPMYBaHHSI TECTY
«Po3unHeHHsi» y MKA N3

3a
peuenmom

He
nionsieae

UA/12735/01/01

242.

HAOPOMAPU
H-®APMEKC

PO34MH AN iH eKUiN,
9500 MO aHTu-
Xa/mn;no 0,3 mn
(2850 MO aHTK-Xa),
no 0,4 mn (3800 MO
aHtn-Xa), no 0,6 mn
(5700 MO aHTu-Xa)
abo no 0,8 mn (7600
MO aHTu- Xa) B
nonepeaHLo
HaMOBHEHUX

TOB
"dAPMEKC
rPyM”

YkpaiHa

TOB "®APMEKC
rPymn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3miHu 3 sikocTi. APIl. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHa AD| abo
BUXiAHOro MaTtepiany/npoMiXHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTBa AP| (HE3HAYHI 3MiHN Y
3aTBEPKEHNX MeToAax BUNPobyBaHHS)
He3Hau4Hi 3MiHW Y 3aTBepKEHOMY METOAI
BunpobyBaHHA A®I 3a nokasHukom «KinbkicHe
BM3HAYeHHs» HagponapuHy KanbLiio, LWo
obyMoBneHi aBTomMaTusauieto obnagHaHHs.

3a
peuerimom

UA/15411/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

wnpuuax; no 2
nonepeaHL0
HamnoBHEHMNX
LnpuvLa B KOHTYPHIN
YapyHKOBIN ynakoBLi
abo bnicTepi; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBok abo
Gnictepis y nauyui
KapToHHin; no 0,3
mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTu-Xa), no 0,6
mn (5700 MO aHTu-
Xa) abo no 0,8 mn
(7600 MO aHTtu-Xa)
B nonepeaHb0
HanoBHEHMX
wnpuvuax; no 5
nonepeaHL0
HanoBHEHMX
LUNPULIB B KOHTYPHIN
YapyHKOBI ynakoBLi
abo 6nicTepi; no 2
KOHTYPHi YapyHKOBI
ynakoBku abo
Gnictepu y navui
KapToHHiK; no 0,3
Mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6
mn (5700 MO aHTu-
Xa) abo no 0,8 mn
(7600 MO aHTu-Xa)
B nonepeaHbL0
HanoBHEHMX
wnpuuax; no 1
nonepeaHLo
HanoBHEHOMY
LLUNPULY B KOHTYPHIl
YapYHKOBIN ynakoBLi
abo GnicTepi; no 1
KOHTYPHIlA
YapYHKOBIN ynakoBLi
abo Gnictepy y
nayui KapTOHHIN

3MmiHun | TMny - 3MiHun 3 siKocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHs rOTOBOrO NikapCcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOOYBaHHS) HE3HAYHI 3MiHM Y
3aTBEepAKeHOMy MeTogi BunpobysaHHs 113 3a
nokasHukom «KinbkicHe BU3HaAYeHHS», Lo
obymoBneHi aBToMaTu3aujieto obnagHaHHs

243.

HAKOM®

Tabnetku, 250 mr/25
mr no 10 TabneTok y

Canpos
dPapmacbioTika

CnoseHisi

Ilek
dapmaueBTUyHa

CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLinHuX MaTepianis:
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat

3a
peuernmom

UA/9134/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Gnictepi; no 10 n3 a.o. KOMMaHis a.Aa. BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
6nictepis y €sponeicbkin hapmakonei/moHorpadii.
KapTOHHI kopobui MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €Bponencokin dapmakonei: ons
A®l; ans suxigHoro
marepiany/peareHTy/NpOMIKXHOIO NMPOAYKTY, L0
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZ4NOBIgHOCTI €BponeWnchkin thapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHsi OHOBIEHOro cepTudikata
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2005-057 - Rev 05 (3atBepaxeHo: R1-CEP
2005-057 - Rev 04) ans A®l kapbigonu Big BXxe
3aTBepakeHoro BMpobHuka DIVI'S
LABORATORIES LIMITED, IHgisi.
244. | HAPOMIH PO34MH NS iH'EKLiN, AcneH ®apma IpnaHgis Actpa3eHeka Ab LBeuis BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a He UA/9670/01/03
10,0 mr/mn; no 10 TpengiHr 3MiHu | TMNy - AgMmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsieae
M B amnyni; no 1 NimiTeq HariMeHyBaHHs Ta/abo agpecu micus
amnyni B KOHTYPHIN NpOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
YapyHKOBIl roTOBOro nMikapcbKoro 3acoby, BkIo4aym
ynakosui; no 5 AiNbHWL BUMYyCKy cepii abo micue npoBeaeHHS
KOHTYPHUX KOHTPOIMIO SIKOCTI. (QisnbHICTb, 3a Ky Bignosinae
YapyHKOBUX BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
yrakoBOK y AamiHicTpaTMBHa 3MiHa MOLITOBOIO iHAEKCY 6e3
KapTOHHIN navui 3MiHM (PaKTUYHOro MiCLle3HaxXOoKEHHS
BUpoGHuKa MM3. BBeaeHHst 3MiH NPOTSAroM 6-Tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.
245. | HAPOMNIH PO34nH ANS iH'EKLN, AcneH ®apma Ipnangis Actpa3eHeka Ab LLseuis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/9670/01/02
7,5 mr/mn no 10 mn TpengiHr 3MmiHu | TMNy - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom nionsieae
B amnyni; no 1 Nimiteq HanMmeHyBaHHS Ta/abo agpecu Micud
amnyni B KOHTYpHIn npoBafXXeHHs AisinbHOCTi BUpoGHMKa/imnopTepa
YapyHKOBIl roTOBOro NMikapcbKoro 3acoby, BkM4aoym
ynakosLi; no 5 AinNbHWL BUMYyCcKy cepii abo micue npoBefeHHS
KOHTYPHUX KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosinae
YapyHKOBUX BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
yrakoBOK y AamiHicTpaTMBHa 3MiHa MOLITOBOIO iHAEKCY 6e3
KapTOHHIN navui 3MiHM (PaKTUYHOrO MiCLle3HaxXOoKEHHS
BUpOoGHWKa MN3. BBeaeHHst 3MiH NpOTSAroM 6-Tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
246. | HAPOMNIH PO34MH Ans iH'eKLIN, AcneH ®apma Ipnangis Bupo6HMUTBO, AscTpanis/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/9384/01/01
2 mr/mn; no 100 mn TpengiHr KOHTPOMb SIKOCTI, LBeuis 3MmiHu | TMNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom nionsieae
y KOHTenHepi; no 1 Nimiten nepBuHHe Ta HanMeHyBaHHS Ta/abo agpecu Micud
KOHTEWHepy B BTOPUHHE npoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
KOHTYPHilA nakyBaHHs, BUNyCK roTOBOrO MiKapCbKOro 3acoby, BKM4aym
YapyHKOBIl cepii: AinbHWL BUMYyCcKy cepii abo micue npoBeAeHHS
ynakosLi; no 5 Actpa3eHeka IMTi KOHTPONMIO SIKOCTI. (AisinNbHICTb, 3a Ky Bignosinae
KOHTYPHUX JItp, ABcTpanis BMPOGHWK/IMNOpTEp, BKIOYaK4M BUMYCK CEPilt)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
YapyHKOBUX Bupo6HuK, AOMiHiCTpaTUBHa 3MiHa MOLUTOBOrO iHAeKCY 6e3
yNakoBOK Y BiAnNoBiganbHWi 3a 3MiHM (PaKTUYHOIO MiCLIe3HaXOAKEHHS
KapTOHHIN nayui KOHTPOSb AKOCTi: BUpo6Huka 13 anst gosyeaHHA 7,5 mr/mn.
AcTtpa3eHeka Ab, BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
LLisewis 3aTBEePIKEHHS.
Bupo6HuK,
BigNOBiganbHUM 3a
KOHTPOIb AKOCTI:
AcTtpa3eHeka Ab,
LBeuis
247. | HEUPOMIOU PO34MH ANs iH'eKLIN, AT IartBis AT "OnanHdapm", Nartsis/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/2083/01/01
H® 5mr/Mnno 1 mnB "OnawHdapm” JaTBis (no3Bin Ha Bonrapis 3MinHn | TMny - 3MiHK Wopo peuenmom
amnyni, no 10 amnyn Bunyck cepii); AT 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
B KOHTYPHIN "Codhapma", BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
YapyHKOBIMn Bonrapia npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
ynakosLi, no 1 (BMPOGHMLUTBO y3aranbHeHVX JaHnX Npo cuctemy
KOHTYPHIl Hepo3dacoBaHoi dapmakoHarnsgy, 3MiHa yroBHOBaXXeHOi ocobu,
YapyHKOBI ynakoBLi npoaykuii, nepBnHHa BiQNOBiQanbHOI 3a 3AiNCHEHHS
B navuj Ta BTOPUHHA capmakoHarnsgy; KOHTakTHoi ocobu 3
ynakoBKa) apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
bapmakoHarnsgy) 3mMiHa KOHTaKTHOI ocobu
3asBHuKa, BignosiganbHoi 3a hapmMakoHarnsg B
YkpaiHi.
[itova pepakuis: Mpuckoka AHApIN.
MponoHoBaHa pepakuis: CaByeHko OMUTpo
CeprifioBuy. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarngg B YKpaiHi
248. | HEULPOMIOU PO34MH ANs iH'eKUin, AT TNaTBis AT "OnanHdapm", Nartsis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/2083/01/02
H® 15 mr/mnno 1 mn B "OnanHdapm” INaTBisa (no3sin Ha Bonrapis 3miHu | TNy - 3miln wopo peuernmom

amnyni, no 10 amnyn
B KOHTYPHIN
YapyHKOBIN
ynakosui, no 1
KOHTYPHI
YapYHKOBIN ynakoBLi
B navui

Bunyck cepii); AT
"Cocpapma”,
Bonrapis
(BPOGHMLTBO
Hepo3dacoBaHol
npoaykuii, NnepBuHHa
Ta BTOpPWHHA
ynaKkoBka)

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHsa abo 3mMiHn 4o y3aranbHeHVX fgaHux
npo cucteMy papMmakoHarnagy (BBe4eHHs
y3aranbHeHUX AaHWX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YkpaiHi, sKLo BoHa
BiAMiHHA Bi# yNnoBHOBaxeHOi ocobu,
BiA4NoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHK y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsigy) 3MiHa KOHTaKTHOI ocobu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3asiBHMKA, BignoBigansHoi 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuis: MNMpuckoka AHOpin.
MponoHoBaHa pegakuisi: CaByeHko OMuTpo
CeprinoBud. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBsiaansHoi 3a
chapmakoHarnsg B YkpaiHi
249. | HEOTPU30N | tabnetku BariHanbHi | OPFTAHOCWH OAE EsepTtomkeH Jland IHAisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/10674/01/01
® no 4 TabneTkn y NAVSCAEHC CaeHcus JlimiTeq 3MmiHun | TMny - 3MiHuM 3 siKocTi. [oTOBMIA peuenmom | nidnsieae
CTpuni; No 2 cTpunu N3 (E® 3ET I) nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
B KapPTOHHIN TepMmiHax npuaaTHocTi abo ymoBax 36epiraHHs
Kopobui, y roTOBOrO Jlikapcbkoro 3acoby (36inbLUeHHs!
KOMMNIEKTI 3 TEPMiHY NpMAATHOCTI FOTOBOrO NiKapCbKoro
annikatopom; no 8 3acoby) - [1na TOproBoi ynakoBku
TabneTtok y Gnictepi; (niaTBEPOXKYETHCS AAHUMK pearibHOro Yacy)
no 1 Gnictepy B 306iNbLUEHHS TepMiHy NpPUAaTHOCTI FOTOBOMO
KapTOHHIN kopobui, y nikapcbKkoro 3acoby (3aTBepaxeHo: 18 micauis,
KOMMNIEKTI 3 3anporoHoBaHo: 2 poku). BBegeHHs 3MiH
annikaTopom NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.
250. | HE®OIAM- PO34MH AN iH ekuini, | TosBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a He UA/17470/01/01
300POB'A 20 Mr/2 mn, no 2 mn obMexXeHow BUPOBHMUTBA, 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom nionsieae
B amnyni; no 5 BiAMoBiAanbHi KOHTPOMb SKOCTI, nikapcbkui 3aci6. Onuc Ta cknag (iHLwi 3miHn)
amnyn y KapTOHHIl CTIo BUMNYCK Cepil: npvBeaeHHst po3ainis «Cknag» 1a Metogis
Kopobui 3 "®apmaueBTn ToBapucTBo 3 koHTponto MKA J13 3a nokasHukom «O6’eM, Lo
neperopoakoto; no 2 YHa KOMMaHis obmexeHor BuTaraetbcs» (OPY, 2.9.17) y BignosigHicTb o
Mn B amnyni; no 5 "3popoB's" BiANOBIgANbLHICTHIO HOBOrO 3aTBEPIKEHOr0 BUAY NakyBaHHS - 1
amnyn y 6nictepi; no "®PapmaLeBTUYHa hnakoH no 2 mn. 3mMiHM BHECEHO B iHCTPYKLIitO
1 6nictepy y KOMMaHis ANs MEAUYHOTO 3aCTOCYBaHHS IikapCbKOro
KOpobLi 3 KAPTOHY; "3popoB's", YkpaiHa; 3acoby y po3gin "Cknag" (nogaBaHHsA donakoHa)
no 2 mn y cpnakoHi, BCi cTagii Ta siK Hacnigok - y po3ain "Cnocib 3actocyBaHHsi
no 5 cnakoHiB y BMPOGHMLTBA, Ta fo3u". BBegeHHs 3MiH npoTarom 6-Tu micauis
KOHTYPHIl KOHTPOMb SKOCTI, nicns 3aTBepaXKeHHs
YapyHKOBIN BUNYCK cepii:
ynakosui, no 1 ToBapwucTtBo 3
KOHTYPHIl obmexeHo
YapyHKOBIN ynakoBLi BignoBiganbHIiCTIO
B KapTOHHIln kopobui "®APMEKC Py,
YKpaina
251. | HITPOCOPBI | Ttabnetku no 0,01 T; MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a He UA/7349/01/01
a no 20 TabneTtok y "MoHdapm" 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae
6nicTepi; no 2 HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
Gnictepn y nayui 3 (BnacHuka peecTpauinHoro noceigveHHst). 3miHa
KapTOHY agpecu 3asiBHMKA. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsauiB nicns 3aTBepmpKeHHs. 3MiHM
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
NpoBaXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BkIoYaym
JinbHUL BUNYCKy cepii abo MicLie npoBeaeHHs
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

KOHTPOIIO SKOCTI. (QisnbHICTb, 3a AKy Bignosinae
BMPOBHWMK/IMNOPTEP, BKMHOYAKOUM BUMYCK CEpiit)
3MiHa agpecu BupobHuka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHu Micus BUpobHMUTBa. TepMiH
BBEAEHHS 3MiH NpoTSArom 6 mMicsuis nicns
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy chapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnsgy).
3MiHa ynoBHOBakeHoi 0cobu 3asiBHUKA,
BignosiganbHoOI 3a hapmakoHarnsag. Litoya
pepakuisa: Cosrupa Ceprint Cepriniosuy.
[MponoHoBaHa pepakuis: MNMacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTAKTHUX JAHUX
YMOBHOBaXEHOi 0COOM 3asBHYIKa,
BignosiganeHoi 3a hapMakoHarnsag.
3MiHa Micue3HaxoOkeHHs MacTep-darina
cuctemu cbapmakoHarnsgy. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.

UA/7586/01/01

252.

HOBOKAIH

cynosuTopii
pekTanbHi no 0,1 r;
no 5 cynosutopiis y
cTpwvni; no 2 ctpunu
y nauyui 3 KapToHy

NAT
"MoHdapm"

Ykpaina

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3miHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy 3asiBHUKa
(BNacHuka peecTpauinHoro NocBiAYEHHS) -
3MiHa agpecu 3asiBHUKa (BnacHuka
peecTpauinHoro noceig4eHHs). TepmiH
BBEOEHHS 3MiH - NPOTArom 6 MicsuiB nmicnsi
3aTBEpKEHHS; 3MiHuM | Tuny - AgMiHicTpaTUBHI
3MiHN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecu
MiCList MPOBAKEHHS AisiNbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3acoby, BKMoYa4m dinbHuLi BUunycky cepii abo
MicLie NpoBeAeHHS KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a AKy Bignoeigae
BMPOGHMK/iIMNOpTEp, BKIOYaKYM BUMYCK CEPIl) -
3miHa appecu BupobHuka M3 MNAT "MoHdapm",
YkpaiHa, 6e3 3MiHu MicLs BUpOGHULTBA. TepMiH

BBeAEHHS 3MiH NpoTsirom 6 Micsuis nicns

3a
peuerimom

He
nidnsicae
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3aTBepAKeHHs; 3MiHK | Tuny - 3MiHK Wopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnx
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 34iNCHEHHS
hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BiAMiHHA Bi# yNnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINtOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MmiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBa)eHoi
ocobu 3asBHMKA, BiANoBiganbHoI 3a
capmakoHarnsg. Litova pegakuis: CoBrupa
Ceprint CepriioBuny. MponoHoBaHa peaakuis:
MacTyweHko IHHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLe3HaxXoMKeHHA macTep-danna cucTtemm
dapmakoHarnagy. 3miHa micus 34iNCHEHHs1
OCHOBHOI isiNbHOCTi 3 dhapmakoHarnsgy

253.

HOO®EH®

Tabnetku no 250 wmr;
no 10 Tabnetok y
GnicTepi; no 2
Gnictepu y navui
KapTOHHIN

AT
"OnanHdapm”

JartBia

AT "OnaiHdapm”

JlatBia

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
npo cucteMmy papMakoHarnagy (BBeeHHs
y3aranbHeHVX JaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
dapmakoHarnsigy) 3MiHa KOHTaKTHOT ocobu
3as1BHMKA, BignoBiganbHoi 3a hapmakoHarnsg B
YkpaiHi.

[itova pepakuis: MNMpuckoka AHAPIN.
MponoHoBaHa pepakuia: CaByeHko AmnTpo
CeprifioBuy. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0cO0M 3asiBHUKA, BianoBiaansbHoi 3a
dapmakoHarnsa B YKpaiHi.

3a
peuernmom

UA/3773/01/01

254,

HYTPU®DNEK
C ninig nerli

eMynbCia ans
iHy3in; no 1250 mn

B. BpayH
Menb3yHreH

HimevumH
a

Bupo6HmuTBO,
nepBuHHA Ta

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
TexHiuyHa nomwunka (3rigHo Hakazy MO3 Big

3a
peuermom

UA/13247/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
abo no 1875 mny Al BTOPUHHA yNaKoBKa, 23.07.2015 Ne 460) BunpaBneHo TEeXHIYHY
MiLLKax NnacTUKOBMX Bunyck cepii: b. NOMWIIKY B iHCTPYKLT ANS MeQnYHOro
TprKamepHux; no 1 BpayH Menb3ayHreH 3acTocyBaHHS NnikapcbKoro 3acody, AonyLleHy y
MiLLIKY Al', HimeuunHa; narti 3aTBepAxeHHsi Ta Homepi Hakasy MO3
nnacTMKoBoMy KoHTponb cepii: B. Ykpainu: 3atsepmaxero: SATBEPIPKEHO Hakas
TpUKamepHoMy y BpayH Menb3yHreH MiHicTepcTBa OXOPOHM 3400P0B’s1 YKpaiHu
3aXMCHOMY MILLKY; Al', HimeyuunHa 06.09.2013 Ne 783 PeecTpaLiiHe NOCBiAYEHHS
no 5 3axmcHmx Ne UA/13247/01/01 3anponoHoBaHo:
MiLLKIB B KAPTOHHIN SATBEPXXEHO Hakas MiHicTepcTBa 0XOpOHU
KopobLi 3g0poB’a Ykpainm 20.11.2018 Ne 2142
PeectpauiiHe nocsigyeHHs Ne UA/13247/01/01
3a3HayeHe BUNpaBreHHs Bignosigae
MaTepianam peecTpauiiHoro 4ocke.
255. | HYTPU®NEK | emynbcis ans B. BpayH HimeyvumH B. BpayH Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/13297/01/01
cnnig iHdy3in; no 625 mn Menb3yHreH a Menb3yHreH Arl', TexHiyHa nomurnka (3rigHo Hakasy MO3 Big peuenmom
CNEUIANIbH (250 mMn po3uunHy Al HimeuyunHa 23.07.2015 Ne 460) BunpaBneHo TEXHIYHY
un amiHokucroT + 125 (BMpOBHMLTBO, NOMWIIKY B iHCTPYKLi ANS MeQnyHoro
MIT XXUPOBOI nepBuHHE Ta 3acTocyBaHHS nikapcbKoro 3acody, AonyLleHy y
emynbCii + 250 mn BTOPUHHE narti 3aTBepAxeHHsi Ta Homepi Hakasy MO3

PO3YMHY IIHOKO3N) B
MiLLKax NnacTUKoBMX
TpVKaMepHux; no 1
MILLKY Yy 3aXMCHOMY
nnacTUKOBOMY
MiLLKY; NO 5 MiLKiB Yy
KapTOHHI KOpoOLyi;
no 1250 mn (500 mn
PO3YMHY
amiHokucroT + 250
M7 )KMPOBOI
emynbcii + 500 mn
PO3YMHY TIIHOKO3N) B
MiLLKax NnacTUKoBUX
TpUKaMepHux; no 1
MILLKY Y 3aXMCHOMY
NnacTUKOBOMY
MiLLKY; N0 5 MiLkiB y
KapTOHHI KOpoOLyi;
no 1875 mn (750 mn
PO3YMHY
amiHokucroT + 375
MI XXMPOBOI
emynbCii + 750 mn
PO3YMHY TIOKO3M) B
MiLLKax NnacTUKoBMX
TpUKaMepHux; no 1
MILLKY Yy 3aXMCHOMY
NnacTUKOBOMY
MiLLKY; N0 5 MiLukiB y

nakyBaHHs, BUNYyCK
cepii); b. bpayH
Menb3yHreH Arl',
HimeuunHa
(koHTpoOnb cepii)

YkpaiHu:
3areepoxeHo: SATBEPIXXEHO Hakas
MiHicTepcTBa OXOpPOHM 340p0B’s1 YKpaiHu
28.10.2013 Ne 916 PeecTtpauiiiHe NocBig4eHHS
Ne UA/13297/01/01 3anponoHoBaHo:
SATBEPXXEHO Hakas MiHicTepcTBa 0XOpOHU
3n0poB’a YkpaiHu 20.11.2018 Ne 2142
PeectpauinHe nocsig4eHHs Ne UA/13297/01/01
3a3HayeHe BUMNpaBreHHs Bignosigae
maTepianam peecTpauiiHoro JOcbe.
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KapTOHHiI kopobui

256.

OKTOCTUM

PO34MH ANs iH'EKLIN,
15 mkr/mn; no 1 mn B
amnyni; no 10 amnyn
Y KapTOHHIN
ynakoBLUi

DeppiHr
IHTepHeLwHn
Centep CA

LLisewuapi
A

BMPOOHMLTBO,
nepBuHHE
nakyBaHHs1,
BignoBiganbHWi 3a
KOHTPOMb AKOCTI,
BUMNYCK cepil:
®eppiHr MM6X,
HimeuumnHa;
BTOPWHHE
nakyBaHHs: PeppiHr-
Jleunsa, a.c.,
Yecbka Pecny6nika

Himeyvumna/
Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MinHn | TMny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy dapMakoHarnagy (BBeeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BiANOBiAanbHOI 3a 30iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-danna cuctemm
dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBa)eHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
[MponoHoBaHa pepakuis: HikitTyeHkosa Jltob6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
dapmMakoHarnagy Ta noro Homepa.
3MmiHa Micus 3aiNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
apmakoHarnsgy

3a
peuerimom

UA/12728/01/01

257.

ONMETEK
nntoc

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, 20
mr/12,5 mr; no 14
Tabnetok y onictepi,
no 2 6nictepay
KapTOHHIN navui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

[Haiui Cankio FOpoyn
mM6X

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL}iHKM 3BITY 3 AOCHigKEHb, NPOBEOEHMX
BigMNOBIQHO 40 NMnaHy nejiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO B
IHCTpYKUilo ANS MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3acTtocyBaHHs", "lMobivHi peakuii” BignoBigHoO 40
OHOBIeHoI iHdopMaLii Wwoao 6e3neku
3aCTOCYBaHHS Ait04MX PEYOBUH 3rigHO 3

3a
peuernmom

He
nidnseae

UA/17624/01/01
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258.

OJIMETEK

pekomeHpauieto PRAC. BeegeHHs 3miH
nNpoTSArom 6-Tn MicsAUIB NicNsA 3aTBEPAXKEHHS

259.

nntoc

TabneTtkn, BKpUTI
NNiBKOBOIO
o6onoHkoto, 20
mr/25 mr; no 14
Tabnetok y Gnictepi,
no 2 6nictepa y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[Oaivi CaHkio FOpoyn
MM6X

HimevuunHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AoChigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiHN BHECEHO B
IHCTpyKUit0 ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o posginie "OcobnuneocTi
3actocyBaHHs", "MobiuHi peakuii” BignoeigHo 4o
OHOBMeHoI iHdopmaLii woao 6eanekn
3aCTOCYBaHHSI il04MX Pe4OBUH 3rigHO 3
pekomeHgauieto PRAC. BeegeHHs 3MiH
nNpoTsArom 6-Tn MicsAUIB NicNsA 3aTBEPAKEHHS

3a
peuenmom

He
nionsieae

UA/17624/01/02

260.

OJIMETEK
nntoc

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, 40
mr/12,5 mr; no 14
Tabnetok y onictepi,
no 2 6nicrepay
KapTOHHIN navui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiyi CaHkio FOpoyn

mM6X

HimevuunHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6es3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTaT
OL|iHKM 3BITY 3 AocChigKeHb, NpOBEeAeHUX
BiMNOBIQHO 4O MnaHy nejiaTpuyHuX AoChiaXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO B
IHCTPYyKLUit0 ANst MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHoO oo
OHOBJIEHOI iHchopMmalii Wwoao 6e3neku
3aCTOCYBaHHsI [it04MX PEHOBUH 3rigHO 3
pekomeHaauieto PRAC. BeeaeHHs 3MiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEPKEHHS

3a
peuernmom

He
nionsieae

UA/17624/01/03

OJIMETEK
nnioc

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, 40
mr/25 mr; no 14

3eHTiBa, K.C.

TabneTtok y 6nictepi,

Yecbka
Pecnybnik
a

[aiui CaHkio FOpoyn

mM6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii ansi

3a
peuenmom

He
nionsieae

UA/17624/01/04




ITania

Private Limited, India. 3anuwaetbesa

anbTepHaTUBHUIA BUPOBHUK KOTPUii BUKOHYE

181 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
no 2 6nictepa y MeAMYHOro 3acTOCyBaHHS Ha NiacTasi
KapTOHHIN nayui perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapCcbKoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3mMiHy y3roa)eHo 3 KOMNETEHTHUM
YNOBHOBaXeHUM opraHom) 3MiHVN BHECEHO B
IHCTPYKLil0 ANA MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” BignoeigHo 4o
OHOBJEHOI iHhopmalii Wwoao 6e3neku
3aCTOCYBaHHS [il04NX PEYOBMH 3riAHO 3
pekomeHgauieto PRAC. BeegeHHs 3MiH
npoTSaromM 6-Tu MicsaLiB Nicnsa 3aTBepAXeHHs
261. | ONNITAP® 2 Tabnetku no 2 mr; MeHapiHi Trokcemby BMPOGHMLTBO "in ITanisa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/6108/01/02
Mmr no 30 TabneTtok y IHTEepHeLwoHan pr bulk", kiHueBe 3MiHW | TMNYy - AOMiHICTpaTMBHI 3MiHW. peuenmom
6nictepi; no 1 abo OnepeWoHc nakyBaHHS, BUMYCK Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
no 2 énictepu B ITrokcembypr cepin: AinbHUUi Ans A®I, npomixkHoro npoaykty abo
KapTOHHIl kopobui C.A. A. MeHapiHi roTOBOrO NikapcbKkoro 3acoby, AinbHuUUi ans
MaHydakTypiHr NPOBEAEHHSI NaKyBaHHs, BUPOOHUKa,
JloricTikc eHa BigMNoBiganbHOro 3a BMNycK cepin, micue
Cepsicec C.p.J1., NpoBeAeHHs KOHTPONto cepii) abo
ITania nocravanbHuKa BUXIQHOrO Marepiany, peareHTty
KOHTPOrb cepil: abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
A. MeHapiHi [OCbE) - aAMiHICTpaTMBHA 3MiHa BUMYYEHHS
MaHydakTypiHr BMPOGHMYOT AiNbHULI BignosigansHoi 3a
TNoricTikc eHp BMPOBHMLTBO fikapcbkoro 3acoby "in bulk" USV
Cepsicec C.p.J1., Private Limited, India. 3anuwaetbcs
ITanis anbTepHaTUBHUIA BUPOBHUK KOTPUIA BUKOHYE
TaKy X yHKLUItO, Wo 1 BunyyYeHnn "A. MeHapiHi
MaHydakTypiHr JoricTikc eHg Cepsicec C.p.J1.,
ITanis (Bia Kamno gi MNine...)"
262. | ONTAP® 3 Tabnetku no 3 mr; MeHapiHi Trokcemby BMPOGHMLTBO "in ITanisa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/6108/01/03
Mmr no 30 Tabnetok y IHTepHelLoHan pr bulk", kiHueBe 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. peuenmom
6nicTepi; no 1 abo OnepenwoHc nakyBaHHs1, BUNYCK BunyueHHs BUpOGHMYOI AinbHULI (BKIHOYaO4M
no 2 6nictepu B TTrokcembypr cepin: AinbHWUi Ans A®I, npomixkHoro npoaykTy abo
KapTOHHiI kopobui C.A. A. MeHapiHi roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
MaHydakTypiHr npoBeAeHHSs NakyBaHHs1, BUPOOHNKa,
JloricTikc eHa BignoBigansHOro 3a BMNycK cepin, micue
Cepsicec C.p.J1., NpoBeAEHHS! KOHTpOrto cepii) abo
ITanis nocrayanbHWKa BUXiAHOrO MaTepiany, peareHTy
KOHTpOrb Cepil: abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
A. MeHapiHi nocbe) AaMiHicTpaTMBHA 3MiHa BUMYYEHHS
MaHydakTypiHr BMPOGHMYOT AinbHULI BiANOBigansHoI 3a
TNoricTikc eHp BMPOBHMLTBO nikapcbkoro 3acoby "in bulk" USV
Cepsicec C.p.J1.,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Taky X YHKLUi0, WO 1 BunyvyeHun "A. MeHapiHi
ManydaxkrypiHr Jlorictikc eHg Cepsicec C.p.J1.,
ITanis (Bia Kamno gi Mine...)".
263. | OHAAHCETP | Ttabnetku, BKpUTI My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/3803/01/01
OH 06010HKOI0, M0 4 Mr, akKujioHepHe aKuioHepHe 3MiHW | Tuny - 3MiHK 3 akocTi. [oToBMI peuenmom
no 10 Tabnetok y TOBapUCTBO TOBapUCTBO nikapcbkuii 3aci6. KoHTponb rotoBoro
6nictepi; no 1 "HaykoBo- "HaykoBo- nikapcbkoro 3acoby. 3miHa napameTpis
6nictepy y nayui 3 BUPOBHNYUI BUPOBOHWYUIA LIEHTP cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
KapTOHY LeHTp "BopLuariBCbkumn nikapcbKkoro 3acoby (iHLWi 3MiHKW) - 3MiHK B
"BopLuariBcbk XiMiKO- cneundikauii '3 npy BunNycky Ta NpoTsirom
Wi XiMiKo- dapmaueBTUYHUIA TepMiHy NpuaaTHOCTI LLOAO BUMNPAaBIEHHS
thapmaueBTmy 3aBog” NOMUIIKN B MONEKYNAPHIN hopmyni gitoyoi
HWI 3aBog" peyoBuHM OHOaHceTpoH B po3aini «KinbkicHe
BM3HAYEHHS»
264. | OHOAHCETP | Ttabnetku, BKpUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/3803/01/02
OH obornoHKoto, no 8 wr, aKuioHepHe aKuioHepHe 3MiHW | Tuny - 3miHn 3 skocTi. [oToBMI peuenmom
no 10 Tabnetok y TOBapucTBo TOBapuUCTBO nikapcbkui 3aci6. KoHTponb rotoBoro
Gnictepi; no 1 "HaykoBo- "HaykoBo- nikapcbkoro 3acoby. 3miHa napameTpis
Gnictepy y nayui 3 BMPOGHNYUIA BMPOGHWYMIA LEHTP cneumdikauin Ta/abo JONyCTUMNX MEX roTOBOIO
KapTOHY LeHTp "BopLuariscbkuii nikapcbKkoro 3acoby (iHLWi 3MiHN) - 3MiHK B
"BopLuariscbk XiMiKO- cneundikauii '3 npu Bunycky Ta NpoTsirom
Wi XiMiKo- dapmaueBTNYHUIA TepMiHy NpuaaTHOCTI LLIOAO BUMNPAaBIIEHHS
hapmaueBTuy 3aBof" NOMUIIKN B MONEKYNSPHIN dbopmyni Aitoyol
HWI 3aBog" pevoBuHM OHOaHceTpoH B po3aini «KinbkicHe
BM3HAYEHHS»
265. | OHOAHCETP | nopoluok TOB YkpaiHa IHKE, C.A. Icnanis BHECEHHS 3MiH 10 peecTpaLinHuX maTepianis: - - UA/18848/01/01
OHY (cybeTaHuis) y «OAPMACEN 3Minu | TUNY - AgmiHicTpaTuBHi 3MiHK. 3MiHa
riQPOXJIOPU | nopaginHux » HaiMeHyBaHHs Ta/abo agpecu 3asBHUKA
0O OUriaPAT nonieTuneHoBmx (BnacHuka peecTpaLiiHoro NOCBig4YeHHs) 3miHa
nakeTax aons appecu 3asiBHUKA
dapmaLeBTU4HOro
3aCTOCYBaHHA
266. | ONATAOUH Kpanni O4Hi, pO34mH, Bapluascbkuii Monbwa Bapluascbkuii Monbwa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3a - UA/19029/01/01
EKO 1 mr/mm; o 5 mn hapmaueBTuy dapmaueBTUYHUIA 3MiHn | TUny - 3MiHu 3 akocTi. API. (iHLWi 3MiHW) peuernmom
pO34nHYy B HWI 3aBOA, 3aBog Monbda AT oHoBneHHa DMF Ha gitovy peqoBuHy
nonieTuneHoBoMy Monbda AT ononaTtajwvH rigpoxnopwa Bif, 3aTBepOXKEHOro
dnakoHi- BMpobHuka Curia Spain S.A.U., Spain
KpanenbHuLj (3aTBepmkeHo: Open part: DMF 02AP05-
MicTkicTio 5 mn i3 V0673/0-Oct2015; Restricted part: DMF
KPULLIKOKO 3 02RP05-V0673/0-Oct2015 3anpornoHoBaHo:
rapaHTiiHUM DMF 02AP010-V0673/0-Feb2022; Restricted
Kinbuem; no 1 ao part: DMF 02RP010-V0673/0- Feb2022). 3miHu |
no 3 nakoHu y Tuny - 3miHn 3 skocTi. A®I. KoHTponb A®I. 3miHa
KapTOHHiI kopobLyi y napameTpax cneuudikauin Ta/abo gonyctummux
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXIZHWI/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBECS Y npoLeci BupobHuutea AdI
(BUNYYEHHS1 HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpvknag BUIyYeHHS 3acTapinoro nokasHvka))
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n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

267.

OTPUBIH 3

BUITy4YEHHSA HE3HAYHOrO NoKa3HUKa SIKOCTI 3i
crneundikauii 4ilo4oi pedoBuHU, a came «Baxki
meTanuy. 3miHn | Tuny - 3miHm 3 akocTi. ADI.
Bupo6HuLTBO. 3MiHa BUPOOHHMKa
BWXiAHOro/MPOMiXKHOro NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOBHMYOMY npoLeci
A®l, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge
HeobXiAHO, MicLie NPOBEAEHHS KOHTPOMIO SKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
A0Cbe)(iHLWI 3MiHM) JONOBHEHHS B 3aKpUTY
yactmHy DMF Ha gitovy pedoBuHy ononataguH
rigpoxnopua BUpoGHMKa BUXIgHOrO maTtepiany.
3MiHn | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
npoBaXXeHHs AisAnbHOCTi BUPOGHMKa
(Bkrtoyatoun, 3a HeobxigHoCTI, micue
NpoBeEeHHS KOHTPOJO SIKOCTi), abo BnacHuka
mMacTep-canna Ha A®l, abo nocTayanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHMLITBI
A®| (sKLLO 3a3Ha4YeHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BiaCyTHOCTI cepTudikaTa BiANOBIAHOCTI
€BponeWcbkin dhapmakonei y 3aTBepakeHoMy
nocbke, abo BMpoBHUKa HOBOI JOMNOMIKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y OCbE) 3MiHa
HaliMeHyBaHHS1 BUPOGHMKa Aito40i pe4oBUHN
ornonaTtagvH rigpoxnopuga
3arBepoxeHo:Crystal Pharma S.A.U., Spain
B3anponoHoBaHo: Curia Spain S.A.U., Spain

MEHTOJIOM
TA
EBKANINTO
M

crpew HasanbHUi,
pososaHun 0,1 %;
no10 mny
noniMepHomy
dnakoHi 3
poanunioBavem; no
1 donakoHy B
KapTOHHIN kopobLyi

rCK
KoHcblomep
Xenckep
CAPN

Lsewuapi
a

"CK KoHcblomep
Xenckep CAPJ

LLiseniuapis

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHn | TUny - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMNX MEX rOTOBOrO
nikapcbkoro 3acoby (BHeCeHHst 3MiH 40 AOChE
nicnsi OHOBMEHHA 3aranbHOI CTaTTi Ha rOTOBY
nikapcbky cdopmy y [1PY/Esponenicokin
apmakonei) 3miHn y napameTpi cneumdikawii
«OpHOopiAHICTE 03K, WO AOCTaBMSETHCS» 3
METOH NPUBEAEHHS Y BiANOBIAHICTb 3 MOTOYHUM
BuaaHHam €d no sumor EP0676 Nasal
preparations. Takox 3asiBHUK BHOCUT HE3HAYHI
YTOYHEHHs 4o po3gainy aocke 3.2.P.5.6.
«OBrpyHTYBaHHs crneumdikaLii» woao ouiHku
pU3nKy Ans HiTpo3aMiHy BignoBigHO A0
cyyacHux Bumor. 3minm | Tuny - 3miHmn 3 AKocTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa y meTogax

6e3
peuyenma

UA/5416/01/01
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n/n

JliKapcbK020
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3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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BupobHuk
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PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BMUNpobyBaHHS rOTOBOrO NikapCcbKoro 3acoby
(oHOBNEHHs npoLenypy BUNPOOYBaHHS Anst
nNpuBeAEHHS Y BiANOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto [JOY abo €Bponeincbkoi
dapmakonei) OHoBNEHHS NpoLeaypu
BUNpobyBaHHs 3a nokasHukoM «OaHOpIOHICTb
003U, L0 AOCTaBNAETLCA» 3 METO NpUBEAEHHS
Y BiANOBI4HICTb 3 MOTOYHMM BUAAHHSAM
€Bponeiicbkoi Papmakonei BignosigHO 40 BUMOr
EP0676 Nasal preparations. 3minu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA nikapcbkuii 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaui Ta/abo gonycTummx
MeX roTOBOroO fikapcbkoro 3acoby (BHECEHHS
3MiH 40 OOCbE MiCNs OHOBEHHS 3aranbHol
CTaTTi Ha roToBY NikapCcbKy hopmy y
[dY/Esponencekini hapmakonei) 3MiHn y
napameTpi cneumdikauii «CepegHst fo3a, LWo
[OCTaBMSETLCSA» 3 METO MPUBEAEHHS Y
BiANOBIAHICTb 3 MOTOYHUM BUAAHHAM
€ponevicbkoi Papmakonei go sumor EP 0676
Nasal preparations. 3miHu | Tuny - 3miHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTopax
BMNpobyBaHHsA rOTOBOrO NikKapCbKoro 3acoby
(oHOBMEHHSs Npouenypu BUNpobyBaHHA Anst
NpVBEAEHHS Y BiANOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatteto [JPY abo €sponeincbkoi
dapmakonei) OHOBMEHHS npoLeaypu
BMNpobyBaHHS 3a nokasHukom «CepeaHs 4033,
L0 AOCTaBMSIETLCSA» 3 METO MPUBEAEHHS Y
BiANOBIAHICTb 3 MOTOYHUM BUAAHHAM
€sponevicbkoi Papmakonei go sumor EP 0676
Nasal preparations. 3minu | Tvny - 3miHu 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (4onoBHEHHS cneumdikauii
HOBMM MOKA3HMKOM 3 BiAMNOBiAHUM METO40M
BuNpobyBaHHs) [logaBaHHs napameTpy
cneuudikauii «KinbkicTb po3nuneHb ANs O4HOro
KOHTEeNHepay Ta BiAnoBigHOro MeToay
BunNpobyBaHHs BignosiaHo fo Bumor EP0676
Nasal preparations

268.

O®JIOKCALIN

H

Tabnetkn no 0,2 r no
10 TabneTtok y
Gnictepi; no 1
Gnictepy y nauui 3
KapToHy; no 10

MpuBaTHe
akuioHepHe
TOBapuUCTBO

"TNekxim -

Xapkis"

YkpaiHa

MpuaTHe
akuioHepHe
TOBapuUCTBO "Jlekxim
- XapkiB", YkpaiHa;
MpAT «TexHonory,

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HeobXigHICTIO NPUBEAEHHS Y

3a
peuerimom

UA/5050/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Tabnetok y 6nictepi, YkpaiHa Bi4NOBIgHICTb A0 MoHorpadii APY abo

no 50 a6o 100
GnicTepiB y nayui 3
KapTOHY

€sponelicbkoi hapmakonei, abo iHwof
HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneumdikaLisx, nos'sdaHa 3i amiHamu B J®Y,
abo €sponericbkin hapmakonei, abo iHLWii
HauioHanbHin bapmakonei aepxasun €C) 3amiHa
y cneumdikaLii Ailo4oi peHoBUHM OGNOKCaLMHY,
noe'si3aHa 3i 3MiHaMu B y €BpONECbKin
dapmakonei.

CynyTHs 3MiHa- 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponeicbkin dhapmakonei/MoHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIgHICTb A0 MoHorpadii APY abo
€Bponelcbkoi hapmakonei, abo iHLWoi
HauioHanbHoi dhapmakonei gepxasu €C (iHLwi
3MiHM) 3MiHU y cneundikauii Ta meTogax
KOHTPOSO SKOCTi Aito40i pe4oBUHN
ochriokcaumHy 3a nokasHukamm
«lpenTndikadisi», «Jomiwka A» Ta «CynpoBigHi
OOMILLKMY MOB'si3aHi 3 HEOOXiOHICTIO NPUBEAEHHS
y BiAnoBIigHICTb 40 MoHorpadii €BponencebKoi
capmaxkonei. 3miHu | Tuny - 3miHm 3 skocTi. ADL.
KoHTponb A®l. 3miHa y napameTpax
cneuundikaui Ta/abo JoNyCTUMNX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoleci BupobHuutea AdI
(BUMYYEHHSA HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpvknag BUMyYeHHs 3acTapinoro nokasHuka))
BUMYyYeHHs napameTpa «Baxki metanu» 3i
cneumdikaLii 4ilo4oi pe4OBUHM OGIOKCALMHY.
3MmiHu | TNy - 3miHK 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepioy NOBTOPHMX
BuNpobyBaHb/nepioay 3bepiraHHs abo ymoB
36epiraHHs APl (3a BigcyTHOCTI Y
3aTBEPKEHOMY [OChE cepTudikara
BigNOBIQHOCTI €Bponerichbki hapmakonei, Wwo
BKIOMaE nepiof NOBTOPHOrO BUMPOGYBaHHS)
(nepio noBTOpHOrO BUNPOBYBaHHA/NEpioa
36epiraHHs1) - 36inbLueHHs1 abo BBeAEHHSA
nepiogy NoBTOpHOro BunpobyBaHHs/nepiony
36epiraHHsi Ha OCHOBI pe3ynbTaTiB OCHIAXEHb Y
peanbHoMmy yaci. 36inbLueHHs nepiogy
NMOBTOPHOrO BUNPOBYBaHHSA Ailo40i peYOBUHN
odpriokcaumHy o 4 pokiB Ha OCHOBI pe3ynbTaTis
[ocnigpKeHb y pearnibHOMY Yaci. A Takox 3MmiHa
«TEePMiHy NPUAATHOCTI» Ha «TEPMiH
NEePEKOHTPONIO».
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
269. | O®JIOKCALU | tabnetkn no 0,2 r; in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - - UA/5049/01/01
H bulk: no 3000 akuioHepHe akuioHepHe 3MiHuM | TUny - 3MiHu 3 akocTi. CepTudikat
Tabnetok y TOBapUCTBO TOBapUCTBO "J1ekxim BignosigHocTi/lE-cepTndikaT BigNoBigHOCTI
KOHTeWHepax "Nekxim - - XapkiB", YkpaiHa; €BponeWcbkin dhapmakonei/MoHorpadii. 3miHun,
Xapkis" MpAT «TexHonory, noB'A3aHi 3 HeobXiAHICTIO NpYBEAEHHS Y

YkpaiHa

Bi4NOBIgHICTb 40 MoHorpadii APY abo
€BponencbKoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei Aepxasu €C (3miHa
y cneumdikaLisix, nos'sdaHa 3i amiHamu B [JOY,
abo €Bponelicbkin hapmakonei, abo iHLWin
HaujioHanbHi dapmakonei gepxasn €C) 3amiHa
y cneumdikauii 4ito4oi pevoBMHM OhrioKCaLMHY,
noe'si3aHa 3i 3aMmiHaMu B y €BponeiicbKiii
dapmakonei.

CynyTHs 3MiHa- 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANOBIAHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBIgHICTb 40 MoHorpadii APY abo
€Bponelncbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasn €C (iHLwi
3MiHM) 3MiHK y cneundikalii Ta meTogax
KOHTPOIIO SIKOCTi Ait040i pe4OBUHN
ochriokcaumHy 3a nokasHukamu
«loeHTndikauis», «Jomiwka A» Ta «CynpoBigHi
OOMILLKMY» NOB'si3aHi 3 HEOOXIQHICTIO NPUBEAEHHSI
y BiAnNoBigHICTb A0 MOHorpadii €BponencebKol
dapmakonei. 3miHu | Tuny - 3miHum 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONYCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWI/NPOMIDKHUI NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoleci BupobHuutea AdI
(BUNYYEHHS! HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpvknag BUMyYeHHS 3acTapinoro nokasHvka))
BUIyYEHHS napameTpa «Baxki metanu» 3i
crneundikauii Ailo4oT peHoBUHM OdNOKCaLMHY.
3miHu | Trny - 3miHm 3 skocTi. AdI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BuNpobyBaHb/nepioay 36epiraHHst abo ymoB
36epiraHHs APl (3a BigcyTHOCTI Y
3aTBEpAKEHOMY AOChE cepTudikara
BignoBigHocCTi EBponenchkii hapmakonei, Wo
BKITHOYa€E Nepioz NOBTOPHOIO BUNPOOYBaHHS)

(nepioa noBTOpHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLUeHHss abo BBEAEHHS
nepiogy NoBTOpHOro BunpobyBaHHs/nepiony
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCHIAXEHb Y

peanbHoMy yaci. 36inbLueHHs1 nepiogy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NMOBTOPHOro BMNPOBYBaHHS Ait040i pe4yoBUHM
odhriokcaumHy A0 4 pOKiB Ha OCHOBI pe3ynbTarTis
JocnigpkeHb y peanbHOMY Yaci. A TakoX 3MiHa
«TepMiHy NpuaAaTHOCTI» Ha «TEePMiH
NEePEKOHTPONIO».
270. | O®JIOKCALIU | nopoLuok MpuBaTHe YkpaiHa XKesHr IcT-Asis Kutan BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - - UA/12129/01/01
H (cybeTaHuis) y akKujioHepHe dapmacsbtoTikan Ko., 3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
noaginHNX TOBapUCTBO Jita. BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
nonieTuneHoBmx "Nekxim- €Bponecbkin dapmakonei/MoHorpadii. 3miHn,
nakeTax ans Xapkis" NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
dapmaLeBTU4HOro BiAMNOBIAHICTbL A0 MOHorpadii AdY abo
3acToCcyBaHHs €Bponeicbkoi hapmakonei, abo iHLWoi

HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneundikauisix, noe'sidaHa 3i amiHamu B [JOY,
abo €Bponelicbkin hpapmakonei, abo iHLWin
HauioHanbHin bapmakonei aepxaeun €C) amiHa
y cneuudikadii, noB'a3aHa 3i 3MmiHaMu B y
€Bponencbkin dhapmakonei. CynyTHs 3amiHa -
3MminHun 3 skocTi. CepTtudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI EBPONENCHKIN
capmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeoOXiAHICTIO MpuBeaeHHs Y BignoBigHiCTe 40
MoHorpadii AdY abo €Bponencbkoi
dapmakonei, abo iHLWOoT HaLioHanbHOT
capmakonei gepxasu €C (iHWi 3MiHW) 3MiHN Y
crneungikaLii Ta MeTogax KOHTPOI SKOCTI 3a
nokasHukamu «lgeHtudikauisy, «Jdomiwka A» Ta
«CynpoBigHi 4OMiLLKU» NoB'sA3aHi 3
HeOoOXiAHICTIO NpUBeaEHHS Y BigMNOBIHICTE OO
MoHorpadii €Bponencekoi hapmakonei. 3MiHu |
Tuny - 3miHn 3 sikocTi. A®L. KoHTponb ADL. 3miHa
y napameTpax cneuudikadin Ta/abo gonyctummx
MeX, BU3Ha4eHux y cneumdikauisx Ha Ad®l, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPVCTOBYIOTBECS Y npoLeci BupobHuutea AdI
(BUNYYEHHS! HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpvknag BUMyYeHHs 3acTapinoro nokasHuka))
BUIMyYeHHA NapameTpa cneundikauii «Baxki
meTanuy». 3MiHu | Tuny - 3miHu 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepioly NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs AdI (3a BigcyTHOCTI Yy
3aTBEPKEHOMY [OCbE cepTudikata
BignoBigHOCTI €Bponerickki hapmakonei, Wwo
BKItOMAE Nepiof NOBTOPHOro BUNPOGYBaHHS)
(nepiog noBTOpHOrO BUNPObYBaHHsA/Nepion
36epiraHHs1) - 36inbLueHHs1 abo BBEAEHHSA
nepiogy NoBTOpHOro BunpobyBaHHs/nepiony
36epiraHHsi Ha OCHOBI pe3ynbTaTiB 4OCNIAXEHb Y
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

peanbHOMY 4aci - 36inbLeHHs nepioay
NMOBTOPHOIO BUNPOOYBaHHSI HA OCHOBI
pesynbTaTiB AOCHIMpKEHb Y peanbHOMy Yaci. A
TaKoX 3MiHa «TEePMiHY NPUAATHOCTI» Ha «TEPMIH
nepekoHTpontoy». flitova pepakuia: TEPMIH
NMPNOATHOCTI. 3 poku. MNponoHoBaHa
pegakuis: TEPMIH MEPEKOHTPOIKO. 4 poku

271.

ODOP®

TabneTku, BKPUTI
NniBKOBOK
o6onoHkoto, no 10
Tabnetok y Gnictepi;
no 1 Gnictepy B
KapTOHHIN nayui

OPIAHOCVIH
NANOCAEHC
U3 (Ed 3ET 1)

OAE

EsepTtomkeH Jland
CaeHcus Jlimiten

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MmiHun | TMny - 3MiHuM 3 siKocTi. [oTOBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

crneunikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIrO
nikapcbkoro 3acoby (iHLi 3MiHW) LONOBHEHHS
nokasHukiB cneuudikadii ans n.
"MikpobionoriyHa uynctota" (3aranbHa Yyncno
XUTTE3OATHUX MikpoopraHiamie (TAMC) Ta
(Escherichia coli) y BianosigHocTi 4o sumor BP.
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNpobyBaHHS rOTOBOrO NikKapCcbKoro 3acoby

(iHWi 3miHK y MeTogax BuNpobyBaHb
(BktoYatoum 3amiHy abo JOMOBHEHHS))
[onoBHeHHs y TecTi "MikpobionoriyHa ynctoTta”
MeToAiB aHanidy (3aranbHa Yncno
XUTTE3aATHUX MikpoopraHismis (TAMC) Ta
(Escherichia coli) y BinnosigHocTi o Bumor BP

3a
peuerimom

UA/7732/01/01

272.

OPOP®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, in bulk:
no 2500 TabneTok y
nakeri; no 1 nakety
y Kopob6ui i3
ropokapToHy

OPTAHOCVH
NAVGCAEHC
U3 (E® 3ET )

OAE

EBepTomkeH Iland
CaeHcus Jlimiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHn | TUnYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN) AONOBHEHHS
nokasHuKiB cneuudikauii ans n.
"MikpobionoriyHa unuctota" (3aranbHa 4mcno
XUTTE3aAaTHMX MikpoopraHiamis (TAMC) Ta
(Escherichia coli) y BinnosigHocTi fo Bumor BP.
3MiHn | TUnYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPoByBaHHS roTOBOrO NiKapCbKoro 3acoby

(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkntovatoum 3amiHy abo JOMOBHEHHS))
OonoBHeHHS y TecTi "MikpobionoriyHa yncroTa"
MeTogiB aHanisy (3aranbHa 4ucno
XUTTE3aaTHMX MikpoopraHiamis (TAMC) Ta
(Escherichia coli) y BignosigHocTi o Bumor BP

UA/7733/01/01

273.

NMABATN

PO34MH Ans iH'EKLIN,
100 mkr/mn; no 1 mn

®eppiHr TM6X

HimevumH
a

PeppiHr M'M6X,
Himeyuynna

HimeuuunHa/
Yecbka

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TMny - 3MiHKM Woao

3a
peuenmom

UA/8834/01/01




189 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
y donakoHi; no 5 (BUPOBHMLTBO, Pecnybnika 6e3nekn/eeKTMBHOCTI Ta hapmakoHarnsgy.
driakoHiB y BiAnNoBiganbHWi 3a BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
KapTOHHIN ynakoBLii nepBUHHE npo cucteMy chapmakoHarnagy (BBegeHHs
nakyBaHHs, y3aranbHeHVX AaHnX Npo cuctemy
KOHTPOMb SKOCTi Ta chapmakoHarnsgy, amiHa ynoBHoBaxeHoi ocobu,
BUMYyCK cepii); BiANOBiAanbHOI 3a 3AiNCHEHHS
deppiHr-Nfieunsa, chapmakoHarnsgy; KOHTakTHoOi ocobu 3
a.c., Yecbka apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
Pecny6bnika capmakoHarnsgy B YkpaiHi, AKLwo BoHa
(BignoBiganbHuUi 3a BigMiHHA Big YNOBHOBaXXeHOI ocobu,
BTOPUHHE Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
nakyBaHHs) (BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHWX
YNOBHOBa)eHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
[MponoHoBaHa pepakuis: HikitTyeHkoa Jlto6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
dapmakoHarnsag B YkpaiHi.
3MiHa Micue3HaxomKeHHs1 MacTep-daiina
cucTemMu chapmakoHarnsgy Ta horo Homepa.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy
274. | NACK NopoLLOK Ans AT TNaTBis AT "OnanHdpapm" Natsis BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/11571/01/01
HATPIEBA oparnbHOro po34vnHy "OnanHdapm” 3miHu | Tvny - 3miln wopo peuernmom
Cinb no552r,no12,5r 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

npenapaty y
nakeTuky 3
namiHarty; no 25 a6o
300 nakeTukis B
KapTOHHIN kopobLyi

BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
npo cucteMy papmakoHarnagy (BBeeHHs
y3aranbHeHVX JaHuX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnOBHOBaxeHOi ocobu,
BiAnoBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsigy) 3MiHa KOHTaKTHOT ocobu
3as1BHMKA, BignoBiganbHoi 3a papmakoHarnsg B
YkpaiHi.

[itova pepakuis: MNMpuckoka AHAPIN.
MponoHoBaHa pepakuia: CaByeHko AmMuUTpo
CeprifioBuy. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0cO0M 3asiBHWUKA, BianoBiaansHoi 3a
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
chapmakoHarnsg B YkpaiHi

275. | NEHTAKCUM | nopoLuok CaHodi ®paHuis MOBHUW LKA ®paHuis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/13010/01/01

® BAKLIMHA Haemophilus MacTep BUPOGHMUTBA, YropwuHa 3MmiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb peuenmom
anAa influenzae Tuny b Ta 3anoBHEHHSA Ta AdI. 3miHa y napameTpax cneuudgikadi Ta/abo
MPO®INAKT cycneHsis ans nioginizauis AONYCTUMUX MEX, BUSHAYEHMX Y creumdikauisax
UKH iH’ekuin (0,5 mn); no (donakoHu), Ha A®I, abo BMXigHUA/MPOMIKHWIA
OUOTEPII, 1 dpnakony 3 BTOPUHHE NpoayKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y
NMPABLA, nopotukom Ta 1 nakyBaHHs, npoteci BUpobHmuTea AD| (4ONOBHEHHS
KALUNMKOKY nonepegHLo KOHTPOSb SIKOCTI, cneungikaLii HOBUM MOKa3HMKOM SIKOCTi Ta
(AUENONAP | 3anoBHeHOMY BUNYyCK cepii: Bi4NOBIgHMM MeTOAOM BUNPOOYBaHHs) 3MiHa y
HUNA wnpwuuy (0,5 mn) 3 CaHodpi Nacrep, cneundikauii po3unHy HaTpilo NakraTty, Wo
KOMMOHEHT | npukpinneHoto ®paHLisn; BTOpUHHE BUKOPUCTOBYETBLCA B AKOCTi BUXiZHOIO
, ronkoto (abo 2 nakyBaHHs, BUNyCcK marepiany npy BUPOBGHULTBI OYMLLEHOrO
noniomieni OKpEMUMMU ronkamm), cepii: CaHodi- AN TEepPINHOro aHaTOKCUHY Ta Hepo3dacoBaHOro
TY WO MIiCTUTb AseHrTic NMpansit Ko. KOH’toroBaHoro nonicaxapugy Haemophilus b.
IHAKTUBOBA | cycneHsito ons JIta., Mnatdopma 3artBepokeHo: “Sodium lactate solution” Ph.Eur.
HATA iH €KL, B KAPTOHHIN NOTiCTUKM Ta 1151, Edition 9.0. 3anponoHoBaHo: “Sodium (S)
BAKLUUHA kopobui; no 1 ancTpmbyuii y m. lactate solution” Ph.Eur. 2033, current edition.
onsa bnakoHy 3 Bypanewr, TepMiH BBEAEHHS 3MiH - YepBeHb 2024. 3MiHu |
MPO®INAKT nopoLuxkom Ta 1 YropwuHa Tuny - 3miHn 3 akocTi. A®L. KoHtponb A®I. 3miHa
UKHn nonepegHbo y MeTogax BunpobyeaHHs AP| abo BMXigHOro
IHOEKLIN, 3anoBHEHOMY MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
CNPUYUHEH | wnpwuuy (0,5 mn) 3 BUKOPUCTOBYETLCA Y NpoLeci BUpobHuutea AdI
nx NpYKpinneHoto (iHWwi 3miHKn) 3amina in-house reference standard
HAEMOPHIL ronkoto (abo 2 (cepist S3190), sikMiA BUKOPUCTOBYETLCS NS
us Tuny B OKpEMUMM ronkamu), BM3HaY€HHSA BMIiCTY AN TEPIHOrO TOKCHHY abo
KOH’IOFOBA | wo micTuTb aHaTOKCUHY (TUTP pnokynsuii) BigHOCHO Aitoyoi
HA, cycneHsito ans PEYOBUHU OYMLLIEHOTrO AN TEPINHOrO
AOCOPBOBA | iH'ekuin, y aHatokcuHy (PDT) Ha komepLiliHy cepito
HA cTaHgapTHO- OndTepiHOro aHTUTOKCKHY Bif 30BHILUHLOIO

EeKCMOPTHIN noctavanbHuka (cepis 14AD19004). TepmiH

yrnakoBLi, sika BBELEHHS 3MiH - YepBeHb 2025

MiCTUTBCA Y

KapTOHHIN kopobui (3

iHCTpyKLUieto ans

Mean4Horo

3aCTOCYBaHHs)

276. | NEHTACA cynosuTopii DeppiHr LLisenuapi PeppiHr M'M6X, Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/4990/01/01
pekTanbHi no 1000 IHTepHeLwHN A HimeuunHa LLiseniuapis 3miHu | TUny - 3miHn wWopo peuenmom
mr; no 7 CeHTtep CA (BignoBiganbHuWii 3a 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.

Cyno3uTopiis y BUMYCK cepii); BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX
GnicTepi; no 4 DdeppiHr npo cucteMy cpapmakoHarnsgy (BBeAeHHs
Gnictepu B IHTEepHewwHn CeHTep y3aranbHeHVX JaHuX npo cuctemy
KOMMIEKTi 3 CA, Leenuapis dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
ririeHiYHnMK (BUPOBOHULTBO) BiOQNoBiganbHOI 3a 3AiNCHEHHS
HananbHUKaMu B dapmakoHarnsifly; KOHTaKTHoi ocobu 3
KapTOHHIN ynaKkoBL; dapmakoHarnsaay 3asiBHVKa ANs 30iNCHEHHS
no 7 cynosuTopiie y bapmakoHarnsagy B YKpaiHi, SKLLO BOHa
GnicTepi; no 4 BiMiHHa Bi yNnoBHOBaXeHOi ocobu,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

Gnictepn B
KapTOHHIN ynakoBuj

BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX JaHMX
yNOBHOBaXeHOi 0CobU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
bapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa peaakuis: HikitryeHkosa Jlto6oB
IBaHiBHa. 3MiHa KOHTaKTHUX AaHMUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
chapmakoHarnagy Ta noro Homepa.
3MiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy

277.

NEHTACA

TabneTtku
NPOSIOHroBaHoI Aji
no 500 mr; no 10
Tabnetok y Gnictepi;
no 5 a6o 10
Gnictepis y
KapTOHHIl kopobui

DdeppiHr
IHTEepHeLwwHnN
Centep CA

Lsenuapi
A

deppiHr Mv6X,
HimeuyunHa
(BignoBiganbHui 3a
BUMYyCK cepii);
deppiHr

IHTepHewHn CeHTep

CA, Lsenuapis

(BUpOBHULTBO)

HimeuumnHa/
LLisenuapis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHun | TMny - 3MiHK Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
hbapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoOBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
papmakoHarnsay) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
bapmakoHarnag B YkpaiHi. [itoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa Jlrobos
IBaHiBHA. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnsay Ta voro Homepa.
3miHa Micus 30iNCHEHHSI OCHOBHOT AisANbHOCTI 3
hapmakoHarnsgy

3a
peuerimom

UA/4990/02/01

278.

NMEHTACA

rpaHynm
NPONOHroBaHoi Aii
no 1 r; no 50, 100,

PeppiHr
IHTepHeLwHN
CeHtep CA

LLisenuapi
o

BignosiganbHuii 3a
BMPOGHMUTBO,
nepBUHHE Ta

LLIseninapis/
HimevuunHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.

3a
peuerimom

UA/4990/03/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
abo 150 nakeTukis 3 BTOPUHHE BBegeHHs abo 3miHM [0 y3aranbHeHVX AaHnx
rpaHynamm y nakyBaHHS, npo cucteMmy papmakoHarnsagy (BBeeHHs
KapTOHHiI kopobuyi KOHTPOMb SIKOCTI: y3aranbHeHVX AaHnX Npo cucTemy
deppiHr dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
IHTepHewHn CeHTep BiANOBIgANbHOI 3a 34iNCHEHHS
CA, lWBenuapis; chapmakoHarnsgy; KOHTakTHoOI ocobu 3
BignosiganbHui 3a (bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
BUMNYCK cepil: dapmakoHarnsay B YKpaiHi, KO BOHA
deppiHr Mv6X, BigMiHHA Big yNOBHOBaXXeHOI ocobu,
HimeuuunHna BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-tanna cuctemm
apmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBsiaansHoi 3a
dapmakoHarnsa B YkpaiHi. [itoya pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa peaakuis: HikitTueHkoa Jlto6oB
IBaHiBHaA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiaNoBiganbHoOI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHsA MacTep-channa cuctemm
chapmakoHarnagy Ta noro Homepa.
3MmiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
279. | NEHTACA rpaHynu deppiHr Lsewuapi BignosiganbHui 3a LLisenuapis/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/4990/03/02
NPOOHroBaHoi Aii IHTepHeLwHN a BMPOGHMLTBO, Himeuyunna 3miHu | TUny - 3miHn wWoao peuenmom
no 2r; no 60 CeHtep CA nepBuHHE Ta 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
nakeTukiB 3 BTOPUHHE BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
rpaHynamm y nakyBaHHs1, npo cucteMy chapmakoHarnsgy (BBeeHHs
KapTOHHI kopobLyi KOHTPOMb SKOCTI: y3aranbHeHUX aHnX Npo cuctemy
DdeppiHr hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
IHTepHewHn CeHTep BiOQNOBiganbHOI 3a 3AiNCHEHHS
CA, Weenuapis; bapmakoHarnsgy; KOHTakTHOI ocobu 3
BignosiganbHui 3a hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
BUNYCK cepii: hapmakoHarnsgy B YkpaiHi, Ko BoHa
DeppiHr Mv6X, BigMiHHa Bif YNOBHOBaXeHOI ocobu,
HimeuuunHa BiANoBiganbHOI 3a 3AiINCHEHHSA hapMakoHarnsaay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsigy) 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiAMoBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0CcO0M 3asiBHUKa, BianoBsiaansbHoi 3a
cbapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlio6os
IBaHiBHA. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
ocobu 3asBHMKA, BiANOBiganbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLe3HaxoMKeHHA macTep-daina cucTtemm
cthapmakoHarnagy Ta noro Homepa.
3miHa Micus 34iNCHEHHSI OCHOBHOT isiNIbHOCTI 3
dapmakoHarnsgy
280. | NEHTACA cycneHsis DeppiHr LLisenuapi ®eppinr-Nfleynsa, Yecbka BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/4990/04/01
pekTanbHa no 1 IHTEepHeLwHN A a.c. Pecnybnika 3minu | Tvny - 3miln wopo peuernmom
/100 mn; no 100 mn CeHtep CA 6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
cycneHsii y drakoHi BBepneHHs abo 3MiHM [0 y3aranbHEHUX AaHnX
3 HAKOHEYHWUKOM i npo cuctemy chapmakoHarnagy (BBeAeHHs
BHYTPILLHIM y3aranbHeHVX JaHnX Npo cuctemy
KnanaHom; no 1 dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
riakoHy y nakeTi 3 BiANOBIganbHOI 3a 34iNCHEHHS
anoMmiHieBol capmakoHarnsgy; KOHTakTHoi ocobu 3
donbry; no 5 abo 7 bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
cdnakoHiB Ta 5 abo 7 cbapmakoHarnsgy B YKpaiHi, AKLo BoHa
nonieTuneHoBux BigMiHHA Big yNOBHOBaXXeHOI ocobu,
NaKeTiB Y KApTOHHIN BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
ynakoBLi (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-tanna cuctemm
apmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asBHMKa,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
cbapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa Jliobos
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoOBiganbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmMakoHarnagy Ta noro Homepa.
3MiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
281. | NEHTOKCU® | nopoLluok TOB YkpaiHa CYMPIA IHAgis BHECEHHS 3MiH 10 peecTpauiiHux mMaTepianis: - - UA/18986/01/01
1nH (cybcTaHuis) y «OAPMACEN NANDCAEHC NTA. 3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
noABIMHNX » HaiMeHyBaHHs Ta/abo agpecu 3asBHUKA
nonieTuneHoBmx (BnacHuka peecTpauiiHoOro NocBia4YeHHS) 3MiHa
nakeTax ans afpecu 3asiBHUKA
dapmaLeBTUYHOro
3acTOCYyBaHHS
282. | NEPACUH NOPOLLIOK ANA AHTNGIOTWKM PymyHis BMPOGHMLITBO Kutawn/ BHECEHHS 3MiH IO peecTpauiiHixX maTepianis: 3a - UA/19691/01/01
po34nHy AnA CA CTepUIbHOI CyMiLli PymyHis 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMIA peuernmom
iHdpysin, no 2 r/0,25 ninepauuniny nikapcbkuii 3aci6. 3MiHU y BUPOGHUUTBI. 3MiHK y
r'y donakoHax; ro 1 HaTpito Ta npoteci BUPOGHMLTBA rOTOBOTO NiKApCbKOro
abo no 10 dnakoHiB Tasobakramy 3aco0by, BKIMOYa4M NPOMKHUIA NPOAYKT, LLO
Y KapTOHHIM nayui HaTpito: LWangoHr 3aCTOCOBYETLCS MPY BUPOBHULITBI rOTOBOrO
AHKCiH nikapcbKkoro 3acoby (iHLi 3MiHM) 3MiHK B NpoLIeCi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
dapmac’toTikan Ko., BMpobHuuTBa N3, a came [oaaBaHHs HOBOMO
JIta., Kutan; etany «External decontamination of the crimped
BUPOBHMLTBO vials». 3miHn | TNy - 3miHK 3 aKkocTi. FoToBMI
KiHLEBOro NpoaykTy, nikapcbkuii 3aci6. Cuctema
nakyBaHHs, KOHTeNHep/3akynoptoBanbHuUi 3aci6. 3miHa
KOHTPOMb AKOCTI, napameTpiB cneuudikadi Ta/abo gonycTummx
BUNYCK cepii: MeX NepBUHHOT YNaKoBKM FOTOBOrO NiKapCbKOro
AHTUBIOTUKN CA, 3aco0y (iHLWi 3MiHK) 3MiHa AONYCTUMUX MEX
PymyHis crneumgikauii cknsHUX nakoHiB 3a napamMeTpom
«30BHiLLHI BAMMSA», LLO BpaxoBye
pekomeHAaaLii WoAo BisyarnbHMX
HeBignosigHocTel 3rigHo I1ISO 2859-1 «Sampling
procedures for inspection by attributes».

283. | NEPACUH NOPOLLIOK ANA AHTNGIOTVKM PymyHis BMPOBHMLTBO Kutawn/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/19691/01/02
PO34MHy Ang CA CTepWIbHOI CyMmiLui PymyHis 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
iHdy3in, no 4 r/0,50 ninepauuniHy nikapcbkuii 3aci6. 3miHN y BUPOOGHMLTBI. 3MiHK ¥
r'y donakonax; ro 1 HaTpito Ta npoteci BUPOGHMLTBaA rOTOBOTO NiKapCbKOro
abo no 10 cnakoHiB Tasobaktamy 3aco0by, BKYa4M NPOMKHWUIA NPOAYKT, LLO
Y KapTOHHIM nayui HaTpito: WaHgoHr 3aCTOCOBYETLCS NPY BUPOBHULTBI rOTOBOro

AHKCIH nikapcbKkoro 3acoby (iHLWi 3MiHN) 3MiHW B NpoLieci
dapmac’toTikan Ko., BMpobHuuTBa N3, a came AoaaBaHHsi HOBOrO
JIta., Kutan; eTany «External decontamination of the crimped
BMPOBHMLTBO vials». 3miHu | Tuny - 3miHu 3 akocTi. FoToBMI
KiHLEBOro NpoaykTy, nikapcbkuii 3aci6. Cuctema
nakyBaHHs, KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
KOHTPOMb SKOCTI, napameTpiB cneundikauin Ta/abo gonycTummx
BUNYCK cepii: MeX NepBUHHOT YNaKoBKN FOTOBOrO NiKapCbKOro
AHTUBIOTUKN CA, 3acoby (iHWi 3MiHW) 3MiHa JOMYCTUMUX MEX
PymyHis cneumdikauii CKNAHMX prakoHiB 3a napameTpom
«30BHILLHIN BUrNSA», LLO BpaxoBYye
pekomeHAaLii Woao BidyanbHUX
HesignosigHocTen 3rigHo ISO 2859-1 «Sampling
procedures for inspection by attributes».

284. | NIKONAKC® Kpanni opaneHi 0,75 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es - UA/1522/01/01
% no 15 mn a6o 30 3MiHn | TUny - 3miHK 3 gkocTi. FoToBUIA peuenma
MA Y donakoHi; no 1 nikapcbkuii 3aci6. Cuctema
dnakoHy y nayui 3 KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
KapTOHY napameTpiB cneundikauin Ta/abo gonyctummx

MEX NEePBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHW) BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTelHep/ 3aKyrnoproBarbHUi
3acib, a came BUny4YeHHs 3i cneumdikauii Ha
mMarepianu nepBMHHOIO NakyBaHHsI (KPULLKK 3
KOHTPOMeM NepLLOro BiAKPUTTS) YacToTu
KOHTPOnIo 3a N. « epMeTUYHICTbY,
«MikpobionoriyHa uncToTay, OCKinbKM
nepioanYHICTb BUNPobyBaHb € 30HO
BiANoBiganbHOCTi BUPOOHMKa (3asiBHMKA). 3MiHM
| Tuny - 3MiHK 3 skocTi. [0TOBMI NikapcbkMit
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3aci6. Cuctema KoHTelHep/3akyrnopoBanbHUi
3aci6. 3miHa napameTpie cneumdikauin Ta/abo
OONyCTUMMUX MEX NEPBUHHOI YNaKoBKM FOTOBOIO
nikapcbKkoro 3acoby (iHLWi 3MiHW) BHECEHHS 3MiH
0o p. 3.2.P.7. Cucrema koHTelnHep/
3aKynoptoBaribHUI 3acib, a came BUNyYeHHS 3i
cneumndikauii Ha MaTepiany NepBMHHOIO
nakyBaHHs (priakoHn nonieTuneHoBi eMHicTo 15
MI1) 4acTOTM KOHTPOIIO 3a M. «[epMeTUYHICTbY,
«MikpobionoriyHa uncToTa», OCKinbK1
nepiognyHicTb BUNpobyBaHb € 30HOD
BignoBigansHOCTI BUpobHMKa (3asiBHMKA). 3MiHN
| TMny - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbKuii
3aci6. Cuctema KoHTeHep/3aKynoptoBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
O0NyCTUMMUX MEX NEPBUHHOI YNaKoBKM FOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHW) BHECEHHS 3MiH
0o p. 3.2.P.7. Cnucrema koHTelnHep/
3aKynoptoBaribHUI 3acib, a came BUMyYeHHS 3i
cneuudikauii Ha MaTepianv NepBMHHOIO
nakyBaHHsi ((oniakoHu nonieTuneHosi emHicTio 30
MI1) 4acTOTM KOHTPOIO 3a M. «[epMEeTUYHICTbY,
«MikpobionoriyHa uncToTay, OCKinbk/
nepioanYHiCTb BUNPobyBaHb € 30HOH
BignoBigansHOCTI BUpoOHMKa (3asiBHMKA). 3MiHN
| Tuny - 3miHK 3 AkocTi. FOTOBMI Mikapcbkuin
3aci6. Cuctema KoHTelHep/3akynoptoBanbHUi
3acib. 3miHa napameTpiB cneundikadin Ta/abo
[0NYCTUMUX MEX NepBUHHOT YNakoBKN rOTOBOMO
nikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS 3MiH
no p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarbHui 3acib, a came BUIyYeHHS 3i
crneundikauii Ha maTepiany NepBUHHOIO
nakyBaHHs! (403aTopu) 4acTOTM KOHTPOIHO 3a M.
«epmeTunyHicTb», «MikpobionoriyHa uncroTa,
OCKiIbKU NepioanyHICTb BUNpobyBaHb € 30HO
BiANoBiganbHOCTi BUpOGHWMKa (3asiBHMKA)

285.

niKonePenN

NOPOLLIOK ANA
oparnbHOro PO3yunHy;
no 2 cawe 3
MOPOLLIKOM Y
KOMIMIEKTi 3 MipHOIO
TIOXKKOIO Y KapTOHHIN
ynakoBLi

PeppiHr MTM6X

HimeuumnH
a

Bupo6Huk rotoBoro
npoaykty: ®eppiHr
dapmaveBTikans
(Kvtan) Ko., N14.,
Kutain;
BiANoBiganbHUIA 3a
BUWMYCK Cepil:
PeppiHr M'M6X,
Himeyunna

KuTan/
HimevuunHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX
npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
cbapmakoHarnagy B YKpaiHi, SKLO BOHa
BiAMiHHa Bi yNnoBHOBaXeHOi ocobu,

3a
peuerimom

UA/10979/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOi 0CobU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
bapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa peaakuis: HikitryeHkosa Jlto6oB
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta moro Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

286.

NIMA®YKOP
™

Ma3sb no 15 ry 1y6i;
no 1 1y6iy
KapTOHHIN kopobLi

JIEO ®apma
AIC

LaHia

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. 3MiHn y BUPOGHMLTBI. 3MiHN y
npoueci BUpoOHMLITBa rOTOBOrO MikapCbKoro
3aco0by, BKNoYa4n NPOMKHUIA NMPOAYKT, Lo
3aCTOCOBYETLCS MPY BUPOOHMLTBI rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM)
3amiHa koHTelHepiB ans in bulk 3 Hepxagito4oi
cTani Ha koHTenHep IBC (immediate bulk
container), Lo cknNagaeTbCA 3 nonieTuneHy Ta
cononimepy eTuneHy Ta BiHINOBOro CnnpTy, KU
Mae KOHTaKTHWI Wwap i3 NpoAyKTOM, Lo
ckrnagaeTbcs 3 nonieTuneny. Takox, BignosigHo,
3MIHIOETBCA NOCUNAHHA B CXeMi BUPOBHUYOro
npotiecy 3 HanoBHeHHS B 6apabaHu Ha
HanoBHEeHHS B KoHTewHep (IBC).
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. 3MiHn y BUPOGHMLTBI. 3MiHK y
npoueci BUpoOHMLITBa rOTOBOrO MikapCbKoro
3acoby, BKNoYaun NPOMKHUIA MPOAYKT, Lo
3aCTOCOBYETLCS MPY BUPOOHMLTBI TOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHW)
BBeneHHs TepMiHy 36epiraHHs ans in bulk 12
TWXHIB. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTi €Bponeinchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHocTi abo
BUNyYeHHs cepTudikaTta BiAnoBiAHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMiXXHOrO
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI

3a
peuerimom

UA/4476/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

A®I; ona gonomixkHoT pe4oBuHU (cepTudpikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREHWI cepTuikaT Bif y>Ke 3aTBEpAXEHOro
BMpo6HMKa - MNoaaHHs oHoBreHoro ceptudikara
BigMNOBIQHOCTI €Bponewchbkin hapmakonei ans
A®I HeomiumHy cynbdaty o Bepcii R1-CEP
1999-184 Rev 03 (nonepeaHsi Bepcis R1-CEP
1999-184 Rev 02) Big BXe 3aTBEPAKEHOrO
BUpobHMKa Pharmacia & Upjohn Company LLC,
USA, y 3B’s13Ky 3i 3MiHOO Ha3BM BUPOOHUka AD|
3 Pharmacia & Upjohn Company, USA Ha
Pharmacia & Upjohn Company LLC, USA.

287.

NIMA®YKOP
T®

Masb, no 15 ry 1y6i;
no 1 1y6iy
KapTOHHIl kopobui

JIEO ®apma
AIC

[aHia

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsigy) 3MiHa ynoBHoBaXeHOi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
[itova pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHMX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BifgnoBiganeHoi 3a dpapMakoHarnsag

3a
peuernmom

UA/4476/01/01

288.

NOJIbKOPTO
JIOHTC

aeposonb Ans
3aCTOCYBaHHSA Ha
LUKipY, CycneHsis
(23,12 mr + 0,58
mr)/r,no 17,3 r
CycneHsii B
aepo30nbHOMY
6anoHi, no 1 6anoHy
Y KapTOHHIl kopobui

TapxoMiHCbkM
n
dapmMaueBTuy
HWI 3aBOA,
"Monbga" AT

Monbuwa

TapxOMiHCbKUi
chapmaLeBTUYHUA
3aBog "Monbda" AT

Monbwa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JOMNOMiXHMX
peyoBuH. 3amiHa Jkepena ofepXaHHA
[OOMOMiXHOI pe4yoBUHU abo peakTuBy, LLIO
CTaHOBUTb pU3uK Nnepeaadi 36yaHukiB ME (iHLwi
3MiHK) 3aMiHa BUPOGHMKa JONMOMDKHOT PEYOBUHN
JNeumnTuH 3 Cargill Texturizing Solutions, USA Ha
Lipoid GmbH, Germany. 3minu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTpornb
[OOMOMIXKHUX pevoBUH. 3MiHa napameTpiB
cneuudikauin Ta/abo gonycTumMmnx Mex ansi
OOMOMDKHOT peYOBUHM (iHLLi 3MiHW) 3MiHa
napameTpy «30BHiLLHi BUrNsg» cneuudikadii
OOMOMDKHOI pe4oBUHM JleunTuH 3 «<KOpU4HeBa,

3a
peuerimom

UA/4559/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nunka maca 3 xapakTepHUM 3anaxoM» Ha
«KPYMHi armomeparu XoBTyBaTO-XOBTOIO
KOnbOopy» Ta 3MiHa HoMepa MeTOoAY KOHTPOIio 3
SP/Pr/C8/070 Ha MB/C8/1578 6e3 icTOTHUX 3MiH
meToAy, Y 3B’s13Ky 3i 3MiHO BUpoGHMKa Lipoid
GmbH, Germany. 3anponoHoBaHa 3MiHa He
YMHWUTb HECTIPUSITIIBOTO BMNIMBY Ha AKICTb,
6e3neyHicTb Ta ePeKTUBHICTb NiKapcbKoro
3acoby MOJNIbKOPTOJIOH TC, aepo3sonb ans
3aCTOCyBaHHSA Ha LUKIpy, cycneHsis (23,12 mr +
0,58 mr)/r no 17,3 r cycneHsii B aepo3onbHOMY
6anoHi Ne 1
289. | NIPEBEHAP® | cycneHsia ans Mdparzep CLWA Mdaiizep Benbrisi/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/15864/01/01
13/ iH’ekuin; no 1 gosi Eny.Ci.Mi. MeHtodek4ypuHr IpnaHgis 3Minn |l Tuny - 3MiHn Wwopao peuenmom | niidnszae
PREVENAR® | (0,5mn)y KopropenLuH Benbris HB, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
13 BAKUMHA | nonepeaHbo Benebrisi; MNdpanzep 3MiHM Y KOPOTKilA XapaKTepUCTULi NikapCbKoro
NMHEBMOKOK | HanosHeHoMy IpneHp 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLii Ans
OBA wnpuui; no 1 dapmaceyTtukanc, MeOMYHOro 3aCTOCyBaHHS y 3B’A3KY i3 HOBUMM
NMONICAXAP nonepegHbo IpnaHgis [aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMW
WOHA HarnoBHEHOMY AaHVMK Ta AaHMK 3 dhapmakoHarnsagy - 3MiHn
KOH’KOFOBA LINpu1Ly Ta OgHiIn BHECEHO A0 IHCTPYKLUiT 4na MeguyHoro
HA BiIOKPEMIIEHIN ronui 3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
(TPUHAQUAT | B inauBigyansHoMy "®apmakonoriyHi BnactmsocTi", "Mobivni peakuii”
WUBAJNIEHTHA | 4oxniy 3akputomy Ta A0 KOPOTKOI XapakTEPUCTUKKN NiKapCbKOro
AOCOPBOBA | nnactukoBomy 3acoby go posginis "4.9. MobiyHi peakuii”, "5.1.
HA) KOHTeWHepi; no 1 dapmakoamHamivHi BMacTMBOCTI" BiANOBIAHO A0
nNnacTUKoBOMy AaHux pesynbTtaTiB gocnimpkeHHs CAPITA.
KOHTeWHepy y TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
KapTOHHIl kopoOui nicnsa 3aTBepAXKEHHS.
290. | NPETABAJIIH | po34yuH opanbHui, TosapucTBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a - UA/16783/02/01
-3H 20 mr/mn no 100 mn obMmexeHo obmexeHo 3MiHu | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
abo 200 mny BignoBiganbHi BiANOBIgANbLHICTHIO BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
cnakoHi; no 1 CTIo "XapkiBcbke €Bponelicbkint hapmakonei/MoHorpadii.
dnakoHy pa3om 3 "XapkiBcbke capmaLeBTUYHe MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
[03Yy04M hapmaueBTuy nignpueMcTeo BiAMOBIAHOCTI abo BUy4YeHHs cepTudikata
NPUCTPOEM Y He "3gopos'ss Hapoay" BigMNOBigHOCTI E€Bponeickkin hapmakonei: aons
KOpOoO6Li 3 KapTOHY nignpueMCcTBO A®Il; ansa BuxigHoro
"300poB's MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, LLO
Hapogay" BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OMOMDXHOT pevoBUHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBEpAKEHOIO
BMPOGHUWKa - MoaaHHs OHOBREHOro cepTudikaTy
BiZNOBIQHOCTI €eBpOnewchki hapmMakonei ans
A®I Big gitoyoro BupobHmka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. Yci
BMPOGHWYI onepalLlii Ta cxema CUHTe3y
3aNnLWaTHCA HE3MIHHUMMU.
291. | NPEFABAIIIH | kancynu TBepAi no ToBapucTBo 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3a - UA/16783/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
-3H 75 wr, no 10 kancyn obmexeHot obmMexeHo 3minn | TMny - 3miHn 3 akocTi. CepTudikat peuenmom
TBepaux y Gnictepi; BignoBiganbHi BiANOBIgANbHICTIO BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
no 2, 3, 6 6nictepis CTHO "XapkiBcbke €BponeWcbkin dhapmakonei/MoHorpadii.

y KOpoOUj 3 KapTOHy "XapkiBcbke (bapmaLeBTNYHE MopaHHsA HoBOro abo OHOBIEHOro cepTudikata

hapmaueBTny nignpueMcTeo BianosigHocTi abo BUNy4YeHHs cepTudikarta
He "3gopos's Hapoay" Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons

nignpueMcTBo A®l; ans suxigHoro

"3nopos.'s marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, L0

Hapoay" BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans

[OMOMIDKHOI peyYoBUHM (cepTudikaT

Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEHOro
BUpo6HMKa - MNoaaHHs oHoBrEeHOro ceptudikarty

BiZNOBIQHOCTI €BpONenchbki hapmakonei Ans

A®I Big gitovoro BupobHuka ZHEJIANG HUAHAI

PHARMACEUTICAL CO., LTD., China. Yci

BMPOGHMWYi onepalLlii Ta cxema CuHTesy
3annLWaTECA HE3MIHHUMMU.

292. | NPEFABAJIIH | kancynu TBepai no ToBapucTBo 3 YkpaiHa ToBapucTtBeo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/16783/01/02
-3H 150 mr no 10 kancyn obmexeHo obmexeHo 3minn | Trny - 3miHn 3 akocTi. CepTndikat peuenmom
TBEpAMX y bnicTepi; BigNoBiganbHi BigNoOBiganbHIiCTIO BignosigHocTi/FE-cepTudikaT BigNoBigHOCTI

no 2, 3, 6 6nictepis CTHO "XapkiBcbke €Bponecbkin dhapmakonei/MoHorpadii.
y KOopobUj 3 KapTOHY "XapkiBcbke dapmaueBTN4He lMoaaHHsa HoBoro abo oHoBREHOro cepTudikarta
thapmaueBTmy nianpueMcTBo BignoBigHoCTi abo BUNy4YeHHs cepTudikara
He "3gopos'st Hapoay" BifgnoBigHOCTI €Bponeinchkin dhapmakonei: ons
nianpueMcTBO ADI; ans BuxigHoro
"3popos.'s maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
Hapoay" BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OMOMDKHOT peyqoBuHN (cepTudikaT
BigNoBigHOCTI €Bponerchkit hapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOKEHOrO
BUpobHMKa - MNoaaHHst OHOBMNEHOro cepTudikaty
BiANOBIQHOCTI €Bponenchbki hapmakonei Ans
A®I Big gitoyoro BupobHmka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. Yci
BMPOGHMWYi onepaldlii Ta cxema CUHTe3y
3aNnLWaTHCA HE3MIHHUMU.

293. | NIPETAMMA Kancynwv Teepgi no TOB Ykpaina TOB «KYCYM YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/19882/01/01
25 wmr, no 14 kancyn "TMEOPAPM PAPM», YkpaiHa 3miHa 3asBHuka 113 (MIBI) (BnacHuka peuenmom
y 6nicTepi; no 2 abo nTao" (nakyBaHHs i3 peecTpaLinHOro NocBig4YeHHs ) (3rigHO Hakasy
no 4 Gnictepn y copmu in bulk MOS Big 23.07.2015 Ne 460): BBeaeHHst 3miH
KapTOHHIN ynakoBuj BUpoGHMKa KYCYM NpOTHArom 6-Tv MicsILiB Nicnsi 3aTBEPOXKEHHS.

XENTXKEP MNBT 3miHu | TMny - 3miHn WwWoao
NTA, HAia) 6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHNX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI ocobu,
BiANoOBiganbHOI 3a 3AiNCHEHHS
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3acoby
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294.

NMPErAMMA

Kancynu Teepgi no

TOB

Ykpaina

TOB «KYCYM

chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BigMiHHA Bif yNOBHOBaXXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsgy)
3miHa Homepa macTep-darnina cuctemm
dapmakoHarnsgy.

noceid4yeHHs

295.

NMPEFAMMA

no 4 énictepn y
KapTOHHIN ynakoBLj

Kancynv TBepAi no
75 wr; no 14 kancyn

50 mr, no 14 kancyn
y 6nicTepi; no 2 abo

"TMEQ®APM
nTo”

TOB
"MEOPAPM

YkpaiHa

DAPM», YkpaiHa
(nakyBaHHs i3
cdopmu in bulk

BUpobHMKa KYCYM

XENTXKEP MBT

JNITA, IHAis)

TOB «KYCYM

YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3miHa 3asBHuka 13 (MIBI) (BnacHuka
peecTpauinHOro noceig4YeHHs) (3rigHo Haka3sy
MOS Big 23.07.2015 Ne 460): BBeaeHHst 3miH
NPOTArom 6-TW MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MinHun | TMny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsaay.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cucteMy chapmakoHarnsgy (BBe4eHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHoBaxeHoi ocobu,

BiQNOBiQanbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa ANg 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiAnNoBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay

(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-anna cuctemm
hapmakoHarnsigy)
3miHa HomMepa macTep-anna cuctemm
capmakoHarnsgy.

3a
peuerimom

UA/19882/01/02

y bnicTepi; no 2 abo
no 4 6nictepn y
KapTOHHIN ynakoBLj

nto"

DPAPMp, YkpaiHa
(nakyBaHHS i3
copmu in bulk

BUpoGHMKa KYCYM

XENTXKEP MNBT

NTA, IHAia)

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHa 3asBHuka 113 (MIBI) (BnacHuka
peecTpaLinHOro NocBiA4YeHHS) (3rigHO Haka3y
MOZ3 Big 23.07.2015 Ne 460): BBegeHHs 3MiH
NPOTHArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBepneHHs abo 3mMiHu 4o y3aranbHeHVX fgaHux
npo cucteMy hapMakoHarnsgy (BBeeHHs

y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, SKLo BoHa

BiA4noBiganbHoi 3a 34iMCHEHHA dhapMaKkoHarnsay

BiAMiHHa Big ynoBHOBaxeHOi ocobu,

3a
peuerimom

UA/19882/01/03
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296.

NMPErAMMA

Kancynu Teepgi no

TOB

(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnsgy)
3miHa Homepa macTep-ganina cuctemm
dapmakoHarnsagy.

noceid4yeHHs

297.

NMPErAMMA

150 mr, no 14
Kancyn y 6nictepi;
no 2 abo no 4
Gnictepn y
KapTOHHIN ynakoBUj

Kancynuv Teepgi no

"TMEOPAPM
nTo”

TOB

YkpaiHa

TOB «KYCYM
DAPM», YkpaiHa
(nakyBaHHs i3
¢opmu in bulk
BUpobHMKa KYCYM
XENTXKEP MNBT
NTA, IHgis)

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3miHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHOro NocBiA4YeHHS) (3rigHO Hakasy
MOS Big 23.07.2015 Ne 460): BBeaeHHst 3miH
NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPKEHHS.
3MminHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHWX AaHnx
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-danna cuctemm
apmakoHarnsgy)
3miHa Homepa macTep-danna cuctemu
dapmakoHarnsgy.

3a
peuenmom

UA/19882/01/04

50 wr; in bulk: no 14
Kancyn y énictepi,
no 150 6nictepis y
KapTOHHIN kopobLyi

"TMEA®APM
nTo”

Ykpaina

KYCYM XENTXKEP
NBT NTA

IHAis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MmiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro NocBigYeHHs) (3rigHoO Hakasy
MOS Big 23.07.2015 Ne 460). BBeaeHHs1 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemy apmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHWX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3

hbapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SIKLLO BOHa
BiAMiHHa BiA yNnoBHOBaxeHOi ocobu,
BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy).
3miHa HomMepa macTep-ganna cuctemm

dhapmakoHarnsay.

UA/19503/01/02
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298.

JliKapcbK020
3acoby
NMPErAMMA

(nikapcbka ¢gpopma,
ynakoeka)
Kancynv TBepAi no

TOB

Kpaina
3asieHUKa

YkpaiHa

BupobHuk

KYCYM XENTXKEP

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

299.

NMPErAMMA

75 wr; in bulk: no 14
kancyn y énicrtepi,
no 150 GnictepiB y
KapTOHHiI kopobui

Kancynwv Teepgi no

"TMEOPAPM
nTo”

TOB

NBT NTAO

IHAis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro NoceigYeHHs) (3rigHO Haka3sy
MOS Big 23.07.2015 Ne 460). BBeaeHHst 3miH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHK Woao
6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa

BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
apmakoHarnsgy).
3miHa Homepa macTep-aiina cuctemm
dapmakoHarnsgy.

UA/19503/01/03

300.

NMPEFAMMA

150 wr; in bulk: no
14 xancyny
6nictepi, no 150
GnicTepiB y
KapTOHHiI kopobui

Kancynv Teepai no

"TMEQ®APM
nrtao"

TOB

Ykpaina

KYCYM XENTXKEP
NBT NTA

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceigYeHHs) (3rigHo Haka3sy
MOS Big 23.07.2015 Ne 460). BBeaeHHst 3miH
NPOTHArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
3miHu | TUny - 3miHn wWoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
npo cucteMy chapmakoHarnsgy (BBeeHHs
y3aranbHeHUX AaHux Npo cUcTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoOBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y

PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsay).
3miHa HomMepa macTep-anna cuctemm
chapmakoHarnsgy.

UA/19503/01/04

25 wr; in bulk: no 14
kancyn y énicrepi,
no 150 6nictepis y

"TMEOPAPM
nTo”

KapTOHHI kopobui

YkpaiHa

KYCYM XENTXKEP
NBT NTAO

IHAis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpaLinHOro NocBig4YeHHS) (3rigHO Hakasy
MOZ3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH

NpoTSArom 6-Tv MicsILiB Nicnsi 3aTBEPOXEHHS.

UA/19503/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3MinHun | TMny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnx
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3ararnbHeHVX JaHuX npo cucTtemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 34iNCHEHHS
hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bi# ynoBHOBaxeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINtOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MmiLLieHHI MacTep-anna cuctemm
hapmakoHarnsgy).
3miHa Homepa macTep-arina cuctemm
dapmakoHarnsagy.
301. | IPUYENU TpaBano 50 ry MpAT YkpaiHa MpAT "NikTpasn" YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 6e3 - UA/5688/01/01
TPABA nayvkax 3 BHYTPILLHIM "Niktpasn" 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuyenma
naketom; no 1,5ry nikapcbkui 3aci6. Cuctema
dinbTp-nakeTi; No KOHTeWHep/3aKynoproBanbHuii 3aci6 (iHLWi 3MiHKW)
20 ginbTp-nakeTiB y - BHECEHHSA 3MiH 0 cneumdikalii 3 KOHTPOno
nayui 3 BHYTPILWHIM nepBUHHOrO nakyBanbHoro matepiany (Manip
naketom; no 1,5ry iNbTpyBanbHW), a caMe JOMNOBHEHHS
dinbTp-NakeTi; No nokasHuka «laeHTudikaLis (30BHILLHI O3HAKKW)»
20 cinbTp-nakeTiB y BKIMIOYEHHSIM [0AaTKOBMX O3HAK A11S
nadui Bi3yanbHoro KoHTporno «6) Konip»
302. | NIPONATAH Kpanni o4Hi, 0,005 CEHTICC IHgis CEHTICC ®APMA IHAis BHECEHHS 3MiH 10 peecTpaLinHuX maTepianis: 3a He UA/13705/01/01
%;no2,5mny SOAPMA MBT. MBT. NTA. 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMI peuenmom nionsieae
dnakoHi 3 nTA. nikapcbkuii 3aci6. Cuctema

KpanenbHuueto; no 1
abo no 3 dnakoHn B
KapTOHHIN navui

KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
PO3Mipy ynakoBKM rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHWM) foaaBaHHSA 4O 3aTBEPAXEHOT
yrnakoBKU «No 1 donakoHy B KAPTOHHIN navui»
YMakoBKM «No 3 hniakoHW B KAPTOHHIM nayLi».
3MiHU BHECEHI B iIHCTPYKL0 ANs MEAUYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"YnakoBka" 3 BignoBiAHUMWN 3MiHAMWN B TEKCTI
MapKyBaHHs1 ynakoBok. 3MiHu | Tuny - 3MiHn 3
sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI €BpONENCHKIn
dapmakonei/MoHorpadii. 3miHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo €Bponencbkoi
apmakonei, abo iHLoi HalioHanbHOT
apmakonei aepxasu €C (iHWi 3MiHW) BHECEHHS
3MiH y cneumdikauito Ha AD| 3a Noka3HUMKOM
«MikpobionoriyHa YncToTay, BiAnosiaHO A0
BuMor EP/USP, a came: 3aMicTb HOPMYBaHHs
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n/n
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eidnycky
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yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

TAMC: not more than 102 CFU/qg,
3anponoHosaHo - TAMC: not more than 103
CFU/g; 3amiHa Ha3BW okpemoro Buay
MikpoopraHiamis i3 «Enterobacteriaceae
resistant to bile» Ha « Bile-tolerant gram-
negative bacteria». 3miHn Il TMny - 3miHn 3
skocTi. A®l. BupoGHuMUTBO. 3MiHa BUPOOHMKa
BMXiAHOro/NMPOMiXKHOro NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOBHMYOMY NpoLeci
A®l, abo 3amiHa BUpOGHMKa (BKNtoYarouu, ae
HeobXiAHO, MicLie NPOBEAEHHS KOHTPOMIO SKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOrO BMPOOHUka AdI 3
HadaHHsaM MacTep-daiina Ha A®l) BBegeHHs
nogartkoBoro Bupo6Huka Adl - «kEUROAPI
Hungary Ltd.», YropwwmHa o yxe
3aTBepaxeHoro BupobHuka A®| «Chirogate
Internnational Inc.», TansaHb.

303.

MPOTONUK

ma3b 0,03 %; no 10
ra6o no 30 r, abo
no 60 ry Ty6i; no 1
Ty6i B KQPTOHHIN
Kopobui

JIEO ®dapma
AIC

Oania

BMPOGHMLTBO 3a
MOBHVM LIMKIIOM:

JIEO Na6opaTopic
JlimiTen, lpnaHgis

Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MinHn | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
npo cucteMy chapmakoHarnsgy (BBegeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
bapmakoHarnsgy) 3miHa ynoBHOBaXkeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[itova pepakuis: Berit Nautrup Andersen.
MponoHoBaHna pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiZNoOBiganbHoi 3a dpapMakoHarnsag

3a
peuerimom

UA/7779/01/01

304.

NPOTONUK

ma3sb 0,1 %; no10r
abo no 30, abo no
60 ry Ty6i; no 1 Ty6i
B KapTOHHIl kopobLi

JIEO dapma
AIC

[aHisa

BMPOGHMLTBO 3a
NMOBHUM LIUKITOM:

JIEO Na6opatopic
Timiten, lpnaHgis

Ipnangis

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BBepneHHs abo 3mMiHu 4o y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI ocobu,
BiANoBiganbHOI 3a 3AiNCHEHHS

3a
peuerimom

UA/7779/01/02
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3acoby

ynakoeka)

(nikapcbka ¢gpopma,

3asieHUKa

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

305.

PAMAI H

Tabnetku no 2,5

NPO®APMA

ManbTa

AxTasic Jltg

ManbTa

chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm
apmakoHarnagy) 3miHa ynoHoBaxeHoi ocobu
3asiBHMKA, BignoBigansHoi 3a hapmakoHarnsg.
[Litoua pepakuis: Berit Nautrup Andersen.
MponoHoBaHra pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiZNoBiganbHoi 3a gpapMakoHarnsag

306.

PAMAI H

mr/12,5 mr; no 10
Tabnetok y bnictepi;
no 3 Gnictepu B
KapTOHHIN nayui

Tabnetku no 5 mr/25
mr; no 10 TabneTtok

IHTEepHeLwwHnN
TpenguHr
TimiTen

NPO®APMA

ManbTa

AxTasic Jltg

ManbTa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHun | TMny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsaay.
3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEeAMNYHOro 3aCTOCYBaHHS Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiMNOBIQHO 4O MnaHy nejiaTpuyHuX JOCHiaXKeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVUM opraHom) 3MiHu BHECEHI A0
IHCTPYKLUIT ANS MEAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHoO oo
OHOBIEHOI iHhopmaLii 3 6esnekn aitoyoi
pEYOBUHM

3a
peuerimom

He

nidnsicae

UA/13524/01/01

y 6nicTepi; no 3
Gnictepu B
KapTOHHIN navui

IHTEepHeLLHN
TpenguHr
Nimiten

BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3aCTOCYBaHHS fikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
BigMNOBIQHO 40 NMnaHy nefiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM

YMOBHOBaXXEHNM opraHoM) 3MiHU BHECeHi 40
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS

3a
peuernmom

He
nidnseae

nikapcbkoro 3acoby y po3ainu "OcobnueocTi

UA/13524/01/02
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3actocyBaHHs", "MobivHi peakuii” BignoBigHoO 4o
oHoBIeHoi iHhopmaLii 3 6e3neku aitoyoi
pPEYOBUHM

307.

PAHOCTON®

ma3b 10 %, no 20 r
abo no 40 r, abo no
100 r y Ty6i; no 1
Ty6i B nayuij 3
KapTOHY

MNPAT
"OITOPAPM"

Ykpaina

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - OHOBMNEHHSA TEKCTY MapKyBaHHS
ynakoBku nikapcbKkoro 3acoby, a came
BUYYEHHS iHdopMalLlii, 3a3Ha4YeHoi POCiNCbKOo
MOBOI0. BBeAeHHs 3MiH NpoTarom 6-Tu MicsiuiB
nicnsa 3aTBepAXXEHHs!

6e3
peuyenma

UA/8650/01/01

308.

PEBMOKCHK
AM®

PO34MH ONs iH'eKUin
1%;no1,5vmnB
amnyni; no 3 abo 5
amnyn y 6nictepi; no
1 6nictepy y navuj;
no 1,5 mn B amnyni;
no 5 amnyn y nayuij

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii aAns
MEeAMNYHOro 3aCTOCYBaHHS Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLjiHKM 3BITY 3 AOCTIIXEHb, MPOBEAEHUX
BiMNOBIQHO 4O MaHy nejiaTpuyHuX AOCHioXeHb
(PIP) (3miHYy y3rog»KeHo 3 KOMMNEeTEHTHUM
YMOBHOBaXEHNM OpraHoM) - 3MiHM BHECEHO [0
IHCTPYKLUIT ANS MEAWNYHOrO 3aCTOCYBaHHSI
nikapcbkoro 3acoby Ao po3sainy "3actocyBaHHs
y nepio BariTHocTi abo rogyBaHHs rpyaa”
oo 6e3nekn 3acTocyBaHHA NikapCbKOro
3acoby. TepmiH BBeAEHHS 3MiH - NPOTArom 6
MicsiLiB micnsi 3aTBepOKEeHHS; 3MiHu | Tuny -
3MmiHn Wwopo 6e3nekn/edPeKTUBHOCTI Ta
apmakoHarnsgy (iHwi 3amiHu) - 3MiHN BHECEHO
00 IHCTPYKUii ANS MeanYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o po3aginy "lMobiuni peakuii”
oo nosigoMIeHHs Npo nobiyHi peakuii nicns
peecTpaLii nikapcbkoro 3acoby. TepmiH
BBEOEHHS 3MiH - NPOTArom 6 MicsuiB nicnsi
3aTBEpPOKEHHS

3a
peuernmom

He
nionsieae

UA/0759/02/01

309.

PEBMOKCUK
AM®

cynosuTopii
pekTanbHi no 15 mr;
no 5 cynosutopiis y
Gnictepi; no 1
Gnictepy y naydi 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTUL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicrnapeecTpauiiiui nepiog, abo sk pesynbtart

3a
peuenmom

He
nionsieae

UA/8230/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AoChigXeHb
(PIP) (3MiHYy y3rog»keHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acToCcyBaHHsI Nikapcbkoro 3acoby Ao posainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” wono 6esnekm
3acTocyBaHHSA Nikapcbkoro 3acoby. TepmiH
BBEAEHHS 3MiH - NPOTArom 6 MicsuiB nicnsi
3aTBEPAXKEHHS.
3MminHn | TMny - 3MiHK Wopo
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKLIT ANs
MEeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o posginy "Mo6ivni peakuii" wono
NoBiAOMIEHHS NMPO NoGivHi peakuii nicns
peecTpalii nikapcbkoro 3acoby. TepmiH
BBEAEHHSA 3MiH - NpOTSArom 6 micauis nicna
3aTBEPAKEHHS.

310.

PEKOBEJb

PO34MH ONs iH'eKUin
no 12 mkr/0,36 mn;
CKNSAHUIN
BaraTono3oBui
KapTpumk ob’emom 3
M (ckno Tuny 1) 3
nopLUHeM i3
H6pombyTunosoro
Kay4yky Ta
0GXUMHOI
arntoMiHieBoro
KPULLIKOO 3
BKIAAKOK 3 Kayu4yKy,
NoMiLLleHWU y
LLINPUL-PYYKY, MO 1
Wnpuy-py4Li y
KOMMEKTi 3 3
CTEepPUIbHUMU
rornikamu ansi
iH'ekuin (3
HepXagitoyoi cTani)
Y KapTOHHIl kopobLi

DdeppiHr
dapmaneBTrk
an3 A/C

[aHia

Bio-TexHonoaxi
xeHepan (I3painb)
Ira., 13paine
(KOHTpOIb SIKOCTI
(6ionoriyHun));
Bettep ®apma -

PepTiryHr Tm6X i Ko.

KI, Himeu4nHa
(BidyanbHui
KOHTpoOrnb); BeTtep
dapma-PepTiryHr
v6X i Ko. KT,
Hime4yunHa
(BpOBHMLTBO,
nepBrHHE
nakyBaHHs,
NPOMIXHWUIA
KOHTPOMb B NpoLieci
BUPOGHMLTBA
(mikpobionoriyHum,
3aranbHWN Ta
YHKLiOHaNbHMI),
KOHTPOMb AKOCTi
(mikpobionoriuHun),
Bi3yanbHuUn
KOHTpoOrnb); BeTTep
Papma-depTiryHr
v6X i Ko. KT,
HimeydmHa

I3paine/
Himeuumnna/
Benwuka
BpuTaHis/
Benukobput
aHis

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MinHn | TMny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3MiHM 4o y3aranbHEHUX AaHnX
npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
y3aranbHEeHNX 4aHNX Npo CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiAMoOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
tbapmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlio6os
IBaHiBHaA. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs macTep-channa cuctemu
dapmakoHarnsay Ta voro Homepa.
3MmiHa Micus 30iNCHEeHHSI OCHOBHOT AisANbHOCTI 3
hapmakoHarnsgy

3a
peuerimom

UA/17969/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
(NpOMi>KHMI
KOHTPOMb B NpoOLIECi
BUPOGHMLUTBA

(mikpobionoriyHun,
3aranbHun Ta
yHKLiOHaNbHWIA),
KOHTPOMb SIKOCTI
(mikpobionoriyHuit),
Bi3yanbHWUi
KOHTpoOrb); BeTtep
Papma-depTiryHr
vm6X i Ko. KT,
HimeuyunHa
(npomixHMI
KOHTPOMb B NpoLeci
BUpPOGHMLUTBA
(mikpobionorivyHun,
3aranbHuin Ta
dyHKLiOHaNbHWIA),
KOHTPOMb SKOCTI
(mikpobionoriyHuit),
Bi3yanbHWUi
KOHTpOnb); KoBaHc
JlabopaTopis
Nimiten, Benuka
BpuTanis (koHTponb
AKOCTI
(6ionoriyHui));
PeppiHr M'M6X,
HimeuyunHa
(BignoBiganbHWn 3a
BUWMNYCK cepil,
KOHTPOMb SIKOCTI
(ximivyHuI Ta
TOYHICTb
[03yBaHHS));
DeppiHr
KoHTponnen
TepaneBTikc
Nimiten,
BenukobpuTaHis
(BMPOBHMLTBO
(36ipka wnpuy-
PYYKM ANs iH'eKuin),
MapKyBaHHS1,
BTOPUHHE
nakyBaHHs Ta
BUWMNYCK cepil,
KOHTPOIb SIKOCTI
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
(TOYHiCTb
[03yBaHHs))
311. | PEKOBEJ1b PO34MH Ans iH'eKuin DdeppiHr HaHia Bio-TexHonomxi I3pains/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a - UA/17969/01/02
no 36 mkr/1,08 mn; dapmMaLeBTUK IxeHepan (I3painb) Himeuunna/ 3minu | Tvny - 3miln wopo peuernmom
CKNSAHWUN an3 A/IC ITa., 13paine Benuka 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BaraTono3oBui (KOHTPOJSb AKOCTI BpuTaHis/ BBeneHHs abo 3MiHM 4o y3aranbHEHUX AaHnx
KapTpuax ob’emom 3 (6ionoriynnit)); Benukobput npo cuctemy chapmakoHarnagy (BBeAeHHs
M (ckno Tuny 1) 3 BetTep ®apma - aHis y3aranbHeHNX JaHnx Npo cuctemy

NnopLuUHeM i3
6pombyTrnoBoro
Kay4yKy Ta
06XMMHOI0
arntoMmiHieBoto
KPWLLIKOK 3
BKIAAKOK 3 Kay4yKy,
NOMILLEHUN Y
LLINPUL-PYYKY, MO 1
Wnpuvu-pyyui y
KOMMekTi 3 9
CTEepPUIbHUMU
ronkamu ans
iH'ekuin (3
Hepxasitoyoi cTani)
Y KapTOHHIl kopobui

depriryHr F'm6X i Ko.
KI', Himewunna
(BidyanbHui
KOHTpoOnb); BeTtep
dapma-depTiryHr
'vm6X i Ko. KT,
HimeuyunHa
(BUPOBHMLTBO,
nepBuHHE
nakyBaHHs1,
NPOMIXKHUI
KOHTPOMb B NpOLIECi
BUPOGHMLUTBA
(mikpobionoriyHun,
3aranbHWn Ta
yHKLiOHaNbHWIA),
KOHTPOMb SIKOCTI
(mikpobionoriuHun),
Bi3yanbHuUn
KOHTponb); BeTtep
Papma-depTiryHr
vm6X i Ko. KT,
HimeuunHa
(NpomixHMI
KOHTpOMb B NpoLeci
BUPOGHMLTBA
(mikpobionorivyHun,
3aranbHun Ta
YHKLiOHaNbHMI),
KOHTPOMb SIKOCTI
(mikpobionoriuHui),
Bi3yanbHuUn
KOHTpOnb); BeTTtep
dapma-dPepTiryHr
vm6X i Ko. KT,
HimeuunHa
(NpoMmixxHMI
KOHTpOMb B NpoLeCi
BUPOOHMLUTBA
(mikpobionoriyHui,
3aranbHuin 1a

dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 30iNCHEHHS
hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa peaakuis: HikitTueHkoa Jlto6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiaANOBIAanNbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
dapmakoHarnsgy Ta voro Homepa.
3MiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
hapmakoHarnsgy
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

yHKLiOHaNbHWIA),
KOHTPOMb SKOCTI
(mikpobionoriyHuit),
Bi3yanbHWUi
KOHTpoOnb); KoBaHc
JlabopaTopis
NimiTen, Benuka
BpuTanis (koHTponb
AKOCTI
(6ionoriyHunn));
®eppiHr MM6X,
HimeuunHa
(BignoBiganbHuUi 3a
BUMNYCK cepil,
KOHTPOMb SIKOCTI
(XiMiYHWI Ta
TOYHICTb
[03yBaHHS));
deppiHr
KoHTponnepq
TepaneBTikc
Nimiten,
BenukobpuTaHis
(BUPOBHMLTBO
(36ipka wnpuu-
PYYKM ANs iH'eKuin),
MapKyBaHHS,
BTOPUHHE
nakyBaHHs Ta
BUNYCK cepii,
KOHTPOMb SIKOCTI
(TOYHiCTb
[03yBaHHs))

312.

PEKOBEJb

PO34MH AN iH'eKuin
no 72 mkr/2,16 mn;
CKISAHWN
BaraTono3oBui
KapTpumk ob’emom 3
Mn (ckno Tuny 1) 3
nopLUHeM i3
6pombyTurnoBoro
Kay4yky Ta
06XMMHOI0
arnoMiHieBoo
KPULLIKOKO 3
BKIAZKOK 3 Kayu4yKy,
NOMiLLEHNI y
LINpuL-pyyKy, no 1
WNpuy-pyYLi y

deppiHr
dapmaLeBTuK
an3 A/C

LaHia

Bio-TexHonoaxi
xeHepan (I3painb)
IItA., I3painb
(KOHTpOnb AKOCTI
(6ionoriyHui));
BetTep ®apma -
PepTiryHr MTM6X i Ko.
KI, HimeuunHa
(Bi3yanbHui
KOHTpoOrnb); BeTTep
Papma-depTiryHr
v6X i Ko. KT,
Hime4vunHa
(BMpOBHMLTBO,
nepBuHHE
nakyBaHHs1,

I13pains/
HimeyuunHa/
Benwka
BpuTaHis/
Benukobput
aHia

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBepneHHsa abo 3mMiHn 4o y3aranbHeHVX fgaHux
npo cucteMmy papMakoHarnagy (BBeeHHs
y3aranbHeHUX AaHWX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
cbapmakoHarnsigy B YKpaiHi, sKLo BoHa
BiAMiHHa BiA yNnoBHOBaxeHOi ocobu,
BiANoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWX

3a
peuernmom

UA/17969/01/03
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
KomnnekTi 3 15 NPOMIXKHWUIA YMNOBHOBa)EHOI 0CObM 3asiBHMKA,
CTepUnbHUMU KOHTPOMb B NpoOLIECi BiAMNOBiAanbHOI 3a dpapmakoHarnag. 3MiHa
ronkamu ans BUPOGHMLUTBA KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
iH'ekuin (3 (mikpobionoriyHun, capmakoHarnsg B YkpaiHi. [litoua pegakuis:

Hepxasitoyoi cTani)
Y KapTOHHIln kopobui

3aranbHun Ta
yHKLiOHaNbHWIA),
KOHTPOMb SIKOCTI
(mikpobionoriyHuit),
Bi3yanbHWUi
KOHTpoOrb); BeTtep
Papma-depTiryHr
vm6X i Ko. KT,
HimeuyunHa
(npomixHMI
KOHTPOMb B NpoLeci
BUPOGHMUTBA
(mikpobionorivyHun,
3aranbHuin Ta
dyHKLiOHaNbHWIA),
KOHTPOMb SKOCTI
(mikpobionoriyHuit),
Bi3yanbHWUi
KOHTpOnb); BeTTtep
dapma-depTiryHr
'vm6X i Ko. KT,
HimeuunHa
(NpomixxHMI
KOHTPOMb B NpoLeci
BMPOBHMLTBA
(mikpobionoriyHui,
3aranbHun Ta
YHKLIOHaNbHNI),
KOHTPOMb SIKOCTI
(mikpobionoriuHui),
BidyanbHun
KOHTpOnb); KoBaHc
INabopaTopis
JimiTen, Benuka
BpuTanis (koHTponb
AKOCTI
(6ionoriyHui));
PeppiHr M'M6X,
HimeuunHa
(BignoBiganbHuUi 3a
BUNYyCK cepii,
KOHTPOMb SIKOCTI
(ximiyHW® Ta
TOYHICTb
[03yBaHHs));

Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikitTueHkoa Jllo6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI

ocobu 3asiBHKKA, BignoBiganbHoi 3a

capmakoHarnag B YkpaiHi. 3miHa
MiCLe3HaxoMKeHHA macTep-daina cucTtemm
apmakoHarnsgy Ta voro Homepa.
3MiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
hapmakoHarnsgy




212 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
deppiHr
KoHTponnepg
TepaneBTikc
Nimiten,
BenvkobpuTaHis
(BUPOBHMLTBO
(36ipka wnpuu-
PYYKM ANs iH'eKuin),
MapKyBaHHS,
BTOPUHHE
nakyBaHHs Ta
BUNYCK cepii,
KOHTPOMb SIKOCTI
(ToYHiCcTb
[03yBaHHs))
313. | PEMABIP Tabnetku no 50 mr AT INatBis AT "OnaiHdapm" INaTBis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/3777/01/01
no 10 Tabnetok y "OnanHdapm" 3minu | Tvny - 3miln wopo peuenma
Gnictepi; no 2 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
6nictepu B BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
KapTOHHIN nayui npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa ANg 30iMCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
dapmakoHarnsiay) 3MiHa KOHTaKTHOI ocobu
3asiBHMKA, BiANOBiAanbHOI 3a hapmakoHarnsg B
YkpaiHi.
[itova pepakuis: MNMpuckoka AHAPIN.
lMponoHoBaHa pepakuia: CaByeHko AmMuUTpo
CeprifioBuy. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
chapmakoHarnsg B YKpaiHi
314. | PEMECTUN PO34nH ANS iH'EKLN, deppiHr- Yecbka 3eHrTiBa K.C., Yecbka Yecbka BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/9801/01/01
0,1 mr/mn, no 2 mn JleuuBa, a.c. Pecny6nik Pecny6bnika Pecny6nika 3miHu | TMny - 3miHn WwWoao peuenmom
abono 10 mn B a (BUPOBHWMK rOTOBOTO 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
amnyni; no 5 amnyn npoaykKTy, BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX

Y KapTOHHI
ynakoBLi

BiANoBiganbHUIA 3a
KOHTPOMb SIKOCTI,
NepBUHHY
ynakoBky); ®eppiHr-
JleunBa, a.c.,
Yecbka Pecny6nika
(BignoBiganbHuWii 3a

npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
BiANoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30inCHeHHs
hbapmakoHarnagy B YKpaiHi, Ko BOHa




213 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BUMYyCK cepii); BigMiHHA Big yNOBHOBaXXeHOI ocobu,
®eppinr-Nfleynsa, BiAMNOBiAanbHOI 3a 3AiNCHeHHs hbapmakoHarnsaay
a.c., Yecbka (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
Pecny6bnika PO3MiLLEeHHI MacTep-danna cuctemm
(signoBiganbHuii 3a dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
BTOPWHHY YNaKoBKY) yNOBHOBaXeHOoi 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiganbHoi 3a
capmakoHarnsg B YkpaiHi. [litoua pegakuis:
Kyuma Bonogumump OnekcaHgposuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlro6oB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxXoMKeHHA macTep-danna cucTtemm
chapmakoHarnagy Ta noro Homepa.
3miHa Micus 3aiNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
apmakoHarnsgy
315. | PE®AKTO niodpinisat gns Mdparizep CLWA BUPOBHMLTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/15929/01/01
AP pOo34nHy AnA Eny.Ci.Mi. nioginizaty 3a Himeuunna 3MiHM | Tuny - 3MiHn 3 skocTi. [oToBMI peuernmom
iH ekuin no 250 MO; KopnopenwH NOBHMM LIMKITOM; nikapcbkuii 3aci6. (iHWi 3MiHK) - BHeCeHHs

1 cdonakoH 3
niodiniaatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LUNpULOM 3
PO34MHHMKOM no 4
M1 (HaTpito xrnopwva
(9 mr/mn), BOAa onst
iH ekuin), 1
apanTepom Ans
cdrnakoHy, 1
cucTemoto Ans
iHdysii, 2
TamnoHamu 3i
cnmpTom, 1
nnactvpem Ta 1
MapneBolo
noayLLeyKoro B
KapTOHHIN kopobu,i 3
MapKyBaHHAM
YKPaiHCbKOI MOBOIO;
abo 1 dnakoH 3
niodpinizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LUNpULOM 3

KOHTPOMb SIKOCTI
PO34MHHMKA (OKpIM
[OOCTiIKEHHS UK

TEepTs NOPLUHS),

BTOPWHHE
nakyBaHHs!
PO34MHHUKA Y Habip
3 Npenaparom;
BiANoOBiganbHUI 3a
BUMYCK cepii: BaeT
dapma C.A,,
Icnanis;
anbTepHaTMBHa
naboparopis ans
TECTYBaHHS
npenapary 3a
NOKa3HWKOM
"CTepunbHicTb":
JlabopaTopis
Biona6, C.11.,
IcnaHis;
BUPOGHULTBO
PO34MHHUKA B
Lunpuuax, KOHTpoIb
SIKOCTi PO3YMHHMKA:

Bettep ®apma-
PepTuryHr N6 X &
Ko. KI', HimevuuHa;

penakuinHnx OHOBMNEHb 4O PO3MIpIB i KpecneHb
Ans npobkn NopLuUHS, Wwo6 y3roanTty iHpopmallito
B JOCbE 3 NPaBUIbHUMUN JaHUMK
noctavanbHuKa; gonyckv 6ynu goaaHi oo
cneundikauin ana Ravensburg
Schuetzenstrasse (SST) i Langenargen (VLA),
(Vetter Pharma-Fertigung GmbH & Co. KG
BMpOGNsie, BUNPOOOBYE Ta BUMycKae
nonepegHb0 HanoBHEHI LNPULKM Ha CBOIX
canrtax SST i VLA ans komnanii Wyeth Farma,
S.A), ockinbku BoHM 6ynu 3adikcoBaHi nuLue Ha
KpecrneHHi B MOTOYHUX 3aTBEPPKEHNX pO3Zinax.
3oBHiLLHIN giameTp nameni (Mm) Big 12,6 £0,15
(12,45 po 12,75) po 12,55 +0,15 (12,40 po
12,60); BHyTpiwHin giametp nameni (Mm) Big
"He BxoanTb Ao noto4Hoi cxemun" go 10,95
40,15 (10,80 go 11,10); 3aranbHa JOBXWHA (MM)
Bia 8,5 £0,25 (8,25 pno 8,75) po 8,5 +0,25 (8,25
0o 8,75); 3miHu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. (iHWwi 3mMiHN) - BHeceHHs
pefakuinHUX OHOBMEHb 4O PO3MIpIB | KpecrneHb
ans wnpuua. Wo6 yaroautu iHdopmaLiio B
[OCbE 3 MPaBUIbHYMU AaHMMK NoCTayarnbHKKa;
nonycku 6ynu fgoaaHi Ao cneundikauin ans
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bupobnsie, BunpoboBye Ta
BWMyCKae nonepeaHb0 HaMoBHEHI WNPULIM Ha
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
PO34YNMHHUKOM MO 4 BUPOBHMLTBO cBoix cantax SST i VLA ans komnaHii Wyeth
M (HaTpito xnopua PO34YMHHKKA B Farma, S.A), ockinbku BoHU 6ynu 3acikcoBaHi
(9 mr/mn), Boga ans LUNpu1Lax, KOHTPOIb n1LIe Ha KPeCNeHHi B MOTOYHNX 3aTBEPMXKEHNX
iH ekuin), 1 SIKOCTi PO3YMHHMKA po3ainax. 3aranbHa goBxuHa (MM) Big 79,411
ajantepom Ans (okpim gocnimKeHHs (78,4 no 80,4) no 80+1 (79 po 81); 3oBHiLWHIN
cnakoHy, 1 repMeTUYHOCTI): niameTp (MM) Big "He BxoguTb 40 NOTOYHOT
cucTemoto ansi BeTttep ®apma- cxemun" o 14,45+0,1 (14,35 po 14,55);
iHdysii, 2 ®epTuryHr N’moX & BryTpiwHin giametp (mm) Big 11,85+0,2 (11,65
TaMmnoHamu 3i Ko. KI, HimeuunHa; no 12,05) no 11,85+0,2 (11,65 go 12,05);
cnvpTom, 1 Bi3yanbHWUi [oexuHa nanbLeBoro gnaHus (mMm) Big «He
nnactupem Ta 1 KOHTpOIb BKITIOMEHO B MOTOYHY cxemy» Ao 23+1 (Big 22 oo
MapeBolo PO3YMHHWMKA, 24)
noayLLIEYKolo B KOHTPOMb AKOCTI
KapTOHHIN kopobu,i 3 PO34MHHMKA (OKpIM
MapKyBaHHAM [OCHIMKEHHS
aHrnincokoto abo repMeTU4HOCTI,
iHLLIOO iHO3EMHOO cunu TepTa
MOBOIO 3i CTUKEPOM nopLuHs): Bettep
YKpPaiHCBLKOIO MOBOIO ®apma-depTuryHr
Mv6X & Ko. KT,
HimeuumnHa;
Bi3yanbHWUi
KOHTpOIb
PO3YMHHWMKA,
KOHTPOMb AKOCTI
PO3YMHHWMKa
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
nopuuHs)): Bettep
Papma-depTuryHr
M6X & Ko. KT,
HimeyunHa
316. | PE®AKTO nioginisat ans Mdpanzep CLA BUPOGHMLTBO Icnanis/ BHECEHHS! 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/15929/01/02
Ad po34nHy Ans Eny.Ci.Mi. niodinizaty 3a Himeuunna 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom
iH ekuin no 500 MO; KopriopenLuH NOBHWUM LIMKIOM; nikapcbkuii 3aci6. (iHWi 3mMiHN) - BHeceHHs
1 donakoH 3 KOHTPOSb SIKOCTI pedakuinHMX OHOBMEHb A0 PO3MIpIB | KpecrneHb
niodinizatom y PO34UHHMKA (OKpIM Anst npobkn NopLUHS, Wwo6 y3roanTty iHpopmallito
KomnnekTi 3 1 AOCNIMKEHHSA cnnn B JOCbE 3 NPaBUIbHUMUN JaHUMK
nonepeaHL0 TepTs NOPLLHS), noctavanbHuKa; gonyckv 6ynu goaaHi oo
HarnoBHEHMM BTOPUHHE cneundikauin gna Ravensburg
LINPULIOM 3 nakyBaHHs1 Schuetzenstrasse (SST) i Langenargen (VLA),
PO34YMHHUKOM MO 4 PO34YMHHUKA Y Habip (Vetter Pharma-Fertigung GmbH & Co. KG
M1 (HaTpito Xrnopwva, 3 Npenaparom; BMpOGNsie, BUNPOGOBYE Ta BUMyCKae
(9 mr/mn), BOAA Anst BiANoBiganbHUIA 3a nonepegHb0 HanoBHEHI LWNPULM Ha CBOIX
iH ekuii), 1 BUNYCK cepii: BaeT cantax SST i VLA ans komnaHii Wyeth Farma,
afjantepom Ans dapma C.A,, S.A), ockinbku BoHM Bynu 3adikcoBaHi nuiie Ha
cdnakoHy, 1 Icnanis; KpeCneHHi B MOTOYHUX 3aTBEPIKEHUX po3inax.
cucTtemotro ans anbTepHaTuBHA 30BHiLLHIN giameTp nameni (Mm) Big 12,6 £0,15
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
iHQy3ii, 2 naboparopis gnsa (12,45 go 12,75) po 12,55 +0,15 (12,40 po
TamnoHamu 3i TEeCTyBaHHs 12,60); BHyTpiwHin giametp nameni (Mm) Big
cnvpTtom, 1 npenapary 3a "He BxoguTb 0o noto4Hoi cxemun" go 10,95
nnactmpem Ta 1 NOKa3HMKOM +0,15 (10,80 go 11,10); 3aranbHa JoBXMHA (MM)
MapneBo "CTepunbHicTb": Big 8,5 0,25 (8,25 po 8,75) oo 8,5 +0,25 (8,25
NnoAyLUeyKoro B JlabopaTtopis 0o 8,75); 3miHn | Tuny - 3miHK 3 aKkocTi. FoToBMN
KapTOHHIl kopobLi 3 Biona6, C.J1., nikapcbkuii 3aci6. (iHWi 3MiHK) - BHECEHHS
MapKyBaHHSAM Icnais; peAakuinHnX OHOBMEHb A0 PO3MIpIB | KpecneHb
YKpaiHCbKOK MOBOI; BUPOGHMLTBO ans wnpwuua. o6 ysrogutu iHdopmaLiio B
abo 1 donakoH 3 PO34YMHHMKA B [OCbE 3 MPaBUIbHUMUN AaHVMU NocTayarnbHKKa;
niodpinizatom y Lwnpuuax, KOHTponb nonycku 6ynu fgoaaxi Ao cneundikauin ans
KOMnnekTi 3 1 SIKOCTi PO3YMHHUKA: Ravensburg Schuetzenstrasse (SST) i
nonepegHLo BeTttep dapma- Langenargen (VLA), (Vetter Pharma-Fertigung
HarMoBHEHUM DepTuryHr F'mMoX & GmbH & Co. KG Bnpobnsie, BunpoboBye Ta
LNpu1Lom 3 Ko. KT, HimeuunHa; BUMNyCKae nonepeaHb0 HaNOBHEHI LUNPULM Ha
PO34YNMHHUKOM MO 4 BUPOBHMLTBO cBoix cantax SST i VLA ans komnaHii Wyeth
M1 (HaTpito xrnopwva PO34YMHHKKA B Farma, S.A), ockinbku BoHn 6ynu 3adikcoBaHi
(9 mr/mn), BOAA onst Lnpuuax, KOHTPoIb NYLLEe Ha KPeCIEeHHi B MOTOYHMX 3aTBEPOKEHMX
iH ekuin), 1 SIKOCTi PO3YMHHMKA po3ainax. 3aranbHa goBxuHa (MM) Big 79,411
afjantepom Ans (okpim gocnimKeHHs (78,4 po 80,4) no 80+1 (79 po 81); 3oBHiLWHIN
conakoHy, 1 repMeTUYHOCTI): niameTp (MM) Big "He BxoguTb 40 NOTOYHOI
cuctemoto ansi Bettep dapma- cxemun" go 14,45+0,1 (14,35 po 14,55);
iHdysii, 2 PepTuryHr NrmoX & BryTpiwHin giametp (mm) Big 11,85+0,2 (11,65
TamnoHamu 3i Ko. KI', HimeuunHa; no 12,05) oo 11,85+0,2 (11,65 go 12,05);
cnmpTom, 1 Bi3yanbHWUi [oexuHa nanbLesoro gnaHus (Mm) Big «He
nnactvpem Ta 1 KOHTPOIb BKITIOYEHO B MOTOYHY cxemy» Ao 231 (Big 22 oo
MapreBot PO34YMHHUKA, 24)
NoAYyLLEYKOI B KOHTPOMb SIKOCTI
KapTOHHIN kopobu,i 3 PO34UHHMKA (OKpIM
MapKyBaHHsIM DOCTifKEHHS
aHrnincekoro abo repMeTUYHOCTI,
iHLLIOO iHO3EMHO cunu TepTa
MOBOIO 3i CTUKEPOM nopLuHs): Bettep
YKPaiHCbKOIO MOBOO ®dapma-depTuryHr
M6X & Ko. KT,
HimeuumnHa;
Bi3yanbHun
KOHTpOIb
PO3UMHHUKA,
KOHTPOMb SIKOCTI
PO34MHHWMKa
(oocniopxeHHs
repMeTUYHOCTI,
cunu TepTs
nopuuHs)): Bettep
dapma-depTuryHr
M6X & Ko. KT,
HimeyumHa
317. | PE®AKTO niodpinizat gns Mdpansep CLA BUPOGHMLITBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis: 3a - UA/15929/01/03
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
AP pPO34MHy Ang Eny.Ci.Mi. nioginisaty 3a HimevuunHa 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
iH ekuii no 1000 KopnopeniH NOBHWM LIMKITOM; nikapcbkuin 3aci6. (iHwWi 3MiHK) - BHeceHHs

MO; 1 cpnakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LInpuLom 3
PO34YMHHMKOM Mo 4
Mn (HaTpito xrnopua
(9 mr/mn), BOga ans
iH ekuin), 1
apganTepom ansi
dnakoHry, 1
cucTemoto ans
iHya3ii, 2
TamnoHamu 3i
cnupTom, 1
nnactupem Ta 1
MapneBo
NoAYyLLEYKOI B
KapTOHHIl kopobLi 3
MapKyBaHHSIM
YKpPaiHCbKOK MOBOIO;
abo 1 chnakoH 3
niodiniaatom y
KoMnnekTi 3 1
nonepeaHL0
HarMoBHEHUM
LINPULIOM 3
PO34MHHMKOM Mo 4
M1 (HaTpito xrnopwva
(9 mr/mn), BOAA onst
iH ekuin), 1
agjantepom ans
dnakoHry, 1
cucTemoto Ans
iHdysii, 2
TamnoHamu 3i
cnmpTom, 1
nnactipem Ta 1
MaprieBot
NOAYLLEYKOIO B
KapTOHHIN kopobu,i 3
MapKyBaHHSIM
aHrnincebkoto abo
iHLLIOO iIHO3EeMHOLO
MOBOH 3i CTUKEPOM
YKPaiHCbKOO MOBOKO

KOHTPOMb SIKOCTI
PO34MHHWMKA (OKpIM
DOCHIIKEHHS CUIn

TEepTs NOPLUHS),

BTOPUHHE
nakyBaHHs1
PO34MHHMKA Y Habip
3 npenaparom;
BignoBiganbHWi 3a
BUNYCK cepii: Baet
dapma C.A,,
Icnanis;
anbTepHaTMBHa
naboparopis 4ns
TECTyBaHHs
npenapary 3a
NOKa3HUKOM
"CTepurnbHicTb":
JlabopaTtopis
Biona6, C.1.,
Icnanis;
BUPOBHMLTBO
PO34YMHHKKA B
Lnpuuax, KOHTPOsb
SIKOCTi PO3YMHHMKA:

Bettep ®apma-
®epTuryHr FrM6X &
Ko. KI', HimewuuHa;

BUPOGHMLTBO
PO3YMHHUKA B
Lnpuuax, KOHTpoIb
SIKOCTi PO34YMHHUKA
(okpim gocniopkeHHs
repMeTUYHOCTI):

Bettep ®apma-
®epTuryHr FrM6X &
Ko. KI', HimeuuuHa;

Bi3yanbHuUn
KOHTpOb
PO34MHHUKA,

KOHTPOMb SIKOCTI

PO34UHHMKA (OKpIM
DOCTi[PKEHHS
repMeTUYHOCTI,
cunu TepTs
nopLuHs): Bettep
Papma-depTuryHr

pefakuinHnx OHOBMNEHb 4O PO3MIpIB i KpecneHb
Ons npoGKM NopLUHSA, Wwob6 y3roanTy iHdopMauio
B [IOCbE 3 NPaBUMNbHUMW SAHUMM
nocrtavanbHuKa; gonycku 6ynu goaaHi oo
cneumdikauin gna Ravensburg
Schuetzenstrasse (SST) i Langenargen (VLA),
(Vetter Pharma-Fertigung GmbH & Co. KG
BMpOGNsie, BUNPOGOBYE Ta BUMycKae
nonepeaHb0O HanoBHEHI LNPULM Ha CBOIX
cantax SST i VLA ans komnaHii Wyeth Farma,
S.A), ockinbkv BoHW Bynu 3adikcoBaHi nuviie Ha
KPECMNeHHi B MOTOYHMX 3aTBEPKEHUX pO3Ainax.
30BHiLWHIN giameTp nameni (vm) Big 12,6 £0,15
(12,45 po 12,75) po 12,55 +0,15 (12,40 go
12,60); BHyTpiwHin giametp nameni (Mm) Big
"He BxoanTb Ao noto4Hoi cxemun" go 10,95
+0,15 (10,80 go 11,10); 3aranbHa JoBXUHA (MM)
Big 8,5 0,25 (8,25 po 8,75) no 8,5 +0,25 (8,25
0o 8,75); 3miHn | Tuny - 3miHn 3 skocTi. FoToBMN
nikapcbkuii 3aci6. (iHWi 3MiHK) - BHECEHHS
pefakuiHMX OHOBMEHb 4O PO3MIpiB i KpecneHb
ons wnpuua. Wo6 yaroguty iHdopmalito B
[OCbE 3 MPaBUIbHUMU AaHMMW NocTavarnbHKKa;
ponycku 6ynu goaaHi oo cneuudikauiv ons
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bnpobnsie, BunpoboBye Ta
BUNyCKae nonepeaHbo HaMOBHEHI LUNpULUY Ha
cBoix canTtax SST i VLA ans komnanii Wyeth
Farma, S.A), ockinbku BoHn 6ynu 3adikcoBaHi
NYLLE Ha KPECIEHHi B MOTOYHUX 3aTBEPOKEHMX
po3ginax. 3aranbHa goBxuHa (Mm) Big 79,4+1
(78,4 po 80,4) no 80+1 (79 go 81); 30BHILWHIN
niameTp (MMm) Big "He BxoguTb 40 NOTOYHOT
cxemn" o 14,45+0,1 (14,35 go 14,55);
BHryTpiwHin giametp (mm) Big 11,85+0,2 (11,65
no 12,05) no 11,85+0,2 (11,65 go 12,05);
HosxuHa nanbuesoro dnaHus (Mm) Big «He
BKITIOYEHO B NOTOYHY cxeMy» Ao 23+1 (Big 22 go
24)
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

M6X & Ko. KT,
HimeuumnHa;
Bi3yanbHWUi

KOHTpOIb
PO3YMHHMKA,

KOHTPOMb SIKOCTI
PO34YMHHMKA

(oocnigpxeHHs

repMeTU4HOCTI,
cunu TepTa

nopuHs)): Bettep
dapma-depTuryHr

M6X & Ko. KT,
HimeyumHa

318.

PE®AKTO
Ao

nioginisat anga
PO34mMHY Ans

iH ekuin no 2000
MO; 1 cpnakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LUNPULIOM 3
PO34MHHMKOM Mo 4
Mn (HaTpito xnopua
(9 mr/mn), BOga ons
iH ekuin), 1
apganTepom Ansi
dnakoHry, 1
cucTemoto ans
iHOy3il, 2
TamnoHamu 3i
cnmpTom, 1
nnactupem Ta 1
MapreBot
NOAYLLEYKOIO B
KapTOHHIN kopobui 3
MapKyBaHHAM
YKPaiHCbKO MOBOIO;
abo 1 donakoH 3
niodiniaatom y
KoMnnekTi 3 1
nonepeaHLo
HarnoBHEHUM
LINPULIOM 3
PO34MHHUKOM 0o 4
M1 (HaTpito xrnopwva,
(9 mr/mn), BOAA Anst
iH ekuii), 1

Mdansep
Eny.Ci.Mi.
KopnopenwH

CLIA

BUPOBHMLTBO
nioginisaty 3a
MOBHUM LIKITOM;
KOHTPOMb SIKOCTI
PO34MHHUMKA (OKpIM
[OCNIMAKEHHS CUNn
TEepTs NOPLUHS),
BTOPUHHE
nakyBaHHsi
PO34MHHKKA Y Habip
3 npenaparom;
BignoBigansbHWi 3a
BUMYyCK cepii: BaeT
dapma C.A,,
Icnanis;
anbTepHaTMBHa
nabopartopis ans
TECTYBaHHS
npenapary 3a
NOKa3HUKOM
"CTepurnbHicTb":
TlabopaTopis
Biona6, C.1.,
Icnanis;
BUPOGHMLTBO
PO34YMHHKKA B
Lnpuuax, KOHTPOIb
SIKOCTi PO3YMHHMKA:
Bettep ®apma-
®epTuryHr FrM6X &
Ko. KI', HimeuunHa;
BUPOGHULTBO
PO3YMHHKKA B
Lunpuuax, KOHTpoIb
SIKOCTi PO34YMHHUKA

Icnanis/
HimevuunHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. (iHwWwi 3mMiHN) - BHeceHHs
penakuinHnx OHOBMNEHb 40 PO3MIpIB i KpecneHb
Onsi npoGkM NopLuHS, Wwob6 y3roanTty iHopMauio
B JOCbE 3 NPaBUIIbHUMUW JaHUMK
nocrtavanbHuKa; gonycku 6ynu gogaxi oo
cneumdikauin gna Ravensburg
Schuetzenstrasse (SST) i Langenargen (VLA),
(Vetter Pharma-Fertigung GmbH & Co. KG
BMpOGNsie, BUNPOGOBYE Ta BUMYyCKae
nonepeaHb0 HarNoBHEHI LUNPULM HA CBOIX
canrtax SST i VLA ans komnanii Wyeth Farma,
S.A), ockinbku BoHM B6ynu 3adikcoBaHi nuLie Ha
KPECINeHHi B MOTOYHMX 3aTBEPPKEHMX PO3Ainax.
3oBHiLLHIN giameTp nameni (Mm) Big 12,6 £0,15
(12,45 po 12,75) po 12,55 +0,15 (12,40 no
12,60); BHyTpiwHin giametp nameni (Mm) Big,
"He BxoanTb Ao noto4Hoi cxemun" go 10,95
40,15 (10,80 go 11,10); 3aranbHa JoBXMHA (MM)
Bia 8,5 +0,25 (8,25 no 8,75) po 8,5 +0,25 (8,25
0o 8,75); 3miHu | Trny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. (iHWi 3MiHN) - BHeceHHs
pefakuiiHMX OHOBIEHb 4O PO3MIpIB i KpecrneHb
ans wnpuua. Lo6 ysroantu iHdopmaLio B
[OCbE 3 NMPaBUINbHUMU AaHUMW NocTayarnbHKKa;
ponycku 6ynu goaaHi Ao cneuudikauivi gns
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bnpobnsie, Bunpobosye Ta
BUNyCKae NonepeaHbo HaMOBHEHI LUNpUUY Ha
cBoix canTtax SST i VLA ans komnanii Wyeth
Farma, S.A), ockinbku BOHM Oynun 3adikcoBaHi
NYLLEe Ha KPECTEHHI B MOTOYHUX 3aTBEPOKEHMX
po3ginax. 3aranbHa gosxuHa (M) Big 79,4+1

3a
peuerimom

UA/15929/01/04
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
agantepom ans (okpim gocnigpkeHHs (78,4 no 80,4) oo 80+1 (79 go 81); 30BHiLWHIN
dnakory, 1 repmMeTUYHOCTI): fdiameTp (Mm) Big "He BxoanTb A0 NOTOYHOI
cucTemoto ansi BeTttep ®apma- cxemun" go 14,45+0,1 (14,35 po 14,55);
iHQys3ii, 2 PepTuryHr 'mM6X & BHyTpiwHin giameTp (Mm) Big 11,85+0,2 (11,65
TamnoHamu 3i Ko. KI', HimeuuuHa; no 12,05) no 11,85+0,2 (11,65 go 12,05);
cnvpTom, 1 Bi3yanbHWUi [oexuHa nanbLeBoro gnaHus (mm) Big «He
nnactmpem Ta 1 KOHTPOIb BKITIOYEHO B MOTOYHY cxemy» Ao 231 (Big 22 no
MapreBok PO3YMHHUKE, 24)
noayLLIEYKoo B KOHTPOMb AKOCTI
KapTOHHIl kopobLi 3 PO34YMHHMKA (OKPIM
MapKyBaHHAM [OCNIMKEHHS
aHrnincokoto abo repMeTU4HOCTI,
iHLLIOO iIHO3EeMHOL0 cunu TepTA
MOBOIO 3i CTUKEPOM nopuHs): Betrep
YKPaiHCBKOIO MOBOIO ®apma-depTuryHr
M6X & Ko. KT,
Himeyuunha;
Bi3yanbHWUi
KOHTpOb
PO3UMHHUKA,
KOHTPOMb AKOCTI
PO34MHHWMKa
(oocniopxeHHs
repMeTU4HOCTI,
cunu TepTs
nopuHs)): Bettep
Papma-depTuryHr
M6X & Ko. KT,
HimeyvymHa
319. | PE®AKTO nioginisat ans Mdpanzep CLA KOHTPOIb SIKOCTi Npu Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/15929/01/05
Ad® PO34MHY Ans Eny.Ci.Mi. BUNYCKY Cepini Ta HimeyuunHa 3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBUMIA peuenmom
iH ekuii no 3000 KopnopenH npw AOCHIMKEHHI nikapcbkuii 3aci6. (iHWwi 3miHN) - BHeceHHs
MO; 1 nonepegHbO cTabinbHocTi, pedakuinHMX OHOBMEHb A0 PO3MIpIB | KpecrneHb
HanoBHeHWI WnpuLy MapKyBaHHS, Ansa Npobku NopLUHS, Wob y3roantu iHpopmaldiito
i3 niocpinizatom y BTOPUHHE B JOCbE 3 MpaBUNbHUMU AAHUMKN
BepxHili kamepi Ta nakyBaHHs, BUMyCK nocravanbHuKa; gonyckv ynun goaaHi oo
PO34YMHHUKOM MO 4 cepii: Baet ®apma cneundikauin ana Ravensburg
MIT Y HWXHI kamepi, C.A,, Icnanis; Schuetzenstrasse (SST) i Langenargen (VLA),
1 WwTOK NopLuHs, 1 BUPOGHMLTBO (Vetter Pharma-Fertigung GmbH & Co. KG
cuctema ans nikapcbkoro 3acoby, BMpoOnsie, BUNpoboBye Ta BUNyckae
iHdpy3ii, 2 TamMnoHn BidyanbHun nornepeAHbO HaMOBHEHI LLINPULIM Ha CBOIX
3i cnupTtom, 1 KOHTPOIb cantax SST i VLA ans komnaHii Wyeth Farma,
nnactup, 1 mapnesa nikapcbkoro 3acoby, S.A), ockinbku BoHM Bynu 3adikcoBaHi nuLle Ha
nopyweyka ta 1 KOHTPOMNb SIKOCTI: KpEeCIneHHi B MOTOYHMX 3aTBEPKEHMX PO3Ainax.
KOBMayoK y Bettep ®apma- 3oBHiLLHIN giameTp nameni (Mm) Big 12,6 0,15
KapTOHHIN kopobui 3 PepTuryHr N6 X & (12,45 po 12,75) po 12,55 +0,15 (12,40 no
MapKyBaHHAM Ko. KT, HimeuuuHa; 12,60); BHyTpiwHin giametp nameni (Mm) Big,
YKPaiHCbKOI MOBOIO; Bi3yanbHun "He BxoanTb Ao noto4Hoi cxemun" go 10,95
1 nonepegHLO KOHTpOInb 40,15 (10,80 go 11,10); 3aranbHa JOBXMHA (MM)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
HaMoOBHEHWI LUNpUL, nikapcbKoro 3acooy, Big 8,5 0,25 (8,25 po 8,75) no 8,5 +0,25 (8,25
i3 niocpinizatom y KOHTPOMb SKOCTI Ao 8,75); 3minu | Trny - 3miHK 3 aKkocTi. FoToBUI
BEPXHiN kKamepi Ta nikapcbKoro 3acoby: nikapcbkuii 3aci6. (iHWi 3MiHK) - BHECEHHS
PO34YMHHUKOM Mo 4 BeTttep ®apma- pefakuinHnx OHOBMNEHb 4O PO3MIpIB i KpecneHb
MIT Y HWXHIN kamepi, ®epTuryHr N’moX & ans wnpuua. Wo6 ysroantu iHdopmadiio B
1 WTOK nopuHs, 1 Ko. KI', HimeuunHa; [OCbE 3 NPaBUNbHUMM SaHUMKU NOCTavanbHUKa;
cuctema ans Bi3yanbHWUi nonycku 6ynu goaaHi fo cneuudikauiv gna
iHdpy3ii, 2 TaMnoHn KOHTpOIb Ravensburg Schuetzenstrasse (SST) i
3i cnvpTtom, 1 nikapcbKoro 3acooy, Langenargen (VLA), (Vetter Pharma-Fertigung
nnactup, 1 mapneea KOHTPOSb SIKOCTi GmbH & Co. KG Bupobnsie, Bunpobosye Ta
nopyweyka ta 1 nikapcbkoro 3acoby: BMNyCKae nonepeaHbOo HaMOBHEHI LUNpULY Ha
KOBMa4oK y BeTttep dapma- cBoix cantax SST i VLA ans komnaHii Wyeth
KapTOHHIl kopobui 3 depTuryHr F'mMoX & Farma, S.A), ockinbku BoHW Bynun 3agikcoBaHi
MapKyBaHHAM Ko. KT, HimeuuuHa; NVILLE Ha KPECTEHHi B MOTOYHMX 3aTBEPAKEHMX
aHrnincokoto abo Bi3yanbHuUi po3ainax. 3aranbHa goBxuHa (MM) Big 79,411
iHLLIOO iIHO3EeMHOL0 KOHTPOIb (78,4 no 80,4) oo 80+1 (79 go 81); 3oBHiLWHiIN
MOBOIO 3i CTUKEPOM nikapcbKkoro 3acoby: fdiameTp (Mm) Big "He BxoanTb A0 NOTOYHOI
YKpaiHCbKOIO MOBOHO Bettep dapma- cxemun" go 14,45+0,1 (14,35 po 14,55);
depTuryHr F'mMoX & BHyTpiwHin giametp (Mm) Big 11,85+0,2 (11,65
Ko. KI', HimeuunHa no 12,05) no 11,85+0,2 (11,65 go 12,05);
[oexuHa nanbLesoro gnaHus (Mm) Big «He
BKITIOYEHO B MOTOYHY cxemy» Ao 231 (Big 22 oo
24)
320. | PEXON TabneTtku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/17043/01/01
KULLIKOBOPO34YMHHI NO "MIKPOXIM" «MIKPOXIM», 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom nidnsicae
400 mr, no 8 Ykpaina nikapcbkui 3aci6. 3MiHn y BUpOBGHMUTBI. 3MiHa

Tabnetok y 6nictepi,
no 1 abo no 3
Gnictepn y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
nadui 3 KapToHy

(nabopatopis
i3nKO-xiMmi4HOro
aHanisy Ta
KOHTPOIO
BMPOGHMLTBA;
BMPOGHMYa
ainbHUUSA (BCi cTagii
BUPOGHMYOrO
npouecy);
BiANoOBiganbHUI 3a
BUNYCK cepii, He
BKIHOYaun
KOHTpOnb/BUNpoOyB
aHHs cepii)

iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIIO SAKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA BUpOOHMKa, LLO
BignoBigae 3a BBe3eHHsi Ta/abo BuUNyck cepii) -
He Bknto4aoum KOHTPOnb/BUNPOGYBaHHS cepii.
[opaBaHHs BupobHuka M3, BignosigansbHoro 3a
BUNYCK Cepii, He BKIOYaoun
KOHTponb/BUNpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a apgpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHgycTpii, 6ya. 5.). BHeceHi B
IHCTpPYKLl0 AN MeANYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxogeHHs BUpobHuKa Ta 1oro agpecu
MicUsi NpoBagXXEHHS AisiNbHOCTI" 3 MOXIUBICTIO
OPYKyBaTU OKpeMi IHCTPYKUIiT ANS Mean4Horo
3acTOCyBaHHS fikapcbKoro 3acoby ans
BiANOBIgHMX BUPOBHUKIB Ta sk HAcnigok nosisa
YMNaKoBOK NiKapCbKoro 3acoby Ans A04aTKOBOT
BMPOGHMYOI AinbHULI. BBEAEHHS 3MiH NpoTArom
6-T MicsiLiB nicns 3aTBepAKeHHS. 3MiHuM | Tuny -
ALMiHiCTpaTMBHI 3MiHN. 3MiHa HaMeHyBaHHS!
Ta/abo agpecw 3asiBHMKa (BNacHWKa
peEeCTpaLinHOro NocBig4eHHs) 3MiHa agpecu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3asiBHUKa. BBegeHHs 3MiH npoTsrom 6-1u
MicaUiB Micnsa 3aTBepmXeHHs. 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHA HalMeHyBaHHS
Ta/abo agpecu micLa NPoBapKEHHS QiANbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3aco0by, BKYaum ginbHULi BUNycKy cepii abo
MicLie NpoBeAeHHS KOHTPOIHO SIKOCTI.
(BisinbHiCTb, 3a Ky BignoBigae
BUPOGHMK/IMNOPTEP, BKIOYA4M BUMYCK Cepilt)
3MiHa topuanyHoi agpecu BupobHuka M3, 6e3
3MiHU (haKTUYHOro MicLst BUPOBHMLTBA
(ropuanyHa agpeca: YkpaiHa, 01013, m. Kuig,
Byn. byaiHayctpii, 6ya. 5.).
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPKEHHS.
321. | PIANITPIC crnpemn HasanbHUn, meHmapk Lsenuapi nmeHmapk IHAis BHECEHHS 3MiH O peecTpauiiHux maTepianis: 3a - UA/18235/01/01
[,030BaHUN, CnewianTi a dapmacbioTrkana 3MiHu | TUNy - 3MiHK Woao peuenmom
cycneHsis; no 56, C.A. Jita. 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
120 abo 240 po3 y (iHWi 3MiHW) - 3MiHM BHECEHO B TEKCT
nonieTuneHoBoMy MapKyBaHHs1 BTOPMHHOI YNaKoBKM TikapCbKOro
dnakoHi; no 1 3acoby B n. 15. "OJ1A NNIKAPCbKMX 3ACOBIB,
dnakoHy 3 AKI MPU3HAYEHI ANS CAMOCTIMHOIO
[03YI04MM HacoCoM- JIIKYBAHHA - IHPOPMALIA WOJO0
posnunoBayem, 3ACTOCYBAHHA" 3 meToo HagaHHs
3aKpUTUM naujieHtam iHdopmauii LWoao OYULLLEHHSA
KOBMaYkoM, y [03y04Oro NpucTpoto npenapary Ans
KapTOHHiI kopobui NOKpaLLeHHs NOro 3acTocyBaHHs. BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEpPAKEHHS!
322. | PIHBOK TabneTkn, BKpUTI EG6BI LLisenuapi nepBUHHE Ta ITanis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/18371/01/01
NniBKOBOO Biodhapmacsio A BTOPUHHE Ipnangis/ 3MiHn | TUny - 3miHK 3 gkocTi. FoToBUIA peuernmom
060onoHKoto, Tikans MM6X nakyBaHHs1, BUNYCK CLUA nikapcbkuii 3aci6. 3MiHn y BUpOBGHMUTBI. 3MiHa
NPOOHroBaHoi A, cepii: E66BI C.p.n., po3mipy cepii (Bknto4atoum gianasoH posmipy
15 wr; ITanis; BUpobHULTBO cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs
Ne28: no 7 Tabnetok nikapcbKkoro 3acoby, 0o 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM
y 6nicTepi, no 4 TecTyBaHHs: EGOBI po3mipom) [JoaaBaHHs anbTepHaTUBHOIO
Gnictepn y Avipneng HN B.B., po3mipy cepii 113 800 000 TabneTok
KapTOHHIl kopoOLi Ipnangis; 3aTtBepaxeHo: 400 000 TabneTok;
TeCTyBaHHs nig yac 3anponoHosaHo: 400 000 TabneTok, 800 000
36epiraHHs: EGOBI TabneTok.
IHk., CLLUA
323. | PO3YBACTA NOpOLLIOK BIOKOH IHpia BIOKOH NIMITEQ, Inaia BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: - - UA/12935/01/01
TWUH (cybeTaHuis) y JIMITEQ IHgis; BIOKOH 3minn | TMny - 3miHn 3 akocTi. CepTndikat
KANbUIKO noaginHNX NIMITEQL, IHais; BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
nonieTMneHoBmnx BIOKOH NIMITEL, €Bponelicbkiit hapmakonei/MoHorpadii.
naketax gns IHais MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
dapmaLeBTU4HOrO BiAMOBIAHOCTI abo BUIy4YeHHs cepTudikata
3acToCyBaHHs BiQNOBIgHOCTI E€Bponeichkin chapmakonei: ons
A®I; ansa suxigHoro
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, O
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiNOBIgHOCTI €Bponenchkin thapmakonei) -
OHoBneHnn cepTudikar Big yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHs OHOBIIEHOro cepTudikata
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2015-114 - Rev 02 (3atBepaxeHo: R1-CEP
2015-114 - Rev 01). Ak Hacnigok y
cneumdikaLito foaaHo nokasHuk «OuTtoBa
KMCNoTay 3 A0AaBaHHSIM BignoBigHOI METOAMKMN
KOHTpOTto

324.

PO3YBACTA
TUH
KANbLUIO

NOPOLLIOK
(cybcTaHuis) y
NOABINHNX

nonieTuneHoBmx

naketax ans

hapmaLEeBTUYHOTO

3aCToCyBaHHA

CeHTpieHT
dapmacbioTika
n3
HesepnaHngc
B.B.

HigepnaH
an

CeHTpieHT
dapmacbioTikana
IHgis MpamsiT
Nimiten

IHAis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHOBMEHOro cepTudikara
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®Il; onsa BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT peyvoBUHM (cepTudikat
BigNoOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BUpoOHMKa. MogaHHA oHoBreHoro CepTtudikarty
BignoBigHoCTI €Bponelickkin hapmakonei R1-
CEP 2015-090 - Rev 01 (nonepeaHs Bepcia R1-
CEP 2015-090-Rev 00) ans cybctanuii
Rosuvastatin calcium Big BXxe 3aTBepaxeHoro
BUpOGHMKa CeHTpieHT PapmacbioTikana IHais
Mpawsit JlimiTen, IHaia Ta, Sk HAcnigoK, BHECEHO
[00aTKOBOro BUPOGHMKA MPOMIXKHOTO NMPOAYKTY
Z8 — CLININVENT RESEARCH PRIVATE
LIMITED (Survey No. 173/1, 168, 173/1AA,
170/A and 170/AA Gummadidala Mandal,
Sangareddy District India — 502 313 Anantharam
Village, Telangana); Takox B npoueci
BMPOGHMLTBA 3MiHEHO Ha3BY BUXiAHOMO
matepiany 3 CN1 Ha CN2; npoBeieHO He3HauHy
onTMMi3aLito BUpoBHUYOro npotecy 6e3
icToTHoro BnnuBy Ha sikicte A®I. 3miHu | Tuny -
3miHu 3 sikocTi. ADl. Cuctema
KOHTeMHep/3aKynoproBanbHUii 3aci6 (iHLWi 3miHW)
BHECEeHHSs1 3MiH 4o po3ainy «MapkyBaHHs» MKA
Ha ADI.

UA/15891/01/01

325.

POCYMAK

TabneTkn, BKpUTI

NniBKOBOKO

o6onoHkot, no 5 mr;

AJTKANOIO AL
Ckon'e

Pecnybnik
a lNisHivHa
MakenoHis

AJIKANOIO ALQ
Ckon'e

Pecny6bnika
MiBHi4YHa
MakenoHisa

BHECEHHS 3MiH 10 peecTpauiiHnX maTtepianis:
3MiHu | TUnYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

3a
peuerimom

UA/17672/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nikapcbkoro 3acoby. 3miHa y meTogax

no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHIl kopobui

BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKIOYaouM 3amiHy abo JOMOBHEHHS)) - 3MiHA
mMeToay BunpobyBaHHs 13 3a nokasHUKoM
«KinbkicHe Bu3HayeHHs» APl PodyBacTaTuHy
(BEPX). OHoBReHuin meTon, BUNpobyBaHHS
BMPOBaAXYETHCS 3 METOI0 YCYHEHHSI Npobnem
LLIO0 OOCATHEHHSI YMOB NPUOATHOCTI CUCTEMM.
3MiHun | TMny - 3MiHuM 3 siKocTi. [oTOBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNpPoByBaHHs rOTOBOrO NikapCcbKoro 3acoby
(iHWi 3MiHM y meTopax BunpobyBaHb
(BKrOYatouM 3amiHy abo AONOBHEHHS)) - 3MiHa
3aTBepaKeHoro metoay BunpobysaHHs 113 ans
nokasHuka « OgHOPIOHICTE 4O30BaHNX OANHULbY
(BEPX) Ha HOBWIN MeTof, sIKUIA MPOBOAUTLCS B
YMOBaX KifbKiCHOro BU3HaY€HHs1 po3yBacTaTuHy.
3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHK y MeTogax BunpobyBaHb
(BKrOYatoum 3amiHy abo AOMNOBHEHHS)) - 3MiHa
meToay BunpobyBaHHs 113 3a nokasHnkom
«Po3unHeHHs» (BEPX). 3miHun | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToOBOroO fikapcbKkoro 3acoby. 3miHa y meTogax
BMUNpoByBaHHsS rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPOBYBaHHS) HE3HaYHI 3MiHWN B METOAI
BuNpobyBaHHs 113 3a nokasHukom «CynyTHi
nomiwku» (BEPX), wo ctocytoTbes AoaaBaHHst
onncy xpomaTtorpadiyHux yMoB, AeTanbHOro
onucy NpurotTyBaHHsA bydepHOro posymHy Ta
pPO34nHHMKA. 3MiHK | TUNYy - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BigNOBIQHOCTI €BponenchbKii
dapmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiQHOro Martepiany/peareHTy/NpOMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikaTt
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREHWI cepTuUikaT Bif y)Ke 3aTBEPAXKEHOrO

BMpOBHUKA - MOAAHHSI OHOBIIEHOTO cepTUdiKaTy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BignoBigHocTi €O Big 3aTBEPOYKEHOTO

BupobHuka A®I MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03
(3aTBepakeHo: CEP RO-CEP 2015-188-Rev 02).
BHacnigok oHoBneHHst CEP goaaHo ouiHKy
PU3MKY LLOAO eNeMEHTHUX AOMILOoK 3rigHo ICH
Q3D. 3miHa agpecu BUPOBHMNYMX NOTYXXHOCTEN
npomixxHoro npoaykTy Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3miHn | TMNY - 3MiHM 3 SIKOCTI.
CeptudikaT BignosigHocTi/l E-ceptudikat
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXigHOro martepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
A®l; ons gonomixkHOT pevoBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEHOro
BMPOGHKKa - NogaHHsi OHOBIEHOrO cepTudikaty
BignosigHocTi €& Big 3aTBEpPOKEHOTO
BnpobHmka A®l MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepepnHs Bepcia: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbcs, Wo
Jomilka L, onncaHa B MmoHorpadii He
BM3HAYaAETLCS, OCKINIbKM BOHA HE MOxe ByTun
NPUCYTHBOIO NMPU BUKOPUCTAHOMY LUMISXY
cuHTe3y. BBeaeHHs ginbHWLi Anst BUpobHuuTBa
npomixHoi npoaykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3Minu | Tuny - 3MiHu
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
capmaxkonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeicbkin papmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHLCSA Y BUPOOHULTBI
AQI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
BiQNOBigHOCTI €Bponeichkit hapmakonei) -
OHoBREHWI cepTuiIkaT Bif y)Ke 3aTBEPAXKEHOrO
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BignoBigHocTi E® ans 3aTBEpHKEHOrO
Bupo6Hmka MSN Laboratories Private Limited
CEP Ne R1-CEP 2015-188-Rev-01 (nonepefHs

Bepcisi: RO-CEP 2015-188-Rev-04 ). OHOBREHHS
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

afpecy nocravasbHVKa, MPOMIKHOTO NPOAYKTY

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

BMpobHWKa Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6e3 3amiHn MicueaHaxakeHHs1. 3MiHun |
TMNy - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTpornb roToBoro nikapcebkoro 3acoby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) - 3MiHa
mMeToauku BunpobysaHHs T13 3a nokasHukom
«MikpobionoriyHa unctotay, a came BHECEHO
3MiHa meToAy Ans BusHaveHHs TYMC 3 meTopy
NOBEPXHEBOro BUCIBaHHA Ha MeTog MembpaHHOT
binbTpauii, a TakoX 3MiHM Y PO3BELEHHI
TEecToBOro po3ynHy ansg TAMC

3a

UA/17672/01/02

326.

POCYMAK

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 10
mr; no 10 TabneTtok
y 6nicTepi; no 3
Gnictepn y
KapTOHHIl kopobui

AJTKANOIO AL
Ckon'e

Pecny6nik
a lNisHivyHa
MakenoHis

AJIKANOIO A
Ckon'e

Pecny6nika
MiBHi4YHa
MakepnoHis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHun 3 siKocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOOYBaHHSA roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y meTofdax BuNpobyBaHb
(BKrOYatouM 3amiHy abo AOMOBHEHHS)) - 3MiHa
meToay BuUNpobysaHHA 113 3a nokasHukom
«KinbkicHe BusHayeHHsa» APl PodyBacTaTtuHy
(BEPX). OHoBReHuin meTon, BUNpobyBaHHs

BMNPOBAAXYETHCH 3 METOI0 YCYHEHHS Npobnem

LLOA0 AOCATHEHHS! YMOB MPUAATHOCTi CUCTEMMU.
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtoyatoumn 3amiHy abo AOMOBHEHHS)) - 3MiHa
3aTBepAKeHoro metoay BunpobysaHHs M3 ans
nokasHuka «OgHOpPIAHICTL 030BaHNX OANHULIbY
(BEPX) Ha HOBWIN MeTOA, KM NPOBOAUTLCH B
YMOBaX KinbKiCHOro BU3Ha4eHHs po3yBacTaTuHy.
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y meTofax BUNpobyBaHb
(Bkntovatoumn 3amiHy abo AOMOBHEHHS)) - 3MiHa
meToay BuUnpobysaHHsA 113 3a nokasHukom
«Po3unHeHHs» (BEPX). 3miHun | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPoByBaHHS roTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax

BUNPOBYBaHHS) HE3HAYHI 3MiHWU B MeTOAi

peuerimom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BUNpobyBaHHs 113 3a nokasHnkom «CynyTHi

gomiwkn» (BEPX), Wo cTocyoTbea AoAaBaHHSA
onucy xpomaTorpadiyHmx ymoB, AeTanbHOro
onucy NpurotTyBaHHs OydepHoOro posymHy Ta
PO34nHHMKA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat
BignoBigHOCTI €BponeiichbKii
apmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTO cepTudgikaTa BignosigHoCTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponewicbkin apmakonei: ana A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiXHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
AQ®I; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
BigNoBigHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y)Ke 3aTBEpAXEeHOro
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BignosigHocTi €O Big 3aTBEPOYKEHOTO
BupobHuka APl MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03
(3aTBepakeHo: CEP RO-CEP 2015-188-Rev 02).
BHacnigok oHoBneHHst CEP goaaHo ouiHKy
PU3MKY LLOAO eNeMEHTHUX AOMILOK 3rigHo ICH
Q3D. 3miHa agpecu BUPOBHNYMX NOTYXXHOCTEN
npomixHoro npoaykTty Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3minu | TNy - 3MiHKM 3 sIKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BigNOBIQHOCTI €BponenchbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUIMyYeHHA cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BUXigHOro MaTtepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHLCSA Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BigNoBigHOCTI €Bponerchki hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXXeHoro
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BignoBigHocTi €O Big 3aTBEPAXEHOrO
Bypo6HuKka APl MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepepnHs Bepcis: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbes, Wwo
powmiwka L, onncaHa B MmoHorpadii He
BM3HAYa€ETbCS, OCKiMNbKU BOHA HE MOXxe ByTu
NPUCYTHBLOK MPU BUKOPUCTAHOMY LUMSIXY
CuHTe3y. BBegeHHs ainbHuL Anst BUpoOHUUTBA

npomixkHoi npoaykuii BINHAI YONGTAI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

TECHNOLOGY CO., LTD. 3MmiHu | Tuny - 3MiHn
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI EBpoONENChKin

capmakonei/moHorpadii. MogaHHA HoBoro abo

OHOBIIEHOTO cepTudikaTa BigNoBiaHOCTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BMXiAHOro martepiany/peareHTy/npOMiKHOro
nNpoaykKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BMPOGHKKa - NogaHHsi OHOBIEHOrO cepTudikaty
BignosigHocTi €® ansa 3aTBepKEHOro
BnpobHmka MSN Laboratories Private Limited

CEP Ne R1-CEP 2015-188-Rev-01 (nonepegHsi

Bepcia: RO-CEP 2015-188-Rev-04 ). OHOBREHHS

agpecu nocrayarnbHuka, MPOMIXKHOIO NPOAYKTY

BMpobHuka Zhejiang Hongyuan Pharmaceutical

Co.Ltd, 6e3 3miHM micLe3HaxmKeHHS. 3MiHu |
TMny - 3MiHK 3 AKOCTI. OTOBUIA NikapCbKuit
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3MiHa y meToaax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTogax BUNpobyBaHHs1) - 3MiHa
MeToavkn BUnpobyBaHHsA 113 3a noka3HyKoM
«MikpobionoriyHa unctotay, a came BHECEHO
3MiHa MeToay Ans BusHaveHHss TYMC 3 meTopy

NOBEPXHEBOIO BUCIBAHHSA Ha METOA, MEMOPaHHOT
dinbTpauii, a TakoX 3MiHW y pO3BedeHHi

TecToBOro po3yuHy ans TAMC

327.

POCYMAK

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHIN kopobLyi

ANKANOIO AQ
Ckon'e

Pecny6bnik
a lNisHivHa
MakenoHis

ANKANOIO A
Ckon'e

Pecnybnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax

BMNPOBOYBaHHSA roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y MeToadax BUNpobyBaHb

(Bkrtoyatoumn 3amiHy abo AOMOBHEHHS)) - 3MiHa

meToay BunpobysaHHA 113 3a nokasHukom

«KinbkicHe Bu3HayeHHs» APl PodyBacTaTuHy

(BEPX). OHoBReHui MmeTon BUNpobyBaHHs

BMNPOBaAXXYETHCS 3 METOI0 YCYHEHHSI Npobnem

LLOA0 AOCATHEHHS! yMOB MPUAATHOCTi CUCTEMMU.
3MiHu | TUny - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPoByBaHHS roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeToadax BUNpobyBaHb
(BknOYa4M 3amiHy abo JOMOBHEHHS)) - 3MiHa

3a
peuerimom

UA/17672/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
3aTBepKEHOro MeToay BuUNpobyeaHHs M3 ans

nokasHuka « OgHOpPIHICTb 4O30BaHNX OANHULbY
(BEPX) Ha HOBWI MeTof, sIKUIA MPOBOAUTLCS B
YMOBaX KinbKiCHOro BU3HaYEHHs1 po3yBacTaTuHy.
3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOro nikapcbkoro 3acoby
(iHWi 3miHM y meTogax BunpobyBaHb
(BKrOYaouM 3amiHy abo JOMOBHEHHS)) - 3MiHA
mMeToay BunpobyBaHHs 13 3a nokasHWUKOM
«Po3umHeHHs» (BEPX). 3MiHu | Tuny - 3miHn 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHsA rOTOBOrO NikKapCcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEeHMX MeToAax
BMNPOBYBaHHS) HE3HAYHI 3MiHW B METOAI
BUNpoOyBaHHs 113 3a nokasHukom «CynyTHi
nomiwkn» (BEPX), Wo cTocyoTbea AoAaBaHHS
onncy xpomaTtorpadiyHux yMoB, AeTanbHOro
onucy NpurotTyBaHHs 6ydepHoro posymHy Ta
PO34MHHMKA. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikarta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro martepiany/peareHTy/npOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
ADI; ona gonomixkHOI pe4oBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBEpOKEHOIO
BUPOGHKKa - MOJaHHsSI OHOBIIEHOrO cepTudikaty
BignoBigHocTi €& Big 3aTBEpPOKEHOTO
Bupo6Huka APl MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03

(3aTBepokeHo: CEP RO-CEP 2015-188-Rev 02).

BHacnigok oHoBneHHst CEP goaaHo ouiHky
PU3MKY LWOAO enemMeHTHUX AoMiLok 3rigHo ICH
Q3D. 3miHa agpecu BUPOBHNYMX MOTYXXHOCTEN

npomixxHoro npoaykTy Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3miHn | TMNY - 3MiHM 3 SIKOCTI.
CeprudikaTt BignosigHocTi/l E-cepTudikat
BianoBigHOCTI €Bponeinchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUIyYeHHs cepTuddikata BiAnoBigHOCTI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

€Bponeickkin hapmakonei: gns A®l; ans
BUXigHOro matepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudpikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMPOGHKKa - NogaHHs OHOBIIEHOro cepTudikaty
BignosigHocTi €® Big 3aTBEpPOKEHOTO
BnpobHmka A®I MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepepnHs sepcis: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbes, Wo
Jomiwka L, onucaHa B MoHorpadii He
BM3HAYaAETLCS, OCKINIbKM BOHA HE MOXe ByTun
NPUCYTHBOIO NMPU BUKOPUCTAHOMY LUMSAXY
cuHTe3y. BBegeHHs ainbHuLU Anst BUpobHuUTBa
npomixHoi npoaykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3MmiHu | Tuny - 3MiHun
3 sikocTi. CepTudpikaT BignoeigHocTi/lE-
cepTudikaT BiaNOBIAHOCTI €EBpONenchKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCcTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYKOTHLCS Y BUPOOHULTBI
ADI; ona oonoMmixkHOI pe4oBUHM (cepTudikaTt
BigNoBigHOCTI €Bponerchki hapmakonei) -
OHoBneHnn cepTudikar Bif yxke 3aTBepaXeHOro
BUPOGHKKa - MOJaHHsSI OHOBIIEHOrO cepTudikaty
BignoBigHocTi E® ans 3aTBEpKEHOrO
Bupo6Hmka MSN Laboratories Private Limited
CEP Ne R1-CEP 2015-188-Rev-01 (nonepegHs
Bepcisi: RO-CEP 2015-188-Rev-04 ). OHOBREHHS
agpecu nocrayarnbHMKa, MPOMIXKHOIO NPOAYKTY
BMpob6HuKa Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6e3 3amiHu Micue3HaxakeHHs. 3MiHun |
Tuny - 3MiHK 3 SKOCTi. [OTOBMI NiKapCbKuin
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3MiHa y MeToax BUNpoGyBaHHS roTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpKEHNX MeToAax BUNpobyBaHHs) - 3MiHa
MeToauku BUNpobyBaHHs 13 3a nokasHnkomM
«MikpobionoriyHa uncrora», a came BHECEHO
3MiHa meTogy Ans BusHayeHHs TYMC 3 metogy
NOBEPXHEBOrO BUCIBAHHSI HA METOA MEMOPaHHOT
inbTpauii, a TakoX 3MiHW Y PO3BEAEHHI
TecToBoro po3uunHy ans TAMC

328.

POCYMAK

TabneTku, BKpUTI

ATIKATIOIO AL

Pecnybnik

ATIKANOIO AL

Pecnybnika

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

3a

UA/17672/01/04
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o6ornoHkoto, no 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIl kopobui

nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
(iHwWi 3MiHM y MeTofax BunpobyBaHb
(BKrOYaouM 3amiHy abo JOMOBHEHHS)) - 3MiHA
meToay BuNpobysaHHA 113 3a nokasHukom
«KinbkicHe Bu3HaueHHs» APl PodyBacTatuHy
(BEPX). OHoBReHuin meTon, BUNpobyBaHHS
BMNPOBAaAXYETHCH 3 METOI0 YCyHEHHS Npobnem
LLOA0 AOCATHEHHSI YMOB NPUAATHOCTi CUCTEMMU.
3MmiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBGYBaHHSA roTOBOro Nikapcbkoro 3acoby
(iHWi 3miHK y MeTogax BunpobyBaHb
(Bktoyatoumn 3amiHy abo AOMOBHEHHS)) - 3MiHa
3aTBepAKeHoro metoay BunpobysaHHs M3 gns
nokasHuka «OgHOPIAHICTE 4030BaHNX OAVHULIbY
(BEPX) Ha HOBWI MeTOof, SIKM MPOBOAUTLCSH B
YMOBaX KiNbKiCHOro BU3Ha4eHHs po3yBacTaTuHy.
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y meTofax BunpobyBaHb
(Bkntoyatoum 3amiHy abo JOMOBHEHHS)) - 3MiHa
meToay BunpobysaHHA 113 3a nokasHukom
«Po3unHeHnHs» (BEPX). 3miHun | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOBYBaHHS) HE3HAYHI 3MiHW B MeTOAI
BunpobyBaHHs 113 3a nokadHukom «CynyTHi
powmiwkn» (BEPX), Wo cTocyoThea AoAaBaHHSA
onucy xpomaTtorpadiyHnx yMmoB, AeTanbHoro
onucy NpurotTyBaHHsA OydepHOro posymHy Ta
PO34nHHMKA. 3MiHM | TUMy - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BigNoBigHOCTI €BponeichbKii
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMiXXHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt

BigNOBigHOCTI E€Bponerchki apmakonei) -
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NniBKOBOK Ckon'e a lNisHivyHa Ckon'e MiBHiYHa 3MmiHun | TMny - 3MiHun 3 siKocTi. [oToBMIA peuenmom
MakenoHis MakenoHis nikapcbkui 3aci6. KoHTponb rotoBoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro

BUPOGHKKa - NoAaHHsSI OHOBIIEHOrO cepTudikaty
BignoBigHocTi €O Big 3aTBEPOKEHOTO
BnpobHmka A®I MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03
(3aTBepakeHo: CEP RO-CEP 2015-188-Rev 02).
BHacnigok oHoBneHHst CEP goaaHo ouiHKy
PU3MKY LWOAO eneMeHTHUX AoMILWOoK 3rigHo ICH
Q3D. 3miHa agpecu BUPOBHMNYMX MOTYXXHOCTEN
npomixxHoro npoaykTy Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3miHn | TMNY - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat
BigNOBIQHOCTI €BponenchbKil
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXigHOro Matepiany/peareHTy/npoMiKHOro
nNpoaykKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHNLTBI
A®l; ons nonomixkHOT pevoBuHU (cepTudikat
BignoBigHOCTI €BponeWnchkin thapmakonei) -
OHoBneHnn cepTudikar Bifa yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHsi OHOBIEHOro cepTudikaty
BignosigHocTi €O Big 3aTBEPOYKEHOTO
Bupo6Hmka APl MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepepnHs Bepcis: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbes, Wwo
Jomilka L, onncaHa B MmoHorpadii He
BM3HAYa€ETbCS, OCKiMNbKN BOHA HE MOXxe ByTu
NPUCYTHBOK MPU BUKOPUCTAHOMY LUMSIXY
cvHTe3y. BBeaeHHs ginbHWUi Anst BUpobHuuTBa
npomixHoi npoaykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3Mminn | Tuny - 3MiHn
3 gkocTi. CepTudikat BignosigHocTi/TE-
cepTudikaT BignoBiaHOCTI EBponenchKil
capmaxkonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikarta BiANoBiAHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BMXiAHOro Martepiany/peareHTy/NpOMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
AQI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHuin cepTudikar Bif yke 3aTBEpAKEHOrO
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BignoBigHocTi €O ansa 3aTBepaKEHOro

Bupo6HMKka MSN Laboratories Private Limited
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(nikapcbka ¢gpopma,
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CEP Ne R1-CEP 2015-188-Rev-01 (nonepegHsi
Bepcisa: RO-CEP 2015-188-Rev-04 ). OHOBREHHS
agpecu nocrayarnbHuka, MPOMIXKHOIO NPOAYKTY
BMpobHuka Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6e3 3miHM Micue3HaxmKEHHS. 3MiHu |
TMNYy - 3MiHK 3 AKOCTI. OTOBUIA NikapCbKuii
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3MmiHa y MmeTofax BunpobyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpKEHUX MeToAax BUNpobyBaHHs) - 3MiHa
MeToauky BUNpobyBaHHs 13 3a nokasHnkom
«MikpobionoriyHa unctota», a came BHECEHO
3MiHa meToay Ans BusHaveHHs TYMC 3 meToay
NOBEPXHEBOrO BUCIBAHHA Ha METOA MeMOPaHHOT
hinbTpauii, a TakoX 3MiHM Y PO3BELEHHI
TECTOBOro po3ymHy ans TAMC

329.

POTAN®EH

PO34MH ANis iH'EKLIN,
50 mr/2 mn; no 2 mn
B amnyni; no 5
amnyn B KOHTYPHil
YapyHKOBIMn
ynakosui; no 1 abo 2
KOHTYPHi YapyHKOBI
ynaKkoBKU y
KapTOHHIl kopobui

TOB "YOPIJ
MEOMLINH"

Ykpaina

dapmaBixH CaH. Be
Tigpk. A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHKM Wwopao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiVi XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHs! Ha MiACTaBi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
Bi4NOBIQHO A0 NMnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom).
3MiHu BHeceHo Ao IHCTpyKLii Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHS" BiANoBiAHO A0
pekomeHpauii PRAC EMA wopo moxnuBocTi
MacKyBaHHSA CUMMTOMIB OCHOBHMX iHcpeKLin npn
3acToCyBaHHi Ail040l pe4OBUHMU
aekcketonpodeH. TepmiH BBEAEHHS 3MiH -
npoTArom 6 MicsuiB nicns 3aTBepmpKEHHS. 3MiHM
| Tuny - 3MiHn wWopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6€3MneKn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHuin nepiogd, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
BigNoOBIAHO 40 NMnaHy nefiaTpuyHUX AochigXeHb

3a
peuerimom

He
nidnsicae

UA/17988/01/01
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(PIP) (3miHYy y3rog»keHo 3 KOMMNeTEHTHUM
YNOBHOBAXEHVNM OpraHom). 3MiHW BHECEHO A0
IHCTPYKUiT ANA MeanYHOro 3acToCyBaHHs
nikapcbKkoro 3acoby o po3sginy "3actocyBaHHsi
B nepioa BariTHOCTi abo rogyBaHHs rpyaa”
BignosigHo fo pekoMeraauii PRAC EMA wopo
6e3nekn Npu 3acToCcyBaHHi B nepiog BariTHOCTI
Aitoyoi pevoBuHN gekckeTonpodeH. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 MicsuiB nicnsi
3aTBEPAKEHHS.

330.

PATIBHUK®

kpem no 15 r abo no
30 r B TY6i; no 1 Ty6i
B navui

MAT
"Knismegnpen
apat”

Ykpaina

MAT
"KvniBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiaNoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
Bi4NOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT
BigNoOBIigHOCTI €BponeWnchkin thapmakonei) -
HoBwuih cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JOMOBHEHHS) NOAAHHSA HOBOMO
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne R1-CEP 2017-128-Rev 00 ans
pitoyoi pevoBuHu Chlorhexidine digluconate
solution Big HoBoro Bupo6Huka Medichem, S.A,
IcnaHis (gonoBHeHHS). 3MiHn | Tuny - 3miHn 3
akocTi. A®Il. KoHtponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo [ONYCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWU/NPOMIXXHUIA NpoayKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoleci BupobHuutea AdI
(iHwi 3miHK). CynyTHS 3MiHa- 3MiHM 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs
(Bkrtoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BVXiQHOro/NMPOMiXKHOrO NPOAYKTY)
BHECeHHs 3MiH o crneundikauii Ta meTogis
KOHTpoOMto Ans Aito4oi peyoBuHn Chlorhexidine
digluconate solution 3a nokasHukom «3anuLLKOBi
KiNIbKOCTi OpraHivHMX pO34MHHKKIB» BignoBigHO
[0 opuriHanbHUX [OKYMEHTIB BUPOOHMKa
Medichem, S.A., IcnaHisi (MeTaHon He GinbLue
3000 ppm). 3miHu | Tuny - 3miHK 3 skocTi. ADI.

6e3
peuenma

UA/5062/01/01
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KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo [onycTUMUX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHWIA NpoAYyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MpoLieci BUpobHuutea APl
(iHWi 3miHK). CynyTHSA 3MiHa- 3MiHM 3 SIKOCTi.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BuxigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToaax BUNpobyBaHHs
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiZHOTO/NPOMIXKHOIO NPOAYKTY) BHECEHHS 3MiH
0o crneundikauii Ta MeToaiB KOHTPOIO Ansi
niroyoi pevoBumHu Chlorhexidine digluconate
solution Bupo6Huka Medichem, S.A., IcnaHis 3a
nokasHukom «MikpobionoriyHa uncroTa,
30Kpema JogaBaHHSA KpUTepIiB NPUAHATHOCTI 3
BiANOBIOHMM METOAOM -3ararbHe 4Y1cno
aepobHux mikpoopraHiamiB (TAMC)He GinbLue
103 KYO/mn; -3aranbHe Y1Cro ApiKIKOBMX i
nniceHeBux rpnbis (TYMC) He GinbLie 102
KYO/mn. (O®PY/E€D, 2.6.12, 5.1.4). 3minm | Tvny -
3MiHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax crneundikadi Ta/abo gonycTUMmnx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoleci BupobHuutea AdI
(iHWi 3miHWM) BHECEHHS 3MiH A0 cneuudikauii ans
pitoyoi pevoBuHu Chlorhexidine digluconate
solution Bupo6Huka Medichem, S.A., IcnaHis, a
came BUITyYEHHS NMOKasHUKa «PO3YMHHICTb»
BignoBigHo ao sumor OdY 1.4, Tak 9k gaHumn
NoKas3HUK Mae pekoMmeHAauinHUIM XxapakTep, Ta
He € 060B’A3KOBUM.

331.

CAJTIO®AIbK

rpaHynu
racTpoOpe3nNCTeHTHI
NPOOHroBaHoi Al
no1,5r,no02,79r
rpaHyn y nakeTi
«paHy-CTuke»; no
35 nakerTiB y kopobui
3 KapTOHY

Op. ®anbk
dapma MM6X

HimeuumH
a

BignosiganbHui 3a
BUNYCK cepin
KIHLLEBOro NpoayKTy:
Op. ®anbk Papma
m6X, Himevuuna;
BUPOOHMK JO30BaHOI
dopmMu, NepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
JlozaH ®apma 'm6X,
HimeuuunHa; ®apbin
dapma 'mbX,
HimeyumHa;

HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHsa abo 3mMiHn 4o y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnsgy (BBeaeHHst
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
BiQNoOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
cbapmakoHarnagy B YKpaiHi, SKLO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiA4NoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHu y

3a
peuerimom

UA/3745/01/04
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BUPOBHMK, PO3MiLLEeHHI MacTep-anna cuctemm
BiAnNoBiganbHWi 3a hapmakoHarnsgy) - 3MiHa KOHTaKTHOT ocobu
nepBUHHE, BTOPUHHE 3asiBHUKA, BignosiganbHoi 3a hapMakoHarnsg B
nakyBaHHA Ta YkpaiHi. [itoya pegakuis: BonteHko AHTOH
KOHTPOMb SKOCTI: [eoprinosuny. MNponoHosaHa peaakuis: byask
JlosaH ®apma 'M6X OnekcaHgpa CepriiBHa. 3MiHa KOHTAKTHUX
(Ewbax canr), [aHWX KOHTaKTHOI 0cobM 3asiBHMKA,
HimeuumHa; Bi4NoBiganbHoi 3a papMakoHarnsag B YKpaiHi
BUPOBHMK,
BigNOBiganbHUNM 3a
KOHTPOMb SKOCTI:
HaykoBo-gocnigHui
IHCTUTYT Xennenep
'm6X, Himeuuuha;
BUPOBHMK,
BigNOBiganbHUI 3a
KOHTPOMb SKOCTI:
anndamveg PAPBIN
ApuHanmiTTeNnb
'm6X, Hime44ynHa
332. | CEJNICENT® | kancynu no 250 wmr, TOB «Poww YkpaiHa Bupo6HuLTBO ITanis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/6612/01/01
no 10 kancyny YkpaiHa» Hepo3dacoBaHoI LLisenuapis 3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom nidnsizae
6nictepi; no 10 npoaykuii; HanMmeHyBaHHS Ta/abo agpecu Micud
GnictepiB y nakyBaHH4, NpOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
KapTOHHIN nayui BUNpoByBaHHs roTOBOro MikapcbKoro 3acoby, BkI4aoym
KOHTPOIIO SIKOCTI: AinbHWL BUMYycKy cepii abo micue npoBeaeHHS
Henbdapm MinaHo, KOHTPOIMIO SIKOCTI. (AisinNbHICTb, 3a SKy Bignosinae
C.P.J1, Itanis BUPOGHWMK/IMNOPTEP, BKIOYAKYM BUMYCK CEPIlA).
MakyBaHHS, BUNYCK B pamkax pauioHanisauii ogicHux nnouy Roche,
cepii: NPOMOHYETLCS 3MiHa agpecu odicy, ska
d.XodhdpmaHH-I15 3pincHioe Bunyck [113. [aHa 3miHa BigbyBaeTbcs
Pow NTg, B paMKax OJHIEI CUCTEMU KOHTPOIO SKOCTI i
LLisenuapis CTOCYETbCS BUKIMIOYHO (PYHKLUIT BUNYCK cepil, i He
Bunyck cepii: Mae BMnuBY Ha BUPOBGHWUYMIA NpoLiec nNpenapary.
. XodpdmaHH-T4 He mae BnnvBy Ha skicTb, 6e3neky Ta
Pow 174, edekTuBHiCTb Npenapaty. Micue BUpobHuLTBa
LLisenuapis N3 He 3miHunock. . BBeaeHHs 3MiH npoTsirom 6-
TV MiCsILiB Micnsi 3aTBEPAKEHHSI
333. | CEHAOE® Tabnetku no 13,5 mr Uvnna Ntg IHpia Mepiteb IHAis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: bes - UA/6054/01/01
Ne 500: no 20 CrewwaniTia 3MiHu | Tuny - 3MiHn 3 AkocTi. FoToBMI peuenma
Tabnetok y 6nictepi; Timiteq nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHK

no 25 GnicrepiB y
KapTOHHiIl kopobui

BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBMEHWX Yy cneumdikauisx, nig yac
BUPOBHMLTBA rOTOBOIO JiKapCbkoro 3acody (iHwi
3MiHW) - 3MiHa CTOCYETLCS1 OHOBIEHHS
cneuudikauii Tecty Blend Uniformity (in process
control) nig Yac BupobHuuTea MN3.
Tepwminonoris «CepeaHe 3HaYEHHsI BMICTY»
BKMoYeHa BianoBiaHo Ao oHoBneHnx SOP
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
(cTaHpapTHMX onepauinHux npoueayp) no
Biabopy npob Ta aHanisy cymiwi Ha cTagail
Blending (3miwyBaHHs). MpumiTka: Le BKNHOYEHO
OIS KPALLOro po3’sICHEHHS LLOA0 AOKYMEHTIB, Ha
sIKi NOTPIBHO NocunaTncs Ans BU3HAYEHHS MEX
npv BUNpo6yBaHHi 0QHOPIOHOCTI CyMiLLi.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHs; 3MiHuM | Tuny - 3MiHM 3 AKOCTi.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHM) - OHOBMEHHS
MeTOoZIB KOHTPOSO SIKOCTi NikapCbKoro 3acoby 3
METOI NPMBEAEHHS Y BiANOBIOHICTL A0 Aito4oro
3aKOHOABCTBA LUMNSIXOM Nepeknagy TecTy Ha
yKpaiHCbKy MOBY. BBegeHHs1 3MiH npoTsirom 3-x
MicaUiB Nicnsa 3aTBepAXeHHsA
334. | CUMBIKOPT NOPOLLIOK A4S AcTtpa3eHeka Lseuis BUrOTOBMNEHHS, LLBeuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/5433/01/01
TYPBYXAIE iHransin, ABb HanoOBHEHHS, 3MmiHn | TMny - 3MiHK Woao peuenmom
P nosoBaHun, no 80 KOHTPOMb AKOCTI, 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
MKr/4,5 mMkr/gosa; no MapKyBaHHS, (iHWi 3MiHK) 3MiHM BHECEHO B TEKCT MapKyBaHHS
60 po3y BTOPUHHE NepBUHHOI Ta BTOPMHHOI YNaKOBOK JlikapCbKoro
nnacTnkoBoMy nakyBaHHs Ta 3acoly, a came: 3a3Ha4YeHHs1 HoMepiB
iHranaTopi; no 1 BUMYCK cepii: peecTpauiiHMX NoceigYeHb Ta BHECEHHS
iHranaTopy B AcTtpa3eHeka AB, peAakuinHux npaBok. BBegeHHs 3miH NpoTarom
KapTOHHI kopobui LLBeuis 6-TV MicsLiB nicnsi 3aTBEPOKEHHS.
335. | CUMBIKOPT NOPOLLIOK ANA AcTtpa3eHeka LLseuis BUrOTOBIEHHS, Lsewis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/5433/01/02
TYPBYXANE iHranauin, AB HarnoBHEHHS, 3MmiHn | TMny - 3MiHK Woao peuenmom
P nosoBaHui, no 160 KOHTPOMb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
MKr/4,5 mkr/gosa, no MapKyBaHHS, (iHWi 3MiHKM) 3MiHN BHECEHO B TEKCT MapKyBaHHS
60 no3y BTOPUHHE NepBUHHOI Ta BTOPMHHOI YNaKOBOK JlikapCbKoro
nnacT1koBoMy nakyBaHHs Ta 3acoby, a came: 3a3Ha4YeHHs1 HomepiB
iHrangaTopi; no 1 BUWMYCK Cepil: peecTpauinHMX NoCBiAYEHb Ta BHECEHHS
iHranaTopy B AcTtpa3eHeka AB, peAakuinHux npaBok. BBeaeHHs 3miH NpoTarom
KapTOHHIl kopobui LLBeuis 6-TW MicsLiB Nicns 3aTBEPOXKEHHS.
336. | CUMBIKOPT NOPOLLOK ANg AcTtpa3eHeka LLBeuis BUIrOTOBJIEHHS, LBeuis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/5433/01/03
TYPBYXANE iHranauin, AB HarNoBHEHHS, 3MmiHn | TMny - 3MiHK Woao peuenmom
P nosoBaHui, no 320 KOHTPOMb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
Mkr/9,0 mMkr/gosa; no MapKyBaHHS, (iHWi 3MiHKM) 3MiHN BHECEHO B TEKCT MapKyBaHHS
60 no3y BTOPUHHE NepBUHHOI Ta BTOPMHHOI YNaKOBOK JlikapCbKoro
nnacTnkoBoMy nakyBaHHs Ta 3acoby, a came: 3a3Ha4YeHHs1 HoMepiB
iHrangaTopi; no 1 BUWMYCK Cepil: peecTpaLinHMX NOCBiAYEHb Ta BHECEHHS
iHranaTopy B AcTtpa3eHeka AB, peAakuinHux npaBok. BBeAeHHS 3miH npoTsrom
KapTOHHIl kopobui LLBeuis 6-TW MicsILiB Nicns 3aTBEPOXEHHS.
337. | CKIHOPEH® kpem 20 % no 30 ry NEO ®apma HaHis JIEO dapma ITanisa BHECEHHS 3MiH IO peecTpauiiHixX maTepianis: bes - UA/1074/02/01
Ty6i; mo 1 1y6i y A/C MaHydakTypiHr 3MiHn | TUny - 3MiHM Wwopo peuenma
KapTOHHiIl kopobui Itani CPJ 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX
npo cucteMy hapMakoHarnagy (BBeeHHs
y3aranbHeHVX JaHuX npo cucTtemy
dapmakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BiANOBiAanbHOI 3a 30iNCHEHHS
hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bi# yNOBHOBaxeHOi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINtOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKA, BignoBigansHoi 3a hapmakoHarnsg.
Litova pegakuisi: Berit Nautrup Andersen.
MponoHoBaHa peaakuis: Kipa Xammepuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu 3asBHMKa,
BiAnoBiganbHOI 3a hapmakoHarnag.
338. | COMABEPT niodpinisat gns Mdparizep Enu. CLWA BupobHmuTBO, Benbrisi/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/17108/01/01
PO34MHY ANS iH'EKLN Ci. Mi. KOHTPOMb SKOCTi Ta Ipnangis 3MiHn | Tuny - 3MiHn 3 axocTi. ADI. peuernmom
no 10 mr; 10 KopnopenwH BUMYCK cepii Boan Bupo6HMLTBO. 3MiHa BUPOOHMKa
cbnakoHiB 3 Ons iH exuin y BUXiZHOIO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo
niodpinizatom y nonepenHLo BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY NpoLeci
NPOMiXHil HaMoBHEHMX A®l, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge
KapTOHHi KOpoOLyi; wnpuuax, HeobXiaAHO, MicLie NPOBeAEHHsT KOHTPOSO SIKOCTi)
3 MPOMIXHi KAPTOHHiI ofjHo4yacHe A®I (3a BiacyTHOCTI cepTudpikaTta BiaNoBIigHOCTI

KOPOOKM B KOMMMNEKTI
3 30 nonepegHbO
HaMoBHEHNMM
wnpuuamu 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 1
mn ta 30
6e3neyHnmmn
rornkamu B KapTOHHIl
KopoobLi

nakyBaHHs Ta
MapKyBaHHS BoAn
ONs iH eKuin Ta
nikapcbkoro 3acoby;
BUPOGHMLTBO
nikapcbKkoro 3acoby
in bulk Ta nepBrHHe
nakyBaHHs; BUMyCK
cepii nikapcbKoro
3acoby; KOHTponb
SIKOCTi NMikapCbKoro
3acoby, 3a
BUKIIO4YEHHAM TEeCTy
"BioaHanis":
Mdparizep
MeHtodekyypuHr
Benbris HB,
Benbris; KoHTponb
SIKOCTi NMikapCbKOro
3acoby: MNdarizep
IpneHg
dapmaceyTukanc,
Ipnangis

€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
[0CbE)(3anponoHOBaHU BUPOBHMK HaNexuTb
[0 Tiel camoi BUPOBHWYOT rpynn NignpueMcTs,
Lo 1 3aTBEPAXKEHUI) - 3MiHa AinbHUL
BigMNoBiganbHoi 3a nigrotoBky poboyoro 6aHky
kniTnH 3 Pfizer Inc. 700 Chesterfield Parkway
West, Chesterfield, MO 63017 (Pfizer 700
Chesterfield) Ha Pfizer Inc. 875 Chesterfield
Parkway West, Chesterfield, MO 63017, USA
(Pfizer 875 Chesterfield). Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA (Pfizer 875 Chesterfield) paHiwe
3apeecTpoBaHo 3 PyHKLisIMU 36epiraHHs
ronoBHOro Ta poboyoro 6aHkiB KMiTUH. HinbHuus
Pfizer Inc. 700 Chesterfield Parkway West,
Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
BMBOAUTLCS i3 eKcrnyaTadii Ta Buny4arTbes i3
MaTepianis gocbe; 3miHu Il Tuny - 3miHm 3
skocTi. A®l. BupobHmuTBO. 3MiHM B npoLeci
BUpOGHMLUTBa ADI (3MiHa CTOCYETHLCS aKTUBHOIT
peYoBMHM GiONOriYHOro/iMyHONOrYHOro
NOXOAXEeHHs1 abo BUKOPUCTaHHS XiMiYHUX ADI y
BMPOGHMLTBI Nikapcbkoro 3acoby
6ionoriYHOro/iMyHONOrYHOro NOXOAXKEHHS, fka
MOX€e MaTu 3Ha4YHWI BMMUB Ha siKiCTb, 6e3neky
Ta edpeKTUBHICTb Nikapcbkoro 3acoby, i He
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
CTOCYy€eTbCs MPOTOKONY) - [lonaBaHHs
anbTepHaTMBHOro poboyoro 6aHky knituH, WCB
8 3 BUpOBHMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
339. | COMABEPT niocpinizat gns Mdparizep Enu. CLWA Bupo6bHmuTBO, Benbrisi/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/17108/01/02
PO34MHY ANS iH'EKLiN Ci. Mi. KOHTPOMb SKOCTi Ta Ipnangis 3MiHn | TUny - 3MiHK 3 axocTi. AdDI. peuernmom
no 15 mr; 10 KopnopeniH BUNYCK Cepii Boan Bvpo6bHuuTBO. 3MiHa BUpOGHUMKa
bnakoHiB 3 ans iH exuin y BUXiZHOTO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo
nioginizatom y nonepegHbo BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY NpoLEeCi
NPOMIXHI HaMOBHEHUX AdI, abo 3miHa BUpobHUKa (BKnovarouu, ge
KapTOHHIl KOpooLyi; wnpuuax, HeobXiaAHO, MicLie NPOBeAEHHsI KOHTPOSO SIKOCTi)
3 NPOMIXKHI KapTOHHI ofHoYacHe A®I (3a BigcyTHOCTI cepTudpikaTa BianoBigHOCTI
KOPOGKM B KOMMMEKTi nakyBaHHs Ta €Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
3 30 nonepegHbLO MapKyBaHHsi Boau [0Cbe)(3anponoHOBaHWn BUPOBHWK HanexuTb
HanoBHEHUMM Ons iH ekuin Ta 0o Tiei camoi BUpOBHUYOI rpynu nignpuemMcTs,
wnpvuamm 3 nikapcbKoro 3acooy; L0 1 3aTBEpAKEHNI) - 3MiHa AinbHULI
PO34YNHHUKOM (BOZa BUPOBHMLTBO BifnoBiganbHoi 3a NigrotoBky pobo4voro GaHky
ans iH'ekyin) no 1 nikapcbKkoro 3acoby kniTnH 3 Pfizer Inc. 700 Chesterfield Parkway
mn ta 30 in bulk Ta nepBuHHe West, Chesterfield, MO 63017 (Pfizer 700
6e3neyHnmmn nakyBaHHsI; BUMYCK Chesterfield) Ha Pfizer Inc. 875 Chesterfield
rofikamy B KapTOHHil cepii nikapcbkoro Parkway West, Chesterfield, MO 63017, USA
KopobLi 3acoby; KOHTPOIb (Pfizer 875 Chesterfield). Pfizer Inc. 875
SIKOCTi NnikapCcbKoro Chesterfield Parkway West, Chesterfield, MO
3acoby, 3a 63017, USA (Pfizer 875 Chesterfield) paHiwe
BUKITIOYEHHSAM TECTY 3apeecTpoBaHo 3 PyHKLiIMU 36epiraHHs
"BioaHani3": ronoBHOro Ta poboyoro 6aHkiB KMiTUH. JinbHuus
Mdpanzep Pfizer Inc. 700 Chesterfield Parkway West,
MeHtodekyypuHr Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
Benbris HB, BMBOAUTLCS i3 eKcnyaTaduii Ta Buny4arTbes i3
Benbris; KoHTponb matepianis gocbe; 3minu Il TUny - 3miHu 3
SIKOCTi NMikapCbKoro sKkocTi. A®l. BupobHuuTBO. 3MiHM B NpoLECi
3acoby: MNdarizep BUpOGHMUTBa ADI (3MiHa CTOCYETLCS aKTUBHOI
Ipneng peYoBUHM GionoriYHOro/iMyHoNoriYHoro
dapmaceyTukarnc, NOXOXEHHS ab0 BUKOPUCTaHHS XiMiYHUX ADI y
Ipnangis BMPOGHMLTBI Nikapcbkoro 3acoby
6ionoriYHoro/iMyHOMNOr4YHOro NOXoAXeHHs, ska
MOX€E MaTu 3Ha4YHWI BNIIMB Ha SKICTb, 6e3neky
Ta edpeKTUBHICTb Nikapcbkoro 3acoby, i He
CTOCYyeTbCs NpoTOKoNy) - [lonaBaHHs
anbTepHaTUBHOro poboyoro G6aHky knituH, WCB
8 3 BUpobGHMUTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
340. | COMABEPT niodpinizat gns Mdpanizep Enu. CLA Bupo6HMUTBO, Benbris/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/17108/01/03
PO34MHY AN iH'eKuin Ci. Mi. KOHTPOb SIKOCTi Ta Ipnangis 3MiHu | TUny - 3MiHK 3 sikocTi. AL, peuenmom
no 20 wmr; 10 KopnopenH BWNYCK Cepii BOan BupobHuuTBo. 3MiHa BUpOGHMKa
cdriakoHiB 3 ans iH exkuin y BMXiQHOro/NMpoMiXKHOro NpoAyKTy/peareHTy, Lo
niodpinizatom y nonepegHb0o BVKOPVCTOBYOTbCS Y BUPOBHMYOMY npoleci
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NPOMiXKHil HaMoBHEHMX A®I, abo 3amiHa BUpOBHMKa (BKItoYatouu, ge
KapTOHHiI kopobuyj; wnpuuax, HeobXiAHO, MicLie NPOBEAEHHS KOHTPOMIO SKOCTi)
3 NPOMIXKHI KaPTOHHI ofHoYacHe A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
KOPOOKM B KOMMNEKTI nakyBaHHA Ta €BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
3 30 nonepenHbLO MapKyBaHHsi BOAN [0Cbe)(3anponoHoBaHU BUPOBHUK HanexuTb
HanoBHEHNMHU ONs iH eKuin Ta 0o Tiei camoi BUpOBHUYOT rpynu nignpuemMcTs,
wnpvuamm 3 nikapcbKoro 3acoby; L0 1 3aTBEepaKeHuI) - 3MiHa AinbHULI
PO34YMHHMKOM (BOAA BMPOBOHMLTBO BiANOBiganbHOI 3a NiAroToBKy poboyvoro 6aHky
ans iH'ekyin) no 1 nikapcbKkoro 3acoby kniTuH 3 Pfizer Inc. 700 Chesterfield Parkway
mn Ta 30 in bulk Ta nepBrHHe West, Chesterfield, MO 63017 (Pfizer 700
6e3neyHnmu nakyBaHHs1; BUMYCK Chesterfield) Ha Pfizer Inc. 875 Chesterfield
rofikamu B KapTOHHilA cepii nikapcbkoro Parkway West, Chesterfield, MO 63017, USA
KopobLUi 3acoby; KOHTPOSIb (Pfizer 875 Chesterfield). Pfizer Inc. 875
SKOCTi NiKapCbKoro Chesterfield Parkway West, Chesterfield, MO
3acoby, 3a 63017, USA (Pfizer 875 Chesterfield) paHiwe
BUVKIMHOYEHHSIM TECTY 3apeecTpoBaHo 3 PyHKLiSIMU 36epiraHHs
"BioaHanis": rofioBHOro Ta pobo4oro 6aHkiB KiTUH. OinbHUUA
Mdbaiizep Pfizer Inc. 700 Chesterfield Parkway West,
MeHtodekdypuHr Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
Benebria HB, BMBOAMTLCS i3 eKkcryaTalii Ta BUny4YatTbes i3
Benbria; KoHtponb MaTepianis gocbe; 3miHu Il Tuny - 3miHn 3
SKOCTi NikapCbKOoro skocTi. A®l. BUpoGHMLTBO. 3MiHM B NPOLECI
3acoby: MNdarisep BMpo6HMUTBa ADI (3MiHa CTOCYETLCHA aKTUBHOI
Ipneng peyoBMHM GionoriYHOro/iMyHOMNOrYHOIO
dapmaceyTtukanc, NOXOMKEHHS1 200 BMKOPUCTaHHS XiMiYHUX APl y
Ipnangis BUPOOHMLTBI NikapcbKoro 3acoby
6ionoriYHoro/iMyHOMNOr4YHOro NOXOAXEHHS, ska
MOX€e MaTu 3Ha4YHWI BMUB Ha sIKiCTb, 6e3neky
Ta edpeKTUBHICTb Nikapcbkoro 3acoby, i He
CTOCYyeTbCs1 NpOTOKONY) - [lonaBaHHs
anbTepHaTMBHOro poboyoro 6aHky knituH, WCB
8 3 BUpOOHMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
341. | COMABEPT niodinisat ans Mdbansep Eny. CLA Brpo6HuuTBO, Benbria/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/17108/01/04
PO34MHY AnS iH'eKLin Ci. Mi. KOHTPOSb SIKOCTi Ta Ipnangis 3MiHu | Tuny - 3MiHu 3 sikocTi. AL, peuenmom
no 30 mr; 10 KopriopenLuH BUMYCK cepii Boan BupobHuuTBo. 3MiHa BUpOGHMKa
dnakoHiB 3 ONs iH exuin y BVXiAHOrO/MPOMiXKHOrO NPOAYKTY/peareHTy, Lo
niodpinizatom y nonepegHe0 BMKOPVCTOBYIOTBCS Y BUPOBHMYOMY NpoLeci
NPOMIXHIN HanoBHEHMX A®I, abo 3miHa BUpobHUKa (Bknovatouu, ae
KapTOHHIl KOpoOLyi; wnpuyax, HeobXiaAHO, MicLie NPOBEAEHHST KOHTPOSHO SIKOCTI)
3 NPOMDKHI KapTOHHI OofHo4acHe A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
KOPOOGKM B KOMMMEKTI nakyBaHHs Ta €Bponelicbkiii hapmakonei y 3aTBepaXeHOMY
3 30 nonepenHbLO MapKyBaHHS BOAU [0Cbe)(3anponoHOBaHW BUPOOHWK HanexuTb
HanoBHEHUMM Ons i ekuin Ta o Tiei camoi BUpOGHMYOT rpynu nignpuemMcTs,
wnpuuamm 3 nikapcbkoro 3acoby; Lo 1 3aTBEPAKEHUI) - 3MiHa AinbHUL
PO34YMHHMKOM (BOAA BMPOBHMLTBO BiAMOBiAanbHOI 3a niarotoBky poboyoro 6aHky
anst iH'ekuyin) no 1 nikapcbkoro 3acoby kniTuH 3 Pfizer Inc. 700 Chesterfield Parkway
mn 1a 30 in bulk Ta nepBrHHe West, Chesterfield, MO 63017 (Pfizer 700
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
6e3neyHnmmn nakyBaHHsI; BUMYCK Chesterfield) Ha Pfizer Inc. 875 Chesterfield
rornikamu B KapTOHHIV cepil nikapcbKoro Parkway West, Chesterfield, MO 63017, USA
KopobLi 3acoby; KOHTPOSIb (Pfizer 875 Chesterfield). Pfizer Inc. 875
SIKOCTi NikapCbKoro Chesterfield Parkway West, Chesterfield, MO
3acoby, 3a 63017, USA (Pfizer 875 Chesterfield) paHiwe
BUVKITHOYEHHSIM TECTY 3apeecTpoBaHo 3 PyHKLiSMU 36epiraHHs
"BioaHani3": rofloBHOro Ta pobo4oro GaHkiB KMiTUH. OinbHUUA
Mdpansep Pfizer Inc. 700 Chesterfield Parkway West,
MeHtodbekdypuHr Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
Benbris HB, BMBOAUTLCS i3 eKcrsyaTadii Ta Buny4arTbes i3
Benbria; KoHTpons marepianis gocbe; 3minu Il Tuny - 3miHm 3
SKOCTi NikapCbKOoro skocTi. A®l. BUpoGHMLTBO. 3MiHM B NpOLECi
3acoby: MNdainzep BUpoGHMLTBa ADI (3MiHa CTOCYETLCS aKTUBHOIT
IpneHp pPeYoBMHM GiONOrYHOro/iMyHONOMYHOTO
dapmaceyTtukanc, NOXOMKEHHS1 200 BMKOPUCTaHHS XiMiYHNX APl y
IpnaHgis BUPOBHMLTBI Nikapcbkoro 3acoby
6ionoriYHOro/iMyHONOriYHOro NOXOAXKEHHS, fka
MOXe MaTu 3Ha4YHWI BMUB Ha sIKiCTb, 6e3neky
Ta eheKTUBHICTb Nikapcbkoro 3acoby, i He
CTOCYETbCH NPOTOKONY) - [logaBaHHs
anbTepHaTUBHOro poboyoro G6aHky knituH, WCB
8 3 BUpOBHMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
342. | COHHAT® TabneTtkn, BKPUTI MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/4339/01/01
NNiBKOBO "KuiBmegnpen "KniBmegnpenapar” 3MiHu | TMny - 3MiHK Woao peuenmom nionsizae
obornoHkot, no 7,5 apatr” 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

Mmr no 10 TabneTok y
6nictepi; no 1 abo 3
Gnictepu B nayui 3
KapTOHY

3MiHU y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHNx/GionoaibHMX nikapcbkmx
3acobiB nicnsg BHECEHHSA TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaAaHHS XOAHNX HOBUX JOAATKOBUX AaHUX) -
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHS fikapcbKkoro 3acoby y posginu:
"MokasaHHs", "lMpoTunokasaHHs", "Baaemogis 3
iHLLIMMKM nikapcbkuMn 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmnBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar”, "3gatHicTb BnvMBaT Ha
LIBUAKICTb peakLii npu kepyBaHHI
aBTOTpaHCNopToM abo iHWMMKU MexaHismamu",
"Cnoci6 3actocyBaHHsi Ta go3u", "Oitn", "MobiyHi
peakuii” BignoBsigHo Ao iHpopmalii woao
MeanYHOro 3acToCyBaHHsI pedepeHTHOro
nikapcbkoro 3acoby (IMOBAH, TabneTku, BKpUTi
o6onoHko). BBeeHHst 3mMiH npoTsirom 6-Tu
MicsLiB nicns 3aTBepAKEHHS
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
343. | COPBI®EP TabneTkn, BKpUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/0498/01/01
AYPYIEC o6onoHkoto, 3 dapmaueBTuy dapmaueBTNYHUIA 3MiHW | Tuny - 3MiHK 3 skocTi. [oToBKN peuernmom
MoandikoBaHUM HWI 3aBog 3asopg ElNC nikapcbkuii 3aci6. KoHTponb 4ONOMiXKHUX
BUBINbHEHHAM, 320 Eric peyoBUH. 3MiHa NapameTpiB crneumdikauin
mr/60 mr, no 30 abo Ta/abo JonycTUMMX MeX Ans JONOMiIXKHOT
50 Tabnetok y pPeyoBUHM (BUNYYEHHS 3i cneundikaLii
CKINSHOMY priaKoHi; HEe3Ha4yHoro nokasHvKa (Hanpuknag 3acTapinoro
no 1 dnakoHy B NoKasHWKa)) - BUITyYEHHs 3acTapinoro
KapTOHHIN ynakoBLii nokasHuka “Volume mass” 3i cneumdikauii
[OOMOMiXXHOT pe4oBUHU NoMieTeHy NOPOLLIOK;
3MiHn | TMnRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. KoHTponb 40NoOMiXKHUX
peyoBuWH. 3MiHa y MeTofax BUNpobyBaHHst
[OMOMIKHOI pe4oBUHU (BUIYYEHHS MeToay
BUNPoOyBaHHS, SKLLO anbTePHATUBHUIA METOS
BUNPOOYBaHHS BXe 3aTBEPOXKEHO) - BUNYYEHHS
Tecty Solution Extraneous Matters 3a
nokasHukom “MECHANICAL PURITY” gnsa
[OMNOMIDKHOI peYOBMHU NOMiETEHY NOPOLLOK
344. | CMIUPT PO34YMH CNPTOBUIA ToBapucTBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/10171/01/02
ETUNOBUN 01191 30BHILLHBLOrO obMexXeHow obmexeHoto 3MmiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA peuenmom nionsieae
70% 3acTtocyBaHHsA 70 % BignosiganbHi BiANOBIgANbHICTIO nikapcbkuii 3aci6. 3mMiHM y BUpobHMUTBI. 3amiHa
no 50 mn a6o no CTHO "®apmaueBTUYHa abo BBeAEHHS 40AAaTKOBOI AinNbHUL
100 mn y cpbnakoHax "dapmaueBTu KOMNaHisa BMpOBHMUTBA ANst YacTuHM abo BCbOro
3i ckna YHa KOMNaHis "3popos's", YkpaiHa BUPOBHMYOro NpoLecy roToBoro fikapcbkoro
"3popos's" (Bci cTapiji 3acoly (AinbHMUA, Ha AKin NpoBoAATbLCS by ab-
BMPOGHMLTBA, sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY

KOHTPOMb SIKOCTI,
BUMYCK Cepii)
ToBapwucTtBo 3
obGMexeHo
BiANOBIgANbHICTIO
"®PapmaLeBTUYHa
KOMNaHis
"3popos'a", YkpaiHa
(Bci cTapji
BMPOGHMLTBA, OKpIM
KOHTPOIIO SKOCTi Ta
BUMNYCKY cepii)

Cepin, KOHTPOO SKOCTi, MEPBMHHOTO Ta
BTOPWHHOIO NakyBaHHS, 47151 HECTEPUIbHUX
nikapcbkux 3acobis). CynyTHs 3miHa- 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y
BUpPOGHMUTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI
AiNbHULi BUPOGHMLTBA ANS YacTMHKM abo BCbOro
BMPOOHMYOro npoLecy rotToBoro Nikapcbkoro
3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS) -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUPOOHMUTBA Anst YaCcTUHU
abo BCbOro BUPOBGHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (AinbHULS ANs NepBUHHOIO
nakyBaHHs1) BBeAEHHS! A0AATKOBOI AiNbHUL
MIN® (agpeca: Ykpaina, 08301, Kuicbka 0611.,
M. Bopucninb, Byn. LeByeHka, 6ya. 100, nit. B-lI
(kopnyc 4)) fo 3aTBepAXeHOI AinbHUL
MPI®CIA (uex ®XU) (agpeca: YkpaiHa, 61013,
XapkiBcbka 061., MicTo XapkiB, Bynuusi
LLleBueHka, OyamHok 22). Ha ginbHuui M1
B6yayTb NpoBOAUTUCS yCi BUPOBHMYI cTagii (y
TOMY YNCli NEPBUHHE Ta BTOPWMHHE MaKyBaHHS),
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3a BUHATKOM KOHTpOIto sikocTi J13 Ta Bunycky
cepii. OHOBMEHHS TEKCTY MapKyBaHHSA YNakoBKu
nikapcbKkoro 3acoby, a came 3a3HaueHHst PyHKLiT
BUPOGHMKA Yy 3B'A3KY 3 BBEAEHHAM 40AaTKOBOI
BUPOGHMYOI AinbHULI. BBEAEHHS 3MiH NpOTArom
6-TK MicsauiB nicna 3aTBepAXKeHHs. 3MiHu | Tuny -
3MiHuM 3 aKkocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUpOBHMUTBI. 3MiHa po3mipy cepii (Bkntovaroum
fianas3oH po3Mipy cepii) roToBOro fikapCbKoro
3acoby (3meHLeHHst fo 10 pasiB) BBeAeHHs
A0[AaTKOBOro(3mMeHLLEHOro) po3mipy cepii J13
ONs goaaTkoBi AiNbHULI BUPOGHULTBA
ToBapucTea 3 06MexeHo0 BignoBiganbsHicTio
"®apmaLeBTUYHa KoMmnaHis "3gopos’a” - uex
MJ1®, wo 3HaxoanTbCs 3a agpecoto: YkpaiHa,
08301, KuiBcbka 06n., M. Bopucnine, Byn.
LLleBueHka, 6ya. 100, nit. B-1l (kopnyc 4).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPOXKEHHS.

345.

CnuePT
ETUNOBUNA
96%

PO3YMH CNIMPTOBUIA
NSt 30BHiLLUHBOTO
3actocyBaHHst 96 %
no 50 mn abo no
100 mn y cpbnakoHax
3i ckna

ToBapucTBo 3
obmexeHot
BigNoBiganbHi
CTHO
"dapmaueBTu
YHa KOMNaHis
"3popoB's"

Ykpaina

ToBapwucTtBo 3
obMexeHo
BigNoBiganbHIiCTIO
"®apmaueBTUYHa
KOMNaHisa
"3popos's", YkpaiHa
(Bci cTagii
BMPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUMYCK Cepii)
ToBapwucTtBo 3
obGMexeHo
BiANOBIgANbHICTIO
"®PapmaLeBTUYHa
KOMNaHis
"3popos'a", YkpaiHa
(Bci cTapji
BMPOGHMLTBA, OKpIM
KOHTPOIIO SKOCTi Ta
BUMNYCKY cepii)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MmiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHM y BUpobHMUTBI. 3amiHa
abo BBeAEHHS 40AAaTKOBOI AinNbHUL
BMPOOHMLTBA AN YaCTUHM abo BCbOro
BMPOOHWYOro npoLecy roToBoro Nikapcbkoro
3acoby (ainbHMUSA, Ha siKin npoBoasaTbCSA Byab-
sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
Cepiln, KOHTPOO SKOCTi, MEPBMHHOTO Ta
BTOPWHHOIO NakyBaHHS, 47151 HECTEPUIbHUX
nikapcbkux 3acobis). CynyTHs 3miHa- 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y
BUpPOGHMUTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI
AiNbHULi BUPOGHMLTBA ANS YacTMHKM abo BCbOro
BMPOOHMYOro npoLecy rotToBoro Nikapcbkoro
3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS) -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUPOOHMUTBA Anst YaCcTUHU
abo BCbOro BUPOBGHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (AinbHULS ANs NepBUHHOIO
nakyBaHHs1) BBeAEHHS! A0AATKOBOI AiNbHUL
MIN® (agpeca: Ykpaina, 08301, Kuicbka 0611.,
M. Bopucninb, Byn. LeByeHka, 6ya. 100, nit. B-lI
(kopnyc 4)) fo 3aTBepAXeHOI AinbHUL
MPI®CIA (uex ®XU) (agpeca: YkpaiHa, 61013,
XapkiBcbka 061., MicTo XapkiB, Bynuusi
LLleBueHka, OyamHok 22). Ha ginbHuui M1
B6yayTb NpoBOAUTUCS yCi BUPOBHMYI cTagii (y
TOMY YNCli NEPBUHHE Ta BTOPWMHHE MaKyBaHHS),

3a
peuerimom

He
nidnsicae

UA/10171/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3a BUHATKOM KOHTpOIto sikocTi J13 Ta Bunycky
cepii. OHOBMEHHS TEKCTY MapKyBaHHSA YNakoBKu
nikapcbKkoro 3acoby, a caMme 3a3HaueHHst yHKLiT
BUPOGHMKA Yy 3B'A3KY 3 BBEAEHHAM 40AaTKOBOI
BUPOGHMYOI AinbHULI. BBEAEHHS 3MiH NpOTArom
6-TK MicsauiB nicna 3aTBepAXKeHHs. 3MiHu | Tuny -
3MiHuM 3 aKkocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUpOBHMUTBI. 3MiHa po3mipy cepii (Bkntovaroum
fianas3oH po3Mipy cepii) roToBOro fikapcbKoro
3acoby (3meHLeHHst fo 10 pasiB) BBeAeHHs
A0[AaTKOBOro(3mMeHLLEHOro) po3mipy cepii J13
ONs goaaTkoBi AiNbHULI BUPOGHULTBA
ToBapucTea 3 06MexeHo0 BignoBiganbsHicTio
"®apmaLeBTUYHa KoMmnaHis "3gopos’a” - uex
MJ1®, wo 3HaxoanTbcs 3a agpecoto: YkpaiHa,
08301, KuiBcbka 06n., M. Bopucnine, Byn.
LLleBueHka, 6ya. 100, nit. B-1l (kopnyc 4).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPOXKEHHS.

346.

CTPE3AM®

kancynu no 50 wr;
no 12 kancyny
Gnictepi, no 5
Gnictepis y nauui;
no 20 kancyny
6nictepi, no 3
Gnictepu y navui

BIOKOOEKC

®paHuia

BIOKOAEKC

DdpaHLuis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MinHn | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeON4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 AoChigKeHb, NPOBEeAeHUX
Bi4MNOBIAHO A0 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHU BHECEHO B iHCTPYKLUIilO ANst MEOUYHOTO
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
"MpoTunokasaHHs", "OcobnmeocTi
3actocyBaHHs" Ta "MobiuHi peakuii" BignosigHo
[0 OHOBIEHOT iHbopMmaLii Wwoao 6e3neku
3acToCyBaHHS Aito4ol pevoBMHY 3rigHO 3
pekomMeHpauieto PRAC. TepMiH BBEAEHHS 3MiH -
NpoTsArom 6 MicsLIB Nicns 3aTBEPIKEHHS.

3a
peuerimom

He
nidnsicae

UA/2787/01/01

347.

CTPEMTOLM

a
PO3UYUHHUNA

KpUCTaniyHuim
NOpOLLIOK
(cybeTaHuis) y
MiLLKax
nonieTMneHoBnx
ansa
apmaLeBTUYHOIO
3acTOCYyBaHHS

TosapucTBo 3
oBMeXeHo
BianoBiganbHi
CTIo
"GAPMXIM"

YkpaiHa

ToBapucTtBo 3
obMexeHo
BiANOBiganbHICTHO
"OAPMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3miHu 3 sikocTi. APIl. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHNX Y crieumadikaLisx
Ha A®l, abo BUXigHUA/NPOMIXHMIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BUpobHmuTea AP (iHLwi 3MiHK)

— 3 cneumdikauii Ha Hepo3dacoBaHWU NPOAYKT

UA/16875/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BWUJTyYEHO MOKa3HUK «3anmLLKOBI KiNbKOCTi
OpraHiYHMX PO3YMHHKKIBY (BU3HAYEHHS 2-
nponaHony 3 4ONyCTUMOIO Mexeto He BinbLue
0,5%). BBegeHHs1 3MiH NpoTsirom 6-Tu micauiB
nicns 3aTBepAXXEeHHs!
348. | CTPUTOKCO KOHLeHTpaT 4ns M. BIOTEK Benuka MAWNAH IHAis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/12152/01/01
n po34nHy Ans nTa BputaHis JTABOPATOPI3 3MiHN | TUny - 3MiHK Wwopao peuenmom | niidnseae
iHdpysin no 6 mr/mn; JIMITEL (OTL) 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
no 5 mn a6o 16,7 3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
mn, abo 50 mny 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii ans
cdnakoHi; no 1 MeOU4YHOro 3aCToCyBaHHs Ha niacTas.i
dnakoHy y navui 3 perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
KapTOHY nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiJMNOBIQHO 4O MnaHy nefiaTpuyHuX AoChigXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdpopmauii 3 6e3nekn Ailo4oi PeYOBMHM 3riAHO 3
pekomeHgauiasmn PRAC.
349. | CYNb®AOUM | tabnetkm no 0,5 r no MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/6030/01/01
ETOKCUH 10 TabneTok y "MoHdapm" 3MiHn | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae

ctpunax abo
6nictepax; no 10
Tabnetok y cTpuni
abo 6nicTepi; no 2
abo 10 cTpunis abo
GnicTepiB y nayui 3
KapTOHY

HaliMeHyBaHHA Ta/abo agpecy 3asiBHUKa
(BnacHuka peecTpauinHoro nociaYeHHs ). 3miHa
appecu 3asBHUKa (BracHUKa peecTpauinHoro
noceigyeHHs1). TepMiH BBEAEHHS 3MiH NPOTArOM
6 micauis nicnsa 3aTBepAKeHHs. 3MiHn | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLs NPoBamMKEHHS AiSNbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3aco0y, BKMoYa4m dinbHuLi BUNycKy cepii abo
MicLie NPOBEAEHHSA KOHTPOIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOBHMK/IMNOPTEp, BKIOYaKUM BUMYCK CEPilA).
3miHa agpecu Bupo6Huka M3 MNAT "MoHdapm",
YkpaiHa, 6e3 3MiHu MicLs BUpOGHMLUTBA. TepMiH
BBELEHHS 3MiH NPOTSArom 6 Micsiyis nicns
3aTBEPAKEHHS. 3MiHuM | Tuny - 3MiHK Wono
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX
npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, KO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
[itoua pepakuin: Cosrupa Ceprii CeprinoBu.
[MponoHoBaHa pepakuis: MacTyweHko IHHa
BikTopisHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu
3asBHMKa, BigNOBIAanbHOI 3a hapmakoHarnag.
3MiHa MicLe3HaxooKeHHsA MmacTep-daina
cuctemun chapmakoHarnsgy. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy.

350.

CYCNPIH®

pO34unH Ans
oparnbHoro
3acTocyBaHHs, 4
mr/5 mn, no 50 mny
cnakoHi, no 1
dnakoHy pasom 3
MipHUM
CTakaH4MKOM B
KapTOHHIl ynakoBuj

TOB
"TMEQ®APM
nTa”

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHKM Wwopao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHM Y KOPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MEeOMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHnx/6ionofibHMX Nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebdye
HaZlaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y posainu:
"OcobnusocTi 3actocyBaHHs", "Crocib
3acTocyBaHHsi Ta Ao3n", "MobiuHi peakwii”
BiAMOBIAHO A0 iHcbopMaUii LLoao MeanYHOro
3acTocyBaHHs pechepeHTHOrO fikapCbKoro
3acoby (Zofran, syrup 4 mg/5 ml)
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHKW WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTULLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEAMYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sk pesynbtaT
OLiHKM 3BITY 3 AoChigXeHb, NpOBeaeHUX
BigMNoBIgHO 40 MnaHy nefiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom). 3MiHVM BHECEHO A0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS

3a
peuerimom

He
nidnsicae

UA/18325/01/01
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

nikapcbkoro 3acoby y poaginu: "OcobnmeocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO oo
OHOBJEHOI iHchopMmalii 3 6e3nekn gitoyoi
peyoBuHW. BBeaeHHst 3MiH NpoTsarom 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHsA. CynyTHs 3miHa-
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
capmakoHarnsigy. BHeceHHs abo amiHa(n) oo
3000B'si3aHb Ta YMOB BMAaYi peecTpauiiHoro
noceigyeHHs, Bkrtovatoum MNnaH ynpaeniHHA
pu3nKamm (3aCTOCyBaHHS TEKCTY, KU
NOTOKEHNIA 3 KOMNETEHTHUM OpraHoMm). 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHu). 3mMiHM BHeCeHo
00 IHCTPYKUii ANst MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
LLIOA0 BaXIMBOCTI NOBIAOMIIEHb NPO NOGIYHI
peakuii. BBeaeHHs1 3mMiH npoTarom 6-Tn Micsauis
nicnsi 3aTBepAXKEHHS

UA/12869/01/01

351.

CYCTAMAP®

TabneTkun BKpUTI
NniBKOBOKO
o6onoHkoto, no 480
mr; no 10 TabneTtok
y 6nicTepi; no 2 abo
no 5 a6o no 10
GnictepiB y
KapTOHHIN kopobLyi

ecnapma
m6X

HimevumH
a

ApnBaHc ®apma
'm6X, HimeuunHa
(BUPOBHMLTBO
Hepo3acoBaHOro
npoAayKTy, NEpBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTI,
BUNyCK cepii);
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs); Papma
BepHirepoge MvbX,
HimeuunHa
(KOHTpOIb sIKOCTi)

HimevuunHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TUny - 3miHm 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHM
BMNpoOyBaHb abo AONYCTUMMUX MEX,
BCTaHOBIEHUX Y cneumdikauisax, nig yac
BMPOOHWLTBA rOTOBOrO NikapCbKoro 3acoby
(BMNyYEHHSA HECYTTEBOrO BUNPOOYBaHHSA B
npoteci BUPOGHMLTBA) BUNYYEHHS HECYTTEBOTO
BunpobyBaHHs «Disintegration» (€®, 2.9.1) B
npoueci BUpobHuUTBa Anst TabneTok, BKPUTUX
nniekoBoto ob6onoHkoto (IPC 6), ockinbku gaHun
NoKasHUWK NnepeBipsieTbCst Npy BUNYCKy cepii M3,
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. 3MiHn y BUPOGHULTBI. 3MiHK y
npoueci BUpoOHMLITBa rOTOBOrO MikapCbKoro
3acoby, BKNoYaun NPOMKHUIA NMPOAYKT, Lo
3aCTOCOBYETLCS MPU BUPOOHULTBI TOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOOHMLUTBA) [INA NpULwBMALLEHHS npoLecy
BMPOGHMLTBA NNaHyeTbCA 3aCTOCOBYBATU
fopaTkoBe obnagHaHHS AN NoKpUTTA TabneTok
060mnoHKo. 3anexHo Bif po3mipy 3aMOBMEHOI
naprii Ta HeobXiAHOCTI 3anyyYeHHsA OAaTKOBOro
obnagHaHHsa 6yayTb 3aCTOCOBYBaTUCh Pi3Hi cyb-
cepii Ta HaHEeCeHHS MNOKPUTTS MOXe
3[iicHIOBATHCS NOPLiSMK, HAaNpyKnaza ABi-Tpu
piBHi YacTuHW. 3MiHu | TMNy - 3MiHK 3 siKOCTi.
[oToBMI Nikapcbkuil 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM y NpoLieci BUpobHuUTBa
roTOBOrO fikapCbKoro 3acoby, BKoyauu

NPOMIKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpY

6e3
peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BMPOBHMUTBI rOTOBOrO fikapCbKoro 3acoby (iHLwi
3MiHW) BBOAWUTLCHA AOAATKOBE OMUMEHHS CNPEEMm
MarHito cteapatoM Ans 3anobiraHHsa 3nMnaHHIo
TabneTok Ta NPUNMNaHHIo ix 4o obnagHaHHs,
LLIO NPM3BOAMIO A0 A0AATKOBUX BUTPAT Yacy Ta
MOXIIMBUX MOLUKOA)KEHb HEBKPUTUX OBOMOHKOIO
Tabnetok
352. | TABEKC® TabneTku, BKPUTI AT Bonrapis AT "Cocpbapma" Bonrapis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: - He UA/13201/01/01
obonoHkoto, no 1,5 "Codhapma" 3MmiHun | TMny - 3MiHuM 3 siKocTi. [oTOBMIA nidnsicae
mr; in bulk Ne 5400: nikapcbkui 3aci6. Cuctema
no 20 Tabnetok y KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa y
Gnictepi; no 270 NEPBUHHIN yNakoBLji rOTOBOrO fiKapCbKoro
GnictepiB y 3acoby (sikicHWI Ta KinbkicHWI cknag) - Teepai
noninponineHosin nikapcbki opMu — BHECEHHS 3MiH 0O
KopobuUi MaTepianis peecTpauifHoro 4oCkE rOTOBOro
nikapcbkoro 3acoby, a came 3amiHa maTepiany
bnictepy, siknin cknagascs 3 MNBX/TIE/MNBaX
NNiBKM i antomiHieBoi honbrn Ha
MNBX/ME/NBaX/ME/MBX nniBky i antoMiHieBy
donbry, wo 3abesnevye Kpalli 6ap’epHi
BNACTUBOCTI MEPBUHHOT YNAKOBKM, 3
Bi4NOBIAHNMW 3MiHAMKM [0 p. «YNaKoBKay
353. | TABEKC® TabneTkn, BKpUTI AT Bonrapisa AT "Codbapma”, Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes nidnszae UA/2537/01/01
ob6onoHkoto, no 1,5 "Codpapma" Bonrapia YkpaiHa 3MiHu | TMny - 3MiHun 3 sikocTi. [oToBMIA peuyenma
mr no 20 TabneTtok y (BpOBHMLTBO nikapcbkui 3aci6. Cuctema
6nictepi; no 5 Hepo3dacoBaHoi KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
GnicTepiB y npoaykuii, nepBnHHa NepPBUHHIN ynakoBLi FOTOBOro NiKapCbKoro
KapTOHHIN nayui ynakoBka abo 3acoby (AKicHWI Ta KinbKicHWiA cknaa) - Teepai
BMPOGHMLITBO 32 nikapcbki popMu — BHECEHHS 3MiH A0
NMOBHUM LIMKIIOM); mMaTepianis peecTpauiiHoro 4OCbE rOTOBOro
AT "BITAMIHA", nikapcbkoro 3acoby, a came 3amiHa maTtepiany
YkpaiHa (BTopyHHa 6nictepy, skuii cknagascs 3 NMBX/TIE/MBAX
yrnakoBka, A03Bin Ha NNiBKK i antoMiHieBoT honbrn Ha
BUMNYCK cepii) MBX/ME/MNBpX/ME/MNBX nniBky i antomiHieBy
donbry, wo 3abesneuvye kpali 6ap’epHi
BNAaCTMBOCTi NEPBUHHOI YNaKoBKM, 3
BigNoBigHMMM 3MiHaMK A0 p. «YNnakoBKa»
354. | TAMI®NIO® Kancynwv no 75 wr; TOB «Pow Ykpaina BupobHuuTBO ®paHuis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/3189/02/03
no 10 kancyny YkpaiHa» Hepo3adacoBaHol ITanis/ 3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenimom | nidnszae
6nicTepi; no 1 NpoAyKUii: LLiBenuapis HanMeHyBaHHS Ta/abo agpecu Micud
6nictepy B CeHekci, PpaHuis NpoBaXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
KapTOHHiIl kopobui Bupo6HuLTBO roTOBOrO MikapcbKoro 3acoby, BKI4aoym
Hepo3dacoBaHoi AinbHWL BUMYycKy cepii abo micue npoBeAeHHS
npoaykuii, KOHTPOIMIO AKOCTI. (QisnbHICTb, 3a AKy Bignosinae
nakyBaHHs, BMPOBHWMK/IMNOpTEP, BKMIOYAK0UM BUMYCK Cepiit).
BUNPOOYyBaHHSA B pamkax pauioHanisauii ogicHux nnowy, Roche,
KOHTPOIHO SIKOCTI: NPOMNOHYETLCS 3MiHa agpecu odicy, ska
Oenbdapm MinaHo, 3pincHioe Bunyck [N13. [aHa 3miHa BigbyBaeTbes
C.P.J1, Itanis B paMKax OfHIEi CUCTEMU KOHTPOIIO SKOCTI i
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
MakyBaHHS, CTOCYETbCSI BUKIIOYHO (yHKLT BUMYCK cepii, i He
BUNPOBYBaHHS Mae BMnuBY Ha BUPOBGHWUYMIA NpoLiec npenapary.
KOHTPOIHO SIKOCTI, He mae BnnuBy Ha skicTb, 6e3neky Ta
BUNYCK cepii: edekTUBHICTb Npenapaty. Micue BupobHuuTBa
. XocpdpmaHH-T15 N3 He 3MiHMNock. 3MiHWM BHECEHO B iHCTPYKLIHO
Pow NTa, ANnsi MEQUYHOTO 3aCTOCYBaHHS IikapCbKOro
LLsenyapis 3acoby y po3gin «Micue3HaxooKeHHs
BUMNYCK cepil: BMPOOHWKa Ta agpeca Micusi NPOBaAXeHHSs! oro
. XodhdpmaHH-I15 OiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
Pouw JTg, MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
LLiBeviuapis BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEPOKEHHS
355. | TEBAFPACT PO34MH Ans iH'eKuin TOB "TeBa YkpaiHa 3AT TeBa banrike, Jlntea/l3pai BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/15237/01/02
um abo iHdysin no 48 YkpaiHa" Jlntea (koHTponb nb 3MiHn | Tuny - 3MiHn 3 axocTi. ADI. peuernmom

mnH MO/0,8 mn; no
0,8 mn (48 mnH MO)
B CKIISHOMY LUNpuLi
O[HOPa30BOro
BUKOPUCTAHHSA 3
NnepMaHeHTHO
NPUEAHAHOIO rOSKOL
Ta 3axXMCHUM
KOBMa4ykom, 3 abo
6e3 npucTpoto s
Ge3neyHoro
BBEJEHHS Ta
3anobiraHHs
nopaHeHb rorko Yu
NMOBTOPHOIO
BUKOPUCTaHHSI; Mo 1
LINPULY Y KapTOHHIN
KopobLi

sikocTi); TeBa
dapmavnesTikan
IHpacpis JiTg.,
I13paine
(BMPOGHMLITBO 3a
MOBHUM LIMKITOM)

Bupo6HMLTBO. 3MiHKM B NpoLeci BUpoGHMLTBa
A®I (HesHauHa 3MiHa y npoueci BUpobHULTBA
AdI).

HesHayHa 3miHa y npoueci BUpoOHULTBA
(cbepmeHTaLii) gitoyoi pevoBrHN dinrpacTumy
Yepes AoAaBaHHsS HOBOI cMpoBUHM - 3anida(ll)
cynbcaTy rentarigpaTty 40 dhepMeHTaLiMHOro
XuBuUnbHoro cepegosuta (PKC) Adl
dinrpactum. 3anisa (ll) cynedat rentarigpat
[00a€ETbCA AK JKeperno 3anisa, ke € 0gHUM 3
KIOYOBUX MIKpoerneMeHTiB, HeobXigHUX ansi
onTumarbHoro pocty biomacu dinrpactumy.
(OCHOBHUM [mxepernom 3anisa y depMeHTaLiHin
KC dpinrpactmMy cnyxuTb cUpoBuHa
apixmxkosun ekctpakT (OE)). XKogHux iHwmx
3MiH 0 BUpoBHMYOro npouecy, onepauinHux Ta
ekcnnyaTauiiHMx napameTpiB BHECEHO He Byro.
3MiHn | TUny - 3miHn 3 akocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHNX Y crneumadikaLisx
Ha A®I, abo BMXigHUA/MPOMIKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HmuTea APD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HMKOM SIKOCTi Ta
BiANOBIAHMM METOAOM BUNPOOYBaHHS).
[onoBHeHHS cneumdikaLii Ha CUPOBUHY
[piXXAKOBUIN €KCTPAKT, L0 BUKOPUCTOBYETLCS Y
npoteci BUpoGHMLTBA Ait040T pevOBUHN
dinrpacTtum, HOBMM NokasHukom "BMicT 3ani3a
(mKr/r)"; Bunpo®yBaHHsA Ha BMICT 3ani3a
NpoBOASiTb B paMKax BXiAHOrO KOHTPOIO
CUPOBUHU EKCTpaKT ApDKAXOBUIN; OTPUMaHWU
pe3ynbTart (BMICT 3ani3a B MKr/T)
BMKOPUCTOBYBAaTUMYTb AN BU3HAYEHHS
HeobxiaHoi kinbkocTi 3anisa(ll) cynedaty
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
rentarigpaty, sky AogaBaTtuMyTb OO
(bepMeHTaLIHOrO X1BUbHOTO cepedoBULLa.
356. | TEBAFPACT PO34MH Ans iH'eKuin TOB "TeBa YkpaiHa 3AT TeBa banrikce, Jlutea/l3pai BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a - UA/15237/01/01
um abo iHdysin no 30 YkpaiHa" Jlntea (koHTponb nb 3MiHn | Tuny - 3MiHn 3 axocTi. AL, peuernmom
mnH MO/0,5 mn; no akocTi); Teea BnpobHuuTBO. 3MiHM B npoueci BUpobHMLUTBa
0,5 mn (30 M MO) dapmaveBTikan A®| (He3HauyHa 3MiHa y npoueci BUpobHMLTBA
B CKISIHOMY LUNpuLi Inpactpis Jltg., Adl).
O[lHOpPa30BOro I13painb He3HauHa 3MmiHa y npoueci BUpobHuLTBa
BUKOPUCTaHHSA 3 (BMPOGHMLTBO 3a (cbepmeHTaLii) giroyoi pevoBuHN dinrpactTumy
nepMaHeHTHO NMOBHUM LIMKITOM) Yyepes AofaBaHHA HOBOI cMpoBUHK - 3anisa(ll)
NPUEAHAHOIO rOrKOKo cynbdarty rentarigpaTty Ao epMeHTauinHoro
Ta 3axXMCHUM XnBunbHoro cepegosuta (PKC) Adl
KOBMaykom, 3 abo dinrpactum. 3anisa (Il) cynbdart rentarigpat
6e3 npucTtpoto ons [04aeTbCA K [pKeperio 3anisa, sike € OQHUM 3
6e3ne4yHoro KMOYOBUX MiKPOENEMEHTIB, HEOOXigHMX Ans
BBEAEHHS Ta onTumarbHoro pocty biomacu dinrpactumy.
3anobiraHHs (OoCHOBHUM mxepenom 3anisa y depmeHTaLinHin
nopaHeHb rorko Yn KC dpinrpactMy cnyxuTb CUpOBUHA
NOBTOPHOIoO apixgxosui ekctpakt (OE)). XogHux iHwnx
BUKOPUCTAHHS; no 1 3MiH 4O BUPOBHMYOro npoLecy, onepauiiHnx Ta
LUNPULY Y KAPTOHHIN eKcnyaTauinHMX napameTpiB BHECEHO He Byro.
KopobLUi 3MiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®I|. 3miHa y napameTpax cneundikauin Ta/abo
[OMNyCTUMUX MEX, BUSHAYEHMX Y cneuundikauiax
Ha A®I, abo BMXigHUA/MPOMIKHWI
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpo6HmuTea AP®| (4ONOBHEHHS
cneunikaLii HOBUM MOKa3HWKOM SIKOCTi Ta
BiAMOBIAHMM METOLAOM BUNPODYBaHHS).
[lonoBHeHHS cneumikaLii Ha CUPOBUHY
[pbxaKoBUA €KCTPaKT, WO BUKOPUCTOBYETLCS Y
npoueci BMpobHULTBA Ail040i peYOBUHN
dinrpacTum, HOBMM NokasHukom "BMiIcT 3ani3a
(mkr/r)"; BUNpobyBaHHsS Ha BMICT 3ani3a
NpoBOASITb B paMKax BXiAHOMO KOHTPOIO
CUPOBUHU EKCTpaKT AphKAXOBUIN; OTPUMaHWU
pesynbTart (BMICT 3anisa B MKr/T)
BUKOPWCTOBYBATUMYTb A1 BUSHAYEHHSI
HeobxiaHoi kinbkocTi 3anisa(ll) cynedaty
rentarigparty, siky jogaBaTuMyTb [0
bepMeHTaLIMHOro X1BUIBHOTO cepeoBULLa.
357. | TENCAPTAH Tabnetkun no 40 mr/5 O-p Peppi'c IHaisa O-p Peppi'c IHAis BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a He UA/17732/01/04
ayo Mr, no 7 TabneTok y JlabopaTopic JlabopaTopic 3miHu | TMny - 3miHn WwWoao peuenmom | nidnsizae
6nicTepi; no 4 Iito Timiteq 6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
Gnictepu B 3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
KapTOHHiIl kopobuyj; 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
no 10 Tabnetok y MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
GnicTepi; no 3 perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
Gnictepu B nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
KapTOHHil kopobui 3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OUIHKM 3BITY 3 AOCNIAXeHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3mMiHy y3roa)eHo 3 KOMNETEHTHUM
yMNOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lMNepeno3yBaHHs"
BiNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6e3nekn
niroYoi pevoBmHN. BBegeHHs 3MiH NpoTsarom 6-tu
MicsLiB nicns 3aTBepAKEHHS
358. | TENICAPTAH Tabnetkn no 40 O-p Peppi'c IHpia O-p Penai'c IHais BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/17732/01/01
ayo mr/10 mr, no 7 JTabopaTtopic JlabopaTopic 3MinHn | TMny - 3MiHK Wopo peuenmom | nidnsieae
Tabnetok y 6nictepi; Iitg Timiteq 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
no 4 Gnictepu B 3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
KapTOHHIl KOpooLyi; 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
no 10 Tabnetok y MEeAMNYHOro 3aCTOCYBaHHS Ha MiACTaBi
Gnictepi; no 3 perynsipHo OHOBIIOBAHOrO 3BiTYy 3 6e3neku
Gnictepu B nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KapTOHHiI kopoOui 3aCTOCyBaHHSA NikapcbKkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OUiHKM 3BITY 3 AOCNiAXEHb, MPOBEAEHNX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AoChiaXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO A0
IHCTPYKLUIT ANS MEAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ain "lMNepeno3yBaHHsA"
BiANOBIgHO 40 OHOBREHOI iHbopMaLii 3 6e3neku
Aitoyoi pevoBnHU. BBEeaeHHS 3MiH NpoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS
359. | TENCAPTAH Tabnetku no 80 mr/5 O-p Peppi'c IHAisA O-p Peapi'c IHAis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/17732/01/02
ayo Mr, no 7 TabneTok y ITabopaTopic JNabopaTopic 3miHu | Tvny - 3miln wopo peuenmom | niidnszae
6nicTepi; no 4 Iitg Timiteq 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

Gnictepu B
KapTOHHI KOpoOLyi;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepu B
KapTOHHiI kopobui

3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMNYHOro 3aCTOCYBaHHsI Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTaT
OL}iHKM 3BITY 3 AOCHigKEHb, NPOBEOEHMX
BigMNOBIQHO 40 NMnaHy nejiaTpuyHUX AoChigXeHb
(PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lMNepeno3yBaHHs"
BigMNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn
[itoYoi pevoBrHN. BBeaeHHs 3MiH NpoTsarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
360. | TENCAPTAH Tabnetkn no 80 O-p Peppi'c IHpis O-p Penai'c IHAis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/17732/01/03
ayo mr/10 mr, no 7 TNabopatopic Na6opaTtopic 3minu | Tvny - 3miln wopo peuenmom | niidnseae
Tabnetok y 6nictepi; Jitg Nimiteq 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
no 4 Gnictepu B 3MiHa y KOpPOTKil XapaKTepuUCTULi NikapCcbKoro
KapTOHHiI kopobuyj; 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKUii Ans
no 10 Tabnetok y MeAMYHOro 3aCTOCYBaHHs Ha MiACcTaBi
6nicTepi; no 3 perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
6nictepu B nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
KapTOHHIl kopobui 3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiogd, abo sik pesynbTaTt
OL|iHKM 3BITY 3 AOCMigXEeHb, NPOBEAEHMX
BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0
IHCTPYKUIT ANA MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ain "lMepegosyBaHHA"
BiMNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn
nitoyoi peyoBuHNU. BBegeHHS 3MiH NpoTSrom 6-tu
MicaUiB Nicnsa 3aTBepAXeHHsA
361. | TEO®IIH NOPOLLIOK TOB Ykpaina BAKYJT APOMATIKC IHAis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: - - UA/19072/01/01
(cybeTaHuin) y «OAPMACEN & KEMIKAI 3MiHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
nakeTax » NPAMBET NIMITEL HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
nonieTuneHoBmx (BnacHuka peecTpaLiiHoro NOCBig4YeHHs) 3amMiHa
ansi appecu 3asiBHUKa
dapmaLeBTUHHOIO
3aCTOCYBaHHA
362. | TATOPACT- TabneTku, BKpUTI AHaHTa Benuka ApTypa IHAgis BHECEHHS! 3MiH 10 peecTpaLiiHnx maTtepianis: 6es - UA/2730/01/01
120 NniBKOBOO Megikeap JIlTa. BpuTtaHisa dapmacbioTikan3 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI peuenma
obornoHkoto, no 120 Met. JITA., IHAis; nikapcbkui 3aci6. 3MiHn y BUpOBGHMUTBI. 3MiHa
mr, no 10 TabneTok dnamiHro po3mipy cepii (Bknto4ato4um dianasoH po3mipy
y 6nicTepi; no 1 abo dapmacbioTukanc cepii) roToBOro nikapcbkoro 3acoby (36inbLueHHst
3 6rictepu y nayui Iita., IHais 0o 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM
po3mipoM) 36inbLUEHHST pO3Mipy cepii Ans
BUpoGHuka M3 ApTypa PapmacktoTikana MBT.
JIta., IHpis BatBepmkeHo: 1 00 000 TabneTok
3anponoHoBaHo: 450 000 TabneTok.
363. | TATOPACT- TabneTkn, BKpUTI AHaHTa Benuka ApTypa IHAis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes - UA/2730/01/02
180 NniBKOBOO Megikeap JIlTa. BpuTtaHisa dapmacbioTikan3 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI peuenma
obonoHkoto, 180 wmr; Met. N1A., IHAis; nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3MiHa
no 10 Tabnetok y dnamiHro po3mipy cepii (BKIHoYao4um diana3oH posmipy
6nicTepi; no 1 abo 3 dapmacbtoTukarnc cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs
Gnictepu y navui Ita., IHais GinbL Hix y 10 pasiB NOPIBHSIHO i3

3aTBEPKEHUM PO3MipOM ANS TBEPAUX
nikapcbknx opM 3 HeranHUM BUBINbHEHHAM
NS nepopanbHOro 3acToCyBaHHs1) 36inbLUEHHS
po3mipy cepii 113 ans BupobHuka ApTtypa
dapmacetoTikana MeT. JIta., IHoia 3aTtBepmkeHo:
1 00 000 Tabnetok 3anponoHosaHo: 12 00 000
Tabnetok BBeaeHHsi 3MiH NpoTsarom 3-x mMicsiuis
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nicns 3aTBepAXKEHHS.

364. | TAMAIIH niodinisat ansa TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/2989/01/01
po3umHy gns iH'ekuin | "BIOGAPMA" BIO®APMA" 3MiHun | TMny - 3MiHuM 3 siKocTi. [oToBMIA peuenmom
no 10 mr; 5 nikapcbkuii 3aci6. Cuctema
dnakoHis 3

nioginizatom y
GnicTepi; no 2
6nictepu y nayui 3
KapTOHY

KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3miHa y
MeTo4ax BUNpobyBaHHA NepBUHHOT YNaKOBKU
roTOBOIO fiKapCbKOro 3acoby (He3HauyHi 3MiHu y
3aTBEpAKEHUX MeToAax BUNpobyBaHb)
BHeceHHs1 amiH go p.3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHWiA 3acio y
cneuudikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans niodinbHOI CyLwKn», a
came - fofaHo iHhopMauito Woao meToay
KOHTPOMto «LIWHK, Lo ekcTparyeTbesa»:
AeTanizoBaHo NPUroTyBaHHS eTanoHHNX
PO34VMHIB, HaBeAEeHO Po3paxyHKoBY hopmyny.
3MiHn | TUny - 3miHm 3 gkocTi. FoToBU
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
mMeToAdax BUNPobyBaHHSA NEPBUHHOI YMaKOBKM
roTOBOrO JlikapCbKoro 3acoby (He3HayHi 3MiHW y
3aTBEpAKEHNX MeToAax BUNpobyBaHb)
BHeceHHs 3miH o p.3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBanbHWiA 3acio y
cneumdikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Npobku rymoBi Ans niodinbHOI CyLkn», a
came - BUNpaBfeHHs TEXHIYHOI NOMUIKK B
MeToAi KOHTPono «[po30piCTb PO3UNHY».
3aTtBepaxeHo 4.Mpo3opicTb po3unHy. Po3unH S
3a CTyneHeM onanecueHLii He mae
nepesuLLyBaTtu eTanoH Il. BunpobysaHHs
npoBoasTh 3rigHo Y, 2.2.1. BUKOHaHHSsI
KOHTpoMto. 40-MM Liap po34nHy S NOPIBHIOTL 3
40-MM Wwapom Boau P, BUKOPUCTOBYOUM
ofHakoBi Npobipkn 3 6e36apBHOrO NPO30pOro
HeNTpanbLHOro ckna 3 NOCKUM AHOM, SiKi MaloTb
BHYTPILLHIM giameTp Big 15 MM go 25 mm.
MopiBHAHHA NPO30POCTi MPOBOASATL Y
po3cistHOMY AeHHOMY CBITAi, Nepernagatyu
3pasku B3AOBX BEPTMKamNbHOI oci Npobipok Ha
6inomy coHi. 3anponoHoBaHo 4.MNpo3opicTb
po3uuHy. Po3unH S 3a cTyneHem onanecueHuii
He Mae nepesuLlyBaTV eTanoH Il.
BunpobyBaHHsa npoBoadaTs 3rigHo AdY, 2.2.1.
BukoHaHHs koHTponto. 40 MM Lwap po3uunHy S
nopisHiooTb 3 40 MM Wapom eTanoHy I,
BMKOPVCTOBYIOYM OfHaKoBi Npobipku 3
6e36apBHOrO NPO30POro HEMTPanbLHOro ckna 3
NIOCKMM OHOM, SIKi MalOTb BHYTPILWHIV diameTp
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

Big 15 MM 1o 25 MM. MNopiBHSAHHS NPO30POCTi
NpoBOAATb y PO3CIAHOMY AE€HHOMY CBITHi,
nepernsigaloyun 3pasku B340BX BEPTUKAmNbHOI OCi
npoGipoK Ha YOPHOMY POHI

365.

TIO33-8

TabneTtku, Wo
avcnepryoTbes B
POTOBIN NOPOXHWHI,
no 8 mr; no 10
Tabnetok y 6nictepi;
no 1 Gnicrepy y
KapTOHHiI kopobui

Inka
JlabopaTopis
Nimiteq

IHaisa

Inka ITaGopatopis
Jtg

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MinHn | TMNy - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy chapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXXeHOI ocobu,
BiQNOBiganbHOI 3a 3A4iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
apmakoHarnsay) 3MiHa KOHTaKTHOT 0cobu
3asBHMKA, BiANOBiAanbHOI 3a 34iINCHEHHS
thapmakoHarnagy B YkpaiHi. [itoda pegakuis: Dr.
Satish Chandra / a-p Cartiw YaHgpa.
MponoHoBaHa peaakuis: Dr. Daniel Thadani / g-
p TxagaHi [JaHienb. 3MiHa KOHTAKTHUX faHWUX
KOHTaKTHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a
34iicHeHHs dapmakoHarnagy B YKpaiHi

3a
peuyerimom

UA/19734/01/01

366.

TIONEHTAN

niodpinizat gna
PO34MHy Ans iH'eKLin
no 0,5 r; dnakoHu 3
niodinizatom

MAT
"KuiBmegnpen
apatr”

Ykpaina

NAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHn | TUnYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax

BMNPOBYyBaHHSA rOTOBOrO NiKapCbKoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW B MeTofax
KOHTPOMO 3a nokasHukom "CynpoBifHi AoMiLLKn"
13 - BHeCeHO 3MiHM N0 NPUroTYyBaHHIO PO3YUHY
nopiBHsAHHA (b) y BigNOBIAHOCTI 4O OHOBNEHOI
moHorpadii EP 10.7 «Thiopental sodium and
sodium carbonate». 3MiHu | Tuny - 3miHu 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BMNPOOYBaHHS) - HE3HAYHi 3MiHW B MeTofax
KOHTPOIO 3a noka3HukoM "CynpoBifHi AoMilukn"
(ans pitovoro BupobHmka A®I Northern

Synthesis, NatBisi) - 3MiHW NO NPUrOTyBaHHIO

po34mnHy nopiBHsiHHA (b) y BignoBigHOCTI Ao

3a
peuernmom

He
nidnseae

UA/3916/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

OHoBreHoi moHorpadii EP 10.7 «Thiopental
sodium and sodium carbonate». 3minu | Tuny -
AOMiHicTpaTuBHI 3MiHW. 3MmiHa Ha3Bu AD| abo
[OMOMIDKHOI PEYOBUHM - YTOYHEHHS Ha3Bu AdI

TioneHTany HaTpito - A04aBaHHSA
dhapmakonenHoi Ha3Bu cybcTaHLuii TioneHTany

HaTpilo Ta HaTpito kapboHaT (3aTBepAXKeHO:

TioneHTany HaTpito, 3anpoMNoOHOBAHO: TioNeHTany
HaTpilo (TioneHTany HaTpilo Ta HaTpito
kapboHaT). 3MiHM BHeceHi y po3ain "Cknag" B
IHCTPYKLUIilO0 AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta sik HacnigokK - y TeKCTi

MapKyBaHHs1 yakoBKM NikapCbKoro 3acoby.

BBeneHHs 3miH NpoTArom 6-Tm MicsuiB nmicnsi

3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao

Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHN) - OHOBMNEHHSA TEKCTY MapKyBaHHS

yNaKkoBKW fikapcbKoro 3acoby.

BBegeHHst 3MiH NpoTAarom 6-tn micauis nicna
3aTBepAKeHHs. 3minu Il Tuny - 3miHK 3 AKocTi.

A®l. Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NMpoMiXKHOro NpPoayKTy/peareHTy, Lo
BVIKOPVCTOBYIOTLCS Y BUPOOHMYOMY NpoLeci
A®l, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge
HeobXiaAHO, MicLie NPOBeAEHHsT KOHTPOSO SIKOCTi)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy

[OCbe)(BBEAEHHS HOBOrO BMpobHUKa Ad| 3
HagaHHaM macTtep-anna Ha APl) - BBeAeHHs
anbTepHaTMBHOro BUpobHuka ADI TioneHTany

HaTpito (TioneHTany HaTpito Ta HaTpito kapboHaT)
- Biofer S.p.A, ITanisi, Ak Hacnigok 3MiHu B
cneunagikauii BxigHoro koHTponto AdI.

367.

TIONEHTAN

niodpinizat ans
PO34MHy Ans iH'eKLin
no 1,0 r, nakoHu 3
niodpinizatom

NAT
"KviBmegnpen
apat"

YkpaiHa

MNAT
"Kuismegnpenapat”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOBYyBaHHSA rOTOBOrO NikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHi 3MiHW B MeTofax
KOHTpOMO 3a nokasHukom "CynpoBigHi AOMILIKK'
13 - BHecCeHOo 3MiHM N0 NPUroTYBaHHIO PO3YMHY
nopiBHsIHHA (b) y BiANOBIAHOCTI O OHOBNEHOI
moHorpadii EP 10.7 «Thiopental sodium and
sodium carbonate». 3MiHu | Tuny - 3miHu 3
skocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTepiany/npoMixXHOro NPoayKTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS Y Npoueci BupobHMuTea Ad|

3a
peuernmom

He
nidnseae

UA/3916/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW B MeTofax
KOHTPOJIO 3a NokasHukom "CynpoBigHi AoMilkun"
(ans pitovoro Bupo6Huka A®I Northern
Synthesis, aTsisi) - 3MiHWM NO NPUrOTYBaHHIO
PO34MHy nopiBHsIHHSA (b) y BignosigHOCTI oo
OHoBreHoi moHorpadii EP 10.7 «Thiopental
sodium and sodium carbonate». 3minu | Tuny -
AOMiHicTpaTuBHI 3MiHW. 3MmiHa Ha3Bu AD| abo
[OMOMIDKHOI PEYOBUHM - YTOYHEHHS Ha3Bun AdI
TioneHTany HaTpito - A04aBaHHSA
dapmMakonenHoi Ha3Bu cybcTaHLuii TioneHTany
HaTpilo Ta HaTpito kapboHaT (3aTBEepAXKEHO:
TioneHTany HaTpito, 3anNpoMNoOHOBAHO: TioNeHTany
HaTpilo (TioneHTany HaTpilo Ta HaTpito
kap6oHaT). 3MiHM BHeceHi y po3ain "Cknag" B
IHCTPYKLUIilO ANs MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta sik HacnigokK - y TeKCTi
MapKyBaHHs1 yakoBKM NikapCbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) - OHOBMNEHHSA TEKCTY MapKyBaHHS
yNaKkoBKW fikapcbKoro 3acoby.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEepAKEHHS. 3MiHn Il Tuny - 3MiHM 3 SKOCTI.
A®I|. BupobHuTBO. 3MiHa BUPOGHMKa
BVXiQHOro/NMpoMiXXHOro NpoayKTy/peareHTy, Lo
BVIKOPVICTOBYOTbCS Y BUPOBHMYOMY npoLeci
A®I, abo 3miHa BUpobHUKa (Bknovatoun, ge
HeobXxiagHO, MicLile NPOBEeAEHHST KOHTPOO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BiaNoBIigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[OCbe)(BBEAEHHS HOBOrO BUpobHUKa Ad| 3
HagaHHAaM macTep-anna Ha APl) - BBeAeHHs
anbTepHaTVMBHOro BUpobHuka Ad| TioneHTany
HaTpito (TioneHTany HaTpito Ta HaTpito kapboHaT)
- Biofer S.p.A, ITanisi, Ak Hacnigok 3MiHu B
cneumdikauii BXigHoro koHTponio AdL.

368.

TOXEO
COJIOCTAP

PO34MH ANs iH'EKLN,
300 Op./mn, Ne 1, Ne
3,Ne5:no1,5mny
KapTpuoXi,
BMOHTOBaHOMY B
0HOPa30BY LUMPULL-
pyuky; no 1, 3 abo 5
LUNPUL-PYYOK B
KapTOHHiI kopobui

CaHodpi-
ABeHTIC
[onunaHg
meX

HimeuumH
a

CaHodi-ABeHTic
Honunang MbX

HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBepneHHs abo 3mMiHu 4o y3aranbHeHVX fgaHux
npo cucteMy hapMakoHarnsgy (BBeeHHs
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asgBHUKa Ans 30iNCHEHHS

3a
peuenmom

UA/14720/01/01




255 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bi# yNOBHOBaxeHOi ocobu,
BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLieHHI MacTep-hanna cuctemm
capmakoHarnsgy) 3miHa ynoBHoBa)keHoi ocobu
3asiBHMKA, BignoBigansHoi 3a hapmakoHarnsg.
Litova pegakuisi: XogakiBcbka TeTsHa
BsayecnasisHa. [NponoHoBaHa pedakuisi:
BapdonomeeBa IBaHHa OnekcaHgpiHa. 3miHa
KOHTaKTHWX AAHWUX YNOBHOBAXEHOT 0cobu
3asBHMKa, BiANOBIAanNbHOI 3a hapmakoHarnag.
3MiHa Micue3HaxomKeHHs1 MacTep-daiina
cvucteMun dpapmakoHarmsgy
369. | TPAKTOLMUN PO34UH Ans iH'EKLN, PeppiHr TM6X | HimeyunH deppiHr M'v6X, HimeuumnHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/8850/02/01
7,5 mr/mn; no 0,9 mn a HimeuuunHa Yecbka 3MinHun | TMny - 3MiHK Woao peuenmom
y dnakoHi; no 1 (BignoBiganbHWn 3a Pecny6nika 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
dnakoHy B BMPOGHMLTBO, BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
KapTOHHiI kopobui nepBUHHE npo cucteMy chapmakoHarnsgy (BBe4eHHs
nakyBaHHS, y3aranbHEeHNX AaHNX Npo CUCTEMY
KOHTPOIb AKOCTi Ta dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BUMYCK cepii BiQNOBiQanbHOI 3a 3AiNCHEHHS
rOTOBOrO MPOAYKTY); bapmakoHarnsgy; KOHTakTHOI ocobu 3
deppiHr-NfieunBa, bapmakoHarnagy 3asiBHMKa ANg 30iMCHEHHSA
a.c., Yecbka bapmakoHarnagy B YkpaiHi, AKLO BOHa
Pecny6bnika BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
(BignoBiganbHWn 3a BiAnNoBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
BTOPUHHE (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
nakyBaHHS) po3MilLieHHI MacTep-anna cuctemm
papmakoHarnsay) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
hapmakoHarnag B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa Jltobos
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiaANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
dapmakoHarnsay Ta vioro Homepa.
3miHa Micus 3AiNCHEeHHSI OCHOBHOT AisANbHOCTI 3
apmakoHarnsgy
370. | TPAKTOLMN KOHLeHTpaT Ans PeppiHr 'M6X | HimeyumH PeppiHr M'M6X, Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHixX maTepianis: 3a - UA/8850/01/01
pPO34MHy Ans a HimeuuunHa Yecbka 3miHu | TMny - 3miHn WwWoao peuenmom
iHdpy3in, 7,5 mr/mnm; (BignoBiganbHuWii 3a Pecnybnika 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
no 5 mn y cpnakoHi; BUPOBHMLTBO, BBeneHHs abo 3MiHM 0O y3aranbHEHUX AaHUX
no 1 conakoHy B nepBUHHE npo cucteMy chapmakoHarnsgy (BBeeHHs
KapTOHHI kopobui nakyBaHHsi, y3aranbHeHVX aHuX Npo CUCTEMY
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

KOHTPOMb SIKOCTi Ta
BUNYCK cepil
roTOBOro NPOAYKTY);
deppiHr-Nfieunsa,
a.c., Yecbka
Pecny6bnika
(BignoBiganbHuUi 3a
BTOPUHHE
nakyBaHHs)

dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOI ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
pPO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOi 0cobU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBsiaansHoi 3a
bapmakoHarnsg B YkpaiHi. [litoua pegakuisi:
Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa peaakuis: HikitTueHkoa Jllo6oB
IBaHiBHaA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
chapmakoHarnagy Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy.

371.

TPNAKYTAH
®

kpem no 15 ry Ty6i;
no 1 Ty6i B nayui

MAT
"Knismegnpen
apar”

YkpaiHa

MAT
"KviBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
npoBaXXeHHs AisAnbHOCTI BUPOGHMKa
(Bkntoyatoun, 3a HeobxiaHocTi, micue
NPOBEAIEHHST KOHTPOIIO SIKOCTI), abo BnacHuka
macTtep-carina Ha A®l, abo noctayanbHuUka
Adl/BuxigHoro matepiany/peareHTy/npoMixHOro
NPOAYKTY, LLIO 3aCTOCOBYIOTECS Y BUPOOHMLITBI
ADI (KO 3a3HAYEHO Yy AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BignoBiAHOCTI
€Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
pocbe, abo BUpoBHMKa HOBOI AOMOMIXHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCbE) 3MiHa
Has3BM BnacHuka mactep-darnna Ha AdI
BeTameTasoHy aunponioHaTy Ta Ha3Bu ipMu-
BMpOoGHUMKa A, 6e3 3miHM Micus BUpOBHMLTBA.
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS

3a
peuerimom

UA/4454/01/01

372.

TPUAKYTAH
®

Masb no 15 r y 1y6i;
no 1 1y6i B nayui

NAT
"KviBmegnpen
apat”

YkpaiHa

MNAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBafXeHHs AiAnbHOCTi BUPOOHWMKa
(Bkrtoyatoun, 3a HeobxigHocCTi, Micue
npoBeAeHHs KOHTPOIO AKOCTi), abo BNacHuka
mMacTtep-carina Ha A®l, abo noctayanbHuUka

3a
peuenmom

UA/4454/02/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

Adl/BnxioHoro maTepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y BUPOOHMLTBI
A®I (KO 3a3Ha4YEHO Y AOCbE Ha NiKapCbKui

3acib) 3a BiacyTHOCTI cepTudikaTta BignoBigHOCTI
€sponencbkint hbapmakonei y 3aTBepaxXeHoMy

nocbke, abo BMPOOHMKA HOBOI OMOMIKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCbE) 3MiHa
Ha3BMW BNacHvka mactep-danna Ha AdI
BeTtameTasoHy gunponioHaTy Ta Ha3su ipMmu-

BUpobHMKa AP, 6e3 3MiHM MicLa BUPOBHMLTBA

3arBepaxeHo: [itova pevoBuHa: beTameTasoHy
aunponioHaty « CRYSTAL PHARMA S.A.U.»,

IcnaHia 3anponoHoBaHo: [lito4a peyoBuHa:
BetameTtasony amnponioHaty «Curia Spain
S.A.U.», IcnaHisi. BBegeHHsi 3MiH npoTsirom 6-tu
MicsaLiB Micnsa 3aTBEpAXEHHS.

373.

TPUOEPM®

Masb; no 15 r abo 30
ry 1y6i; no 1 Ty6i B
KapTOHHIl kopobui

OpraHoH
CeHTpan Ict
m6X

LLiseviuapi
A

Lepinr-Mnay J1a6o
H.B.

Benbris

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHKM Wwopao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa(n) y KOpPOTKiVi XapakTepucTUL NikapCbKoro
3acoby, TekCcTi MapKyBaHHs abo iHCTpyKUii ans
MEeAMNYHOrO 3aCTOCYBaHHS Ans NikapcbKoro
3acoby, niueH3oBaHoro y €C 3a npoueaypoto
B3aEMHOIO BU3HAHHS (nikapcbkuii 3acib He
BXOOUTb A0 cdepwu aii npoueasypy B3aEMHOro
BU3HaHHS, ane 3MiHa BHOCUTLCS K pe3ynbTat
npoueaypv i Bif BNacHMKa TOProsoi NiueHsii He
BMMaraeTbCsl Ha4aHHs XOOHUX HOBUX
[0AaTKOBUX AAHMX) - 3MiHM BHECEHO J0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnmeocTi
3acTtocyBaHHs", "lMobivHi peakuii” BignoBigHoO A0
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
PEYOBVHM CTOCOBHO PO3BUTKY CUHAPOMY BiAMiHU
micLeBux cTepoifis. BBeaeHHs 3amiH npotsarom 6-
TW MiCALB Nicnsa 3aTBepPOKEHHS; 3MiHu |l Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHv y KOpoTKii
XapaKkTepucTumLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHS y 3B’A3Ky i3 HOBUMMW JAaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW OaHUMK Ta
AaHuMu 3 papMakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKUIT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii”. BBeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS

3a
peuerimom

He
nidnsicae

UA/2022/02/01

374.

TPUTALE

Tabnetku; Ne 28

TOB "CaHogi-

YkpaiHa

CAHOQ®I C.P.J1.

ITanis

BHECEHHS 3MiH [0 peecTpauiHMX MaTepianis:

3a

UA/10165/01/01
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3asieHUK

Kpaina
3asieHUKa

BupobHuk

eUPOb6HUKa

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

3acoby
nnoce® 10
Mr/12,5 MIr

ynakoeka)
(14x2): no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIl kopobui

ABeHTIC
YkpaiHa"

3MiHuM | TUNy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUMyYeHHs1 cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®l; ans suxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyYoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BUpo6HMKa. MNogaHHA oHoBReHoro CepTtudikarty
BiQNOBIQHOCTI €Bponewchbki hapmakonei ans
nitoyoi peyosumHn Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Bia Bxe 3aTBepAXeHOro BUpobHuka,
SIKUIA 3MIHWMB Ha3BY Ta agpecy (gnsa M3
[o3yBaHHsAM no 5 mr/12,5 mr). 3mim | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpONENChKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikarta BignoBigHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro martepiany/peareHTy/npOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOKEHOrO
BUpOGHWKa. MNMoagaHHs oHoBneHoro CepTudikaty
BigNOBIQHOCTI €Bponewichbki hapmakonei ans
airovoi pevomHn Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepepgHs Bepcis R1-CEP 2001-297-
Rev 06) Bia Bxe 3aTBepaXeHOro BUpobHuka,
SIKUIA 3MIHVMB Ha3By Ta agpecy (ansa M3
posyBaHHsaM no 10 mr/12,5 mr)

peuerimom

3a

UA/10164/01/01

375.

TPUTALE
nnoce 5
Mr/12,5 M

Tabnetku; Ne 28
(14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHiIl kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

Ykpaina

CAHO®I C.P.1.

ITanis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHn | TUny - 3MiHu 3 sikocTi. CepTudikar
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUpobHuUTBI A®I; ans
[OOMOMDXHOT peyvoBUHU (cepTudikat

peuerimom

BigNOBigHOCTI E€Bponerchkii apmakonei) -
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknam

Homep

Hasea
JliKapcbK020

Ne
n/n

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

3acoby

BUpOGHYMKa. MNMoaaHHs oHoBreHoro CepTudikaty
BignoBigHOCTI €Bponeiickki hapmakonei ans
niroyoi pevoBmHn Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Big BXe 3aTBEpAXEHOro BUPOOHMKa,
KM 3MIHVMB Ha3ByY Ta agpecy (gnsa M3
A03yBaHHAM 1o 5 mr/12,5 mr). 3minm | Tuny -
3minHun 3 akocTi. CepTtudikat signosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoONENChKi
apmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUNYYEHHS cepTudpikaTta BignoBIigHOCTI
€Bponewickkin apmakonei: ana A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
AQ®I; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikart
BignoBigHOCTI €BponeWnchkin thapmakonei) -
OHoBReHul cepTudikaT Bif y>xe 3aTBepAXeHOoro
BUpobHMKa. NMogaHHA oHoBreHoro CepTtudikarty
BignoBigHOCTI €Bponeiickki hapmakonei ans
nitoyoi peyosumHn Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Big BXe 3aTBEpAXeHOro BUpobHumka,
SIKUIA 3MIHWMB Ha3ByY Ta agpecy (ana M3
po3yBaHHam no 10 mr/12,5 wmr)

3a

UA/9141/01/02

376. | TPUTALE®

Tabnetku no 5 mr;
Ne 28 (14x2): no 14
Tabnetok y bnicrepi;
no 2 6nictepu B
KapTOHHiI kopobui

TOB "CaHoi-
ABeHTIC
Ykpaina"

YkpaiHa

CAHO®I C.P.JI.

ITanis

ITanis

BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis:
3MiHu | TUny - 3MiHu 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
Bi4NOBIgHOCTI abo BUNy4eHHs ceptudikara
BiQMNOBIgHOCTI E€Bponeichkin hapmakonei: ons
ADI; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O

BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMiXHOT pevoBUHU (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BUpOGHYKa. MNMoaaHHs oHoBneHoro CepTudikaty
BignoBigHOCTI €Bponeiickki dhapmakonei ans

Rev 07 (nonepeaHs Bepcis R1-CEP 2001-297-
Rev 06) Big Bxe 3aTBepaXeHoro BUpobHuka,
SIKUI 3MIHVB Ha3BY Ta agpecy ans M3
[03yBaHHAM No 5 mr
BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:

girovoi pevomHn Ramipril Ne R1-CEP 2001-297-

peuerimom

3a

UA/9141/01/03

377. | TPUTALE®

Tabnetkun no 10 wr;
Ne 28 (14x2): no 14

TOB "CaHodi-
ABeHTIC

YkpaiHa

Tabnetok y 6nictepi;

YkpaiHa"

CAHO®I C.P.N.

peuerimom

3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat

BignoBigHocTi/lE-cepTudgikat BignoBigHOCTi
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Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

3acoby

no 2 6nictepu B
KapTOHHiI kopobui

€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBMneHoro ceptudikaTta
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
Bi4NOBIgHOCTI €BponeWnchkin thapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BUpOGHKKa. MNMoaaHHs oHoBreHoro CepTudikaty
BignoBigHOCTI €Bponeiickki hapmakonei ans
nitoyoi peyosumHn Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Big BXe 3aTBEpAXeHOro BUpobHuKa,
SKUIA 3MIHUB Ha3By Ta agpecy ans 13
[o3yBaHHsAM no 10 mr

UA/2317/02/01

378.

TPIO®OPTE
®

kancynu no 6
kancyn y énicrepi;
no 1 abo 2 6nictepu
B nayui 3 KApTOHY

MNPAT
"®OITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHun | TMny - 3MiHK Wwopo
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) BHeceHHs 3MiH Jo po3ainy
“MapkyBaHHs” MKA N3”:
3aTtBepaxeHo: MapkyBaHHs. [logaetbes
3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHA. 3MiHu |
Tuny - 3MiHM 3 SKOCTi. [OTOBMI NikapCbKuin
3aci6. KoHTponb roToBOro nikapcbkoro 3acofy.
3MiHa y MmeTofax BunpobyBaHHsi FOTOBOrO
nikapcbKkoro 3acoby (ANns NpuBeAeHHs Y
BignoBigHicTb 3 IPY abo €Bponeiicbko
chapmakoneeto Ta BUNyYeHHs MOCUNaHHsA Ha
3acTapinuin BHYTPILWHI MeTo BUNPOOYBaHHS i
noro Homep) YTOYHEHHSs y cneuudikadii Ta
MeToAax KOHTPOIo SKOCTI 3a M. «PO34YMHEHHS»,
«PosnaganHsa», «MikpobionoriyHa ynctoTay, a
came- NpPUBEAEHHS Y BigNoBigHicTb 3 DY abo
€Bponencbkolo hapMaKkoneeto Ta BUNYyYEHHS
MOCUNaHHA Ha 3acTapinuii BHYTPILLHIN MeToq
BUNpobyBaHHs i horo Homep. 3MiHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3aci6. Onuc
Ta cknag (iHwi 3amiHn) BHeceHHs yTouHeHHS
LLIOAO OMMcy Macu BMICTY Kancyn B po3ain MKA
Cknag. Hisik He BNnuBae Ha sikicTb NikapCcbKoro
3acoby. 3aTtBepakeHo [JonoMidKHI pevoBUHM:
[OCTaTHSA KinbKiCcTb 3rigHo 3 BUMoramun Beboro
00 OTpUMaHHs Kancynu macoto 0,734 r
3anponoHoBaHo [JonoMixHi peyoBuHU: Maca
BMicTy kancynu 0,734 r. 3minu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb

6e3
peuenma
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roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW)
BHeceHHs1 pegakuiviHux 3miH 4o Cneumdikadii Ta
MeTOAIB KOHTPOIIO SIKOCTI, a caMe -
BUNpaBrieHHs opdorpadiyHmx Ta TEXHIYHMUX
NOMUIOK. He BMnMBae Ha SKiCTb NikapcbKoro
3acoby.

379.

YBICTE3UH
®OPTE

PO34MH ANS iH'EKLIN;
no1,7mny
KapTpumxi; no 50
KapTpuoxis y
MeTanesiin 6aHuj

3M [JonunaHg
meX

Himeuumn
a

3M Honunang MeX

Himevuunna

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnx
npo cuctemy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-tanna cuctemm
apmakoHarnsgy) 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
chapmakoHarnagy B YkpaHi

3a
peuenmom

UA/10196/01/02

380.

YPONECAH®

cvpon no 90 mn y
6aHui; no 1 6aHui y
nayui; no 90 mn a6o
no 180 mny
cdnakoHi; no 1
dnakoHy B nayui

NAT
"Manuydapm”

Ykpaina

MAT "Tannudpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | Tuny - 3miHm 3 skocTi. AdI.
Bupo6HuuTBO. 3MiHa po3mipy cepii (Bkntoyaroun
nianasoHn) A®l abo NpoMIPKHOTO MPOAYKTY, SKWIA
3aCTOCOBYETLCA y npoLeci BupobHuutea Ad|
(36inbLeHHs go 10 pasiB NopiBHSHO i3
3aTBEPKEHUM PO3MipoM) 3anpoBafKeHHs
anbTepHaTMBHOIO po3Mipy cepii Ana gaHoro AdI
MaTepuHKM TpaBu eKCTPAKT PiAKUA, EKCTPaKT
pigkui (cybcTtaHuis). MokasHuku cneuudikauii
3anMLIalTbCA HE3MIHHUMK. 3aTBEpaXXeHO:
TeopeTU4HUI po3Mip cepii He meHwe 106,04 kr.
3anponoHoBaHo: TEOPETUYHUIA PO3MIp cepii He
MeHLwe 424,16 kr. 3miHn | Tuny - 3MiHK 3 SIKOCTI.
A®I. BupobHuuTBO. 3MiHM B NpoLeci
BMpOGHMLUTBa ADI (He3HaYHa 3MiHa y npoueci
BMpobHMUTBa A®I) 36inbLUeHHs po3mipy cepii
A, notTpebye 3anyyeHHs BinbLUOI KiNbKOCTi
oavHUUL 06nagHaHHs. Y 3B’A3Ky i3 LM BUHMKNA
HeobXiaHICTb BBEAEHHS A0AATKOBOI CXeEMU
BMPOOHMLTBA, a came —BBEEeHHS aHanorivyHnx
3a TUMOM OAMHWL 0bnagHaHHs (eKCTpaKTopiB)
B GinbLUi KiNbKOCTI, O A03BOMUTL ONTUMANbHO
BMKOPWUCTOBYBATW HasiBHe obnagHaHHs Ta
TpyaoBi pecypcu anst BupobHuuea cepii A®I

6e3
peuyenma

UA/2727/01/01
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peecmpauiliHo2o
noceid4yeHHs

MaTtepuHkM TpaBu eKCTPaKT PigKUA, eKCTpaKT
piakun (cybctaHuis). CniesigHoweHHa DER
(cvpoBMHA: TOTOBMI NPOAYKT) HE 3MIHIOETLCS |
ctaHoButMMe 1:1. MNMokasHukM cneyundikadii He
3MiHIOTbCS

381.

YPOJIECAH®

cupon in bulk: no 90
mn y 6aHui; no 48
H6aHok y kopobax
KapTOHHUX; in bulk:
no 180 mny
dnakoHi; no 30
cdnakoHiB y kopobax
KapTOHHUX

NAT
"lManuygapm”

YkpaiHa

MNAT "lMannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MmiHu | TUny - 3miHu 3 akocTi. ADI.
BrpobHuuTBO. 3MiHa po3mipy cepii (Bkoyaoum
nianasoxun) APl abo Npomib>KHOro NPOAYKTY, SKNUIA
3acCTOCOBYETLCA Y Npoueci BupobHuutea Ad|
(36inbLweHHst 4o 10 pasiB NOpIBHSHO i3
3aTBEPKEHUM PO3MipoM) 3anpoBagKeHHS
anbTepHaTUBHOIO po3mipy cepii gnsa gaHoro Ad|
MaTepuvHK1 TpaBW eKCTPaKT PigKUiA, eKCTPaKT
pigkuii (cybeTaHuis). MNMokasHmkm cneuundikauii
3anmwaTbCs HE3MIHHUMU. 3aTBEPOXKEHO:
TeopeTnYHMI po3mip cepii He meHwwe 106,04 «r.
3anponoHoBaHoO: TEOPETUYHUIA PO3MIp cepii He
MeHLwe 424,16 kr. 3miHn | Tuny - 3MiHM 3 SKOCTI.
A®|. BupobHuuTteo. 3miHM B npoueci
BMpobHMuTBa AP| (He3HayHa 3MiHa y npoueci
BUpobHMuTBa ADI) 36inbLueHHs po3mipy cepii
A, notpebye 3any4eHHs BinbLUOI KiNbKOCTI
oavHUUL 06nagHaHHs. Y 3B’A3Ky i3 UMM BUHMKNA
HeobXiaHICTb BBEAEHHSA A0AaTKOBOI CXeMU
BUPOBHMUTBA, @ cCame —BBEAEHHSI aHamNOMNYHNX
3a TUMOM oAMHWL 0bnagHaHHS (eKCTpaKTopiB)
B GinbLUi KiNbKOCTI, L0 A03BOMUTL ONTUMaNbHO
BVIKOPVCTOBYBATU HasiBHe obnagHaHHA Ta
TpygoBi pecypcu anst BupobHuutea cepii A®I
MaTepuHKM TpaBu eKCTPAKT PiAKUA, eKCTPaKT
pigkui (cybecTaHuis). CniseigHoweHHs DER
(cvpoBMHa: roTOBMI NPOAYKT) HE 3MIHIOETBCS |
ctaHoButuMe 1:1. NokasHukK cneuundikauii He
3MiHIOTbCSA

UA/9518/01/01

382.

YPOJIECAH®

cupon no 90 mny
6aHui; no 1 6aHui y
nayui; no 90 mn abo
no 180 mny
cnakoHi; no 1
cnakoHy B navi

NAT
"Manuudapm"

YkpaiHa

MAT "Tannudapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHu | TMny - 3miHu 3 sikocTi. ADI.
BupobHuuTBo. 3miHa po3mipy cepii (Bkntoyaroun
nianasoHun) A®l abo NPoOMIPKHOTO NPOAYKTY, SIKWIA
3aCTOCOBYETLCS y Npoueci BUpobHuuTea Ad|
(36inbLieHHs ao 10 pasiB NOPIBHSHO i3
3aTBEPKEHNM PO3MipoM) 3anpoBamKeHHs
anbTepHaTUBHOIO po3mipy cepii ansa gaHoro Ad|
MopkBu anKoi NNoAiB eKCTPaKT piakuii, eKCTpakT
pigkuii (cy6eTaHuis) B cknagi M3 YponecaH®
cupon. NMoka3Huku cneumdikaLii 3anuwaTbes
HEe3MiHHUMW. 3aTBEepKEHO: TEOPETUYHNIA
po3mip cepii A®I Mopksu Ankoi Nnoais ekcTpakT
pigKUA, EKCTPaKT pigkuii (cybcTaHuisi) He MeHLwe

6e3
peuenma

UA/2727/01/01
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106,8 kr. 3anponoHOBaHO: TEOPETUYHUIA PO3MIP
cepii A®I Mopksu AnKoi NNoaiB eKCTpaKT Piakui,
eKCTpaKT pigkuin (cybcTaHuist) He meHwe 427,20
Kkr. 3MiHu | Tuny - 3miHu 3 akocTi. ADI.
BnpobHuuTBO. 3MiHM B npoueci BUpobHuuTBa
A®| (He3HauHa 3MiHa y npoueci BUpobHMLTBA
A®I) 36inbLueHHst po3mipy cepii ADI, noTpebye
3aryyeHHs BinbLUOT KiNbKOCTI OAMHULbB
obnagHaHHs. Y 3B’a3Ky i3 LM BUHMKNA
HeobXiaHICTb BBEAEHHS A0AATKOBOI CXeEMU
BMPOGHMLTBA, @ camMme —BBEAEHHSI aHANOTYHNX
3a TUNOM OAUVHMLL 06NaaHaHHA (eKCTpaKTopiB)
B GinbLUi KiNbKOCTI, O A03BOMUTL ONTUMANbHO
BVKOPVCTOBYBATU HasiBHE 0bnagHaHHA Ta
TpyAoBi pecypcu ans BupobHuutea cepii AdDI
MopkBW ANKOT NNOAIB EKCTPAKT PIOKWIN, EKCTPaKT
pigkui (cybcTanuis) y cknagi M3 YponecaH®,
cupon. CnieeigHoweHHs DER (cvpoBuHa:
roTOBWIA NPOAYKT) HE 3MIHIOETLCS | CTAHOBUTUME
1:1. MNoka3Huku cneumndikauii He 3MiHIOITLCS

383.

YPOJIECAH®

cupon in bulk: no 90
Mn y 6aHui; no 48
6aHok y kopobax
KapTOHHUX; in bulk:
no 180 mny
dnakoHi; no 30
dnakoHiB y kopobax
KapTOHHUX

MNAT
"Tannudapm”

YkpaiHa

MAT "Tannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MminHn | TMny - 3MiHm 3 sikocTi. AdI.
BupobHuuTBo. 3miHa po3mipy cepii (Bknoyatoun
nianasoxun) APl abo Npomib>kKHOro NPOAYKTY, SKuUIA
3acTOCOBYETLCA Y Npoueci BupobHuuTea Ad|
(36inbLieHHsA go 10 pasiB NOPIBHSAHO i3
3aTBEPKEHNM PO3MipoM) 3anpoBamKeHHs
anbTepHaTUBHOIO Po3mipy cepii Ansa aaHoro Ad|
MopkBM AMKOi NNOAIB eKCTPaKT PiAKuUiA, eKcTpakT
pigkuii (cy6eTaHuis) B cknagi M3 YponecaH®
cupon. MNMoka3sHuku cneumadikaLii 3anuwanTbes
HEe3MiHHUMW. 3aTBEepKEHO: TEOPETUYHNIA
po3mip cepii A®I Mopksu Ankoi Nnoais ekcTpakT
pigKUiA, eKCTPaKT pigkuii (cybcTaHuist) He MeHLe
106,8 kr. 3anponoHOBaHO: TEOPETUYHUI PO3MIP
cepii A®I Mopksu AUKOT NNoAiB eKCTPaKT Piakui,
EKCTPaKT piakui (cybcTaHuis) He meHLwe 427,20
Kr. 3miHu | Tuny - 3miHn 3 akocti. ADI.
Bupo6HuuTBO. 3MiHM B npoueci BUpobHuLTBa
ADI| (HesHayHa 3MiHa y npoLleci BUpobHULITBa
A®I) 36inbLieHHs po3mipy cepii APl noTpebye
3anyyeHHs BinbLUIOT KiNbKOCTI OAMHULbB
obnagHaHHs. Y 3B’sI3Ky i3 LM BUHMKNA
HeobXiaHICTb BBEAEHHS A0AATKOBOI CXeEMU
BMPOOHMLTBA, a came —BBEEHHS aHanoriyHnx
3a TUMOM OAMHWL 0bnagHaHHS (EKCTpaKTopiB)
B GinbLUi KiNbKOCTI, L0 A03BOMUTL ONTUMaNbHO
BMKOPWUCTOBYBATW HasiBHe obnafgHaHHs Ta
TpyaoBi pecypcu Anst BupobHuutea cepii A®I

UA/9518/01/01




264

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

MopkBu OMKOi NNOAIB eKCTPaKT PiaKuiA, eKCTpaKT
piakun (cybeTaHuis) y cknagi 3 Yponecan®,
cupon. CnieeigHowweHHs DER (cvpoBuHa:
roTOBWIA NPOAYKT) HE 3MiHIOETLCS | CTAHOBUTUME
1:1. MNoka3Huku cneumndikauii He 3MiHIITLCS

384.

YPOJIECAH®

cupon no 90 mn y
GaHui; no 1 6aHui y
nayui; no 90 mn abo
no 180 mny
cnakoHi; no 1
dnakoHy B nayui

NAT
"lManuygapm”

YkpaiHa

MNAT "lMannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMRY - 3miHK 3 AkocTi. FoToBU
nikapcbkuit 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneundikadi Ta/abo gonycTummx
MeX NePBUHHOI YMaKoBKN FOTOBOTO NiKapCbKOro
3acoby (iHwWi 3MiHK) 3MiHa Ha3BM brakoHiB
BUPOGHMKA NepBMHHOI ynakoBku Stoelzle Union
s.r.l. 3"200 ml Verpackungsflasche" na "200 ml
Sirupbottle". AxicHu Ta KinbkicHWIA cknag, T!n,
¢opma Ta po3Mip ernieMeHTiB NEPBUHHOIO
nakyBaHHs 3an1LLIAETbCS HE3MIHHMMMU.

6e3
peuenma

UA/2727/01/01

385.

YPOJIECAH®

cupon in bulk no 90
mn y 6aHui; no 48
6aHoK y kopobax
KapTOHHKX; no 180
My donakoHi; no 30
dnakoHiB y kopobax
KapTOHHUX

NAT
"lManuydapm”

YkpaiHa

MAT "Tannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU
nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo gonyctummx
MeX NepPBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3acoby (iHwWi 3MiHK) 3MiHa Ha3BM brakoHiB
BMPOBHVKa NepBMHHOI ynakoBku Stoelzle Union
s.r.l. 3"200 ml Verpackungsflasche" na "200 ml
Sirupbottle". AkicHuin Ta kinbKicHWA cknag, T,
dopma Ta po3mip enemeHTiB NepBUHHOIO
NaKyBaHHS 3aNWLLIAETbCH HE3MIHHVMMU.

UA/9518/01/01

386.

YPOJIECAH®

cupon no 90 mny
6aHui; no 1 6aHui y
nayui; no 90 mn abo
no 180 mny
cdnakoHi; no 1
dnakoHy B nayui

NAT
"Manuydapm”

YkpaiHa

MAT "Tannudapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHsA BUPOGHWYOI AinbHULI (BKITHOYAO4M
AinbHuUi anst A®I, npomixkHoro npoaykTty abo
roTOBOro MikapcbKoro 3acoby, AinbHULi ANS
npoBeAeHHS NaKyBaHHS, BUPOOHWKa,
BignosiganbHOro 3a BMMNycK cepin, Micue
NpPOBELEHHS KOHTPOItO cepii) abo
nocTavanbHuKa BUXiAHOTO Martepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
[0CbE) — BUNMYYeHHS BUpobHuka APl Anuui onii
(Anwnui onist edipHa) Komnarisi "Cubipcbki
HaTypanbHi macna", P®. 3minu | Tuny -
AamiHicTpaTMBHI 3MiHW. BunyyeHHs BUpoOHMYOT
OinbHUU (BKMOYaoum ginbHuui ans Adl,
NMPOMIKHOrO NPOAYKTY abo roTOBOro MikapCbKoro
3aco0y, AinbHULi ANs NPOBeAEHHS NaKyBaHHS,
BUPOOHMKa, BignoBigansHOro 3a BUMyCK cepin,
MicLie NpoBeAeHHs KOHTpOrto cepii) abo
nocTayarnbHuKa BUXiAHOTO MaTtepiany, peareHty

6e3
peuyenma

UA/2727/01/01




265

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) - BUNYyYeHHs1 BUpobHuka A®I Anuui onii
(Anuui onis ecpipHa) TOB "Meraci6", P®. 3MiHn
| Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdI.
3MmiHa y napameTpax crneumdikauin Ta/abo
[ONyCTUMUX MEX, BU3HAYEeHMX Y cneuundikauiax
Ha A®I, abo BMXigHUA/MPOMIKHWIA
NpOAyKT/pearexT, L0 BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTea API (iHLWi 3MiHK) -
BHECEHHS 3MiH Y cneuumadikalito Ta MeToam
KoHTponto A®| Anuui onis (Anuui onis edipHa),
onis N0 NokasHukax: «lgeHTudikauisy,
«MokasHuk 3anomneHHs», «KinbkicHe
BU3HA4YeHHs», «ONTnYHe obepTaHHs»,
«XpomatorpadivHmim npodiney», «KupHi onii i
ocMmorneHi edipHi onii». CynyTHsi 3amiHa - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPWCTOBYETLCS Y Mpoueci BMpobHuuTea Ad|
(iHWi 3miHM y MeToaax BMNpoGyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BVXiAHOro/NpoMmiXKHOro NpPoAykKTy) 3miHun Il Tuny -
3MiHun 3 skocTi. ADl. BupobHuuteo. 3miHa
BUPOGHMKA BUXiZAHOTO/MPOMiXXHOIO
NpoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
BMpoGHMYoMy npoueci A®l, abo 3miHa
BMPOGHMKa (BKMNoYakouu, Ae HeobxigHo, micue
npoBeaAeHHs KOHTponto sikocTi) AdI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBEAEHHS HOBOrO BUPOOHUKa AdI 3
HagaHHsaM macTep-anna Ha Adl) - BBegeHHsI
HoBoro Bupo6Huka AP| Anuui onii (Anwvui onis
edpipHa) MAT "Tannudapm", YkpaiHa, e
BMPOBHMKOM BUXIAHOT CMPOBWHW Anuui onii
(Anwnui onist eipHa) € «A. G. Industries», IHais.
Ha BUpoBHUYMX NOTYKHOCTAX BUPOGHMKa ADI
Anwnui onii (Anwuui onis edipHa) MAT
"lann4dapm”, YkpaiHa npoBoasTbCA
Hwk4enepeniyeHi ctagii BMpobHuUTBa, a came:
OBOCTyniHYacTa cinbTpauis Anuui onii, wo
HaZXoAuTb Bif NePBUHHOIO BUPOBHUKA BUXIAHOI
cupoBuHU «A. G. Industries», IHais; nakyBaHHsA
ADI Anwnui onii; koHTponb akocTi A®I Anuui onii
Ta npoBoauTbCs BUNyck cepii A®I Anuui onii
(Anwui onis ecpipHa)

387.

YPOJIECAH®

cupon in bulk: no 90
Mn y 6aHuj; no 48

NAT
"Manuydapm"

YkpaiHa

MAT "Tannudapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX MaTepianis:
3MiHu | TMNY - AgMIHICTpaTUBHI 3MiHW.

UA/9518/01/01




266 [TponoBkeHHs noaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs

6aHoK y kopobax
KapToHHUX; in bulk:
no 180 mny
cdnakoHi; no 30
bnakoHiB y kopobax
KapTOHHUX

Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
ainbHuui anst A®I, npomixkHoro npoaykty abo
roTOBOrO NikapcbKkoro 3acoby, AinbHuUUi ans
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BignoBiganbHOro 3a BMNycK cepin, micue
NpoBeAEeHHsA KOHTPONto cepii) abo
nocrtavarnbHuKa BMUXigHOTO MaTtepiany, peareHTy
ab0o 4OMOMiIXXHOT PEHOBUHY (SIKLLIO 3a3HAYEHO Y
[0CbE) — BUNYYeHHS BUpobHuka APl Anuui onii
(Anuui onis edipHa) KomnaHis "Cubipcbki
HaTypanbHi macna", P®. 3mitm | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOI
OinbHUU (BKMOYaoum ginbHuui ans Adl,
NPOMIXKHOTO NPOAYKTY abo roTOBOro NiKapCbKoro
3acoly, AinbHULi ANs NPoBeAEHHS NaKyBaHHS,
BUPOGHMKa, BignoBiganbHOro 3a BUMYCK cepin,
MiCLle NpoBeAEeHHS KOHTPONO cepii) abo
nocravanbHuKa BUXigHOTO MaTtepiany, peareHTy
abo JOMOMIDKHOI PEHOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) - BUNyYeHHs1 BUpobHuka ADI Anuui onii
(Anuui onist ecpipHa) TOB "Meraci6", P®. 3MiHn
I Tuny - 3miHu 3 akocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneundikauin Ta/abo
[OMNyCTUMUX MEX, BUSHAYEHMX Y cneuundikauiax
Ha A®I, abo BMXigHUA/MPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTea AP (iHWi 3MiHN) -
BHECEHHS 3MiH y crneumdikaLilo Ta MeToamn
KoHTponto A®| Anuui onis (Anuui onia edipHa),
onisi No nokasHukax: «lageHTudikauisy,
«Moka3Huk 3anomneHHs», «KinbkicHe
BU3HA4YEHHS», «ONTNYHe obepTaHHs»,
«XpomaTtorpadidHuin npodinby», «KupHi onii i
ocMorneHi edipHi onii». CynyTHSA 3miHa - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BmxigHOro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPVCTOBYETLCS Y npoueci BMpobHuuTea Ad|
(iHwWi 3miHM y MeTogax BUNpobyBaHHS
(Bkntovaroum 3amiHy abo gonoBHeHHs) ADI abo
BVXiAHOro/NnpomixkHOro npoAykty) 3minu Il Tuny -
3miHu 3 gkocTi. A®Pl. BupobHuuteo. 3MiHa
BMPOGHMKa BUXiZHOrO/MPOMIXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMpOoGHMYoMy npoueci A®l, abo 3miHa
BUPOGHMKa (BKMNOYakouu, Ae HeobxigHo, micue
npoBefeHHs KOHTponto sikocTi) AdI (3a
BiJCYyTHOCTi cepTudikaTta BiAnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

[ocbke)(BBeAEHHS HOBOrO BMPOOHUka AdI 3
HagaHHAM macTtep-anna Ha A®l) - BBeAeHHs
HoBoro BupobHuka A®I Anuui onii (Anuui onis

edipHa) MAT "Tanndcapm”, YkpaiHa, ge

BMPOBOHMKOM BMXiAHOI CMpOBUHM Anwuui onii
(Anuui onis edipHa) € «A. G. Industries», IHais.
Ha BMpoBHMYMX NOTY>KHOCTAX BUPOOHUKa ADI

Anwnui onii (Anwuui onis edipHa) MAT
"lannydapm”, YkpaiHa npoBoasTbCs
HWXK4enepeniyeHi ctagii BMpobHuUTBa, a came:
ABocCTyniHYacTa cinbTpauia Anuui onii, wo
HaAXoAMTb Big NepPBUHHOIO BUPOBHMKA BUXigHOT
cupoBuHU «A. G. Industries», IHais; nakyBaHHs
A®I Anuui onii; koHTponb skocTi APl Anwnui onii
Ta npoBoauTbes BUNyck cepii APl Anuui onii
(Anwui onis edpipHa)

388.

YPCONI3UH

kancynu no 300 mr
no 20 kancyny
Gnictepi, no 1
bnictepy y
KapTOHHil kopobui
no 25 kancyny
Gnictepi, no 4
Gnictepa y
KapTOHHIl kopobui

Maric
dapmachtoTivi
C.p.n.

ITanis

ABLl ®apmachbtoTidi
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. beaneka CTOPOHHIX areHTiB.
OHoBneHHs iHpopmauii "OuiHka 6e3nekn
CTOPOHHIX areHTiB" (po3ain 3.2.A.2) (3amiHa
3acTapinux gocrnifxeHb, NOB'A3aHNX 3 eTanamu
BMPOBHMLTBA Ta CTOPOHHIMW areHTaMm, Npo SKi
BXe NoBIigOMNSANOCS B 4OCkE) - 6€3 3MiHM OLiHKM
PU3UKY - OHOBIEHHSA iHbopMaLii po3ainy
3.2.A.2. OuiHka 6e3nekn CTOPOHHIX areHTiB.
3miHu | TUny - 3minm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs cepTudikata
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT pevoBUHU (cepTudikaT
BigNoBigHOCTI €Bponerchkit hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BMPOOHYKa - NogaHHA OHOBMEHOro cepTudikaTta
BignoBigHocTi €Bponeiickkint papmakonei Ne R1-
CEP 2005-198 - Rev 05 (3aTBepaxeHo: R1-CEP
2005-198 - Rev 04) ons gjto4oi pe4oBuHU
KMCMOTWN YPCOAE30KCUXONEBOI Bif BXe
3aTBepakeHoro BupobHuka ICE S.p.A,, Italy.
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BigNOBigHOCTI abo BUMyYeHHs1 cepTudikata

3a
peuerimom

UA/8078/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMIKXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin thapmakonei) -
OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BUPOGHYKa - NMoAaHHsi OHOBIIEHOrO cepTudikata
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2005-198 - Rev 06 gns gito4oi peqoBuHM
KMCNOTU ypCOAE30KCUXONEBOI Bif BXe
3aTBepakeHoro BMpobHuka ICE S.p.A., Italy
389. | YPCO®AIIbK | cycneHsisi opanbHa, Op. danbk HimeuyunH BignosiganbHuii 3a HimeuuunHa/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/3746/01/01
250 mr/5 mn; no 250 dapma 'M6X a BWMNYCK Cepin LLisenuapis 3MiHn | TUny - 3MiHM Wwopao peuernmom
M5y CKNSAHIN KiHLEBOro NpoayKTy: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
nnawui; no 1 Op. danbk Papma 3MiHa YacToTu Ta/abo TepMiHiB NoaaHHs
nnawui pasom 3 1 'm6X, HimeuyuunHa; perynsipHoO OHOBMOBaHUX 3BiTiB 3 6e3neku
MipHUM Bupo6Humk nikapcbkux 3acobiB. 3MiHM y 4acToTi nogaHHs
CTakaH4MKOM B [030BaHoi hopmu, perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku.
KapTOHHIN kopobLi nepBrYHHE, BTOPUHHE [Hitoya pepakuis: Yactota nogaHHsa perynspHo
nakyBaHHs Ta OHOBOBAHOrO 3BiTYy 3 6e3nekn 5 pokis.
KOHTPOb SIKOCTI: [MponoHoBaHa pepakuis: YactoTa nogaHHA
Kopaen ®apma perynsipHoO OHOBMOBAHOTO 3BiTy 3 6e3neku 10
pibypr Al pokiB. PekomeHO0BaHO A0 3aTBEPIKEHHSA
LiBariHigepnaccyHr BiANOBIQHO 4O NEPIOANYHOCTI NoAaHHSA
ETTiHreH, perynsipHoO OHOBMIOBaHMWX 3BITiB 3 6e3neku
LLisenuapis; nikapcbkux 3acobis y €C.
Bupo6GHuK,
BignoBigansbHWi 3a
KOHTPOMb SIKOCTI:
Bioeksam Al
LLiBeviLapis
390. | YPCO®AINDbK | tabnetku, BKpuUTI Op. ®anbk HimeyuumH BignosiganbHui 3a Himeyunna BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/3746/03/01
NniBKOBOIO dapma MM6X a BUNYCK cepin 3MiHu | TUny - 3MiHM Wwopo peuenmom
obornoHkoto, no 500 KIHLLEBOro NpoayKTy: 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
Mr; no 25 TabneTok Op. ®anbk Papma 3miHa yacToTu Ta/abo TepMIHIB NogaHHs
y 6nictepi; no 1, 2, 'm6X, HimeuunHa; perynsipHo OHOBIOBaHMX 3BiTiB 3 6e3neku
abo no 4 bnictepu B BupobHumk nikapcbkunx 3acobiB. 3MiHW y YacToOTi NoAaHHS
KapTOHHiI kopobui [030BaHoi hopmu, perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku.
nepBrYHHe, BTOPUHHE [itoya pepakuis: YactoTta nogaHHs perynsipHo
nakyBaHHs Ta OHOBIOBAHOTO 3BiTYy 3 6e3nekn 5 pokis.
KOHTPOMb SIKOCTI: lMponoHoBaHa pepakuis: YactoTa nogaHHs
JlozaH ®apma MM6X perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku 10
, HimeuunHa; pokKiB. PexoMeHO0BaHO A0 3aTBEPOKEHHS
Bupo6Huk, BiA4NOBIgHO A0 NepioANYHOCTI NOAaHHS
BignosiganeHMn 3a perynsipHO OHOBIOBaHMX 3BiTiB 3 6e3neku
nepBUHHE, BTOPUHHE nikapcbkux 3acobis y €C.
nakyBaHHs Ta
KOHTPOb SIKOCTI:
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

JlozaH ®apma N'mbX,
HimeuumnHa;
Bupo6HuK,

BigNOBiganbHUM 3a
KOHTPOMb SKOCTI:

HaykoBo-gocnigHui

iHCTUTYT Xennenep
'm6X, Himeuydynna

391.

DEHKAPON®

Tabnetku no 10 wr,
no 10 Tabnetok y
GnicTepi, no 2
Gnictepn y nayui 3
KapTOHY

AT
"OnawHdapm"

Jlatsia

AT "OnaiHdapm”

JlatBia

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MinHn | TMNy - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
npo cucteMmy dapmMakoHarnagy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3A4iNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-anna cuctemm
capmakoHarnsgy) 3miHa KOHTaKTHOI ocobu
3asBHMKa, BiaNOBIAanNbHOI 3a hapmakoHarnag B
YkpaiHi.

[itova pepakuis: MNMpuckoka AHAPIN.
MponoHoBaHa pepakuis: CaByeHko OMUTpo
CepririoBu4. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
hapmakoHarngg B YKpaiHi

6e3
peuenma

UA/3782/01/02

392.

®EHKAPOIN®

Tabnetku no 25 wr,
no 10 Tabnetok y
GnicTepi; no 2
Gnictepn B nayui 3
KapTOHY

AT
"OnanHdapm"

IarBis

AT "Onaitrcpapm”

NatBisa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TUny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cUcTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SIKLLO BOHa
BiAMiHHa BiA yNnoBHOBaxeHOi ocobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
bapmakoHarnsgy) 3miHa KOHTaKTHOI 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmakoHarnsg B
YkpaiHi.

6e3
peuenma

UA/3782/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
[itoua pepakuis: MNMpuckoka AHOpin.
lMponoHoBaHa pepakuis: CaB4eHko AMUTpo
CepririoBu4. 3MiHa KOHTaKTHUX 4aHUX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsg B YkpaiHi
393. | ®EHKAPON® | tabnetku no 50 wr, AT INatBis AT "OnaiHdapm” JlaTBist BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/3782/01/03
no 15 Tabnetoky "OnanHdapm” 3MminHn | TMny - 3MiHK Woao peuernma
6nictepi; no 2 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
Gnictepu B nayui 3 BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
KapTOHY npo cucteMy chapmakoHarnagy (BBeaeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHoBaxeHoi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
po3MmiLLieHHI MacTep-anna cuctemm
capmakoHarnsgy) 3miHa KOHTaKTHOI ocobu
3asBHMKa, BigNOBIAanNbHOI 3a hapmakoHarnag B
YkpaiHi.
[itoya pegakuis: MNMpuckoka AHOpIn.
MponoHoBaHa pegakuisi: CaByeHko OMuTpo
CepririoBu4. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansbHoi 3a
hapmakoHarnsg B YKpaiHi
394. | ®IPMAIOH NOPOLLIOK ANA DeppiHr LLisenuapi PeppiHr M'M6X, HimeyunHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/10182/01/02
PO34MHY AnS iH'eKLin IHTepHeLwHN a HimeuuunHa /Mecbka 3miHu | TUny - 3miln wWoao peuenmom
no 120 wr; 2 CeHtep CA (BUPOBHWMK rOTOBOTO Pecnybnika 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
dnakoHu 3 npoaykTy, BeeneHHs abo 3miHu J0 y3aranbHeHVX AaHnX
MOPOLLIKOM Y BigNoOBiganbHWIA 3a npo cucteMy chapmakoHarnagy (BBeeHHs
KOMMMEKTi 3 2 nepBUHHE y3aranbHeHVX JaHuX Npo cuctemy
nonepegHLO nakyBaHH4, dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
HanoBHEHUMM KOHTPOSb SIKOCTi Ta BiOQNOBiganbHOI 3a 3AiNCHEHHS
wnpuuamu 3 BUNYCK cepii); dapmakoHarnsay; KOHTaKkTHoi ocobu 3
PO34YNHHUKOM (BOAA ®eppiHr-NfleuunBa, bapmakoHarnsgy 3asiBHUKa ONs 30iNCHEHHSA
ans iH'ekuin) no 5 a.c., Yecbka hapmakoHarnsgy B YKpaiHi, Ko BoHa
MI (3 MapKyBaHHSIM Pecny6bnika BiAMiHHA Bi# yNnoBHOBaxeHOi ocobu,
3,0 mn Ta 06 emom (BignoBiganbHuUi 3a BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
HanoBHeHHs 3,0 BTOPUHHE (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
M), 2 agantepamu nakyBaHHs) po3MilLieHHi MacTep-thanna cuctemm
ans cnakoHis, 2 dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHuX
ronkamu ans YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BBEAEHHS Ta 2 BigNoBiganbHoi 3a hapmakoHarnag. 3MiHa
CTEPXXHAMM NOPLUHA KOHTaKTHOI 0cO0M 3asiBHUKA, BignoBiaansLHoi 3a
B KapTOHHI cbapmakoHarnsg B YkpaiHi. [litoua pegakuis:
ynakosui; 2 Kyuma Bonogumup OnekcaHgpoBuy.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
cnakoHu 3 MponoHoBaHa peaakuis: HikitryeHkosa Jllo6oB
NOPOLLKOM Y IBaHiBHA. 3MiHa KOHTAKTHMUX OAHWUX KOHTaKTHOI
KOMMNEKTi 3 2 ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
nonepegHLo capmakoHarnag B YkpaiHi. 3miHa
HanoBHEHNMHN MicLle3HaxooXeHHs MmacTep-channa cuctemm
wnpuuamm 3 dapmakoHarnsigy Ta moro Homepa.
PO34YMHHUKOM (BOAA 3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
Ans iH'ekuin) no 5 apmakoHarnsgy
M1 (3 MapKyBaHHSM
3,0 mn Ta 06’emom
HanoBHeHHs 3,0
M), 2 aganTepamu
Onsa dpnakoHis, 2
ronkamu ans
BBeAEHHs Ta 2
CTEPXHSIMW NOPLUHS
(3 MapkyBaHHsAM
aHrnincouKo
MOBOIO) B KAPTOHHIl
ynakoBLi
395. | ®IPMAIOH NOPOLLIOK A4S DdeppiHr LLseviuapi deppiHr M'v6X, HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/10182/01/01
PO34MHY ANg iH'eKUin IHTEepHeLwwHnN a HimeyuunHa /Mecbka 3MinHn | TMny - 3MiHK Woao peuenmom
no 80 wmr; 1 donakoH CeHtep CA (BUPOBHWMK rOTOBOTO Pecny6nika 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3 MOPOLLKOM Y NpoaykKTy, BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
KOMMAEKTi 3 1 BignoBiganbHWn 3a npo cucteMmy dapmMakoHarnsgy (BBeaeHHs
nonepegHbo nepBUHHE y3ararnibHeHVX JaHuX npo cuctemy
HanoBHEHUM nakyBaHHs1, hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
npuLom 3 KOHTPOSb SIKOCTi Ta BiQNOBiganbHOI 3a 3AiNCHEHHS

PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
M1 (3 MapKyBaHHSIM
4,0 mn Ta 06’ emMoM
HamnoBHeHHs 4,2
M), 1 agantepom
ansa dpnakoHa, 1
ronkoto Ans
BBeAeHHs Ta 1
CTEepPXHEM MOPLUHS B
KapTOHHIN ynakoBLj
3 MapKyBaHHsIM
YKpaiHCbKOK MOBOH);
1 donakoH 3
MOPOLLIKOM Y
KOMMNeKTi 3 1
nonepeaHLo
HaMoBHEHUM
LINpULIOM 3
PO34MHHMKOM (BOAA
ans iH'ekuin) no 5

BUNYCK cepii);
®eppiHr-Nfleuunsa,
a.c., Yecbka
Pecnybnika
(BignoBiganbHWn 3a
BTOPWHHE
nakyBaHHS)

apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
hbapmakoHarnsg B YkpaiHi. [litoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepakuis: HikiTueHkosa Jlio6os
IBaHiBHaA. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs macTep-channa cuctemu
dapmakoHarnsay Ta voro Homepa.
3MmiHa Micus 30iNCHEeHHSI OCHOBHOT AisANbHOCTI 3
hapmakoHarnsgy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
M1 (3 MapKyBaHHSM
4,0 mn Ta 06’ eMom
HanoBHEeHHS 4,2
mn), 1 aganTepom
ans cnakoHa, 1
rornko Ans
BBeAeHHs Ta 1
CTEPXXHEM MOPLUHS
(3 MapKkyBaHHsIM
aHrnincouKo
MOBOIO) B KAPTOHHIN
ynakoBUi
396. | ®ITOFACTPO | 36ip, no50ry MpAT YkpaiHa MpAT "Nliktpasn" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/14230/01/01
n naykax i3 "Miktpasn" 3MiHn | TUnYy - 3miHm 3 AkocTi. FoToBU peuenma
BHYTPILLUHIM nikapcbkuii 3aci6. Cuctema
naketom; no 1,5ry KOHTeWHep/3aKynoproBanbHUin 3acio (iHLWwi 3miHmM)
dinbTp-NakeTi; No BHECEHHS 3MiH O MaTepianiB peecTpauinHoro
20 ginbTp-nakeTiB y [OCbE, a came: - AOMOBHEHHSA NOKa3HUKa
navui abo y nayui 3 «loeHTudikauisi (30BHiLLHI 03HaKM)»
BHYTPILLUHIM NakeTom BKIMIOYEHHSIM 40AaTKOBMX 03HaK Ans
Bi3yanbHoro koHTporsto «6) Konip» cneumdikauii
3 KOHTPOJH0 NEPBMHHOIO NakKyBaribHOro
matepiany (Manip dineTpyBansHWUR); -
yTO4HEeHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBanbHWi 3acib, LWoao 3a3HauYeHHs
MOXXITUBOCTIi MPUKPIMNNEHHS] HATKU 3 SSPSIMYKOM [0
inbTp-NakeTy, 3 BiANOBIAHMM BHECEHHAM 3MiH
0o p. «Ynakoka» MKA J13
397. | ®ITOHE®PO | 36iprno50ry MpAT Ykpaina MpAT "Miktpasun" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: bes - UA/14132/01/01
n naykax 3 BHyTpILLHIM "NikTpasun" 3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBWMIA peuenma
naketom; no 1,5ry nikapcbkui 3aci6. Cnctema
dinbTp-nakeTi; No KOHTeWHep/3aKynoptoBanbHui 3acib (iHWwi 3MiHN)
20 dinbTp-nakeTiB y - BHECEHHS 3MiH 4O MaTepianis peecTpauiiHoro
nauui; no 1,5ry [OCbe, a came: - OMOBHEHHS NoKa3HUKa
dinbTp-nakeTi; No «loeHTudikauis (30BHILLHI 03HaKW)»
20 dinbTp-nakeTiB y BKJTOMEHHSAM [OAATKOBUX O3HaK Ans
nayui 3 BHYTPILLHIM BidyanbHoro koHTpornto «6) Konip» cneundikauii
NakeToM. 3 KOHTPOIO0 NEPBUHHOMO MaKyBarnbHOMo
matepiany (Manip inbTpyBanbHWUR); -
YyTOUYHeHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarbHui 3acib, LWoao 3a3HaYeHHs
MOXITUBOCTi NMPUKPIMNNEHHSI HATKU 3 SIPIIMYKOM [0
inbTp-NakeTy, 3 BigNOBIAHMM BHECEHHSAM 3MiH
00 p. «YnakoBka» MKA J13
398. | ®JIEBABEH® | tatnetku, no 1000 KPKA, a.4., CnoseHis BMPOGHMUTBO "in CnoBeHisi BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 6e3 - UA/16995/01/02
1000 mr no 10 TabneTok y HoBo mecto bulk", nepBuHHe Ta 3MmiHun | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenma
Gnictepi; no 3 abo 6 BTOPUHHE nikapcbkuii 3aci6. KoHTpornb rotoBoro
GnicTepi y nakyBaHHs1, nikapcbkoro 3acoby (iHLUi 3MiHWN) BUKNaAEHHs!
KapTOHHIl kopobui KOHTpOIb cepii Ta TekcTy MKA 113 ykpaiHcbkoto MoBoto, 63 3MiHu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
Bunyck cepii: KPKA, aHaniTMYHUX MeToaiB, 3 BUNPaBNEHHAM AEAKNX

n.4o., Hoeo mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
HoBo mecTo,
CnogBeHisi

TEXHIYHMX MOMUIIOK Ta HE3HAYHNMM KOPEKLisIMU
onucy MeToaiB sKocTi. BBegeHHs 3MiH npoTsirom
6-TK MicsauiB nicns 3aTBepKeHHs1. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3MiHn
y BUPOBHMLTBI. 3MiHM Y Npoueci BUpOOHULTBA
roTOBOro MikapcbKoro 3acoby, BkI4aoym
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BUPOBHMUTBI rOTOBOrO fikapCbKoro 3acoby (iHLwi
3MiHW) BHECEHHS 3MiH [0 onuncy BUPOBHMYOoro
npoLiecy Ta KOHTPOItO NpoLecy, 30Kpema:
306inbLUeHHs TepMiHy 36epiraHHst npoaykuii in
bulk 3 1 micsaius oo 6 micsauis. BeegeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTaAHOBMEHUX Yy crneundpikauisx, nig vyac
BUPOBHMLTBA rOTOBOrO Jikapcbkoro 3acoby (iHwi
3MiHn) (B.11.6.5. (x) IB)
PO3LUMPEHHS 3aTBEPOXKEHNX MEX
BHYTPILLHBOMPOLECHOrO KOHTPOJSIK AN
[0[ATKOBOI YaCTOTU BUNPOBYBaHb KOHTPOIHO
YKOPCTKOCTI GnicTepiB (BakyyMHWUIA TeCT).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponenchkii
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHocTi abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevicbkin dpapmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMixXHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBEpOKEHOIO
BUPOOHMKA - MOAAHHSA OHOBMNEHOTO cepTudikaTa
BignoBigHOCTi €Bponencokini hapmakonei Ne R1-
CEP 2011-177 - Rev 01 (3aTBepaxeHo: R1-CEP
2011-177 - Rev 00) ans Aito4oi pe4oBuHM
Diosmin Big 3aTBepaxeHoro BMpobHuka Hunan
Yuantong Pharmaceutical Co., Ltd., China.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHMYOI AinbHULI (BKITHOYAO4M
AinbHWUi anst A®I, npomixkHoro npoaykTty abo
roTOBOro MikapcbKoro 3acoby, AinbHULi ANS
NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,

BignosiganbHOro 3a BUNycK cepin, Micue
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NpoBeAEeHHA KOHTPOIto cepii) abo

nocravanbHuKa BUXiGHOTrO MaTtepiany, peareHTy

abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y

[0CbE) BUAaneHHst BUPOOHUKa Aito40i pevoBUHM

niocmiHy FAES FARMA, S.A., Spain
399. | ®JIEBABEH® | Tabnetku, BKpUTI KPKA, a.a., CnoBeHis BUPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6es - UA/16995/01/01
500 NniBKOBOO Hoso mecTo bulk", nepenHHe Ta 3MiHn | TUNY - AAMIHICTPaTUBHI 3MiHW. peuernma

o6onoHkot, no 500
mr; no 15 Tabnetok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHIl kopobui

BTOPUHHE
nakyBaHHS,
KOHTpOrb cepii Ta
BWMNYCK cepil:
KPKA, a.4., HoBo
mecTo, CrnoBeHis
KOHTpPOIb cepii:
KPKA, a.4., HoBo
mecTo, CrioBeHis

BunyyeHHs BUpOGHMYOT AinbHMLI (BKMHOYao4um
ainbHUUi gnsa A®l, npomixkHoro npogykty abo
roTOBOrO NikapcbKkoro 3acoby, AinbHuUUi ans
npoBeAeHHs NakyBaHHs, BUPOGHUKa,
BiANOBiganNbHOro 3a BUNYCK cepin, Micue
NpoBeAeHHs KOHTPONto cepii) abo
noctavarnbHuKa BUXiGHOTO mMaTtepiany, peareHTy
abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[oCbe)

BuAarneHHs BUpOOHMKa AitoHoi pe4oBUHU
niocmiHy FAES FARMA, S.A., Spain. 3MmiHu |
My - 3MiHK 3 AKOCTI. FOTOBMIA NikapCbKuii
3aci6. KoHTporb roToBoro nikapcbkoro 3acoby
(iHWi 3miHK) BMKNageHHs Tekcty MKA 13
YKpaiHCbKOIO MOBOLO, 63 3MiHW aHaniTUYHUX
METOZAIB, 3 BUNPABNEHHAM AESKUX TEXHIYHMX
MOMMIIOK Ta HE3HAYHUMM KOPEKLisMU onncy
MeTopiB AKOCTi BBe4eHHs 3MiH NpoTsirom 6-tn
MicaUiB Micnsa 3aTBepKeHHS. 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHM BUNpobyBaHb abo
[ONYyCTUMMUX MEX, BCTAHOBIEHNX Y
cneuudikauisix, nig Yyac BUpoBHMLTBA rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW) pO3LUMPEHHS
3aTBEPKEHNX MEX BHYTPILLUHbOMNPOLIECHOTO
KOHTPOMIO Anst 4OAATKOBOI YacToTH
BUNpobyBaHb KOHTPOIHO XXOPCTKOCTI GnicTepis
(BakyymHui TecT). [litowa pepakuis
MponoHoBaHa pepakuis -After packaging
material reel change -After maintenance action
on machine in forming or sealing area -Every
hour -After packaging material reel change -After
maintenance action on machine in forming or
sealing area -Minimally 3 times per shift
BBegeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEpPAKEHHS. 3MiHM | TUny - 3MiHKM 3 sIKoCTi.
CeprudikaTt BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikaTta BiANoBiAHOCTI
€Bponevicbkint papmakonei: ana APl; ans
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHOT pe4oBuHU (cepTudpikat
BiNOBIgHOCTI €Bponenchkin thapmakonei) -
OHoBneHnn cepTudikar Big yxe 3aTBepaXeHoro
BMPOGHKKa - NoAaHHs OHOBIIEHOro cepTudikata
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2011-177 - Rev 01 (3atBepaxeHo: R1-CEP
2011-177 - Rev 00) ans gito4oi pe4yoBmHN
Diosmin Big 3aTBepaxeHoro BMpo6Huka Hunan
Yuantong Pharmaceutical Co., Ltd., China.
400. | ®OKOPT®- kpeM, 1 mr/rno 15r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/4936/01/01
OAPHULUA y Ty6i; no 1 1y6i B "dapmaueBTu "papmaueBTnYHa 3minn | TMny - 3miHn 3 skocTi. CepTudikat peuenmom
navui YHa dipma dipma "JapHunua" BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
"NapHuus" €Bponecbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoOBIigHOCTI abo BUNy4eHHs ceptudikara
BiNoBigHOCTI €Bponeichkin dhapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOYKEHONO
BMPOGHMWKa - NogaHHsA HOBOro ceptudikaTa
BignoBigHOCTi €Bponencekini hapmakonei Ne RO-
CEP 2021-315-Rev 00 ("CEP sister file") Ha
cy6cTaHuito TpramuMHONOHY aueToHigy dipmu-
BupobHuka FARMABIOS S.p.A., ltaly y
[onoBHeHHA Ao 3ateepaxeHoro R1-CEP 2000-
075-Rev 07 (“original CEP”) uboro > BUpobHuKa.
Agpeca micue3HaxoaKeHHs BUpOOHMKa
3anvwwunacb 6e3 3MiH
401. | ®OPKCIrA TabneTkn, BKpUTI AcTtpa3eHeka LLseuis Bupo6Huik "in bulk™: CLIA/ BHECEHHS! 3MiH 10 peecTpaLiiHnX maTepianis: 3a - UA/13302/01/01
NniBKOBOO Ab Bpicton-Mawiepc Benuka 3miHu | TNy - 3miln wopo peuernmom
o6onoHkoto, no 5 wmr, CkBi66 BpuTaHis/ 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
no 10 Tabnetok y MaHydakTypiHr LLseuis (iHWi 3MiHKM) BunyyeHHs TekCTy MapkyBaHHs 6e3
Gnictepi; no 3 Komnami, CLLA,; 3a3HauYeHHs1 MbKHApOOHOI cucTeMmn oamHuLb Sl.
Gnictepn y Bupo6GHuK, OHOBMEHHS TEKCTY MapKyBaHHs i3 3a3Ha4YeHHsIM
KapTOHHiIl kopobui BiANoBiganbHWIA 3a MixXHapoaHoi cuctemMu oguHuub Sl. TepmiH
nepBuHHe Ta BBEJEHHS 3MiH NpoTarom 6 micsAuiB nicns
BTOPUHHE 3aTBEPOKEHHS
nakyBaHHs, BUNYCK
cepii: Actpa3eHeka
IOK Nimiten, Benuka
BputaHis;
Brpo6HuK,
BiANoOBiganbHUIA 3a
KOHTPOb SIKOCTI:
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

AcTtpa3eHeka Ab,
LLiBewisi; BupoBHumk
"in bulk™:
AcTpa3eHeka
dapmacbioTukanc
JIM, CWA

402.

®OPKCITA

TabneTku, BKPUTI
NNiBKOBOIO
o6ornoHkoto, no 10
mr no 10 TabneTok y
GnicTepi; no 3
Gnictepn y
KapTOHHIl kopobui

Actpa3eHeka
AB

LBeuis

Bupo6Huk "in bulk™:
Bpicton-Mawiepc
CkBib6
MaHydakTypiHr
Komnami, CLLA,;
Bupo6HuK,
BigNOBiganbHUI 3a
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepii: Actpa3eHeka
IOK Nimiten, Benuka
BpuTtaHis;
Bupo6HuK,
BigNOBiganbHUI 3a
KOHTPOJb SIKOCTI:
AcTtpa3eHeka Ab,
LLseuisi; BupobHumk
"in bulk":
Actpa3eHeka
dapmacbtoTukanc
Jn, CLWA

CLIA/
Benwuka
BpuTaHis/
LBeuis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHKW) BunyyeHHs TekcTy MapkyBaHHs 6e3
3a3HauYeHHs1 MbKHapO4HOI cucTteMmn oamHnub Sl.
OHOBMEHHS TEKCTY MapKyBaHHS i3 3a3Ha4eHHsIM
MiXkHapogHoi cuctemn oguHmupb Sl. TepMiH
BBEAEHHS 3MiH NPOTSArom 6 Micsiis nicns
3aTBEpPOKEHHS

3a
peuenmom

UA/13302/01/02

403.

®YPATIH

Tabnetku no 50 wmr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B nayui
KapTOHHIN

AT
"OnainHdapm”

IarBis

AT "Onaitricpapm”

Natsisa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | TUny - 3miHn wWopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnagy (BBeeHHs
y3aranbHeHVX JaHnX Npo cUcTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa ONs 30iNCHEHHSA
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHA Bi# yNnoBHOBaxeHOi ocobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
bapmakoHarnsgy) 3miHa KOHTaKTHOI ocobu
3asBHuMKa, BignoBiganbHoi 3a hapmakoHarnsg B
YkpaiHi.

[itoua pepakuis: MNMpuckoka AHAPIN.
MponoHoBaHa pepakuis: CaByeHko OMuUTpo
CepriioBuy. 3mMiHa KOHTaKTHUX AaHUX

3a
peuerimom

UA/4300/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaansHoi 3a
dapmakoHarnsg B YkpaiHi

404.

®YPAOOHIH

Tabnetkn no 100 wmr;
no 10 Tabnetok y
GnicTepi; no 2
Gnictepn B
KapTOHHIN navui

AT
"OnanHdapm”

JlartBia

AT "OnaiHdapm”

JlatBia

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnx
npo cuctemy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 30iNCHEHHS
hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-anna cuctemm
capmakoHarnsgy) - 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAanNbHOI 3a hapmakoHarnag B
Ykpaini. [itoya pegakuis: MNpuckoka AHApIN.
MponoHoBaHa pegakuisi: CaByeHko OMuTpo
CepririoBuY. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0COOM 3asiBHUKA, Bi4NoBiganbHoi 3a
hbapmakoHarnag B Ykpaiti

3a
peuenmom

UA/3787/01/01

405.

dYPA3ONIA
OH

Tabnetkn no 0,05 ;
no 20 tabnetok y
6nicTepi; no 1 abo 5,
abo 10 GnicTepiB y
naywi 3 KapToHy

NAT
"MoHdapm"

Ykpaina

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3Minn | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpauinHoro noceig4yeHHs) 3MiHa
appecu 3asBHUKa (BracHUKa peecTpauinHoro
noceigyeHHs1). TepMiH BBEAEHHS 3MiH -
npoTArom 6 MicsAUiB Nicns 3aTBEPPKEHHS. 3MiHM
| TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBafXXeHHs AisinbHOCTi BUpoGHMKa/imnopTepa
roTOBOro NiKapCbKoro 3acoby, BKYayim
AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosigae
BMPOBHMK/IMNOPTEP, BKIOYAUM BUMYCK CEPilt)
3miHa agpecu Bupo6Huka M3 MNAT "MoHdapm",
YkpaiHa, 6e3 3MiHu MicLs BUpoGHULTBA: TepMiH
BBELEHHS 3MiH NPOTSArom 6 Micsiyis nicns
3aTBEPKEHHS.
3miHu | TMny - 3miHn WwWoao
6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHNX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHUX Npo CUcTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI ocobu,
BiANoBiganbHOI 3a 3AiNCHEHHS

3a
peuernmom

He
nidnseae

UA/3834/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BigMiHHA Bif yNOBHOBaXXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm
apmakoHarnagy) 3miHa ynoHoBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapmakoHarnsg.
[itoua pepakuin: Cosrupa Ceprii CeprinoBu.
lMponoHoBaHa pepakuisi: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTAKTHUX JAHUX
YNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLe3HaxXoMKeHHA macTep-danna cucTtemm
dapmakoHarnagy. 3miHa micus 3ginCHEHHs!
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy

406.

DOYPALUUIIH
®

NopoLLOK AN
PO34mMHY Ans
30BHILUHLOIO
3acTtocyBaHHsA no 40
MF M0 2 T NOPOLLKY Y
cawe; no 10 abo 20
calle y KapTOHHin
KopobLUi

TOB "UcTtok-
Mntoc"

YkpaiHa

TOB "UcTtok-Mntoc"”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkui 3aci6. 3MiHn y BUpOBHMUTBI. 3MiHa
po3Mipy cepii (BKMtoYaroum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (iHLi 3MiHu).
Y 3B’s13Ky 3 BUPOOHNYOK HEOOXiAHICTHO,
BBEAEHHSA 40OATKOBOro po3Mmipy cepii roToBoro
nikapcbkoro 3acoby: 300 kr (TeopeTuyHui
po3mip cepii: 150 000 cawe no 2 r (7500 yn. Ne
20 a6o 15000 yn. Ne 10). OuikyBaHuii po3mip
cepii: Big 139500 go 162100 cawe no 2 r (6975
— 8105 yn. Ne 20 a6o 13950 — 16210 yn. Ne10)
Ta BUKINIOYHO Ans 36inbLlIeHHs po3Mipy cepii —
3MiHa TEXHOMOrYHOro NpoLecy, a came:
BBEZIEHHHA B TEXHOMOrYHY CXeMY BUPOBHMLTBA
HOBOI TEXHOMOrIYHOI CTaAii - 3MillyBaHHA 4-X
YaCTMH NPOMDKHOI NpoAyKLuii po3Mipom no 75 kr,
SKi HanpaLpOoBaHi No BanigoBaHOMy
TEXHOIOri4YHOMY npouecy, WnsixoM o6’ eaHaHHs
B 3MmilLyBaYi (HoBe obnagHaHHs GinbLuoro
06’emy), 3 METOIO YCepeaHEHHs cepii.
[opaBaHHst 0o 3aTBEpOKEHUX po3mipiB cepii (50
KF Ta 75 Kr) TeOpeTU4HOro po3mipy cepii Ta
YTOYHEHHS! [0 KiNbKOCTI calle Ta ynakoBOK
o4ikyBaHOro po3mipy cepii. 3aTBepakeHui
BUPOGHMYMIA NPOLIEC KOHTPOMIOETHLCS
Bi4NOBIgHMMY MeTOf4amu, siKi He NoTPebyoTb
popaTtkoBux 3MiH. Cneumdikalii Ha roToBui
nikapcbkuii 3acib Ta NPOMiIXHUIA NPOAYKT
3anuLIalTbCsl HE3MiIHHUMU. 36inbLUEHHS
po3Mipy cepii Ta fogaBaHHsA cTagil 3millyBaHHS
He BMNMBaE Ha sIKicTb, 6e3neky Ta epeKTUBHICTb

6e3
peuenma

UA/17334/01/01
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

rOTOBOrO MiKapCbKOro 3acoby. 3aTBEpMKEHO

eidnycky

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs

Po3awmip cepii: 50,0 kr abo 23750-25000 cawue
abo 1187-1250 yn. Ne 20 (20x1) abo 2375-2500
yn. Ne10 (10x1) Po3mip cepii: 75,0 kr abo 35620-
37500 cawwe abo 1781-1875 yn. Ne 20 (20x1)
abo 3562-3750 yn. Ne 10 (10x1)
B3anponoHoBaHo Po3awmip cepii: 50,0 kr
Teoputn4Huin poamip cepii: 25000 cawe no 2 r
(1250 yn. Ne 20 abo 2500 yn. Ne10) OuikyBaHui
po3mip cepil: Big 23240 no 27000 cawe no 2 r
(1162-1350 yn. Ne20 a6o 2324-2700 yn. Ne 10)
Poamip cepii: 75,0 kr TeopuTnyHuin po3mip cepii:
37500 cawe no 2 r (1875 yn. Ne 20 a6o 3750 yn.
Ne 10) OuikyBaHui po3mip cepii: Big 34880 go
40540 cawe no 2 r (1744-2027 yn. Ne 20 abo
3488-4054 yn. Ne 10) Po3awmip cepii 300,0 kr
TeoputndHun po3amip cepii: 150 000 cawe no 2 r
(7500 yn. Ne 20 a6o 15000 yn. Ne 10)
OuikyBaHuin poamip cepii: Big 139500 go 162100
cawe no 2 r (6975-8105 yn. Ne 20 a6o 13950-
16210 yn. Ne 10).
3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHsA rOTOBOrO NikKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpIKEHMX MeTofax
BUNpoOyBaHHs). He3HauHi 3MiHu y
3aTBeEpOKEeHMX MeTofax BUNpobyBaHHsi, a came:
1) y po3gini «OgHopigHICTbL A030BaHMX
OAVHWLbY»: HE3HAYHI 3MiHW B ONUCI KPUTEPIiB
BignosigHo go sumor AdY 2.9.40, a came:
bpasy «BrmMoru BBaxaroTbCA BUKOHAHUMM,
SIKLLO KiHLEBe npuiiMarbHe YUCo, po3paxoBaHe
ans 30 cawe, meHwwe abo gopisHioe 15 i xoneH
iHAVBIAYyanbHUIA BMICT y callie CKrnagae He
meHLwwe (1-0,25)xM i He GinbLie (1+0,25)xM.»
3amiHunu Ha dpasy «lpenapaT mae
Bignosigaty Bumoram A®Y, 2.9.40.». 2) y
po3ainax «OgHOPIAHICTb 4O30BAHNX OAMHULIbY
Ta «KinbkicHe BU3Ha4YeHHs» 3amiHunm «dC3
O®Y HiTpodbypany» Ha «C3 HiTpodypany» 3
METO PO3LUMPEHHS TEXHIYHUX MOXKITMBOCTEN
npv KOHTPOXi IKOCTi rOTOBOrO MikapCbKoro
3acoby, a came: MaTu MOXIUBICTb
BMKOPWCTOBYBATU HE TiNMbKu dhapMakonemiHi
cTaHOapTHI 3pasku, siki BBeAeHi B gito dY.
Cneuumdpikallisi Ha roTOBUIA JikapCbKkuii 3acio
3anuLIAETbCA HE3MIHHOH.

6e3

UA/17630/01/01

TOB «Mosi

YkpaiHa

Annekc ®apma CA

LLisevinapis

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

407.

XENNEKC®

NOpOLLOK Ans
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs

AHTUKONAQ
HEO IMBUP

0parnbHOro pPo34ynHy
no 4 r NOpOLLKY B
cawe; no 10 cawe y
KapTOHHIN nayui

Xenc»

3MiHuM | TUNy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUMyYeHHs1 cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®l; ans suxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyYoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BUPOGHMKA.

[MoaaHHa oHoBRNeHoro cepTudikaTty
BignoBigHocTi €Bponeiickkin dapmakonei R1-
CEP 2003-179-Rev 04 (nonepeaHs Bepcis R1-
CEP 2003-179-Rev 03) Ha A®DI deHinedpuHy

rigpoxnopua BupobHuutea Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’a3ky
3i 3MiHOIO panoHy B agpeci, a came-Vellore
District amiHeHO Ha Ranipet District, a Takox i3
BHECEHHSAM HE3HAYHUX PefaKUifHMX NPaBoK B
appeci BnacHuka CEP Ta BMpoGHMYOi AinbHuLi
AdI 3atBepaxeHo Mannagi [parc eHg
dapmacetotikans Jlimiteg FOHiT-3 Malladi Drugs
& Pharmaceuticals Limited Unit-3 CinkoT
IHpacTpian Komnnekc 76i Ta 7ci Bennope
HicTpikT IHAis-632 403 Paninet, Tamin Hagy
Sipcot Industrial Complex 7b and 7¢ Vellore
District India-632 403 Ranipet, Tamil Nadu IHgis
India 3anponoHosaHo Malladi Drugs &
Pharmaceuticals Limited Unit-3 7B & 7C,
SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu India

peuernma

408.

XENNEKC®
AHTUKONAO
HEO MAKC

NOPOLLIOK ANA
oparnbHOro Po3ynHy
3 JIMMOHHUM
cMakoMm; no 4 r
MOpPOLLKY B calle; no
10 cawe y
KapTOHHIN nayui

TOB «Mosi
Xency

Ykpaina

NOBHUI LUUKN
BMPOGHMTLBA:
Annekc ®apma CA,
LLseniuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs: Jlamn
CaH lNMpocnepo
CIMA, ITanis

LLIseninapis/
ITanis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
BigNoBigHOCTI abo BUNyYeHHs cepTugikata
BiNoOBIigHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; ans
[OMOMDXHOT pevoBUHU (cepTudikat
BiQNOBigHOCTI €Bponeichkit hapmakonei) -
OHoBREHWI cepTUIKaT Bif, y>Ke 3aTBEPAXKEHOrO
BMPOGHMWKa - MoaaHHsA OHOBREHOro cepTudikaTy
BigNoBigHOCTI E€Bponelickkin dapmakonei R1-

6e3
peuenma

UA/16014/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs

CEP 2003-179-Rev 04 (nonepegHs Bepcis R1-
CEP 2003-179-Rev 03) Ha ADI deHinedpuHy
rigpoxnopua BupobHuutea Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’a3ky
3i 3MiHOIO panoHy B agpeci, a came-Vellore
District amiHeHO Ha Ranipet District, a Takox i3
BHECEHHSAIM HE3HAYHUX PefaKUiHMX NPaBoK B
apgpeci BnacHuka CEP Ta BUpo6HUYOi AinbHULUi
A®| 3aTBepmxeHo Mannagi Oparc eHg
dapmacetotikans Jlimiteg FOHiT-3 Malladi Drugs
& Pharmaceuticals Limited Unit-3 CinkoT
IHpacTpian Komnnekc 76i Ta 7ci Bennope
LictpikT IHAia-632 403 PanineT, Tamin Hagy
Sipcot Industrial Complex 7b and 7¢ Vellore
District India-632 403 Ranipet, Tamil Nadu IHgis
India 3anponoHoeaHo Malladi Drugs &
Pharmaceuticals Limited Unit-3 7B & 7C,
SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu India

409.

XENNEKC®
AHTUKONAO
HEO MAKC

NOPOLLIOK ANis
oparnbHOro po3yvnHy
3 ManuHoOBUM
cmakom no 4 r
NOpPOLLKY B calue; no
10 cawe y
KapTOHHIN navi

TOB «Mosi
Xenc»

Ykpaina

NOBHUIM LUUKN
BUpOBGHMTLBA:
Annekc ®apma CA,
LLseniuapisi;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Jlamn
CaH lNpocnepo
CIMA, Itanis

LLseninapis/
ITanis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3minn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT peqoBUHU (cepTudikat
BigNoBigHOCTI €Bponerchkit hapmakonei) -
OHoBneHnn cepTudikar Bif yxke 3aTBepaXeHOro
BMPOGHMWKa - MoaaHHsA oHoBReHoro cepTudikaTy
BignoBigHocTi €Bponelickkin dhapmakonei R1-
CEP 2003-179-Rev 04 (nonepeaHs Bepcia R1-
CEP 2003-179-Rev 03) Ha AD| cbeHinedpuHy
rigpoxnopug BupobHuuTea Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’a3ky
3i 3mMiHOO palioHy B agpeci, a came-Vellore
District amiHeHo Ha Ranipet District, a Takox i3
BHECEHHSAIM HE3HAYHUX PefaKUiHUX NpaBoK B
apgpeci BnacHuka CEP Ta BUpobHUuYoi AinbHUUi
Al 3atBepmxeHo Mannagi [parc eHa
PapmacktoTikana Nimiteq FOHiT-3 Malladi Drugs
& Pharmaceuticals Limited Unit-3 CinkoT
IHgacTpian Komnnekc 76i Ta 7ci Bennope
LicTpikT IHAis-632 403 PanineT, Tamin Hagy
Sipcot Industrial Complex 7b and 7c Vellore
District India-632 403 Ranipet, Tamil Nadu IHgis

6e3
peuenma

UA/16015/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
India 3anponoHoeaHo Malladi Drugs &
Pharmaceuticals Limited Unit-3 7B & 7C,
SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu India
410. | UE®A3OIIH- | nopoliok ans MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/6216/01/01
OAPHULUA pPO34MHy s iH'ekuin | "dapmaueBtn "papmaLeBTUYHa 3MiHu | TMnYy - 3MiHK Woao peuenmom nionsieae
no 0,5r, 1 dnakoH 3 YHa chipma dipma "OapHuusa” 6e3nekn/edpekTMBHOCTI Ta hapmMakoHarnsgy.
MOPOLLIKOM B NavLyj; "NapHuus" 3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro
5 dnakoHis 3 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MOPOLLIKOM B MeAMYHOro 3aCTOCYBaHHs Ha MiACcTaBi
KOHTYPHIl perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
YapyHKOBIMn nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
ynakosLi; no 1 3acTocyBaHHS NikapcbKoro 3acody B
KOHTYPHIl nicnspeecTpauinHuii nepiof, abo sk pedynbtat
YapyHKOBI ynakoBL,i OUiHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
B navuj; 1 pnakoH 3 BiAMNOBIQHO A0 NnaHy negiaTpuyHuX JocnigXeHb
NOPOLLIKOM Y (PIP) (3miHy y3roa)eHo 3 KOMNETEHTHUM
KOMMAEKTi 3 1 YNOBHOBa)XEHMM OpraHom) - 3MiHN BHeCeHi Ao
amnynoto IHCTPYKUIT ANA MeanYyHoro 3acTocyBaHHs
posunHHuka (Boaa nikapcbkoro 3acoby y po3sainu "OcobnueocTi
ans iH'ekuin- 3actocyBaHHs", "MobiuHi peakuii” BignoeigHo 4o
[apHuus) no 5 mn B OHOBJEHOI iHhopmalii 3 6e3nekn aitoyoi
KOHTYPHIl peyoBuHW. BBeaeHHst 3aMiH npoTsarom 6-Tn
YapyHKOBIMn MicAUiB Nicnsa 3aTBepAXeHHsA
ynakosui; no 1
KOHTYPHIl
YapyHKOBIN ynakoBLi
B nauyuj; 40
dnakoHiB 3
NMOpPOLLIKOM Y Kopobui
411. | UE®A3ONIH- | nopoliok ans MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/6216/01/02
OAPHMUA pO34nHy ANns iH'ekuin | "dapmauesTn "®apmaueBTnyHa 3MiHn | TUny - 3MiHM Wwopao peuenmom | niidnszae
no 1,0 r, 1 donakoH 3 YHa dipma dipma "OapHuus” 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
NOPOLLKOM B MauLy; "OapHuus” 3MiHa y KOpOTKili XapakTepucTuL NnikapcbKoro
5 cnakoHis 3 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MOpPOLLIKOM B MeAMNYHOro 3aCTOCYBaHHsI Ha MiACTaBi
KOHTYpHilA perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
YapyHKOBIN nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
ynakosLi; no 1 3acTocyBaHHS NikapcbKoro 3acody B
KOHTYPHI nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
YapYHKOBIN ynakoBLi OL}iHKM 3BITY 3 AOCHigKEHb, NPOBEOEHMX
B nayui; 1 donakoH 3 BigMNOBIQHO 40 NMnaHy nejiaTpuyHUX AoChigXeHb
MOPOLLIKOM Y (PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
KoMnnekTi 3 1 YNOBHOBaXXEHMM OpraHoM) - 3MiHM BHECEHI 00
amMnyroto IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
po3uunHHuka (Boaa nikapcbkoro 3acoby y po3ainu "OcobnueocTi
Ons iH'ekuin- 3acTtocyBaHHs", "lMobivHi peakuii” BignoBigHoO 40
Oapxuus) no 10 mn OHOBIeHOI iHopMaLii 3 6e3neku aitoyor
B KOHTYpHIN peyoBUHU. BBegeHHs 3MiH NpoTaroM 6-tn
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
YapyHKoBIn MicAaUiB Nicnsa 3aTBepAXeHHsA
ynakosui; no 1
KOHTYPHIN
YapyHKOBIl ynakoBLi
B nauuj; 40
bnakoHiB 3
NMOPOLLKOM Y Kopobui
412. | ULE®YPOKCHU | nopoluok ans My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/0565/01/03
M-BX®3 PO34MHY ANg iH'eKUin akuioHepHe aKLioHepHe 3MinHun | TMny - 3MiHK Woao peuenmom nionsieae
no 1,5r; 1 conakoH 3 TOBapUCTBO TOBapUCTBO 6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
MOPOLLKOM Y Mmauui 3 "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
KapTOHY; 5 dhnakoHiB BUPOBHMYMI BUPOBHNYMIN LIEHTP 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
3 MOPOLLKOM Y LeHTp "BopLuariBCbkumn MEAMYHOro 3acTocyBaHHS Ha nigcrasi
KaceTi; no 1 kaceTi y "Bopuiariscbk XiMiKO- perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku
neHani 3 kKapToHy M XiMiKo- bapmaueBTUYHNIA nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
thapmaueBTmy 3aBog” 3acTocyBaHHSA Nikapcbkoro 3acoby B
HWI 3aBog” nicnsapeecTpauivHuin nepiod, abo sk pesynbtaT
OUIHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3mMiHy y3roa)eHo 3 KOMNETEHTHUM
YMNOBHOBaXeEHNM opraHoM) 3MiHN BHECEHO B
IHCTPYKUito ANS MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginie "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” BignoeigHo 4o
OHOBJEHOI iHhopmalii Wwoao 6e3neku
3aCTOCYBaHHS Jit040l peYOBMHY 3rigHO 3
pekomeHaadieto PRAC. BBeaeHHs 3MiH
NpoTSArom 6-T1 MicsiLiB Nicns 3aTBepAKEHHS
413. | ULE®YPOKCHU | nopoluok ans My6nivHe Ykpaina My6niyne YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a He UA/0565/01/02
M-BX®3 PO34MHY AnS iH'eKLin akuioHepHe akuioHepHe 3miHu | TUny - 3miHn wWopo peuenmom nionsieae
no 750 mr; 1 dprnakoH TOBapuCTBoO TOBapuUCTBO 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3 MOPOLLKOM Y nayi "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapakTepucTuL, NnikapCbkoro
3 KapToOHY; 5 BMPOGHUYMIA BMPOGHUYMIA LEHTP 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
cdrakoHiB 3 LEeHTp "BopLuariscbkui MeOW4YHOro 3acTocyBaHHs Ha nigcTasi
MOPOLLKOM Y KaceTi; "Bopuiariscbk XiMiKO- perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
no 1 kacerti y neHani MR XimiKo- chapmaLeBTUYHUA nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3 KapToHy; 1 conakoH | dhapmaueBTny 3aBog" 3acTocyBaHHS NikapcbKoro 3acoby B
3 MOPOLLKOM Y HWIA 3aBog” nicnsapeecTpadiiHuin nepiod, abo sk pesynbtaT
KOMMMEKTi 3 OLiHKM 3BITY 3 AOCHigKeHb, NPOBEeAEHUX
PO34MHHMKOM (BOAA BigMNOBIQHO 40 NMnaHy nefiaTpuyHUX AoChigXeHb
Ans iH'ekuin) no 5 (PIP) (3miHy y3rog)eHo 3 KOMMNETEHTHUM
mn a6o no 10 mn B YMNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO B
amMnyni B nayui 3 IHCTpyKUit0 ANSt MEANYHOIO 3aCTOCYBaHHS
KapTOHHOO nikapcbkoro 3acoby o po3sginis "OcobnueocTi
neperopoakoto 3actocyBaHHs", "MobiyHi peakuii" BignoBigHo oo
OHOBIeHoI iHdopMaLii Wwoao 6e3neku
3aCTOCYBaHHS Jil040l peYOBMHY 3rigHO 3
pekomeHaadieto PRAC. BeeaeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicns 3aTBepAKEHHSA
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
414. | ULE®YPOKCU | nopoliok ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/0565/01/01
M-BX®3 PO34MHY ANS iH'EKLN akKujioHepHe aKuioHepHe 3minu | Tvny - 3miln wopo peuenmom | niidnseae
no 250 mr; 1 cdonakoH TOBapuUCTBO TOBapUCTBO 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
3 MOPOLLKOM Y navui "HaykoBo- "HaykoBo- 3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
3 KapToHy; 5 BUPOBHNYUI BUPOBOHWYUIA LIEHTP 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKUii Ans
bnakoHiB 3 LeHTp "BopLuariBCbkumn MeAMYHOro 3acToCcyBaHHS Ha niacrasi
NOPOLLKOM Yy KaceTi; "BopLuariBcbk XiMiKO- perynsipHo OHOBSIOBAHOTO 3BiTYy 3 6e3neku
no 1 kacerti y neHani Ui Ximiko- hapmMaLeBTUYHWIA nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3 KapTOHY hapmaueBTuY 3aBoa" 3acTocyBaHHS NnikapcbKoro 3acody B
HWi 3aBog" nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
OLliHKM 3BITY 3 AOCIIKEHb, MPOBEAEHUX
BiANOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO B
IHCTPYKUito ANS MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginie "OcobnuneocTi
3acTtocyBaHHs", "Mo6ivHI peakuii” BignoBigHoO 40
OHOBJEHOI iHhopmalii Wwoao 6e3neku
3aCTOCYBaHHSA Aito4OT PEYOBUHM 3rigHO 3
pekomeHaauieto PRAC. BeegeHHs 3miH
NpOTArom 6-TM MicsLUiB Nicnsa 3aTBepAXeHHs
415. | UMKINOAMUHO | TabneTku, BKpUTI BioHopuka CE | HimeuuuH BioHopuka CE HimevuunHa 3MiHu | TMny - 3MiHun 3 sikocTi. [oToBUIA 6e3 nidnsicae UA/0267/02/01
H® obonoHkoto no 15 a nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y peuenma
Tabnetok y Gnictepi; TepMiHax npuagaTHoCTi abo ymoBax 36epiraHHs
no 2 abo no 4 roTOBOro nikapcbkoro 3acoby (3mMiHa B ymoBax
Gnictepu B 36epiraHHsi roTOBOro fikapcbkoro 3acoby abo
KapTOHHiI kopobui nicnsi pO34MHEHHs/BIAHOBMNEHHS) 3MiHa B yMOBaXx
36epiraHHsa 13 3 BignoBigHUMK 3MiHamu B
po3ain 3.2.P.8. CtabinbHicTb 3aTBEPAXKEHO:
YMoBwu 36epiraHHsa Po3gin 3.2.P.8.1. Pestome
wopo crabinbHocTi Ta BucHoBku: No special
instructions for storage MKA J13: 36epiratu ans
3axuUCTy BiA CBiTNa B OpuriHanbHin ynakosLi npu
TemnepaTypi He BuLe 25 ?C y HeoCTynHOMY
ans aiten micui. 3anponoHoBaHO: YMOBM
36epiraHHs Posgin 3.2.P.8.1. Pesiome wopo
ctabinbHocTi Ta BUCHOBKK: Do not store above
30 ?C MKA N3: 3bepiratu ans 3axucTy Big
CBiTNa B OpuriHanbHi ynakosLji npu
Temnepatypi He Buie 30 ?C. 3miHu BHeceHi B
po3gin "YmoBu 30epiraHHS" B iHCTPyKLUito Ans
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby,
SIK HACMigoK - BiANOBIAHI 3MiHW y TEKCTi
MapKyBaHHS YNakoBKW NMikapCbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.
416. | UMNPOHEKC | kpanni oyHi Ta dapmaneBTuy Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a - UA/14617/01/01
® BYLUHi, po34nH 0,3 % HUI 3aBOf hapmaueBTUYHUIA 3miHu | TUny - 3miHm 3 sikocTi. CepTudikat peuenmom
no5mne "MONbOAPM 3aBog lMonbda AT BignoBigHocTi/lE-cepTudgikat BignoBigHOCTi
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
nonieTuneHoBoMy A" C.A. €BponeWcbkin dhapmakonei/MoHorpadii.
rakoHi- MopaHHs HoBoro abo OHOBIEHOrO cepTudikaTa
KpanenbHuui; no 1 Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
¢nakoHy B Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
KapTOHHiI kopobui AQDI; ansa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BUPOGHYKa - NMoAaHHsi OHOBIIEHOro cepTudikata
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 1998-090-Rev 11 (3atBepmxeHo: R1-CEP
1998-090-Rev 09) ana A®I uunpodnokcauuHy
rigpoxnopuay Big BXe 3aTBEpOKEHOro
BMpobHMKka Sun Pharmaceutical Industries
Limited, India.
417. | AHYMET TabneTkn, BKPUTI Mepk Wapn i Lsenyapi MepBuHHa Ta Higepnanam BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a He UA/11003/01/02
NNiBKOBO Ooym IOEA a BTOPMHHA YNakoBKa, / 3MiHu | TUny - 3MiHKM Wwopao peuenmom nionsieae
obornoHkoto, no 50 m6X [03BiN Ha BUMYCK Benuka 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mr/850 wmr; no 14 cepii: Mepk Wapn i BpuTaHis/ 3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
TabneTtok y Gnictepi; Ooym B.B., CLUA/ 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
no 4 Gnictepu B HigepnaHau; Cinranyp/ MeOU4YHOro 3aCTOCyBaHHs Ha niacTa.i
KapTOHHIl kopobui Bupo6HuLTBO Icnanis perynsipHoO OHOB/IOBAHOrO 3BiTYy 3 6e3neku
Hepo3dacoBaHoI nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
npoaykuii, 3acTocyBaHHS nikapcbKoro 3acoby B
aHaniTu4yHe

TecTyBaHHS npu
Bunycky: Ecika
KsiH6opo Nimitea,
Benwuka BputaHis;
MaTeoH lMyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MC[ IHTepHewwHn
M6X (dpinis

Cinranyp), Civranyp;

MepBuHHa Ta
BTOPWHHA ynakoBkKa:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
IcnaHis

nicnsipeecTpauinHuii nepiof, abo sk pedynbTaT
OLiHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AoCHiaXKeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVIM OpraHom).
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiNOBIOHO OHOBNEHOI iHGopMaLlii 3 6e3nekn
Lito401 peyoBUHU METAOPMIHY rigpoxropuay
LLIOAO PU3NKY PO3BUTKY AediunTy BiTamiHy B12.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHW WwWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHuin nepiogd, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
BigNoOBIAHO 40 NMnaHy nefiaTpuyHUX AochigXeHb
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
(PIP) (3miHYy y3rog»keHo 3 KOMMNeTEHTHUM
YNOBHOBAXEHVNM OpraHom). 3MiHM BHECEHO A0
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "Mo6ivni peakuii”
BiNOBIAHO OHOBIEHOI iH(bopMaLii 3 Ge3neku
LitoY40T peyoBMHU CUTArNINTUHY 3rigHO
pekomeHgauin FDA. BBegeHHs1 3MiH npoTsirom 6-
TV MICALIB Nicns 3aTBEPOKEHHS.

418. | AHYMET TabneTkn, BKpUTI Mepk Wapn i Lsenuapi MepBuHHa Ta Higepnanam BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a He UA/11003/01/03
NniBKOBOK Ooym IOEA a BTOPMHHA YNaKoBKa, / 3MiHu | TMnYy - 3MiHK Woao peuenmom nionsieae
o6onoHkoto, no 50 mM6X [A03BiN Ha BUMYCK Benuka 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/1000 mr; no 14 cepii: Mepk Wapn i BpuTaHis/ 3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
TabneTtok y 6Gnictepi; Ooym B.B., CLUA/ 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
no 4 Gnictepu B HigepnaHaw; Cinranyp/ MeOU4YHOro 3aCTOCyBaHHs Ha niacTa.i
KapTOHHIl kopobui Bupo6HuLTBO Icnanis perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku

Hepo3dgacoBaHoI nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
npoaykuii, 3acTocyBaHHS NikapCcbKoro 3acoby B
aHaniTnyHe nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
TeCTyBaHHs npu OUHKM 3BITY 3 AOCHiAXEHb, MPOBEAEHUX
Bunycky: Ecika BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AoCHigXeHb
KeiH6opo JlimiTes, (PIP) (3miHy y3rog»keHo 3 KOMMNEeTEHTHUM
Benuka BputaHis; YNOBHOBa)XEHUM OpraHom).
MateoH MyepTo 3MiHM BHECEHO A0 IHCTPYKUIii AN MEANYHOro
Piko, IHK., NyepTo 3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
Piko, CLLA; "OcobnueocTi 3acTocyBaHHs", "MobivHi peakuii”
MCL IHTepHeLwwHn BiNOBIOHO OHOBNEHOI iHGopMaLlii 3 6e3nekn
M6X (dpinis Lito401 peyoBUHU METAOPMIHY rigpoxropuay
Cinranyp), Civranyp; LLIOAO PU3NKY PO3BUTKY AediunTy BiTamiHy B12.
[MepBuHHa Ta BBeneHHs 3miH NpoTArom 6-Tv MicsiiB nmicnsi
BTOPWHHA ynakoBKa: 3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
Posi ®apma 6e3nekn/edekTMBHOCTI Ta bapmakoHarnsgy.
IHpacTpian 3MiHa y KOpOTKili XapakTepucTuL,i NnikapCbKoro
Cepsicec, C.A,, 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
IcnaHis MeOU4YHOro 3acTocyBaHHs Ha nigcTasi
perynsipHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsapeecTpauinHuin nepioa, abo sk pesynbtaT
OLiHKM 3BITY 3 AocCnigKeHb, NpOBeAeHUX
BigMNOBIQHO 40 MnaHy nejiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHom). 3MiHVM BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "lMobivni peakuii”
BiNOBIAHO OHOBNEHOI iHGopMaLii 3 6e3neku
LitoY401 peyoBUHU CUTarninTUHy 3rigHo
pekomeHauin FDA. BeegeHHs1 3MiH npoTsirom 6-
TV MiCALIB Nicnsa 3aTBEPOXKEHHS.
419. | AHYMET TabneTku, BKPUTI Mepk LWapn i LLisevuapi [MepBuHHa Ta Higepnanau BHECEHHS 3MiH [0 peecTpauiHMX MaTepianis: 3a He UA/11003/01/01




287 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUPOb6HUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs
NniBKOBOK Ooym IOEA a BTOPMHHA YNaKoBKa, / 3MiHu | TMnYy - 3MiHK Woao peuenmom nionsieae
o6onoHkoto, no 50 mM6X [A03BiN Ha BUMYCK Benuka 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/500 wmr; no 14 cepii: Mepk Lapn i BpuTaHis/ 3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
Tabnetok y 6nictepi; Ooym B.B., CLUA/ 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
no 4 6nictepu B Higepnanaw; Cinranyp/ MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
KapTOHHIl kopobui BupobHuLTBO Icnanis perynspHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
Hepo3adacoBaHol nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
npoaykuii, 3aCTOCYBaHHS fikapcbKoro 3acoby B
aHaniTnyHe nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT

TECTyBaHHs npu
Bunycky: Ecika
KeiH6opo JlimiTeq,
Benuka BputaHis;
MaTeoH lMyepTo
Piko, IHK., NyepTo
Piko, CLUA;
MCL IHTepHeLwwHn
'M6X (cdbinis
Cinranyp), CiHranyp;
MepBrHHa Ta
BTOPWHHA ynaKkoBKa:
Posi ®apma
IHpacTpian
Cepsicec, C.A.,
Icnanis

OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy nejiaTpuyHuX AoChigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBa)XEHUM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"OcobnueocTi 3acTocyBaHHs", "MobiyHi peakuii”
BiJNOBIgHO OHOBNEHOI iHGopMaLlii 3 6e3nekn
Lil040i peyoBMHU MeTOopPMIHY rigpoxnopuay
OO0 pU3KNKY PO3BUTKY AedpiumTy BiTamiHy B12.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiVi XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeON4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS nikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OL|iHKM 3BITY 3 AocCnigKeHb, NpOBeaeHUX
BiAMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHom). 3MiHVM BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "lMobiuni peakuii”
BiNOBIOHO OHOBNEHOI iHGopMaLlii 3 6e3nekn
LitoY40T peyoBUHU cUTarninTuHy 3rigHo
pekomeHaauin FDA. BeegeHHs1 3MiH npoTsirom 6-
TV MICALIB Nicns 3aTBEPKEHHS.

*y pa3i HeceHHs1 3MiH 00 iHCmMpYyKyii Npo MmeduYyHe 3acmocyeaHHs!

HavyanbHuUK

®dapmaueBTUYHOro ynpaBniHHA

Tapac NACKOBCbLKUN







