DopaTtok 3

bo Haka3y MiHicTtepcTBa OXOpOHM
3popoB’s YkpaiHu «lpo gepxaBHy
peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»

Big 02 rpyaHs 2021 poky Ne 2690

NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONION4YHUX MPEMAPATIB), LLIOAO AKUX BYJTU BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA OO AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHA

Haszea ®Popma sunycky 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
JlikapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

ABEJNIOKC® TabneTkn, BKpUTI Banep Al Himeuunna Banep All, Himeuunna HimeuumHa/ | BHeCeHHs 3MiH OO peecTpauinHux MaTepianis: 3miHu | Tuny 3a UA/4071/01/01
obonoHkoto, no 400 (Becb LMkn BUpobHULITBA ITanisa - 3MiHM BHECEHO [0 IHCTPYKUii Ans Mean4Horo peuenmom

Mr; no 5 TabneTtok y (BMPOGHMLITBO 3aCTOCyBaHHs Nikapcbkoro 3acoby oo po3ainis
Gnictepi; no 1 Hepo3dacoBaHoi "OcobnuBocTi 3acTocyBaHHs", "MobiuHi peakuii”
6nictepy B npoayKuii, nepBnHHa [OMOBHEHHS iHopMaLii CTOCOBHO PU3UKY BUHUKHEHHS
KapTOHHIl kopobui yrnakoBKa, BTOPUHHA Takux NOGIYHMX peakLin K TSKKI LLKIpHI peakuii,
ynakoBKa, KOHTPOIb naHUMTONEHIi, CMHOPOMY HeaZeKBaTHOI cekpeuil
SIKOCTi, BUMNYCK cepii)); aHTUAIyPETUYHOro rOPMOHY, FiNOrmfiKeMi4HOT KOMMU,
Bariep Xenckep Aenipito, pabgomioniay BignoBiAHO 4O pekoMeHaaui
Manydaxkrypinr C.P.J1., PRAC EMA. BBeaeHHs1 3MiH NpoTAromM 3-x MicsiLiB nmicnsi
ITanis (anbTepHaTUBHUIA 3aTBEPAXKEHHS; 3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT
BUPOOHWK (BUPOBHMLITBO ANA MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby Ao
Hepo3dacoBaHoi po3ainis "OcobnuBocTi 3actocyBaHHS", "IobiuHI peakuii”
npoaykuii, nepBnHHa [OMOBHEHHS iHopMaLii CTOCOBHO PU3UKY BUHUKHEHHS
ynakoBKa, BTOPVHHA piAKICHWX BUNaAKiB aHeBPM3MM aopTu Ta po3LuapyBaHHS
yrnakoBKa, KOHTPOIb CTiHKM aopTw, iHOAi yCKNaAHEHi PO3pMBOM, a TakoX
SIKOCTI, BUMNYCK cepii)); perypritauii/ HegocTaTHOCTI 6yAb-AKOro 3 KnanaHis cepus
LteremaHH y nauieHTiB, sKi 3acTocoByBanv hTOPXiHOMOHW BiANOBIAHO
JloHdbepnakyHr & 0o pekomeHgauin PRAC EMA. BBegeHHs 3MiH NpOTArom
TNorictiwep Cepsic e.K., 3-x MicsauiB nicnsa 3aTBEPMKEHHS; 3MiHW | TRy - 3MiHK
Himeyunna BHECEHO [0 iHCTPYKUiT ANs MeQUYHOro 3acToCyBaHHS
(anbTepHaTUBHUIA nikapcbkoro 3acoby Ao po3sginy "Cnocib 3actocyBaHHS Ta
BUPOGHWK (BTOPUHHA nosn" (pegaryBaHHs TeKCTy). BBegeHHs 3MiH npoTsirom 3
ynakoBka)) MicsLiB nicns 3aTBepoKEHHS

ASUMEO® TabneTkn, BKpUTI MAT YkpaiHa MAT "KniBmepnpenapat” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/7234/02/01
NNiBKOBOK "Kvismegn - agMiHiCcTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo peuenmom
o6ornoHkot, no 500 penapart" agpecu Micus NpoBaKeHHS AiNbHOCTI BUPOOHMKa
mr; no 3 aéo 10 (Bkrtoyatoun, 3a HeobXigHOCTI, MicLe NpoBeAeHHS
Tabnetok y 6nictepi; KOHTPOIIO 5IKOCTi), abo BnacHuka mactep-ganna Ha AdI,
no 1 6nictepy y abo noctayanbHuka AdPl/BuxigHoro
naywi 3 KapToHy marepiany/peareHTy/NPOMIKHOIO MPOAYKTY, LLO

3acTOCOBYHTbCS Y BUpobHULTBI ADI (sKLLO 3a3HAYEHO Y
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wnpuu-py4ui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIl kopobLi

(kapTpuaxi MNeHpin®) Ta
BifnoBiganbHMA 3a BUMYCK
cepii roToBOro NPOAyKTY
(PnekcleH®): A/T Hoso
Hopaick, daHis; BUpobHuk
BiANoBiganbHUI 3a
36MpaHHs, MapKyBaHHs Ta
BTOPWHHE MNaKyBaHHS
roTOBOro NPOAYKTY
(PnekcleH®); kOHTpOIb
AKOCTi FOTOBOIO NPOAYKTY

BMXiQHOro matepiany, peareHTy abo JONOMiIXHOI
PEYOBUHY (SIKLLO 3a3Ha4eHo Y Jocke) - [laHa 3miHa
nonsirae y 3miHi dyHkuii BupobHuka A/T Hoso Hopgaick,
Xannac Anne, OK-4400 KanyHa6opr, daHist (Novo Nordisk
A/S, Hallas Alle, DK-4400 Kalundborg, Denmark), a came
BUAaneHHs yHkUii «BupobHuk HeposdacoBaHoro
nNpoaykTy, NEPBUHHE NakyBaHHsA (kapTpuaxi MNeHdin®),
36MpaHHs» B 3B'A3KY 3 NPUNUHEHHSIM acenTUYHOro
BMPOGHMUTBA Ha AaHin BUpoBHWYi AinbHuLi. HacTynHi
BMPOGHMYI hYHKLIT 3anunLIatoTbes Y BULLIE3a3HAYEHOro
BMpOGHMKa: «MapKyBaHHS Ta BTOPUHHE NaKyBaHHS

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
[ocbe Ha nikapcbkuit 3acib) 3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponencukin dapmakonei y
3aTBEpPAKEHOMY AoCkbe, abo BUPOBHMKa HOBOT LOMOMIKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA Ha3BM Ta
agpecu BupobHuka APl (AsntpomiumHy gurigparty), 6e3
3MiHW MicLsa BUpoBHMUTBA: 3anponoHoBaHo: «Jiangsu
Weigida Pharmaceutical Co., Ltd.» No. 1, Linjiang Avenue,
Linjiang Town, Haimen District, Nantong, Jiangsu, China.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEpPOKEHHS
3. A3UTPOMILMH | kpucTaniyHum TOB YkpaiHa Mexta Alll Mer. J17A. IHAis BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - UA/15101/01/01
Y QUTIaQPAT NOPOLLIOK "KYCYM - 3MiHa agpecu BupoGHuka APl Mexta Al MeT. JTa.,
(cybeTaHuis) y PAPM" IHAia (AsuTpomiunHy aurigpaty), 6e3 3miHu micus
NoABIAHNX BMpobHMUTBa: 3anponoHoBaHo: MyT Ne 546, 571, 519 i
nonieTuneHoBux 520, Binnigpx Kymbxasani, Tanyka MNanrxap, QicTpikt
naketax gns Manrxap, 401506, MaxapawTpa CtewT, IHgis / Gut No.
dapmaLeBTU4HOro 546, 571, 519 & 520, Village Kumbhavali, Taluka Palghar,
3acTocyBaHHSA District Palghar, 401506, Maharashtra State, India
4. AKTOBETH PO34MH AN iH'eKLN, TOB YkpaiHa TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny 3a UA/11232/01/01
40 mr/mn; no 2 mn "Takena YkpaiHa (nakyBaHHS 3 - OHOBJIEHHSA BXe 3aTBEPKEHNX METOAIB KOHTPOSO AKOCTI | peyenmom
(80 mr) B amnyni, no YkpaiHa" copmum in bulk cdipmun- nikapcbkoro 3acoby, a came: BUKNadEeHHS TEKCTY
25 amnyny BUpobHuka Takena OepXXaBHOK MOBOHO 3riAHO Cy4acHMX BUMOr. BBeaeHHs
KapTOHHi KOpoOLyi; ABcTpis [M6X, ABCTpist) 3MiH NPOTAroM 6 MicALiB NicNs 3aTBEPOXKEHHS; 3MiHK |
no 5 mn (200 mr) B TUNY - BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA".
amnyni, no 5 amnyni 3anponoHosaHo: MAPKYBAHHA (3riaHo i3 3aTBEpaXeHM
Y KapTOHHIl kopobLi; TEKCTOM MapKyBaHHs1). BBeaeHHsi 3MiH npoTsirom 6-Tu
no 10 mn (400 mr) B MicsiLiB nicns 3aTBepOoXKEHHS
amnyni, no 5 amnyn
Y KapTOHHIl kopobui
5. AKTPANIO® PO34MH ANs iH'eKLin, A/T Hoso [anis Bupo6Huk Hanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/17171/01/01
HM 100 MO/mn; no 3 mn Hopgaick Hepo3dacoBaHoro ®paHuis/ - AgMiHiCTpaTuBHI 3MiHW. BunyveHHs BUpoOHMYOI AinbHULI | peyenmom
®INEKCNEH® y KapTpuaxi; no 1 NpoaykTy, NEPBUHHE Bpasunis/ (Bkntovatoun AinbHULi ana A®I, npomixxHoro npoaykTy abo
KapTpumKy y nakyBaHHS1; KOHTPOIb KuTaicbka roTOBOrO fikapCbKoro 3acoby, AinbHWLI ANA NpoBeAeHHs!
6araTtofo3oBin AKOCTi NPOAYKTY B HapogHa nakyBaHHsi, BUpOOHWKa, BiAnoBiAanbHOro 3a BUMycK cepin,
OfHOpa3oBin NnepBYHHOMY NaKyBaHHi Pecnybnika MicLie NpoBeAeHHs KOHTPOMto cepii) abo nocTavanbHUKa
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
(Pnekcllen®): A/T Hoso rotoBoro npoAykty (PnekclleH®)». PyHkuii, Wo
Hopaick, daHis; BUITy4alOTbCA MOXYTb BUKOHYBaTW iHLUI 3apeecTpoBaHi
MapkyBaHHS Ta BTOPUHHE BMPOGHMKM. 3MiHM BHocsATbeA B MKA J13 go posginy
nakyBaHHs1 FOTOBOrO «BUpoBHMKMN»
npoaykty (PnekclleH®):
A/T Hoso Hopgaick, OaHis;
Brpo6Huk npoaykuii 3a
MOBHVM LIKIIOM:
Hoeo Hopgaick
MpogatokeboH CAC,
®paHuisi; BupobHuk
Hepo3adacoBaHOro
NpoAyKTYy, NepBUHHE
nakyBaHHS1; KOHTPOIb
AKOCTI MPOAYKTY B
NepBMHHOMY NakyBaHHi
(kapTpuaxi MNeHpin®);
36MpaHHsA, MapKyBaHHA Ta
BTOPWHHE NakKyBaHHS
roTOBOrO NPOAYKTY
(PnekclleH®); koHTpOIb
SIKOCTi FOTOBOTO MPOAYKTY
(PnekclleH®): Hoso
Hopgaick Npoaykao
dapmaceyTika oo bpasinb
JItpa., bpasunis;
Bupo6Huk
Hepo3dacoBaHOro
NpOAYKTY, HAMOBHEHHS B
NepBUHHY YNaKoBKY:
Hoso Hopgaick (Kutan)
dapmacsbtoTikans Ko.,
ItAa., Kutainceka HapogHa
Pecny6nika
6. ANEKCAH® PO34MH AN iH'EKLN EBEBE ABcTpis EBEBE ®apma Nec.m.6.X. AscTpis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/1150/01/01
Ta iHdysin, 20 dapma Hdpr. KI', ABCTpist (NoBHMIA HimeyuunHa - 3MiHM y cneuudikadii BXigHoro KoHTposnio AdI peuenmom
mr/mn, no 5 mn (100 lec.m.6.X. LMK BUPOOHMLTBA); LintapabiHy, a came 3a nokasHukamu «lgeHTtudikadisi»,
Mr) y donakoHi, rno 1 Hdpr.KI" ITa6bop JNC CE & Ko.KT, «KinbkicHe BU3HaveHHs» Ta « CynpoBigHi LOMILLKM»
drakoHy B HimeuumnHa (TecTyBaHHs); noB'si3aHi 3i 3aMmiHamu y MoHorpadii €®; 3MiHu | Tuny -
KapTOHHIl kopoOLi M1 MikpoGionoriwec NnoJaHHsi OHOBINEHOTO cepTudikaTa BiANOBIAHOCTI
Mptochnabop Mm6X , €ponevickkin hapmakonei Ne R1-CEP 2000-048-Rev 04
ABCTpis (TecTyBaHHs1) anst A®I LiutapabiHy Big Bxe 3aTBepAXeHOro BUpobHUKa
PRIME EUROPEAN THERAPEUTICALS S.P.A. -
EUTICALS S.P.A,, Italy, skvi 3miHMB Ha3By Ha
ARCHIMICA S.P.A,, ltaly
7. ANEKCAH® PO34MH AN iH'EKLN EBEBE ABcTpis EBEBE ®apma Nec.m.6.X. AscTpis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/1150/01/02
Ta iHdysin, 50 Papwma Hdor. KI', ABCTpis (moBHWMWA Himeuumnna - 3MiHM y cneumdikaLii BxigHoro koHTponto AdI peuyenmom
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

mr/mn, no 10 mn
(500 wmr), abo no 20
mn (1000 wmr), abo
no 40 mn (2000 wmr)
y dnakoHi; no 1
cnakoHy B
KapTOHHiI kopobui

lec.m.6.X.
Hdpr.KI

LMK BUPOBHULITBA);
Jla6op J1C CE & Ko KT,
HimeuyumHa (TecTyBaHHS);
MM Mikpo6ionoriwec
Mptoconabop M6X ,
ABCTpis (TecTyBaHHs)

LinTapabiHy, a came 3a nokasHukamu «lgeHTudikauis»,
«KinbkicHe BU3Ha4eHHsa» Ta « CynpoBiaHi JOMILLKN»
noB'si3aHi 3i 3aMmiHamn y MoHorpadii €®; 3amiHn | Tuny -
NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
E€sponevicbkin hapmakonei Ne R1-CEP 2000-048-Rev 04
anst A®I LutapabiHy Big Bxxe 3aTBepaXeHOro BUpobHuka
PRIME EUROPEAN THERAPEUTICALS S.P.A. -
EUTICALS S.P.A,, ltaly, siknin 3MiHMB Ha3BY Ha
ARCHIMICA S.P.A,, ltaly

ANNKOOE3® IC

Tabnetkn no 0,5,
no 4 tabnetkn y
Gnictepi; no 1
Gnictepy y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 2 énictepn y
nayui 3 KapToHy

Tosapuct
BO 3
[04aTKOBO
10
Bignoeiga
TNbHICTIO
"IHTEPXI
M

YkpaiHa

ToBapucTso 3
[04aTKOBOK
BignoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny
- 3MiHM WoAo H6esnekn/edekTUBHOCTI Ta dhapmakoHarnsaay.
BBeneHHsa abo 3mMiHM A0 y3aranbHeHWX A4aHUX Npo
cuctemy cdbapmakoHarnsaay (BBEAEHHS y3aranbHeHUX
AaHux nNpo cuctemy papmakoHarnagy, 3amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asBHUKA A4S 3AiNCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bif yNTOBHOBaXeHOI 0cobw,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MiLLIEHHi
macTep-darina cuctemu papmakoHarnsgy) - amiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
dapmakoHarnag,.

MponoHoBaHa peaakuis: HaropHa OneHa OnekcaHgpiBHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI ocobu,
BiZNoOBiganbHoi 3a papMakoHarnag

be3
peuenma

UA/12717/01/01

AlbBYBEH

PO34MH Ans iHDY3in
10 %, no 50 mn, 100
MA 'y donakoHi; no 1
dnakoHy y nayui 3
KapTOHY

TOB
"BIOPAP
MA
MIA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3MA", Ykpaina
(BMPOBHMLTBO, NEPBUHHE
nakyBaHHS; BUPOOHMLITBO,
nepBYHHE Ta BTOPUHHE
nakyBaHHsi, BUMNYCK cepin;
KOHTPOSb SAKOCTi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3MiHM 3 siKoCTi. [oTOBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS roToBOro nikapcbkoro 3acoby (HeaHavHa
3MiHa y 3aTBEpOKEHNX MeToAax BUNpobyBaHHS) -
He3HauHi 3MiHu y MeTogi BunpobysaHHs "Po3noain
Monekyn 3a po3mipomM"

3a
peuernmom

UA/15875/01/01

10.

AllbBYBEH

PO34MH ANS iHDY3in
20 %, no 50 mn, 100
MA 'y conakoHi; no 1
cdnakoHy y nayui 3
KapTOHY

TOB
"BIODAP
MA
MITA3SMA"

YkpaiHa

TOB "BIO®APMA
MNA3MA", YkpaiHa
(BMPOBHULTBO, NEPBUHHE
nakyBaHHs1; BUPOGHULITBO,
nepBYHHE Ta BTOPUHHE
nakyBaHHsi, BUMNYCK cepin;
KOHTPOIb SKOCTi)

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHM 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPoByBaHHS roTOBOrO NikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBeppKeHNX MeTofax BUNPODYyBaHHSI) -
He3HauHi 3aMiHu y MeTofi BunpobyBaHHsi "Po3noain
MorneKyn 3a po3mipom"

3a
peuerimom

UA/15875/01/02

11.

AlbAYPA3UM
®

KOHLEHTpaT Ans
pO34KHy Ana
iHdy3in, 100 Of/mn;

I[keH3anm
HOpon B.B.

HigepnaHnaun

BeTttep ®apma-depTiryHr
'm6X enp Ko KT,
HimeyumHa (kiHueBe

HimeuuunHa/
Ipnaxgis/
Benuka

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
BUMPaBIEHO TEXHIYHY NMOMUIIKY B TEKCTi MapKyBaHHS
BTOPWHHOI YNaKoBKW NiKapCbKOro 3acofy.

3a
peuerimom

UA/8093/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
Ne 1:no5mny HanoBHEHHS pnakoHis Bputanis/ 3AMPOIMNMOHOBAHO: 11. HAUMEHYBAHHA |
dnakoHi; no 1 (nepBMHHE NakyBaHHS), CLUA MICLIESHAXOIXEHHA BUPOBHUKA TA/ABO
nakoHy y npoBefeHHs TeCTy Ha 3AABHUKA BupobHuk: IKEH3AWMM NIMITER 37
KapTOHHiI kopobuyi CTepUnbHICTb); [KeH3anm XONNAHAC POYQA, XABEPXIN, CB9 8PU, Benuka
Ipnang Jlimiten, lpnaHais BpuTtaHis abo OxeHsaim lpnang Nimitea IOA IHgacTpian
(BTOPYHHE NaKyBaHHS, Mapk, Onp KinmeageH Poya, Batepdopa, IpnaHgisa
KOHTponb skocTi M3 Ta 3asasHuk: [xensanim FOpon B.B., Higepnanan 3asHayeHe
BUMNYCK cepii); [hxeHsanm BWMpaBIIEHHN BiANOBiAae apXiBHUM maTtepianam
JlimiTen, Benuka BpuTaHia peecTpauiiHoro 4ocke
(MapkyBaHHS Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
skocTi [T13 (3a
BVKIMIOYEHHSIM TECTY Ha
CTEepPUIbHICTb), BUNYCK
cepii); xy6ineHt
XonnictepCriep JIC,
CLUA (kiHueBe
HanOBHEHHS hNaKOHIB
(nepBMHHE NakyBaHHs),
npoBeAeHHs TeCTy Ha
CTEPUIbHICTb)
12. | AMBPOKCONY | tabnetku no 30 mr; My6niyne YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/1437/01/01
rigPoxnopPua | no 10 Tabnetok y aKuioHepH ToBapucTBO "HaykoBo- - BBE1eHHS anbTepHaTUBHOIO TEKCTY MapKyBaHHSA peuenma
6nicTepi; no 2 e BUPOGHWYMIA ynaKoBKW fikapcbKoro 3acoby i3 3a3HayeHHsIM noroTuny
bnictepn y nayui 3 TOBapuUCTB LeHTp"bopLuariBcbkuin ancTpub“ioTopa Ha JOAAaTOK 0 BXe 3aTBEPKEHOro
KapTOHY o XiMiKO-hapmaLeBTUYHMI TEKCTY MapKyBaHHS
"HaykoBo- 3aBoa", YkpaiHa
BMPOGHWY (BMPOBHMLTBO 32 NOBHUM
VI LEHTP uuknom); ToBapucTeo 3
"BopLuaris obmexeHoto
CbKuiA BiAMOBIAANbLHICTIO
Ximiko- "AFPOPAPM", YkpaiHa
hapmaues (BpOBHMLTBO,
TUYHUIA nakyBaHHsi, BUNyCK cepint);
3aBog" ToBapucTBO 3 OOMEXEHOI
BignoBiganbHIiCcTIO
"HaTyp+", YkpaiHa
(koHTpOnb cepiit)
13. | AMIHOKAMNPO NopoLLOK Ans TOB YkpaiHa TOB "UcTtok-Mntoc” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu bes UA/16974/01/01
HOBA oparnbHoro "NcTok- MMy - 3MiHW 3 skocTi. APl BupobHuuteo. 3mMiHa peuenma
KUCNOTA 3acTtocyBaHHA No 11 Mrroc” BMPOGHVKa BUXiQHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy, Lo

y cawe Ne10 (10x1)
y KOpOOLUj 3 KAPTOHY;
Ne1 y cawe

BUKOPUCTOBYOTLCS Y BUpOGHUYOMY npoueci ADI, abo
3MiHa BMPOBHWMKa (BKMOYaoum, Ae HeobxigHo, micue
npoBeAeHHs1 KOHTporio sKocTi) ADI (3a BiACyTHOCTI
cepTucpikaTa BignosigHocTi EBponeiickkiii hapmakonei y
3aTBEpAKEHOMY [0CbE)(BBEAEHHSA HOBOro BUPObHMKa AdI
3 HapgaHHSaM MacTep-daiina Ha ADI) - BBeeHHS
anbTepHaTMBHOro BUpobHuka ADI LissHey FOHaHb
Papmacktotikan Ko., Jlta./Jiangsu Yongan Pharmaceutical




IIponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

Co., Ltd 3 HagaHHAM MacTep-carina Ha AD|
(AmiHOKanpoHoBa kucnoTa) A0 BXe 3aTBepOAXEHOro
BUPOGHMKa

14.

AMILNTPOH®
®OPTE BE3
LIYKPY

NMopoLLOK Ans
0oparnbHOro po34ynHy
no 13 r y cawe; no
13 ry cawe, no 10
cawle y nayui 3
KapTOHY

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
TNbHICTIO
"IHTEPXI
M

YkpaiHa

ToBapucTso 3
[00aTKOBOK
BigNOBiganbHICTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: YTOYHEeHHs
HanucaHHA KpaiHu BUpo6HMKa B Haka3i MO3 YkpaiHu
Ne 1922 Bia 10.09.2021 B npoueci BHECEHHA 3MiH
(3MiHu | TUNY - BBEAEHHA [OAATKOBOrO BUPOOHUKA AitoyOoT
peyoBuHM PeHinedpuHy rigpoxnopua, Wo BXxoanTb 40
cknagy rotoBoro fikapcbKoro 3acoby, skuii mae
ceptudpikaT BignosigHocTi EP,(3anponoHosaHo: Unichem
Laboratories Ltd, IHgis Ta Malladi Drugs &
Pharmaceuticals Limited Unit-3, IHais, CEP R1-CEP 2003-
179-Rev 03); cynyTHS 3miHa - 3MiHK 3 akocTi. ADI.
KoHTponb A®I - 3miHa y TecTi "3anuLuKoBi KinbKoCTi
OpraHiYHMX PO34YMHHUKIB" - AOAaBaAHHA HOPMYBaHHS Ta
METOAVKM BUKOHaHHSA TECTY AN HOBOro BUPOOHMKa 3
YTOYHEHHSAM Ha3BW TECTY; BiAMNOBIAHI 3MiHM B po3Ainax
yrnakoBKa, MapKyBaHHS, TePMiH NPUAATHOCTI; 3MiHu | Tuny -
BUNyYeHHs TecTy "Baxki meTanu" 3i cneundikuaii Ta
meTogiB koHTponio A®l AckopbiHoBa kucnoTa; 3miHum |
TMNy - y cneumdikadii Ta meTogax koHTposnto AdI
AckopbiHoBa KMcnoTa NpoMoOHYETLCA 3MiHa HOPMYBaHHS
Ta METOAUKUN BUKOHAHHS TecTy "3anuLKoBi KinbKOCTi
OpraHiYHMX PO3YUHHKKIB" 3 YTOMHEHHAM Ha3Bu TECTy Y
3B'AI3Ky 3 OHOBIIEHHAM AOKyMeHTaLii BupobHuka (ASMF);
3MiHM | TUNY - 3aMiHa BUPOBHWYOT AinbHUUI (Micus
NpoBaKeHHN AiANbHOCTI) ANs 3aTBepAXeHOro BUpobHMKa
A®I| AckopbiHoBa KncnoTa, LWo BXoAWUTb A0 cknagy
nikapcbkoro 3acoby, (3atBepmkeHo: Northeast
Pharmaceutical Group Co., Ltd. No.37, Zhonggong North
Street, Tiexi District, Shenyang , China, 3anponoHoBaHo:
Northeast Pharmaceutical Group Co., Ltd. No.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China). Pegakuisi B Hakasi: ABCTpisi.
3anponoHoBaHa peAakuis: YkpaiHa.

6e3
peuenma

UA/14117/01/01

15.

AHIJ1IOP

PO34MH A4S pOTOBOI
NopoXxHuHK; no 120
mn abo 200 mny
riakoHi CKMNsIHOMY;
no 1 dnakoHy 3
MipHUM
CTakaH4YMKoM B
nayui; no 120 mn
abo no 200 mny
drakoHi
noniMepHomy; no 1
¢rakoHy 3 MipHUM

MpusaTHe
aKuioHepH
e
TOBapuCTB
o
hapmaues
TMYHa
abpuka
«Biona»

YkpaiHa

lMpuBaTHe aKLioHepHe
TOBapUCTBO
apmavneBTuyHa habpuka
«Biona»

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu |
Tnny - AQMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLA NPOBaMKEHHS AiSNbHOCTI BUPOOHMKa
(Bkntovatoum, 3a HeobXiaHOCTI, Micue NpoBeAeHHs
KOHTpOMo SIKOCTi), abo BnacHuka mactep-ganna Ha AdI,
abo nocTtavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
3acTOCOBYHTbCH Y BUPOOHULTBI AD| (SKLLO 3a3HayeHo y
[0Cbe Ha nikapcbkui 3acib) 3a BigcyTHOCTI cepTudikaTa
BiQNOBiAHOCTI €Bponelckkin chapmakonei y
3aTBEPAKEHOMY A0CbE, abo BUPOBHMKA HOBOT AOMOMIDKHOT
PEYOBVHM (SIKLLIO 3a3HAYEHO Y AOCHhE) - 3MiHa Ha3BU

6e3
peuyenma

UA/18048/01/01




IIponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

CTaKaH4MKOM B
nayui

BMpobHuka A®I (XnopbyTaHony remirigpaty), 6e3 3miHu
micust BUpo6HuuTBa. 3MiHu | Trny - 3MiHKW 3 SIKOCTi.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa po3mipy
ynaKoBKW roTOBOrO fikapcbKkoro 3acoby (3miHa
mMacw/o6'eMy BMIiCTy KOHTelHepa 6aratoj030BOro
nikapcbkoro 3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 04HOO030BOr0, HaCTKOBOTO
BMKOPUCTaHHS)) (

— BBEAEHHS A0AAaTKOBMX YNakoBoK No 120 M y dpnakoHu
cknsHi (BBk-B-125-27-OC) ta donakoHun nonimepHi (PrP -
125, BBIM — 125, ®I1 - 125), 6e3 3MiH1 nepBUHHOIO
nakyBarnbHOro Matepiany gnakoHiB (3aKynoptoBarnbHi
3acobu fo pnakoHiB 3anuwnnucs 6e3 3miH), 3
Bi4NOBIgHNMYM 3MiHaMVK B p. «YNakoBkay» Ta n. «06 em
BMICTY YNaKkoBK/U» y MeToAax KOTpons SKOCTi; MPMBEAEHHS
p. «Ynakoska» MKA N3 y BignoBigHicTb A0 MaTepianis
peecTpaLinHOro AoChe (3a3HayveHHs iHdopmMalii Wwoao
MipHOrO cTakaH4vka) BBegeHHs 3miH npoTsrom 6-tm
MiCSILIiB 3 ATV 3aTBEPIKEHHS

16.

AMETUCTUM

cuponno 125ry
cdnakoHi; no 1
dNaKkoHy 3 MipHUM
CTakaH4YMKoM B
KopobLi 3 KapTOHY

Bpounasc
bke
nignpuemc
TBO
nikapcbku
X TpaB
"rEPBAN
Onb" AT

MNonblia

Bpounascbke
niaNnPUEMCTBO MiKapCbKMX
TpaB "lepbanons" AT,
MonbLwa (BMpoGHMUTBO 32
NOBHMUM LIMKINOM 6e3
BUMycka cepii);
Bpounascbke
nignpPUEMCTBO NiKaPCbKNX
Tpas "MEPBAMOIL" AT,
MonbLwa (BUNYyck cepii)

MNonblia

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3mMiHu | Tuny
- 3MiHa cneuudikauii pOCIMHHOI CMPOBUHU, @ came 3MiHa
noxogxeHHs nucta menicu (Melissae officinalis L. folium),
LLIO BUKOPUCTOBYETBCS Ans BUrotoBneHHs A®l cknagHoro
PiAKOro eKCTpakTy, a came 3 «KynbTyp, BUPOLLEHUX B
Hwxhin Cinesii» Ha «KynbTyp, BUpOLLEHNX y MNonbLui» ,
[lopaTkoBO BHOCATLCS pedakuinHi npaBku 4o cneumdikaLii
POCIIMHHOT CUPOBUHMU, LLIO CTOCYIOTBCSI TEXHIYHMX
XapakTepucTuk (oHoBMneHHs Bepcii Cneundikadii, goaaHi
nocunaxHs Ha EP), napameTpu cneumdikaLii He3MmiHHi;
3MiHM | Tuny - 3miHa y cneuudikauii pOCIIMHHOT CMPOBUHN —
nnoais eHxeno), Lo BUKOPUCTOBYETLCSA ANS
BUroTosneHHs APl cknagHoro pigkoro eKCTpakTy, a came
BUITYYEHO BU3HAYEHHS 3anULLKIB HeOpraHiyHux 6pomiais
BianoBigHoO Ao oHoBneHoi ctaTTi EP 2.8.13 [logaTkoBO
BHOCATbCS pedakLuinHi npasku Ao cneundikauii pocinHHOT
CVIPOBVHW, LLO CTOCYHOTbCH TEXHIYHMX XapakTepucTuK
(oHoBReHHsA Bepcii Cneumndikauii, foaaHi nocunaHHNA Ha
EP), napameTpu cneuudikauii He3aMiHHi; 3miHu | Tuny -
3MiHa y cneuudikauii pOCNMHHOI CUPOBUHU — TpaBu
[OepeBito, L0 BUKOPUCTOBYETLCS A1 BUTOTOBMNEHHsST ADI
CKITafiHOro PiJKOro eKCTpakTy, a caMme BUIyYeHO
BM3HAYEHHS 3anuLLKIB HEOpraHiyHnx 6pomiais BignoBigHO
0o oHoBreHoi ctatTi EP 2.8.13 [logaTkoBO BHOCATLCS
peakuinHi npasky Ao cneundikauii pOCIIMHHOT CUPOBUHM,
LLIO CTOCYIOTBCS TEXHIYHUX XapaKTEPUCTUK (OHOBIEHHSI
Bepcii Cneundikauii, fogaHi nocunaxHHs Ha EP),

6e3
peuenma

UA/16160/01/01




IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
napameTtpu cneuundikauii He3MiHHi
17. | APOMA3UH TabneTkn, BKpUTI MNeAN3EP CWA Mdpanzep ITania C.p.n. ITanis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | Tuny 3a UA/4769/01/01
LLlyKpOBOIO IHK. - 3MiHV BHECEHO B iHCTPYKLiO ANS MEAUYHOro peuenmom
obonoHkoto, no 25 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
Mmr, no 15 TabneTtok "OcobnuBocTi 3acTocyBaHHA" 3riAHO 3 OHOBIIEHOIO
y 6nicTepi; no 2 iHcpopmauieto Lwoao 6e3nekn 3acTocyBaHHSA JOMOMIXKHOI
6nictepu B poyoBuHW. BBeaeHHs 3MiH npoTtsarom 3-x micAuis nicns
KapTOHHil KOpoOLyi; 3aTBepaKEHHSA
no 20 Tabnetok y
GnicTepi; no 5
GnictepiB y
KapTOHHI kopobui
18. | APTPUOA® PO3YMH ANS iH eKUiN, 3AT JInToBcbka XAYTMT »APMA JIBPOH PpaHuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15442/01/01
100 mr/mn, no 2 mn "®apmnira Pecnybnika - 3MiHM Wopo H6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. | peyenmom
B amnynax; no 5 " BBeneHHsa abo 3mMiHM 40 y3aranbHeHWX A4aHnX Npo
amnyn y noTky; no 2 cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX
NOTKM y navui 3 AaHux Npo cuctemy dapmakoHarnagy, amiHa
KapTOHY yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLIO BOHa BiAMiHHa Bif, yNOBHOBaXeHOi ocobu,
BiANOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag,.
MponoHoBaHa pepakuis: LWynby Onbra CepriiBHa. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnag. 3MiHa Homepa
MacTep-canna cucteMmu apmakoHarnsgy
19. | ACAKON® cynosuTtopii Tinotc LLiBenuapis Brpo6HuK, LLiBenuapis/ | BHeCeHHs 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/A770/02/01
pekTanbHi no 500 mr | ®apma Al BiAgnosiganbHWA 3a BUNYCK HimeyuunHa - 3MiHa y cneumdikauii HedapmakonenHoro A®l, a came | peuenmom
no 5 cynosutopiis y cepint: Tinotc ®apma Al OOMOMDKHOI PEYOBUHW — TBEPAUN XXUP AN NPUBEAEHHS Y
GnicTepi; no 4 LLisenuapisi; BUpobHuk, BiAMOBIAHICTb A0 BUMOT EBponericbkoi hapmakonei
Gnictepn B kopobui BianosigansbHWiA 3a
3 KapTOHY f[o3oBaHy dopmy Ta
nakyBaHHs:
Xaynt ®apma BronbdiHr
'M6X, Himeyuunna
20. | ACAKON® TabneTkn, BKpUTI Tinotc LLiBenuapis Tinotc ®apma Al’, LLiBenuapisi/ | BHeceHHs 3MiH O peecTpauiiHux maTtepianis: 3amiHu | Tuny 3a UA/A770/01/01
060onoHKot, dapma Al LLIseiuapis (BUpOGHUK, HimevuunHa - BigobpaxaTtu KkpaiHu NOXOO4XKEHHS TBApWH Bif sIKUX peuenmom
KULLKOBOPO3YMHHI MO BignosiganbHWUA 3a BUNYCK OTPUMYIOTb CUPOBATKY AN AONOMIXKHOI PEYOBUHW NaKTo3n
400 mr; no 10 cepin); Xaynt ®apma MoOHorigpaTa; 3miHu | Tuny - 3MiHa HaliMeHyBaHHS

Tabnetok y 6nictepi;
no 10 GnictepiB y
KOpobLi 3 KapTOHY

BronbiHr MMEX,
HimeuyumHa (BMpPOGHMLUTBO
Hepo3dacoBaHoi
npoaykuii, nepBuHHa Ta

BUPOGHMKa JONOMIXKHOI pe4OBUHM NaKTO3U MOHorigparTa.
B3anponoHoBaHo: Meggle GmbH &Co. KG Megglestr 6-12
D-83512 Wasserburg am Inn Germany
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BTOPWHHA ynakoBka)
21. | ACAKON® TabneTkn, BKpUTI Tinotc LLIseniLapis Tinotc ®apma AT, LLiBenuapisi/ | BHeCeHHs 3MiH [0 peecTpauiiHux maTtepianis: 3amiHu | Tuny 3a UA/A770/01/02
060SOHKO1, dapma Al LLIBenuapis (BUpOBHWK, HimeuyunHa - BinoGpaxaTu KpaiHM NOXOMKEHHS TBAPWH Bif, SKUX peuenmom
KWLLIKOBOPO34MHHI MO BiAMOBIAANbHUIA 3a BUMYCK OTPUMYIOTb CMPOBATKY ASA AOMOMIXHOI PEHYOBUHM NaKTO3M
800 mr; no 10 cepin); Xaynt Papma MoHorigpara; 3miHu | Tuny - 3MiHa HaliMeHyBaHHS
Tabnetok y 6nictepi; BronbiHr M'm6X, BUPOBHMKA LONOMIXKHOI pe4OBMHM NTAaKTO3M MOHOrigpaTa.
no 5 a6o no 6 HimeyumHa (BUpOGHMLTBO 3anponoHoBaHo:
6nicTepiB y kopobui Hepo3dacoBaHoi Meggle GmbH &Co. KG Megglestr 6-12 D-83512
3 KapTOHY npoaykuii, nepBuHHa Ta Wasserburg am Inn Germany
BTOPWHHA ynakoBska)
22. | ACKOPBIHOBA | po3uyunH anst iH'exuin, AT YkpaiHa AT "INy6Hundpapm” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/0003/02/01
KUCINOTA 50 mr/mn, no 2 mn B "Jly6Hndpa - 36inblUEHHs Po3Mipy cepii roToBOro nikapcbkoro 3acoby. | peyenmom
amnyni; no 10 amnyn pm" 3anponoHoBaHa pepakuia Posmip cepii: Big 63000 wT. oo
y nayui 3 KapToHYy 79600 wT. amnyn, a6o Big 6,200 T. wTt. Ao 7,800 T. WrT.
Ne10 Big 62500 wT. go 85000 wT. amnyn, a6o Big 5,000 T.
wT. go 7,800 T. wt. Ne10
3MiHu | Tuny - 3MiHK 3 sikocTi. [oTOBMIN Nikapcbkui 3acib.
3MiHu y BUpobHMUTBI. 3amiHa abo BBegeHHs 40OaTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro NpoLEeCy roToBOro fikapcbKoro 3acoby
(minbHUUSA, Ha AKiN NpoBoAATECS ByAb-AKi BUPOGHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOIO SKOCTi Ta
BTOPWHHOIO MaKyBaHHSA AN CTEPUINbHUX NiKapCbKNX
3acobiB (BkMoYa4m BUpobneHi acenTM4HNM METOA0M),
KpiM nikapcbknx 3acobis 6ionori4yHoro/iMmyHonoriYHoro
NMOXOMXEHHS); CYNyTHSI 3MiHa - 3MiHM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiNbHUL BUpObHMUTBA ANs
YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (4inbHWULSA AN BTOPUHHOIO
nakyBaHHs1) - BBEIEHHS1 JOAATKOBOI QiNbHUL
BMPOGHMLTBA iH’EKLIHMX Nikapcbkux 3acobis Ne2
3aTBepgkeHoro BupobHuka AT «JTy6HMUdapm», YkpaiHa;
3MiHW | TURy - 3MiHK y Npoueci BUPOGHMLITBa roTOBOro
nikapcbKoro 3acoby, ki BKNOYaoTb HOBE 00nagHaHHs
Ans NpuroTyBaHHs Ta dpacyBaHHs J13 y popMi po3umnHiB
ans iH'ekuin Liexy Ne5
23. | ATAKAH[ Tabnetkn no 16 ACTPA3E LLisenuapis Actpa3eHeka AB, LLiseLis Lseuis/ BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | Tuny 3a UA/7620/01/01
nnc mr/12,5 mr; no 14 HEKA Al (BMPOBHULTBO, KOHTPOb Himeyuunna - 3MiHV BHECEHO B iIHCTPYKLIiO A4S MEAUYHOro peuenmom

Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHiIl kopobui

AKOCTI, NEPBUHHA Ta
BTOPWMHHA YNakoBka,
BUMNYCK cepii);
Actpa3eHeka MOX,
HimeuyumHa (BMPOGHMK,
BiANOBiganbHUIM 3a
nakyBaHHs Ta BUMYyCK
cepii)

3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs" Ta "MobiuHi peakuii" 3rigHo 3
pekomMeHaauisimu PRAC. BBeaeHHst 3amMiH npoTtsirom 6-u
MicsLiB nicnsi 3aTBepOKEHHS
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
24. | ATEHOJI-H™ TabneTku, BKPUTI IxeHom IHais >xeHom bioTek INBT. 114, IHais BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3mMiHu | Tuny 3a UA/10468/01/01
NniBKOBOO BioTek - 3MmiHK Wopo 6esneku/edekTUBHOCTI Ta hapmakoHarnsgy. | peuernmom
obonoHkoto; no 10 MeT. N1A. BBeneHHs abo 3miHM A0 y3aranbHeHWX aHnx npo
TabneTok y cTpuni; cuctemy bapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX
no 1 ctpuny B AaHux nNpo cuctemy cpapmakoHarnsgy, amiHa
KapTOHHOMY yNoBHOBaXeHoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
KoHBepTi; no 10 chapmakoHarnsay; KOHTaKkTHoOi ocobu 3 hapmakoHarnsay
KOHBEpTIB Y 3asBHUKA ANA 3AiNCHEHHS bapmakoHarnsaay B YKpaiHi,
KapTOHHil kopobui SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXXeHOI 0cobw,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKNOYaOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
dapmakoHarnag.
MponoHoBaHa peaakuis: oktop Capaceari
BeHkaTtelwuBapa BitiaBati. 3mMiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
cdapmakoHarnsg. BeegeHHs KOHTaKTHOT 0CoOM 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi.
[MponoHoBaHna pepakuis: LLnHkapeHrko Jlrogmuna tOpiiBHa.
BBefeHHsA KOHTaKTHUX AaHNX KOHTaKTHOI 0CObU 3asBHUKA,
Bi4NoBiganbHoi 3a papMakoHarnsag B YKpaiHi
25. | AOPUOA Kancynm m'ski no HenbTa LWeenuapis | Mxentek Mparset Nimiteq IHAis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/18381/01/01
EKCIMNPEC 200 mr, no 10 Megiken - nogaHHs Hosoro [E-CepTudikaTty BignosigHocTi peuyenma
Kancyn M'sakux y Mpomoyw €sponevicbkin apmakonei Ne R1-CEP 2000-344-Rev 03
6nictepi; no 1 abo 2 H3 Al ansa gonomixkHoi pevoBuHn Gelatin Big Bxe
Gnictepu B 3aTBepakeHoro BupobHuka NITTA GELATIN INDIA LTD
KapTOHHI kopobLyi
26. | AOOPUOA Kancynm m'ski no HenbTa Lsenuapis | Mxentek Mparset NimiTeq IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/18232/01/01
MAKC 400 wr, no 10 Megpiken - nogaHHs Hosoro E-CepTudikaTty BignosigHocTi peuenma
EKCMNPEC Kancyn M'skux y MpomoyL €sponevicbkinn apmakonei Ne R1-CEP 2000-344-Rev 03
6nictepi, no 1,2, 3 H3 Al ansa gonomixkHoi pevoBuHM Gelatin Big Bxe
abo 10 6nicTepis B 3aTBepaxeHoro BupobHuka NITTA GELATIN INDIA LTD
KapTOHil kopobui
27. | ALUETUNCANIL | TtabneTku no 500 wr, MAT YkpaiHa MAT "KviBmeanpenapat", YkpaiHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny bes UA/7529/01/01
WNOBA no 10 Tabnetok y "Mannyda Ykpaina; MAT - 3MiHWM BHECEHO A0 iHCTPYKLUii ANt MEAUYHOTOo peuenma
KUCIOTA ctpunax; no 10 pm" "Manunydapm”, YkpaiHa 3acTOCyBaHHSA fikapcbKoro 3acoby Ao posainis
Tabnetok y "MpoTtunokasaHHs", "Ocobnuei 3axoaun 6e3nekun”,
6nictepax; no 10 "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHWi Buam
Tabnetok y 6nictepi; B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
no 2 6nictepu B "Mepepno3yBaHHs" , "MobiyHi peakuii" BianosigHo ao
navui OHOBreHoI iHdopMaLii 3 6e3nekn 3acTocyBaHHS AitoYOi
peyoBuHW. BBEAeHHS 3MiH NpoTSirom 6-Tu MicauiB nicnsa
3aTBEpPAKEHHS
28. | ALUUKNOBIP KpeMm Ans Benyno, Xopgaris Benyno, niku Ta Xopgaris BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/14085/01/01
BENYMNo 30BHILLHBOIO nikn Ta KOCMeTuKa, A4.4. - nopgaHHs oHoeneHoro ceptudikaty CEP (R1-CEP 2001- | peuenma
3acTocyBaHHs 5%, KOCMeTuKa 283-Rev 05) Big yxxe 3aTBepmKkeHoro BupobHuka Zhejiang
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

no2rabono5r,
abo no 10 r y Ty6i;
no 1 Ty6i B
KapTOHHIN navui

,» 4.4.

Charioteer Pharmaceutical Co., Ltd., Kutan gna A®l
aumknosip. 3anponoHoBaHo: CEP (R1-CEP 2001-283-Rev
05). AaHum oHoBneHHsam CEP, BignosigHo o ICH
Guideline "Q3D Elemental impurities", HaBoguTbCA
y3aranbHEHHS! 3 KOHTPOIIO PU3VKIB LLIOAO eNEeMEHTapPHUX
[OMiLLOK

29.

BEPELL®
MATHIA NoC
B6

TabneTku, BKPUTI
NniBKOBOIO
o6ornoHkoto, no 10
TabneTtok y 6nictepi;
no 3 abo 6 brictepis
Y KapTOHHIln kopobui

3AT
"BepeLu
dapma”

YropwuHa

3AT "bepew dapma”

YropwuHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHM Wopo H6esneku/edekTUBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx npo
cuctemy chbapmakoHarnsgy (BBe4eHHs y3aranbHEeHNxX
AaHux nNpo cuctemy papmakoHarnagy, 3amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asBHUKa A4S 34ilNCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXeHOI 0cobw,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MiLLIEHHI
macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
YNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBIAANbHOI 3a
dapmakoHarnag,.

MponoHoBaHa pegakuis: diaHa Ingiko Mepkuer / Diana
lidiko Herczeg. 3miHa KOHTAKTHUX AAHUX YNOBHOBAXEHOI
ocobw, BignosiganbHoOI 3a dapmakoHarnsg; 3mMinv | tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Npo
cuctemy chapmakoHarnsgy (BBeOeHHS y3aranbHEeHNX
OaHux npo cuctemMy cpapmakoHarnsay, amiHa
YNOBHOBaXEHOT 0cobWu, BiANoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI 0cobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemmn apmakoHarnagy) -3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarnag B YkpaiHi. [ponoHoBaHa pegakuis:
CuHiok TeTaHa AHgpiiBHA. 3MiHA KOHTAKTHUX OAHWX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
bapmakoHarnsg B YkpaiHi

be3
peuenma

UA/4516/01/01

30.

BPABAOVH®

TabneTkn, BKpUTI
NniBKOBOKO
06osoHKoto, o 5 mMr
no 14 tabnetok y

KPKA,
n.o., Hoeo
MecTo

CrnoBeHis

KPKA, a.a., HoBo mecTo,
CnoBeHis (BUPOBGHMLTBO

"in bulk", nepBrHHe Ta
BTOPWHHE NaKyBaHHS,

CrnioBeHis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 36inbLLEHHS Nepioay NOBTOPHOrO BUNpobyBaHHS ADI
iBabpaguHy rigpoxnopuay 3 24 fo 36 micauis. 3miHa
NPOBOAMTLCA Ha NiACTaBi 4aHUX BUBYEHHS CTabiNbHOCTI B

3a
peuenmom

UA/16224/01/01

peanbHOMY 4Yaci. BBegeHHs 3MiH NnpoTsirom 6-Tu MicsiuiB
nicnsa 3aTBepAKeHHs:; 3MiHW | TUny - 3miHa agpecu
BMpo6HuKa AQI (iBabpagmHy) — Topharman Shandong

KOHTpOMb cepii Ta BUNYyCK
cepii); KPKA, o.a., Hoso
mecTto, CrnoBeHis

Gnictepi; no 2 abo 4,
abo no 6 GnicTepi y
KapTOHHI KopooLi
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
(koHTponb cepii) Co., Ltd, Kutan, 6e3 3miHn micus BUpoBHULTBA;
3anponoHoBaHo: No. 49 Wenshuibeilu, Xin’an District,
Anqui city, Weifang City Shandong Province, 262123,
China; 3miHu | TMny - OHOBMNEHHS BXe 3aTBEPAKEHNX
MeTOAIB KOHTPOIO AKOCTi nikapcbkoro 3acoby, a came
BUKINaOEHHS TEKCTY AepXaBHOK MOBOIO 3riAHO Cy4acHWX
BUMOr. BBeAeHHS 3MiH NpoTaroM 6-Tn micauiB nicns
3aTBEPOKEHHS
31. | BPABAOUH® TabneTkn, BKpUTI KPKA, CnoBeHis KPKA, a.a., HoBo mecTo, CnoBeHis BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | Tuny 3a UA/16224/01/02
NniBKOBOO a.Aa., Hoeo CnoBeHisi (BUPOBHMLITBO - 36inbLUEHHs nepioay noBTopHOro BuNpobysaHHst Ad| peuernmom
obonoHkoto, no 7,5 MecTo "in bulk", nepBuHHe Ta iBabpaauHy rigpoxnopugy 3 24 o 36 micsuis. 3miHa
Mr, no 14 TabneTok BTOPUHHE MaKyBaHHS, NpoBOAMTLCH Ha MiACTaBi AaHWX BUBYEHHS CTabinbHOCTI B
y bnicTepi; no 2 abo KOHTPOMb Cepii Ta BUNYCK peanbHOMy yaci. BBegeHHs 3miH npoTarom 6-Tu micauis
4, abo no 6 cepii); KPKA, a.a., Hoso nicns 3aTBepAXKEHHS; 3MiHW | Tuny - 3miHa agpecu
GnicTepiB y mecTto, CrnoBeHis BMpo6HuKa AdI (iBabpagmHy) — Topharman Shandong
KapTOHHIN kopobLi (koHTpOnb cepii) Co., Ltd, Kutan, 6e3 3miHu micus BMpobHUUTBa;
3anponoHoBaHo: No. 49 Wenshuibeilu, Xin’an District,
Anqui city, Weifang City Shandong Province, 262123,
China; 3miHu | TMny - OHOBNEHHS BXe 3aTBEPAKEHNX
METOAIB KOHTPOIIO SIKOCTI Mikapcbkoro 3acofdy, a came
BUKINaOEHHS TEKCTY AepXaBHOK MOBOIO 3riAHO Cy4acHMX
BMMOT. BBeAeHHS 3MiH NpoTaroM 6-Tu micauiB nicns
3aTBEPOKEHHS
32. | BPOHXOPUN® | cupon; no 100 mny [>xeHom IHais OxeHom BioTek MNBT. NTA. IHais BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/7422/01/01
cdnakoHi; no 1 BioTek - 3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. | peuenmom
rakoHy 3 MipHUM MeT. IlT8. BBeneHHs abo 3miHM A0 y3aranbHEHWX aHUX Npo
KOBMa4ykoM B cuctemy dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX
KapTOHHIl kopoOLi 3 [aHWX Npo cuctemy hapMakoHarnsgy, amiHa
MapKyBaHHSAM yMNoBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
YKPaiHCbKOIO MOBOO hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKa A4S 3AilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BiMiHHa Bifj yNMTOBHOBaXeHOI 0cobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLIEHHI
macTep-danna cuctemu papmakoHarnagy) - amiHa
yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
dapmakoHarnag,.
MponoHoBaHa peaakuis: Joktop Capacsari
BeHkaTewwBapa BitiaaTi. 3MiHa KOHTaKTHMX AaHKX
ynoBHOBaXeHOi ocobu, BiAnoBiganeHoi 3a
tbapmakoHarnsg. BeegeHHs KOHTaKTHOT 0COOM 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
MponoHoBaHa pepakuis: LLnHkapeHnko Jiogmuna KOpiisHa.
BBefeHHst KOHTaKTHUX JaHNX KOHTAKTHOI 0CObM 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
33. | BYCKOMNAH® PO34MH AN iH'eKLin, TOB YkpaiHa BepiHrep IHrenbxanm Icnanis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/6378/02/01
20 mr/mn; no 1 mn B "Onenna Ecnana, CA - MOJAHHS OHOBIIEHOMO cepTudikaTa BigNoBIgHOCTI peuyenmom
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
amnyni; no 5 amnyn Xenckea €ponewicbkin dpapmakonei Ne R1-CEP 2000-063-Rev 02
Y KapTOHHil kopobui Ykpaina" ANs AiloYoi pevyoBuHY riocumHy ByTunbpomiay Big Bxe
3aTBepakeHoro BupobHuka Boehringer Ingelheim Pharma
GmbH & Co. KG, Germany, y Hacnigok 3amiH B MeToAMKax
BM3HAYEHHs1 3@ NOKa3HMKaMU «3anuLLKoBi PO34YUMHHUKU» Ta
«CynyTHi gOMILLKMY; 3MiHX y cneundikadlii, a came:
nokasHuk «pH» 3amiHeHo nokasHukom «Acidity or
Alkalinity»
34. | BYCTPUKC™ cycneHsig ans nakcoCwmi Benuka nakcoCmiTKnsanH Benbris BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | Tuny 3a UA/15071/01/01
nonio iH'ekuin no 1 nosi TKnamH BpuTaHis Bionogxikans C.A. - 3MiHM 3 sikoCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHn y peuenmom
KOMBIHOBAH (0,5 mn/po3y), no 1 Ekcnopt BMPOGHMUTBI. 3MiHM y NpoLeci BUPOGHMLITBa rOTOBOIO
A BAKLUUHA [03i y nonepeaHLo NimiTen nikapcbkoro 3acoby, BKIKOYAKUM NPOMIKHUIA NPOAYKT, LLO
ansa HanoBHEHOMY 3aCTOCOBYETLCSA MPU BUPOOHMLTBI FOTOBOIO NiKapCbKOro
APO®INAKTUK | wnpwui; no 1 3acoby (He3HayHa 3miHa y npoueci BUpoOHMLTBA) -
1 OUDTEPII, nonepegHbo peecTpauis anbTepHaTUBHOI PEYOBUHMU, LLIO
NMPABLUA, HanoBHEHOMY BUKOPUCTOBYETHLCHA SIK KOMMOHEHT MOXMBHOIO cepefoBuLla
KALLJTIOKY LUNPULY Y KOMMMEKTI nig Yyac BUPOGHMLITBA NiKapCbKMX PEYOBWH Ta MiKapCbKMX
(ALENONAPH 3 ABOMa ronkamu B 3acobi. 3anponoHoBaHo: L-Lysine dihydrochloride or L-
un nnacTMKoBoMy Lysine monohydrochloride + HCI 37%
KOMMNOHEHT) KOHTeWHepi; no 1
TA KOHTeWHepy y
NONIOMIENITY | kapToHHIl kopobui
(IHAKTUBOBA
HA)
(AOCOPBOBA
HA, 3l
SMEHLUEHUM
BMICTOM
AHTUIEHIB)
35. | BABAP A TabneTku, BKpUTI TOB YkpaiHa MNIBA Xpsatcka .0.0. XopBarist BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16513/01/01
NniBKOBOKO "TeBa - 3MiHM y cneumdikauii JOMOMDKHOI peYOBUHM — Lientonosa | peuenmom
obornoHkoto, no 5 YkpaiHa" mikpokpucTaniyHa (Cellulose microcrystalline Avicel PH
Mmr/80 mr no 14 101), a came: BBeeHo napameTp lgeHTudikadis A (14);
Tabnetok y 6nictepi; lneHTudikauia A (Ximiyna) Ta lgeHTndikauis B (CtyniHb
no 1 abo 2 Gnictepu nonimepuasaldiii) nepeiMeHoBaHi Ha lgeHTudikauis B
B KOpo6Uji (XimiyHa) Ta lgeHTudikauis C (CtyniHb nonimepu3sadii);
BUAANEHO NokasHUK «Baxki meTanny»;
3MiHN | TURY - 3MiHK Yy cnieumdikaLii AONOMIXKHOI pevoBUHM
— uentono3a MikpokpuctaniyHa (Cellulose microcrystalline
Avicel PH 102), a came: BBeeHo napameTp lgeHTudikauis
A (I4); lneHTudikauia A (XimivyHa) Ta laeHTndikauis B
(CtyniHb nonimepu3aii) nepenmeHoBaHi Ha loeHTudikauis
B (XimivHa) Ta lgerTudikauis C (CtyniHb nonimepuaadii);
BUOANEHo NokasHuK «Baxki metanuy
36. | BABAP A TabneTku, BKPUTI TOB YkpaiHa MNIBA XpsaTcka 4.0.0. Xopgarist BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16513/01/02
NMNiBKOBOI "TeBa - 3MiHM y cneumdikauii JOMOMDKHOI peYOBUHM — LieMntonos3a | peuenmom
obonoHkot, no 5 YkpaiHa" mikpokpucTaniyHa (Cellulose microcrystalline Avicel PH
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
mr/160 mr no 14 101), a came: BBegeHo napameTp lgeHTudikauia A (14);
TabneTok y bnictepi; laenTudikauia A (Ximiyna) Ta lgeHtndikauis B (CtyniHb
no 1 abo 2 6nictepun nonimepu3adii) nepeiMeHoBaHi Ha lgeHTudikauis B
B KOpooLi (XimivHa) Ta lgeHTudikauia C (CtyniHb nonimepu3aalii);
BMAaneHo nokasHuk «Baxki meTanuy;
3MiHM | TURY - 3MiHK Yy cnieumdikaLii 4JONOMiIXXHOT peqoBUHM
— uentonosa mikpokpuctaniyHa (Cellulose microcrystalline
Avicel PH 102), a came: BBeaeHo napameTp laeHTudikauis
A (I4); loeHTudikauia A (XimivyHa) Ta lgeHTndikauis B
(CryniHb nonimepu3alii) nepenmeHoBaHi Ha lgeHTudikauis
B (XimiuHa) Ta lgenTudikauisa C (CTtyniHb nonimepwusadii);
BMAaneHo nokasHuk «Badkki metanu»
37. | BA3AP A TabneTkn, BKpUTI TOB YkpaiHa MNIBA Xpsatcka fg.0.0. Xopgaris BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/16513/01/03
NniBKOBOKO "TeBa - 3MiHM y cneumdikauii JOMOMDKHOI peYOBUHM — Lientonosa | peuenmom
o6onoHkoto, no 10 YkpaiHa" mikpokpucTaniyHa (Cellulose microcrystalline Avicel PH
mr/160 mr no 14 101), a came: BBeaeHo napameTp lgeHTudikadis A (14);
TabneTtok y 6nictepi; laeHTudikauia A (Ximiyna) Ta lgeHtndikauis B (CtyniHb
no 1 abo 2 Gnictepu nonimepu3adii) nepeiMeHoBaHi Ha lgeHTudikauis B
B KOpooUj (XimiuHa) Ta lgeHTudikauia C (CtyniHb nonimepu3aadii);
BUAANEHO NoKasHUK «Baxki meTanny»;
3MiHuM | TUNY - 3MiHK Y cneumdikauii 4JONOMPKHOI pe4OBUHM
— uentonosa mikpokpuctaniyHa (Cellulose microcrystalline
Avicel PH 102), a came: BBegeHo napameTp laeHTudikauis
A (I4); lgeHTudpikauia A (XimiyHa) Ta laeHTudikauis B
(CtyniHb nonimepu3aii) nepenmeHoBaHi Ha laeHTudikauisa
B (XimiuHa) Ta lgeHTudikauis C (CTyniHb nonimepwusalii);
BMAaneHo nokasHuk «Bakki metanu»
38. | BA3AP A TabneTkn, BKpUTI TOB YkpaiHa Bankandapma-[ynHuus Bonrapis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/16612/01/01
NniBKOBOIO "TeBa AT - BBEEHHS KOHTPOIO AOMILLIOK HiTpo3amiHy N- peuenmom
obornoHkoto, no 5 YkpaiHa" HiTpo3ogumeTunamiH (NDMA) Ta N-HiTpo3oameTunamiu
mr/80 mr, no 7 (NDEA) Ta cymu HiTpoaoMmiloK B cneumdikadiio Ha
Tabnetok y 6nictepi, rotoBuii 13 3 BignNoBiaHMMN MeXaMu Ta METOA0M
no 2 a6o 4 6nictepu BuUNpobyBaHHs Ha nigcTasi pekomeHaauii EMA.
y kopobuj; no 10
Tabnetok y bnictepi;
no 3 abo 9 bnictepis
y Kopobui
39. | BABAP A TabneTku, BKpUTI TOB YkpaiHa BankaHdpapma-AynHuus Bonrapis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16612/01/02
NniBKOBOIO "TeBa AT - BBEEHHS KOHTPOSO AOMILLIOK HiTpo3amiHy N- peuenmom
06010HKoI0, Mo 5 Ykpaina" HiTposoanmeTunamiH (NDMA) Ta N-HiTpo3oaveTunamin
Mmr/160 mr, no 7 (NDEA) Ta cymu HiTpogomilok B cneuudikadiio Ha
Tabnetok y 6nictepi, rotoBuii 13 3 BignNoBiaHMMN MexXaMu Ta METO10M
no 2 abo 4 6nictepu BuUnNpobyBaHHs Ha niacTasi pekomeHaauii EMA.
y kopob6ui; no 10
Tabnetok y 6nictepi;
no 3 abo 9 bricTtepis
y Kopobui
40. | BA3AP A TabneTku, BKPUTI TOB YkpaiHa BankaHdpapma-AynHuus Bonrapis BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3amiHu | Tuny 3a UA/16612/01/03
NNiBKOBOK "TeBa AT - BBEAEHHS KOHTPOJIO AOMILLIOK HiTpo3amiHy N- peuenmom
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
o6onoHkoto, no 10 Ykpaina" HiTpozoanmeTunamiH (NDMA) Ta N-HiTposogmeTunamiu
mr/160 mr, no 7 (NDEA) Ta cymu HiTpoaoMiLLOK B cneuudikaLliio Ha
Tabnetok y 6nictepi, rotoBuii 13 3 BignosigHMMK MexXaMu Ta METO0OM
no 2 a6o 4 6nictepn BMNpobyBaHHS Ha nigcTaei pekomeHaauin EMA.
y kopobui; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
y Kopobui
41. | BA3OIMNPO® PO34MH Anis iH EKUIN, AT YkpaiHa AT "dapmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/11505/01/01
100 mr/mn no 5 mn B "®apmak” (noBHMI LMKN - 3MiHu 3 skocTi. A®l. BupobHuuteo. 3miHM B npoLeci peuernmom
amnyni; no 5 amnyn BMPOOHMLTBA, BMpobHMUTBa AD| (He3HavHa 3MmiHa y npoueci
y 6nicTepi; no 2 BiAMNOBIAanbHWA 3a BUMYCK BUpoGHMLTBa ADI)
Gnictepn B nayui 3 cepii); NAT "lanun4dapm”, CynyTHS 3miHa - 3miHu 3 skocTi. APl. KoHTpornb API. 3miHa
KapTOHy; Mo 5 mn B YKkpaiHa (MOBHMIA LmKN y napameTtpax cneumdikauin Ta/abo onycTumMmnx mex,
amnyni; no 10 amnyn BMpoBHMUTBA, 3a BM3HaYeHUX y cneumdikauisx Ha Adl, abo
y nayui 3 KapTOHy 3 BMHSITKOM BUMYCKY Cepii ) BVXiAHWN/NPOMDKHUIA NpOAYyKT/peareHT, Lo
rochpoBaHo BVKOPVCTOBYIOTBCA Y npoLeci BupobHuytea APl —
BKITAAKOH BHECEHHS1 3MiH B npouec BupobHuuTea APl MenbaoHin,
30KkpeMa: - Ha cTagii "OfgepxaHHsi BOGHOrO PO3YMHY
MenbAoHito": BUNy4YeHHs BUKOPUCTAHHS akTMBOBAHOMO
BYFiNMs; Npu HanpawutoBaHHi cybGcTaHLUii iH'eKLiNHOT SIKOCTi
BBEAEHO AOAATKOBMI KOHTPOMb OTPUMaHOro BOAHOIO
PO34UHY MEMbAOHIIO Ta KOPUTYBaHHS B MPOLECI
BMPOOHMLTBA NokasHmKa pH 3a 4ONOMOroio KMcnoTm
NbOASAHOT OLTOBOI ab0o PO34MHY HaTPItO rigpokeuay - Ha
ctagii "OtpumaHHsa MenbaoHi": BUNy4YeHHs
BMKOPUCTaHHSA aKTMBOBAHOIO BYTiNMs; 3MiHu | Tuny —
BHECEHHS 3MiH 80 p.3.2.S.2.4. KoTporb KpUTUYHUX CTadin i
NPOMiXKHOI NpoAyKLii, 3okpema: Ha ctagii "OTpumaHHs
BOJHOMO PO34MHY MeNbAOoHI" — BBEAEHO J0AaTKOBUM
KOHTPOIIO 3a nokasHukom "pH" ans npomixkHoi npoaykuii
42. | BANEKAPO- Tabnetkv no 10 ToBapucT YkpaiHa ToBapucteo 3 obmexeHor YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3amiHu | Tuny bes UA/14815/01/01
300POB’A Tabnetok y 6nictepi; BO 3 BianoBiganbHICTIO - BUNy4eHHs 3i Cneuwmdikauii BXigHoro koHTponto Ha AdI peuenma
no 1 abo 5 bnictepis | obmexeHo "XapkiBCcbke ETunosui edip anbda-6pomizoBanepiaHoBoi KMcnotu
y KOpobLUji 3 KapTOHY ) dapmaleBTU4He BMPOGHMLTBa ToBapucTea 3 obmexeHoo
Bignosiga nignpvemMcTao "3g0poB's BignosiganeHicTio "®APMXIM", YkpaiHa noka3Huka "Baxki
NbHICTIO Hapogy" meTanu"; 3amiHu | Tuny - 3amiHu 3 akocTi. A®l. KoHTponb
"®apmaue A®I|. 3miHa y napameTpax cneundikauin Ta/abo
BTMYHA OOMyCTUMMNX MEX, BU3HAYEHNX Y crneumndikauiax Ha AdI,
KOMMaHis abo BMXiQHWUN/NPOMIKHWI NpoAyKT/peareHT, Lo
"3popos's" BVIKOPVCTOBYIOTbCS Y npoLeci BupobHuutea A®l; cynyTHs

3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHs ADI abo BuxigHoro
marepiany/npoMixXHOro NpoAykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BupobHuuTea AP (iHLwi
3MiHM Y MeTofdax BUNpobyBaHHS (BKIoYaroum 3amiHy abo
aonoBHeHHs) A®I abo BUXigHOro/MpoMixXHOro NpoaykTy) -
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BHECeHHs 3MiH Ao Cneumndikauii Ta meToay BXigHOro
KoHTpomto Ha A®I ETunosun edip anbda-
6pomisoBanepiaHoBOI KMCNOTU BUPOOHMLTBaA ToBapucTBa
3 obmexeHoto BianosiganbHicTio "PAPMXIM", YkpaiHa, a
came: YTOYHEHHs1 JOMYyCTUMMX MEX 3a NMOKa3HVKOM
"lN'yctuHa". MNponoHoBaHa peaakuis N'yctuHa Big 1.275 po
1.285 r/cm® (O®Y, 2.2.5., (meToa 1))
43. | BANIEKAPO- Kpanni opanbHi, TosapucT YkpaiHa ToBapucTBO 3 OOMEXEHOD YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: amiHu | Tuny |20 M — 6e3 UA/11114/01/01
300POB'A po34mH no 20 mn BO 3 BiAnoBiganbHICTIO - BUny4eHHs 3i Cneuwmdikauii BXigHoro koHTponto Ha AdI peuenma;
abo 50 mny obmexeHo "®apmaueBTnYHa ETunosuin eip anbda-6pomizoBanepiaHoBoi KUCNOTU 50 mn — 3a
dnakoHi, 10 KomnaHis "3gopos'a"”, BMPOGHMLTBa ToBapucTea 3 obmexeHoo peuernmom
YKynopeHomy Bignosiga YkpaiHa (dpacyBaHHs i3 "in BignosiganbHicTio "OAPMXIM", YkpaiHa nokasHuka "Baxki
npo6koto- NbHICTIO bulk" pipmn-BupobHUKa meTtanu";
KpanenbHULEHo i "®apmaue ToBapucteo 3 obmexeHoro 3MiHn | Tuny - 3miHn 3 skocTi. A®I. KoHTtponb A®I. 3miHa y
KPULLKOIO, Yy Kopobui BTMYHA BigNoBiganbHIiCTIO napameTpax cneuudikauii Ta/abo gonycTumMmnx Mex,
KOMMaHis "XapkiBCbke BM3HaYeHux y cneumdikauisx Ha Adl, abo
"3popos's" dapmaueBTUYHe BVXiAHWN/NPOMDKHUI NpOAYKT/peareHT, Lo
nignpremcTeo "340poB'st BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea APl; cynyTHs
Hapogay", YkpaiHa) 3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTponb A®L. 3miHa y
meTogax BunpobysaHHs AP abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCS y npoueci BupobHuutea AP (iHLwi
3MiHM Y MeTodax BUNpobyBaHHS (BKIoYaoum 3amiHy abo
gonoBHeHHs) A®l abo BUXigHOro/MpoMiXXHOro NpoaykTy) -
BHeCeHHs 3MiH 0o Cneuudikauii Ta meTogy BXigHOro
KoHTporto Ha A®I ETunosun edip anbda-
6pomisoBanepiaHoBOI kMCNoTu BUpobHULTBa ToBapucTea
3 obmexeHoto BignosiganbHicTio "OAPMXIM", YkpaiHa, a
came: YTOUHEHHs OMYyCTUMMX MEX 3a NOKa3HUKOM
"l'ycTnHa". MNMponoHoBaHa pepakuis N'yctuHa Big 1.275 go
1.285 riem® (OPY, 2.2.5., (meToq 1))
44. | BAIICAPTAH TabneTkn, BKpUTI TOB YkpaiHa AxTtagic NNTA, ManbTa; ManbTta/ BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3miHu | Tuny 3a UA/5744/01/01
H-TEBA NniBKOBOIO "TeBa BankaHdapma-AynHuua Bonrapis - BBE[JEHHS KOHTPOIIO AOMILLOK HiTpo3aMiHy N- peuenmom
obornoHkoto, no 160 Ykpaina" AT, Bonrapis HiTpo3oAnMeTMnamiH Ta N-HiTpo3oameTunamiy B
mr/12,5 mr; no 10 cneundikadito Ha 113, 3 BignoBigHMMK Mexamu Ta
Tabnetok y 6nictepi; MeTodoM BUNpoByBaHHS Ha MigcTaBi pekomeHauin EMA
no 3 abo 9 brictepis
Y KapTOHHI kopobui
45. | BAIICAPTAH TabneTku, BKPUTI TOB YkpaiHa Axtagic T, ManbTa; ManbTa/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/5744/01/02
H-TEBA NniBKOBOKO "TeBa BankaHdapma-[ynHuus Bonrapis - BBEAEHHS KOHTPOJIO AOMILLIOK HiTpo3amiHy N- peuenmom
obonoHkoto, no 320 YkpaiHa" AT, Bonrapis HiTpo3oanmeTunamiH Ta N-HiTposogneTnnamiH B
Mmr/25 mr; no 10 cneuudikauito Ha 13, 3 BignoBigHMMU Mexamu Ta
Tabnetok y 6nictepi; MEeTOLOM BMNPODyBaHHs Ha niacTaBi pekomeHaauin EMA
no 3 abo 9 6nictepis
Y KapTOHHIl kopobui
46. | BAIICAPTAH TabneTkn, BKpUTI TOB YkpaiHa Aktasic J1T[, ManbTa; ManbTa/ BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3mMiHu | Tuny 3a UA/8900/01/01
H-TEBA NNiBKOBOKO "TeBa Bankandapma-AynHuus Bonrapis - BBEJEHHS KOHTPOIIO AOMILLOK HiTpo3aMiHy N- peuenmom
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
obonoHkot, no 320 Ykpaina" AT, Bonrapis HiTpo3oAnmMeTunamiH Ta N-HiTpo3ogmeTunamiy B
mr/12,5 mr; no 10 cneuudikauito Ha 13, 3 BiANoBIAHMMNU Mexamu Ta
Tabnetok y 6nictepi; MeTodoM BUNPoObyBaHHS Ha MigcTaBi pekomeHauin EMA
no 3 abo 9 6nictepis
Y KapTOHHil kopobui
47. | BANICAPTAH TabneTkn, BKpUTI TOB YkpaiHa Aktasic J1T[], ManbTa; ManbTa/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | Tuny 3a UA/5743/01/02
H-TEBA NniBKOBOO "Tea BankaHdapma-[ynHuus Bonrapis - BBE€[JEHHS KOHTPOIIO AOMILLOK HiTpo3amMiHy N- peuernmom
o6onoHkoto, no 160 YkpaiHa" AT, Bonrapis HiTpo3ogumeTunamiH (NDMA) Ta N-HiTposogmeTunamiy
Mr/25 mr; no 10 (NDEA) Ta cymu HiTpoaoMmilok B cneumdikadiio Ha
Tabnetok y 6nictepi, rotosui J13 3 BignNoBigHMMM MexXamMun Ta MeToA0M
no 3 abo 9 6nictepis BMNpobyBaHHs Ha niacTaei pekomeHaauin EMA. Kpim Toro,
Y KapTOHHIln kopobui B paMkax 3asiBfeHoi 3miHu, Bigbynocs npuBeaeHHs
dopmarty cneumdikadii J13 y noBHy BignosigHicTe Ao
p.3.2.P.5.1.Cneundpikauis (), a came: BKIIOYEHO KOJNOHKY 3
NOCUMNaHHAM Ha MeTOAM KOHTPOIO Ta BUMOTU NMOKa3HWKIB
npu BUNYCKY Ta NPOTAroM TEPMiHY NpMAATHOCTI, KpuTepii
NPUNHATHOCTI, WO cniBnagatoTb, 06'eAHaHO B OOHY
KOMOHKY. A Takox, popmat BUKNageHHs MeToaiB
KOHTPOMIO MPVMBEAEHO Y BiAMOBIAHICTbL A0
p.3.2.P.5.2. AHanituyHi meToguku. XKoaHux 3miH wWoao
NMOKa3HWKIB SIKOCTi Ta LWOA0 MEeToAMK BUNPOBYBaHHS!, OKpiM
BBEEHHSA KOHTPOIIO HITPOAOMILLIOK He Bigbynocs
48. | BAIICAPTAH TabneTkn, BKpUTI TOB YkpaiHa Aktasic J1T[], ManbTa; ManbTa/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/5743/01/01
H-TEBA NniBKOBOKO "TeBa Bankandapma-AynHuua Bonrapia - BBEEHHS KOHTPOO AOMILLIOK HiTpo3amiHy N- peuenmom
obornoHkoto, no 80 Ykpaina" AT, Bonrapis HiTpozoanmeTunamiH (NDMA) ta N-HiTposoameTunamiu
mr/12,5 mr; no 10 (NDEA) Ta cymu HiTpogomilok B cneuudikadiio Ha
Tabnetok y 6nictepi, rotoBuii 13 3 BignoBiaHMMN MexXaMu Ta METOA0M
no 3 abo 9 6nictepis BUNpobyBaHHSA Ha nigcTasi pekomeHgauin EMA. Kpim Toro,
Y KapTOHHIln kopobui B paMkax 3asiBfeHoi 3MiHu, Bigbynocs npuBeaeHHs
dopmarty cneumdikadii J13 y noBHy BignosigHicTe 4o
p.3.2.P.5.1.Cneuudpikauis (), a came: BKIMIOYEHO KOMOHKY 3
NMOCUMNaHHAM Ha METOAM KOHTPOIO Ta BUMOTU NMOKa3HMKIB
npwv BUNYCKY Ta NPOTAroM TepMiHy NpUAaTHOCTI, Kputepii
NPUNHATHOCTI, WO cniBnagatoTb, 00'eAHaHO B OQHY
KOMNOHKyY. A Takox, hopmaT BMKNageHHA MeTogiB
KOHTPOSIO NpUBEAEHO Y BIAMOBIAHICTb A0
p.3.2.P.5.2. AHanituyHi metoguku. XKoaHux 3miH LWoao
NOKa3HWKIB SIKOCTi Ta LWOA0 METOAMK BUNPOBYBaHHS, OKpiM
BBEZIEHHSI KOHTPOIMHO HITPOAOMILLIOK He Biabynocs
49. | BAIICAPTAH- TabneTkn, BKpUTI TOB YkpaiHa Aktasic JIT[, ManbTa; ManbTa/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/5463/01/01
TEBA NNiBKOBOIO "TeBa BankaHdapma-AynHuusa Bonrapis - BBE[JEHHS KOHTPOIIO AOMILLOK HiTpo3aMiHy N- peuenmom
o6onoHkoto, no 40 YkpaiHa" AT, Bonrapis HiTpo3oanmMeTunamiH (NDMA) Ta N-HiTpo3oameTunamiu

mr, no 10 TabneTok
y 6nictepi, no 3 abo
9 GnictepiB y
KapTOHHI kopobui

(NDEA) Ta cymu HITpOAOMILLOK B cneuumdikaLiio Ha
rotoBuii 13 3 BignNoBiaHMMN MexXaMu Ta METOA0M
BUNpobyBaHHs Ha nigcTasi pekomeHgauin EMA.
Kpim TOro, B pamkax 3asiBneHoi 3miHu, Bigbynocs
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

npueeaeHHs dopmarty cneumndikadii 13 y nosHy
BignosigHicTb o p.3.2.P.5.1.Cneuundikauis (7)., a came:
BKIMIOYEHO KOMOHKY 3 MOCUMaHHSIM Ha MeTOAM KOHTPOrio Ta
BMMOTIU MOKa3HWKIB MPW BUMYCKY Ta NPOTArOM TEPMIHY
npuaaTHOCTI, KpUTEPIl NPURHATHOCTI, WO criBnagatoThb,
06'eaHaHO B O4HY KOMNOHKY. A Takox, popmat BUKNaAeHHS
MeTOo/iB KOHTPOIIO NPUBEAEHO Y BIANOBIAHICTL A0
p.3.2.P.5.2. AHaniTn4Hi metoamkn. XXoAaHMX 3MiH Woa0
MOKa3HWKIB AKOCTi Ta LL0A0 METOAUK BUNPOBYBaHHS, OKpiM
BBEJEHHSI KOHTPOIO HITPOAOMILLOK He Bigbynocs

50.

BAJICAPTAH-
TEBA

TabneTku, BKPUTI
NniBKOBOIO
o6onoHkot, no 80
mr, no 10 Tabnetok
y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHIN kopobLi

TOB
"TeBa
YkpaiHa"

YkpaiHa

Axtagic J1T[], ManbTa;
Bankandapma-AynHuua
AT, Bonrapis

ManbTa/
Bonrapia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny
- BBEEHHS KOHTPOIO AOMILLIOK HiTpo3amiHy N-
HiTpozoanmeTunamiH (NDMA) Ta N-HiTposogmeTunamiu
(NDEA) Ta cymu HiTpoaoMiLLOK B cneumdikadiio Ha
rotoBuii 13 3 BignoBigHMMN MexXaMu Ta METOA0OM
BUNpoOyBaHHA Ha niacTasi pekomeHgauin EMA.

Kpim Toro, B pamkax 3asiBneHoi 3miHu, Bigbynocs
npuBeaeHHs opmarty cneumdikadii J13 y noBHy
BignosigHicTb o p.3.2.P.5.1.Cneumndikauis (7)., a came:
BKITHOYEHO KOMOHKY 3 MOCUITIAHHAM Ha METOAMN KOHTPOSIO Ta
BVMMOTI MOKa3HWKIB NpW BUMYCKY Ta NPOTSroM TEPMiHY
npuaaTHOCTI, KpUTEPIl NPURHATHOCTI, WO criBnagatoThb,
06'egHaHO B OAHY KOMOHKY. A Takox, popmat BUKaaeHHS
MEeTOAIB KOHTPOSIO NPMBEAEHO Y BiAMNOBIAHICTL A0
p.3.2.P.5.2. AHaniTnyHi meToguku. XKoaHux 3miH woao
NOKa3HWKIB SIKOCTi Ta LWOA0 METOANK BUNPODBYBaHHS, OKpiM
BBEJEHHS KOHTPOIH HITPOAOMILLIOK He Bigbynocs

3a
peuerimom

UA/5463/01/02

51.

BAJICAPTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 160
mr, no 10 TabneTok
y 6nictepi, no 3 abo
9 6nictepiB y
KapTOHHiI kopobLyi

TOB
"TeBa
YkpaiHa"

YkpaiHa

Axtagic J1T[], ManbTa;
BankaHdapma-AynHuua
AT, Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- BBEEHHS KOHTPOIO AOMILLIOK HiTpo3amiHy N-
HiTpo3ogumMeTunamiH (NDMA) ta N-HiTposoameTunamiH
(NDEA) Ta cymu HiTpoaoMmiloK B cneumdikadiio Ha
rotoBuii 13 3 BignNoBiaHMMN MeXaMu Ta METOA0M
BuUNpobyBaHHs Ha nigcTasi pekomeHaauii EMA.

Kpim Toro, B pamkax 3asiBneHoi 3miHu, Bigbynocs
npuBeaeHHsa dopmaty cneumndikadii 13 y nosHy
BignoBigHicTb Ao p.3.2.P.5.1.Cneundikadis (i)., a came:
BKJTHOYEHO KOJIOHKY 3 MOCUIIaHHAM Ha METOAM KOHTPOIO Ta
BVMIMOIM MOKa3HWKIB MPW BUMYCKY Ta NPOTArOM TEPMiHY
NpVAATHOCTI, KPUTEPIT NPUAHATHOCTI, WO ChiBNagatTb,
06'egHaHO B OAHY KOMOHKY. A Takox, popmat BUKIaaeHHs
MeTofiB KOHTPOIO NPUBEAEHO Y BiAMNOBIAHICTE A0
p.3.2.P.5.2. AHaniTnyHi meToguku. XXoaHux 3miH Wwoao
NMOKa3HUKIB SKOCTi Ta LLOAO METOAMK BUNPODYBaHHS, OKpiM
BBE[EHHSA KOHTPOITH HITPOAOMILLOK He Bigbynocs

3a
peuerimom

UA/5463/01/03

52.

BAIICAPTAH-
TEBA

TabneTku, BKPUTI
NniBKOBOKO
obGornoHkoto, no 320
mr, no 10 TabneTtok
y bnictepi, no 3 abo

TOB
"TeBa
YkpaiHa"

YkpaiHa

Axtagic J1T[], ManbTa;
BankaHdapma-[ynHuus
AT, Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHu | Tuny
- BBE€[JEHHS KOHTPOIIO AOMILLOK HiTpo3amMiHy N-
HiTpo3oanmMeTunamiH (NDMA) Ta N-HiTpo3oameTunamiu
(NDEA) Ta cymu HiTpogomilok B cneuudikadiio Ha
roToBuii J13 3 BignNoBigHMMN MeXaMu Ta METO0M

3a
peuenmom

UA/5463/01/04
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
9 bnicTepiB y BMNpoOyBaHHS Ha niacTasi pekomeHaauin EMA.
KapTOHHiI kopobui Kpim Toro, B pamkax 3asiBneHoi 3miHu, Binbynocs
npuBegeHHsa dopmarty cneumndikadii J13 y nosHy
BignosigHicTb o p.3.2.P.5.1.Cneuundikauis (7)., a came:
BKIMIOYEHO KOMOHKY 3 MOCUINaHHSIM Ha METOAM KOHTPOrio Ta
BMMOTM MOKa3HWKIB MPW BUNYCKY Ta MPOTArOM TEPMiHYy
npuaaTHOCTI, KpUTEPIl NPURHATHOCTI, WO criBnagatoThb,
06'eaHaHO B OHY KOMOHKY. A Takox, popmaT BUKNageHHs
MEeTOAIB KOHTPOIIO NPVBEAEHO Y BiANOBIAHICTL A0
p.3.2.P.5.2. AHaniTn4Hi metoamkn. XXoAHMX 3MiH Woa0
NMOKa3HWKIB SIKOCTi Ta LLOA0 METOAUK BUNPOOYBaHHS, OKpiM
BBEJEHHS KOHTPOIH HITPOAOMILLOK He Bigbynocs
53. | BAPIIPUKC™ / | niogpinizaT ans "makcoCwmi Benwuka MmakcoCmiTKnsamH Benbrisa BHECEHHS 3MiH IO peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/15966/01/01
VARILRIX™ PO34MHY ANS iH'EKLN TKnsamH Bputanis Bionogxikans C.A. - AO[aBaHHsA TECTY ANA BUSBNEHHS BUOAMMUX YaCTOK peuernmom
BAKUUWHA OANA | no 1 posi; 1 donakoH EkcropT (Practiculate matter by visual inspection) 3 BianosigHum
MPO®INAKTUK | 3 niodinizatom Ta 1 Tlimiteq KpuTepiem NpMNHATHOCTI B npoueci BupobHuuTea (In-
M BITPAHOI amnyna 3 process QD testing)
BICINU XXUBA PO34MHHMKOM (BOAA
ATEHYWOBAH ans iH'ekuin) B
A nnacTuKoBoMy
KOHTENHepi B
KapTOHHIN KOpoOLyi;
1 dprakoH 3
nioginizatom Ta 1
nonepeaHL0
HaMoOBHEHWI LUNpUL,
3 PO34YNHHNKOM
(Bopa Ans iH'ekuin) y
KOMMMEKTi 3 ABOMa
ronkamu B
NnacTUKOBOMY
KOHTEeWHepi B
KapTOHHiI kopobuyj;
100 donakoHiB 3
niodinizatom Ta 100
amnyn 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) (B
YapyHKOBIN
ynakoBLi) B OKpeMUx
KapTOHHUX kKopobKax
54. | BET KOMOOA® Kpanni o4Hi, 20 YPCA®AP | HimevunHa YPCA®APM HimeuumHa | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny be3 UA/7332/01/01
mr/mn; no 10 mny M ApuHanmittens MmeX - 3MiHM 3 gKocTi. [oToBMI Nikapcbkui 3acib. Cuctema peuenma
H6aratogo3oBomy ApuHaimit KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa byab-aKoi
nnacTUKOBOMY Tens YacTWHW MaTepiany NepBUHHOI YNaKoBKW, LLO HE KOHTaKTye
KOHTeWHepi, Mm6X 3 rOTOBMM NiKapCbkuM 3aco60oM (Hanpuknazg Konip
OCHalLeHoMy KPULLEYOK 3 KOHTPONEM NepLUOro BiAKPUTTS, KOMip

NOBITPOHENPOHUKHN
M Hacocowm; no 1

KOAOBUX KiNeLp Ha amnynax, KoHTernHepa Ansi ronok (pi3Hi
BVAM NnacTmacK) (3miHa, sika He BNIMBae Ha KOPOTKY
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTEeWHepy B XapaKTepUCTUKY MikapCbKoro 3acoby) - BHECEHHS 3MiHW [0
KapTOHHiI kopobui p. 3.2.P.7. «Cuctema KoHTenHep / 3aKynoproBanbHUn
3acib», a came: gogaBaHHs antiblocking agent
(noninponineH + KpeMmHito Aiokcma) Ha 30BHILLHIO YaCTUHY
KOHTelHepa, fka He koHTakTye 3 M13:
3anponoHoBaHo: 3.2.P.7. Cuctema koHTenHep /
3aKyroptoBanbHui 3acib. ... 3. KoHTelHep nnacTukoBumin
KOMO[ wmicTkicTio 12,5 mn
3.1 30BHILLHA YacTuHa dnakoHa* MNoninponineHoBwi
BMNagkoBun kononimep (random copolymer) +
aHTMBNoKyloua peyoBuHa (NONINPOMINEH 3 KPEMHio
niokeugom) (Hanpuknag, Total Polypropylene PPR 3260 +
AB PP 10S) ... BBegeHHs 3miH npoTtarom 6-tn micauis
nicnsa 3aTBepAXXEHHs!
55. | BIBUPUH PO34MH Ans iH'EKLN, Mini Benuka BEHYC PEMEQIC IHais BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/11272/01/01
20 mr/Mn o 5 mny Xernckepe BpuTaHis JIMITEQ - 3MiHM BHECeHi 40 IHCTpyKUii Ans MeanyHoro peuenmom
dnakoHi; no 1 Timiteq 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy "Bsaemopis
dnakoHy y 3 iHWKMMK NikapcbknMy 3acobamu Ta iHWi BUAK B3aemogin"
KapTOHHiIN kopoOLi Ta "OcobnumBocTi 3acTocyBaHHA" Woao 6e3neku
3aCTOCYBaHHS Aitl040i pe4OBUHM BiAMOBIAHO OO
pekomeHgauin PRAC
56. | BONBIT® TabneTkn, BKpUTI KYCYM IHAisa KYCYM XENTXKEP MNBT IHAis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/9290/01/01
obonoHkoto, no 5 mr; | XENTXKE nTta - BHECEHHS 3MiH Wwoao gonyctummx mex 13 nig vac peuyenma
no 10 Tabnetok y P MNBT BMPOGHMYOro NpoLecy, 30Kkpema: 3BYXKEHHSI MeX 3a
6nicTepi; no 3 nTa nokasHukom "CepepHs Bara" Ha ctagii "lMokputTs
Gnictepn y Tabnetok". 3anponoHosaHo: 104 mr + 2.0% (101.920 -
KapTOHHIN ynakoBLj 106.080 wmr); 3miHuM | TUNY - BHECEHHS 3MiH LLOAO
ponyctumnx mex 13 nig yac BupobHuyoro npouecy,
30KpeMa: He3Hay4Ha 3MiHa onvcy TabneTok Ha cTagii
"TabnetyBaHHs";
3MiHM | TUMY - BHECEHHS 3MiH Y cneuyndikailo nig Yac
BMPOOHMYOro npouecy, 3okpema AoAaHO BUNPobyBaHHs 3a
nokasHukom "KinbkicHe BU3Ha4YeHHs" 3 KpUTepisMu
npuiHATHOCTI "BiA 4,75 mr o 5,25 mr/ Tabn. (95,00 % -
105,00 % Bia 3asBneHoro BMIcTy)" Ha cTagii "lMokpuTTs
Tabnetok"
57. | TABICKOH® TabneTku xxyBarnbHi; PexkkiTT Benuka PexkkiTT BeHkisep Xenckep Benuka BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/6865/02/01
M'ATHI no 8 tabnetok y BeHkizep BputaHis (KOKen) Mimiten Bputanis - 3MmiHK Wopo 6esneku/edekTUBHOCTI Ta hapmakoHarnsgy. | peuenma
TABJIETKU GnicTepi; no 2 abo Xenckep BBepneHHs abo 3MiHM 40 y3aranbHEHWX A4aHUX Npo
no 3 Gnictepu B (FOKen) cuctemy dbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
KapTOHHiI kopobuyj; Nimiten

no 16 Tabnetok y
KOHTeWHepax

OaHux npo cuctemMy cpapmakoHarnsay, amiHa
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLIO BOHa BifMiHHa Bifj yNOBHOBaXeHOi ocobu,
BifNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
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Ne
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Homep
peecmpauiliHo2o
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(BKNOYaOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTtep-danna cuctemu papmakoHarnagy) - amiHa
yNnoBHOBaXKeHoI 0cobu 3asiBHMKa, BigMNoBiganbHoi 3a
dapmakoHarnsag,.

MponoHoBaKra pepakuis: Ap. XenbmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3MiHa KOHTaKTHUX AaHUX
ynoBHOBaxeHoi ocobu, BianosiganbHoi 3a
dapmakoHarnag. 3miHa mMicue3HaxomKeHHs MacTep-
hanna cuctemu apmakoHarnsgy Ta oro Homepa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHum | Tuny bes UA/9210/01/01
- 3MiHM Wopao 6e3nekn/edekTVBHOCTI Ta hapmMakoHarnsgy. | peuenma
BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
cuctemy cdbapmakoHarnsaay (BBEAEHHS y3aranbHeHUX
AaHux nNpo cuctemy cpapmakoHarnsgy, 3amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asBHUKA A4S 3AiNCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bif yNTOBHOBaXeHOI 0cobw,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MiLLIEHHi
macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: Op. XenbMyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3mMiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHoi ocobu, BignosigansHoi 3a
papmakoHarnsg. 3miHa micuesHaxooXXeHHs MacTep-
darna cuctemmn apmakoHarnsgy Ta horo Homepa

Benuka
Bputanis

PekkiTT BeHkisep Xenckep
(FOKen) NimiTen, Benuka
BpuTaHisi (BUpoGHMUTBO in
bulk, nakyBaHHsi, KOHTpONb
npv BUMYCKY, BUMYCK
cepii); Papmallac HOKew
Nimiten, Benuka bpuranis
(BTOPVHHE NaKyBaHHS)

Benuka
Bputanis

PekkiTT
BeHkizep
Xenckep

(FOKen)

Jlimiten

FABICKOH®
NONYHNYHI
TABJIETKN

TabneTky XyBanbHi;
no 8 Tabnetoky
Gnictepi; no 2 abo
no 3 Gnictepn y
KapTOHHIN kopobLi

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6es UA/13353/01/01
- 3MiHM Wopo H6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. | peyenma
BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX Npo
cuctemy cdbapmakoHarnagy (BBeAeHHs yaaranbHeHuX
AaHux Npo cuctemy dapmakoHarnagy, amiHa
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHWMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI 0cobu,
BiAMOBiAaNbHOI 3a 3AiCHEHHst dbapMakoHarnsay
(BKIMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI
macTep-darna cuctemu papmakoHarnsagy) - aMmiHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsag,.

MponoHoBaKra pepakuis: Ap. XenbmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3MiHa KOHTaKTHMX AaHUX
yMNOBHOBaXeHOI ocobu, BignosigansHoi 3a
dapmakoHarnsg. 3miHa mMicLe3Haxo4XXeHHs MacTep-

Benwka
BpuTaHis

Benwuka
BpuTaHis

PekkiTT BeHkizep Xenckep
(KOKen) Nimiten

PekkiTT
BeHkizep
Xerckep

(FOKen)

Nimiten

FABICKOH®MO
OBIMHOT Al

TabneTku XyBanbHi
no 8 tabnetok y
6nictepi; no 2 abo
no 3 Gnictepu B
KapTOHHiI kopobui
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
hanna cuctemmn apmakoHarnsgy Ta noro Homepa
60. | TENACNAH 4% | po3uuH ans iHdysin B. bpayH HimeyunHa B. bpayH Megukan CA LLIseniapis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | Tuny 3a UA/13871/01/01
no 500 mn y Menb3ayHr - BHeceHHs 3MiH go MeTtoay BunpobysaHHs 113 3a peuenmom
dnakoHax eH Al nokasHmkom "KinbkicHe BU3Ha4eHHs: Kanin" sokpema: -
nonieTuneHoBmx; No BHECEHHS HEe3HaYHWX 3MiH 4O METOANKM BUNPOBYBaHHS
10 donakoHiB y ANA 3aTBepXeHOro obnagHaHHs; - 3a3Ha4eHHs METOANKN
KapTOHHiIl kopobuyj; BUNpPoBYyBaHHS Ans HOBOro obrnagHaHHs - Nonym'sHoro
no 500 mn y milkax oTomeTpy Kruss; 3mMiHu | TUNy - NnoaaHHSA OHOBNEHOTO
nnactmkosux; no 20 Ceptuddikata CEP R1-CEP 2010-380-Rev 01 gnsa Adl
MILLKIB Y KAPTOHHIW Kanito xnopvg Big BXe 3aTBEpAKEHOr0 BUPOOHMKA, LLO
KopobLi 3MiHmB Ha3By 3 "K + S Kali GmbH" Ha "K + S Minerals and
Agriculture Gmb";
3MiHn | TUNy - noaaHHs oHosneHoro Ceptudikata CEP
R1-CEP 2007-367-Rev 02 ansa A®I| Hatpito xnopug Big
BXXE 3aTBEPAKEHOro BUPOOHMKa, L0 3MIHMB Ha3BY 3
"Esco-european salt company GmbH & Co KG" Ha"K + S
Minerals and Agriculture Gmb"; 3miHu | Tuny - nogaHHs
oHoBrneHoro Ceptudikata CEP R1-CEP 2006-264-Rev 02
ansa A®| MarHito xrnopwvg rekcarigpar Big Bxe
3aTBepaKeHoro BMpobHuka "Macco Organiques, S.R.0.";
3MiHu | TUNy - nogaHHsi oHoBneHoro Ceptudikata CEP
R1-CEP 2013-058-Rev 00 ans A®Il Hatpito xnopug Big
BX€ 3aTBepAxeHoro BupobHuka "Schweizer Salinen AG"
61. | FENbMIHTOKC | tabneTku, BKpuTI Ilabopato PpaHuis IHHOTepa LUysi PpaHuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/10137/01/01
NniBKOBOKO pis - OHOBMEHHSI BXXE 3aTBEPKEHNX METOAIB KOHTPOIIO AKOCTI | peuenma
obornoHkot, no 250 IHHOTEK nikapcbkoro 3acoby, a came: BUKNadEeHHS TEKCTY
Mr, no 3 TabneTtkn y IHTepHach OepXaBHOI MOBOIO 3riAHO Cy4acHWX BUMOT; 3MiHW | Tuny -
6nicTepi; no 1 NoHarnb BHECEHHS 3MiH 0 po3Ainy “MapkyBaHHSA".
6nictepy B 3anponoHoBaHo: MapKyBaHHSI. 3rigHO 3aTBEPAXXEHOro
KapTOHHiI kopobui TEKCTY MapKyBaHHS
62. | TENbMIHTOKC | Ttabnetku, BKpUTI ITabopato PpaHuis IHHOTepa LUysi PpaHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/10137/01/02
NniBKOBOIO pist - OHOBIIEHHSI BXe 3aTBEpKEHUX MEeTOAIB KOHTPOIIO SKOCT | peuenma
obornoHkot, no 125 IHHOTEK nikapcbkoro 3acoby, a came: BUKNadEeHHS TEKCTY
Mr, no 6 TabneTok y IHTepHach AepXXaBHOK MOBOHO 3riHO Cy4aCHWX BUMOT; 3MiHu | Tuny -
6nicTepi, no 1 noHanb BHECEeHHS 3MiH 4o po3ainy “MapkyBaHHs".
6nictepy B 3anponoHoBaHo: MapKyBaHHSI. 3rigHO 3aTBEPAXXEHOro
KapTOHHiI kopobLyi TEKCTY MapKyBaHHS
63. | FEMUUTABIH KOHLeHTpaT Ans Akkopa Benuka Bupo6HULTBO, KOHTPOb Inpis/ BHECEHHS 3MiH 10 peecTpaliiHnx maTtepianis: 3miHu | Tuny 3a UA/17799/01/01
AKKOPO PO34mMHY Ans Xenckea BputaHis SIKOCTi, NEpPBUHHE Ta Benuka - 3MiHu 3 sKkocTi. MoTOBWI NikapcbkuiA 3acib. 3miHn y peuenmom
iHdpysin, 100 mr/mn; Timiteq BTOPUHHE MaKyBaHHSA: Bpurtanis/ BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS
no 2 mn (200 mr), 10 IHTac ®apmacbloTikanc YropwuHa/ BUNYCKY cepii Ta KOHTPOMIO SKOCTi FOTOBOr0 NiKapCbKOro
mn (1000 mr), 15 mn NMimiten, IHAais; ManbTta/ 3acoby (3aMiHa abo fofaBaHHs AinbHUL, Ha kil
(1500 mr), 20 mn Brpo6HMUTBO, KOHTPOIb ITanisa 3[iNCHIOETbCS KOHTPONb/BUNPOGYBaHHS cepii). [logaBaHHs
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
(2000 mr) y AKOCTi, NEepBUHHE Ta AiNbHULI 3 KOHTPOMIo AKocTi cepii Pharmadox Healthcare
dnakoHi; no 1 BTOPUHHE MaKyBaHHSA: Ltd., Malta / ®apmagokc Xenckea J174., Mansta. 3miHn |
nakoHy y IHTac ®apmacsloTikanc TMny - 3MiHK 3 sKocTi. [oTOBMIA NiKapcbkuii 3aci6. 3MiHM y
KapTOHHIN nayui Timiten, IHAais; BMPOOHMUTBI. 3MiHa iMNopTepa/aMiHu, L0 CTOCYIOTLCS
BTopuHHE nakyBaHHs: BWMYCKY Cepii Ta KOHTPOSI0 SKOCTi FOTOBOTO NiKapCbKoro
Akkoppg Xenckea Jlimitep, 3acoby (3amiHa abo JofaBaHHs AOinbHULI, Ha SKiA
Benuka BpuTaHis; 30iICHIOETLCSA KOHTPOMbL/BUNPODyBaHHs cepii). logaBaHHs
BignosiganbHuii BUunyck AinbHUUi 3 koHTponto AkocTi cepii LABANALYSIS S.R.L,
cepii: Akkopa, Xenckea Italy / TABAHANIBIC C.P.J1, Itanis
Nimiten, Benuka
BpuTaHis; KoHTponb
SKOCTi cepii: BeccniHr
XaHrepi KdT., YropwuHa;
KoHTponb siKocTi cepii:
AcTpoH Pesbopu JlimiTea,
Benvka bpuTaHis;
KOHTPOMb SKOCTI Cepii:
dapmagokc Xenckea J1t4.,
ManbTa; KOHTPOIb SKOCTI
cepil:
NABAHANIBIC C.P.N.,
ITanis
64. | TEMATOKC KOHLIeHTpaT Ans TOB YkpaiHa TOB «®APMACE/», Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3amiHu | Tuny 3a UA/12890/01/01
po34nHy Ans "®APMAC YkpaiHa (KOHTporb, Himeuunna - 3BY)XXEHHS JONYCTMMMX MEX, BU3HAYeHWX y crieumndpikauii | peyenmom
iHdysin, 500 mr/mn EN" Bunyck cepii); XONOMAK 3a nokasHukoMm «lMToMe onTu4He 06epTaHHNA», KU

no 10 mn B amnyrmi;
no 10 amnyn y nayui
3 KapTOHY

PepnakyHrcTexHik MMoX,
HimeuyumHa (BMPOGHMLTBO
Hepo3sdacoBaHol
npoaykuii, NnepBuHHa Ta
BTOPWHHA yNakoBKa,
KOHTponb); XOJTOMAK
PepnakyHrcTexHik MMoX,
HimeuyumHa (BTOpUHHA
ynakoBKa, KOHTPOb)

TaKoX € TeCTOM A nokasHuka «lgeHTudikauisi», i BHECEHHS
BiAMOBIAHMX 3MiH Yy MeTOAUKy KOHTposto ADI; 3miHu | Tuny
- AONOBHEHHS cneumndikauii APl HOBUM NOKa3HUKOM SKOCTi
3 BiANOBIAHUM MeTOoAOM BUNpobyBaHHS, 3okpema: Tect C
ONs nokasHuka «laeHTudikauisy, SKuin BUKOHYOTb Npu
BUNpobyBaHHi «Pe4oBnHM, BUSBNIOBaHI HiHrigpuHoM» (€D,
2.2.27), 3aTBEPKEHNI NOKA3HWK « PEHYOBMHN, BUSIBMIOBAHI
HIHMgpUHOMY 3anuaeTbes 6e3 3MiH; 3miHu | Tuny -
BUMYyYeHHS 3i cneumdikauii A®I nokaszHuka skocTi «Baxki
mMeTanu» Ha nigcrasi aHanidy pusukis srigHo ICH Q3D (R1)
guideline for elemental impurities; 3miHu | TUNY - 3BY>KEHHS
OONyCTUMMX MEX, BU3HAYEHUX y crneumdikaLii 3a
nokasHukom «CynpoBifHi AOMILLKM» Ta BHECEHHS
BiAMOBIAHMX 3MiH Y MeTOAUKY KoHTponto (E® 2.2.29);
3MiHM | TURY - 3BY>KEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii 3a NoKasHMKOM «XIopuau», Ta BHECEHHS
BiAMOBIAHMX 3MiH Yy MeToAuKy KoHTponio ADI (ED 2.4.4);
3MiHM | TUNY - 3BY>KEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii 3a nokasHkom «KoediLlieHT nponyckaHHs»,
Ta BHECEHHS BiAMNOBIAHNX 3MiH Y MeTOAMKY KOHTporo Ad|
(E® 2.2.25);
3MiHM | TUMy - 3BYXKEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
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cneundikadii 3a nokasHukom «CynbcaTHa 3onay, Ta
BHECEHHS BiANoBIigHNX 3MiH Y MeToauKy KOoHTporio AdI
(E® 2.4.14); 3miHM | TUNY - 3BY>KEHHSA AONYCTUMMUX MEX,
BM3HaYeHMX y cneuudikaLii 3a NoKasHMKOM «AMOHit0
coni», Ta BHECEHHS BiANOBIAHUX 3MiH Y METOAUKY
KoHTponto A®I; 3amiHum | Tuny - 4ONOBHEHHS crnieumdikavii
A®I| HOBMM NOKA3HWKOM SIKOCTi 3 BiANOBIAHUM METOA0M
BMNPOOYBaHHS: BU3Ha4YeHHsi L-maneiHoBoi KMcnoTu Ha
piBHi He Ginblwe 0,10% (EP 2.2.29);
3MiHM | TURY - BUNyYeHHs 3i cneumndikauii A®| nokasHuka
AKOCTi «[Tpo30piCTb PO3UMNHY», 38 HASBHOCTI
3aTBepAKeHoro napameTpy crneundikauii «KoediuieHT
NpOMyCcKaHHSA»; 3MiHN | TUNY - BUNyYeHHS 3i cneumdikauii
A®I nokasHuKa SkocTi «KOnbopoBICTb PO3UMHY», 3a
HasABHOCTI 3aTBEPKEHOro napameTpy cneuundikauii
«KoeilieHT nponyckaHHA»

65.

FHKOP ®OPT

kancynu; no 10
Kancyn y énictepi;
no 3 Gnictepn y
KapTOHHIN kopobLi

TOHI®AP
M

DdpaHLuis

BO®YP INCEH IHOYCTPI

DdpaHLuis

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3amiHu | Tuny
- HE3HAaYHi 3MiHW, L0 CTOCYIOTECS MOTOYHOTO KOHTPOSO B
npoueci Bupobruutea M3 (po3ain 3.2.P.3.4. KoHTponb
KPUTWYHKX CTaAin NPOMDKHOI MPOAYKLT), @ came
afanToBaHO NOTOYHY METOAWKY BU3HAYEHHS CepenHbOl
Macwu Karncyn B NpoLeci HanoBHEHHS. 3anponoHOBaHoO:
3.2.P.3.4.1.4. Control of the filling into capsules step
Average mass The average mass is controlled online at
regular interval

6e3
peuenma

UA/10317/01/01

66.

FINOTIANA®

Tabnetku no 25 wr;
Ne 20: no 20
TabneTtok y obnictepi;
no 1 6nictepy y
KapTOHHiI kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

XIHOTH 3aBog
dapmaLeBTUYHUX Ta
XimiyHnx MNpopykTiB

Mpansit Ko. IT4.,

MignpuemcTeo 2

(nignpuemcTeo

Bepeluegbxas)

YropwuHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHM BHECEHO [0 IHCTPYKLUii Ans Meau4Horo
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
"®apmakonoriyHi BnactusocTi", "OcobnusocTi

3actocyBaHHs", "MobiuHi peakuii" LWoa0 OHOBMNEHHS
iHdpopmauii 3 6e3neku Aio4oi pe4oBMHM BiANOBIAHO A0
pekomeHaaLih PRAC. BBegeHHs 3MiH npoTsiroM 3 MicsauiB
nicnsa 3aTBepAKEHHSI; 3MiHW | TUNY - 3MiHW BHECEHO A0
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby no posainis "OcobnmBocTi 3acTocyBaHHA",

"MobiyHi peakuii" Woao oHoBRNEHHs iHopMaLii 3 6e3nekn

Ait0Y0i pevyoBUHM BiANOBIAHO A0 pekomeHAaauii PRAC.
BBeneHHs 3MiH npoTarom 3-x micauiB nicns
3aTBEPKEHHS; 3MiHM Il TUNY - 3MiHM BHeceHo o
IHCTPYKUIT ANS MEAWNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby go posginis "lNpoTunokasaHHs", "Cnocid
3acTocyBaHHs Ta Jo3un". BBeaeHHs 3MiH NpoTarom 3-x
MicsLiB nicnsi 3aTBepOKEHHS

3a
peuerimom

UA/7593/01/01

67.

FINOTIANA®

Tabnetku no 100 wmr;
Ne 20: no 20
TabneTtok y 6nictepi;

TOB
"CaHodi-
ABeHTIC

YkpaiHa

XIHOTH 3aBog
dapmaLeBTUYHUX Ta
XimiyHnx MNpogykTiB

YropwuHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- 3MiHM BHECEHO [0 IHCTPYKLUii Ans Meau4Horo
3acTocyBaHHS NikapcbKoro 3acoby Ao posginis

3a
peuerimom

UA/7593/01/02
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
no 1 6nictepy y YkpaiHa" Mpansit Ko. IlT4., "®apmakonorivHi BnactmsocTi", "OcobnueocTi
KapTOHHiI kopobuyi Mignpuemctao 2 3actocyBaHHs", "MobiyvHi peakuii" Loa0 OHOBMNEHHS
(nignpuemcTBo iH(opMaLii 3 6e3nekun Ajto4oi pe4oBMHU BigNOBIGHO 40
Bepelueabxas) pekomeHaauin PRAC. BeedeHHs 3MiH npoTsarom 3 micsauis
nicns 3aTBepAXKEHHS; 3MiHM | Tuny - 3MiHK BHECeHo A0
IHCTpPYKUIT ANA MEANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby go po3sginis "OcobnmeBocTi 3acTocyBaHHs",
"MobiuHi peakuii" W00 OHOBNEHHS iHdhopMalLii 3 6e3neku
nito40i peyoBMHM BigNoBIigHO A0 pekomeHaauin PRAC.
BBeaeHHs 3miH npoTArom 3-x micauiB nicnsa
3aTBEPAKEHHS; 3MiHM Il TUNYy - 3mMiHM BHECeHo o
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBAHHS MiKapCbKOro
3acoby no posainis "lNMpoTunokasaHHs", "Cnocib
3acTOCyBaHHs Ta 4o3n". BBegeHHs 3MiH npoTsarom 3-x
MicAUiB Nicnsa 3aTBepAXeHHsA
68. | rmoay NnoAn | nnoau noapiGHeHi MAT YkpaiHa MAT "Ximdpapmsasog YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3minu |l - UA/13329/01/01
(cybeTaHuis) y "Ximcpapm "YepBoHa 3ipka" TVNy — BUNYyYeHHs nokasHuka “Nectuunan” 3 cneumdikauii
nanepoBmx MiLlKax 3aBoja Al (3 BUNy4YeHHAM BiANOBIQHOrO aHaniTUYHOro MeToay)
Ans BupobHuuTea "YepBoHa obymoBreHe HasABHICTIO 060B’A3KOBOro BXi4HOTO
HEeCTepUnbHNX 3ipka" KOHTPOIIO 3@ LM MOKa3HWKOM POCIMHHOI JTiKapCbKoi
nikapcbknux hopm - CVPOBUHM, LLIO BUKOPUCTOBYETLCS Y BUPOOHULTBI ADI,
3rigHo cneumdikauii. KOHTponb pociMHHOI CUPOBUHK 3a
nokasHukoMm “lectmuman” 3anuiaeTbCcs Npy BXigHOMY
koHTporito 3rigHo CIMNLU-CP-071 «"mogy nnoguy,
NpoBOAMTLCH B YNIOBHOBaXeEHIi nabopaTopii Ta
3[4iACHIOETBCA Y BignosigHocTi Ao Bumor AdY, 2.8.13, 3
HapaHHAM cepTudikaTy BCTaHOBNEHOrO 3pa3ka
69. | TPABArIH necapii no 500 wmr; CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/2166/01/01
no 5 necapiis y YKpaiHCbK icnaHcbKe NigNPUEMCTBO - BHeCEeHHs1 3MiH Ao Cneuudikauii Ta MeToaiB koHTponto | peuyenmom
CTpuni; No 2 cTpunu o- "Cnepko YkpaiHa" SIKOCTi, a came - NpuBeAEeHHS Y BiANOBIAHICTb A0 3aranbHoi
y nayui 3 KApTOHY icnaHcbke ctatTi 2.9.40 «OgHOpiAHICTb A030BaHMX OANHULLY AdY
nignpuemc
TBO
"Cnepko
Ykpaina"
70. | OE3NOPATAL NopOLLIOK ToBapucT YkpaiHa KAOINA IHAgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/15080/01/01
NH (cybeTaHuis) ans BO 3 PAPMAC'IOTIKANS - 3MiHm 3 akocTi. A®l. CtabinbHicTb. 3MiHa nepioay
apmaLeBTUYHOIO obmexeHo NIMITEQ NOBTOPHUX BUNpobyBaHb/nepioay 36epiraHHst abo ymoB
3aCTOCyBaHHSA y 10 36epiraHHa Al (3a BigcyTHOCTI y 3aTBEpAKEHOMY AOCHE
NOABIAHNX Bignosiaa cepTudcpikaTa BignoBigHOCTI E€Bponeinckkint hapmakonesi,
nonieTuneHoBmx NBHICTIO LLIO BKIIOYAE Nepiof NOBTOPHOro BUNpobyBaHHs) (nepioa
nakeTax "®apmaue NOBTOPHOro BUNpobyBaHHs/nepion 36epiraHHs) -
BTUYHA 306inbLeHHs abo BBEAEHHSI Nepiogy NOBTOPHOIO
KOMMaHis BUNpobyBaHHs/nepioay 36epiraHHs Ha OCHOBI pe3ynbTaTiB
"3gopos's" OOCTifXeHb y peanbHoMy Yaci. 36inbLIeHHs TEpMiHY

npvgatHocTi A®I [leanopatagunH 3 3 pokiB 4o 5 pokiB Ha




26 [IponoBkeHHs moxarka 3
Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
OCHOBI MNO3UTUBHWX pe3ynbTaTiB JOBrOCTPOKOBUX
focnimxeHb cTabinbHOCTI y peanbHOMy Yaci.
3aTtBepaeHo: TepMiH npuaaTHOCTI: 3 PoKu.
3anponoHoBaHo: TepMiH npugaTHocTi: 5 pokis
71. | OE3NOPATAL NOPOLLIOK MpAT YkpaiHa BACYOXA ®APMA XEM IHgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/15793/01/01
WUH KpUCTaniyHum "TexHonor NIMITELQ - 3MiHun 3 sikocTi. CepTudpikat BignosigHocTi/lE-
(cybeTaHuis) y " cepTudikat BiANOBIAHOCTI €BpONENCHKin
NoABINHNX dapmakonei/moHorpadii. MogaHHA HoBoro abo
nonieTuneHoBux OHOBIEeHOro cepTudikata BignoBigHoCTi abo BUNyYeHHSs
nakeTax (BepxHin cepTudpikaTta BignosigHOCTI €Bponenchbkin hapmakonei:
YOpHWI) AN ans A®l; ansa suxigHoro martepiany/peareHTy/npOMiKHOIo
dapmaLeBTUHHOIO NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ans
3acToCyBaHHsA AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€sponevicbkin dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepaxeHoro BupobHuka. MNogaHHs OHOBMNEHOro
ceptudikata BignosigHocTi € Ne R1-CEP 2014-310-Rev
00 (3aTtBepmkeHo RO-CEP 2014-310-Rev 02) Big Bxe
3aTBepakeHoro BMpobHuka BACYOXA ®APMA XEM
JIIMITEQL, Ingis. BHeceHHs 3miH o MKA J13 posginy
«TepmiH npuaaTtHocTi»: fitoya pepakuis: 13. TepmiH
npuaaTtHocTi. 5 pokiB. [NponoHoBaHa peaakuis: 12. TepmiH
npugatHocTi. [epiog nepekoHTponto 60 micauiB
72. | DXXEHAIPA®1 TabneTtkn, BKPUTI [>xeHom IHais O>xeHom BioTek MNBT. NTA. IHais BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/7193/01/03
00 NNiBKOBO BioTtek - 3MiHM Wopo H6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsagy. | peuyenmom
obornoHkoto, no 100 Mer. lTA. BeeneHHs abo 3miHn A0 y3aranbHeHNX AaHnx npo
mr; no 1 abo no 4 cuctemy dbapmakoHarnsay (BBEAEHHS y3aranbHEHUX
Tabnetku y 6nictepi; OaHuX Npo cuctemy dapmMakoHarnsgy, amiHa
no 1 6nictepy B YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
KopoO6Li 3 KapTOHY hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asiBHMKa Ans 34iNCcCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI 0cobu,
BiAnNoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTtep-danna cuctemu papmakoHarnagy) - amiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BigNoOBiAanbHOI 3a
dapmakoHarnag,.
MponoHoBaHa pepakuis: Joktop Capacsari
BeHkaTtelwuBapa BitiaBati. 3MiHa KOHTaKTHUX AaHUX
yMoBHOBaXeHOI ocobu, BignosigansHoi 3a
tbapmakoHarnsg. BeegeHHs KOHTaKTHOT 0COOM 3asiBHMKA,
BiANoBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: LUnHkapeHko Jlrogmuna tOpiisHa.
BBefeHHst KOHTaKTHUX JaHNX KOHTAKTHOI 0CObM 3asiBHUKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YkpaiHi
73. | IXXEHATPA®2 TabneTku, BKPUTI [xeHom IHAgis xeHom BioTek MBT. I74. IHAgis BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny 3a UA/7193/01/01
5 NniBKOBOO BioTek - 3MiHM Wopo H6esnekn/edeKTUBHOCTI Ta dhapmakoHarnsay. | peyenmom

06onoHkKot, no 25

MeT. Jl1A.

BeegeHHs abo 3MiHM [0 y3aranbHeHUX aHuX npo
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IIponoBxeHHs nonarka 3

Ymoeu

Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

eidnycky

peecmpauiliHo2o

noceid4yeHHsI

mr; no 1 abo no 4
TabneTku y bnictepi;
no 1 6nictepy B
KopobLi 3 KapTOHY

cuctemy chapmakoHarnsgy (BBe4eHHs y3aranbHeHNxX
AaHux nNpo cuctemy cpapmakoHarnsgy, amiHa
yNoBHOBaXeHOoi ocobu, BignoBiganebHoI 3a 3A4iNCHEHHS
hapmakoHarnsay; KOHTaKkTHoOi ocobu 3 hapmakoHarnsay
3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsay B YkpaiHi,
SIKLLIO BOHa BiAMiHHa Bifj yNTOBHOBa)XeHOi 0cobw,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-darna cuctemu papmakoHarnsgy) - aMmiHa
yNnoBHOBaXeHOi 0cobU 3asiBHKKA, BiANOBiAanbHOI 3a
dapmakoHarnsag,.

MponoHoBaHa peaakuis: Joktop Capacsari
BeHkaTtelwuBapa BitiaBati. 3mMiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
cdapmakoHarnsg. BeegeHHs KOHTaKTHOT 0CoOM 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi.
MponoHoBaHna pepakuis: LLnHkapeHrko Jlrogmuna tOpiisHa.
BBeOeHHs KOHTaKTHUX AaHNX KOHTaKTHOI 0Ccobu 3asiBHUKA,
BiANoBiganbHoi 3a papMakoHarnsag B YkpaiHi

UA/7193/01/02

74.

DKEHATPA®5
0

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 50
mr; no 1 abo no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
KopobLi 3 KapTOHY

[hxeHom
BioTek
Met. N1A.

IHAinA

>xeHom bioTek MNBT. 114,

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny
- 3MiHM Wopo H6es3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX Npo
cuctemy cdbapmakoHarnsaay (BBeAEeHHS y3aranbHeHUX
OaHux npo cuctemMy cpapmakoHarnsay, amiHa
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNcCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bi yNMOBHOBaXeHOI 0cobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNKHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTtep-danna cuctemu papmakoHarnagy) - amiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: Joktop Capacsari
BeHkaTteluBapa BitiaBati. 3mMiHa KOHTaKTHMX JaHMX
yMNOBHOBaXeHOI ocobu, BignosigansHoi 3a
capmakoHarnsg. BBegeHHs KOHTaKTHOT 0coOu 3asBHMKA,
BignoBiganeHoi 3a papMakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: LUnHkapeHko Jliogmuna tOpiisHa.
BBefeHHst KOHTaKTHUX JaHWX KOHTAKTHOI 0COBM 3asiBHUKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YkpaiHi

3a
peuerimom

UA/6496/01/01

75.

ONHOPUK®-
OAPHUUA

TabneTku, BKPUTI
o6ornoHkoto no 10
Tabnetok y
KOHTYPHI

YapyHKOBIN

MpAT
"dapmaune
BTUYHA
dipma

"[apHuus"

YkpaiHa

MpAT "®apmaueBTuyHa
cipma "[apHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- NpuBeAEeHHS crneumdikaLii Ta MeToan KOHTPOIo Ha
OOMNoMixHY peyoBuHy MonieTunenrnikons (Makporon

1500) oo BuMor Ta pekomeHaauin [epxasHoi apmakonei

3a
peuenmom

YKpainu i €Bponevicbkoi Papmakonei. Y 3B’a3Ky 3 Lum
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IIponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

ynakosLi, no 1 abo
no 3 KOHTYPHiI
YapyHKOBI yMakoBKM
B navuj

BHECEHO 3MiHM Ta peAakuUifiHi yTOYHEeHHS 4O PO3Ainis
«Onuc», «lMpo3opicTb po3unHy», «KonbopoBicTb
PO34nHY», «KMCNOTHICTE abo NyxHiCTby», «KiHemaTnyHa
B’A3KICTbY, «[igpoKcunbHe Yncno», «BiaAHOBHI pe4oBUHMY,
«dopmanbaerigy», «Po3unHHicTb», «MikpobionoriyHa
4YucTOoTa; CynyTHS 3MiHa - 3MiHK 3 sikocTi. [oToBUMIA
nikapcbkuit 3aci6. KOHTponb JONOMiXXHMX pe4oBUH. 3MiHa
y MeToAax BUNpobyBaHHSA AOMOMIKHOI pEYOBMHU
(He3HayHi 3MiHM y 3aTBEpMKEHNX MeTodax BUNPobyBaHb);
3MiHM | TURY - NpuBeaeHHs cneundikauii Ta metoan
KOHTPOIIO Ha AOMOMiXKHY peqoBuHy lMNonieTunexrnikons
(Makporon 1500) go BuMor MoHorpadii €Bponencbkoi
dapmackonei (1444) «kMACROGOLS», a came: -3miHn Ao
po3ainy «laeHTudikauis»; -BHeceHo po3ainu «duHamiyHa
B'A3KiCTbY», «ETUneHokena i giokcaHy, «Bogay; -BunyyeHo
po3ginun «BtpaTa B maci npu BucywysaHHi» Ta «CepegHe
3HaYeHHS MOJEKYNAPHOI Macuy; 3MiHu | Tuny - BUNy4YeHHs
3i cneumdikauii LONOMIDKHOT peyvoBuHK MonieTuneHrnikons
(Makporon 1500) po3giny «Baxki meTanu»

76.

ann Xit

kpeM; no 15 r abo 67
ry Ty6i; no 1 Ty6i y
KapTOHHIN kopobLi

MeHTonaTt
yMm
KomnaHi
JlimiTen

AHrnis

MenTonatym KomnaHi
Nimiten

Benwuka
BputaHia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3minu |l
TUMy - BBeAEHHS gofaTkoBoro BupobHuka Destilerias
Munoz Galvez S.A., Spain ana A®| Onia TepneHTUHOBA.
B3anponorosaHo: V.V. Resinas E Derivados Lda, Portugal
Duellberg Konzentra GmbH & Co KG, Germany
Destilerias Munoz Galvez S.A., Spain. BBegeHHs 3miH
NPOTArom 6-Tu MiCSILiB MiCNsi 3aTBEPOKEHHS

6e3
peuenma

UA/1453/01/01

77.

ONCNOPT®

NopoLLOK Ans
PO34MHY Anis iH'eKLin
no 500 Of; 1
PNaKoH 3 NMOPOLLKOM
Y KapTOHHIl kopobui

INCEH
DAPMA

dpaHuis

INCEH BIO®APM
NIMITEL

Benuka
Bputanis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3MiHM Woao H6esnekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHsa abo 3MiHM 40 y3aranbHeHWX A4aHnX Npo
cucteMy cdbapmakoHarnagy (BBefAeHHs yaaranbHeHuX
AaHux npo cuctemy papmakoHarnsgy, 3amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKa A4S 3AilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi yNMOBHOBaXeHOI 0cobu,
BiAnNoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLIEHHI
macTtep-danna cuctemu papmakoHarnagy) - amiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: [-p PpaHcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHUX JA@HUX YNOBHOBaXEHOT
ocobwu, BigNoBiganbHOi 3a dapmakoHarnsg

3a
peuernmom

UA/13719/01/01

78.

ONCNOPT®

NopoLLOK Ans
PO34MHY AN iH'eKuin
no 300 Of; 1
PNAKOH 3 NMOPOLLKOM

INCEH
DAPMA

DdpaHuis

INCEH BIO®APM
JIMITEQ

Benwka
BpuTaHis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHu | Tuny
- 3MiHU Woao Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx npo
cucteMy dbapmakoHarnagy (BBeAeHHs yaaranbHeHuX

3a
peuerimom

UA/13719/01/02
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
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Y KapTOHHIl kopobLi OaHuX Npo cuctemy dpapmakoHarnsgy, amiHa
YMNOBHOBaXeHOi 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
hapmakoHarnsay; KOHTaKkTHOI ocobu 3 dhapmakoHarnsgy
3asBHUKA A4S 3AiNCHeHHs bapmakoHarnsay B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bif, yNOBHOBaXeHOiI ocobu,
BiOMNOBiAanbHOI 3a 3ailcHeHHs hbapmakoHarnsay
(BKNOYaOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
macTtep-anna cuctemu papmakoHarnagy) - amiHa
yNnoBHOBaXeHoI ocobu 3asiBHMKa, BigNoBiganbHoi 3a
dapmakoHarnsag.
lMponoHoBaHna pepakuis: [-p PpaHcya CinnaHx / Dr.
Francoise Sillan. 3miHa KOHTaKTHUX JA@HUX YNOBHOBaXXEHOT
ocobwu, BignoBiganbHOi 3a apmakoHarnsg
79. | BAUPEPENIH® nopotuok no 11,25 INCEH PpaHuis CeHexci, PpaHuis ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/9454/01/01
M T@ PO3YUHHUK DSAPMA (PO34MHHMK: BUPOBHULITBO, ITanis - 3MiHM Wopo H6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. | peuyenmom
Ans cycneHsii ans nepBrYHHE NakyBaHHs Ta BeeneHHs abo 3miHn A0 y3aranbHeHX AaHnx npo
iH'exuin KOHTponb skocTi); INMCEH cuctemy cdbapmakoHarnsaay (BBeAEHHS y3aranbHeHUX
NPOSIOHrOBaHOro OAPMA BIOTEK, ®paHuis OaHuX Npo cuctemy dhapmakoHarnsgy, amiHa
BUBINbHEHHSA 1 (nopoLuok: BUPOBHNLITBO YNOBHOBaXeHOT 0cobu, BignoBiganebHoi 3a 34iNCHEHHSA
NaKkoH 3 MOPOLLKOM Ta nakyBaHHs); INCEH dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
Yy KOMMAeKTi 3 OAPMA BIOTEK, ®paHuis 3asiBHMKa ANs 34iNCHeHHA bapmakoHarnagy B YKpaiHi,
PO3YMHHWNKOM MO 2 (MopoLuokK: BTOPUHHE SKLLIO BOHa BiAMiHHA Bifj yTOBHOBaXXeHOi ocobw,
mn (maHiT (E 421), nakyBaHHsi, KOHTPOIb BiAMOBiAanbHOI 3a 3aiNCHeHHs hbapmakoHarnsaay
BOAa Ans iH'exuUin) B SIKOCTi Ta BUMYCK (BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
amnyri, LWNpuULIom nikapcbkoro 3acoby); macTtep-danna cuctemu papmakoHarnagy) - amiHa
0518 0QHOPa30Boro IMCEH ®APMA BIOTEK, YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
BMKOPUCTaHHA Ta PpaHLis (MOpOLLIOK: hapmakoHarnsag.
ABoma ronkamu (y raMma-BUMPOMIiHIOBaHHS); MponoHoBaHa pepakuisa: [-p PpaHcya CinnaH / Dr.
GnicTepHin INCEH ®APMA BIOTEK, Francoise Sillan. 3miHa KOHTaKTHUX JA@HUX YNOBHOBAXEHOT
ynakosLi) y ®paHUis (PO3UMHHUK: ocobu, BignoBigansHoi 3a hapmakoHarnsg
KapTOHHI kopobLyi BTOPUHHE MaKyBaHHSA Ta
BUMYCK cepii);
CrepipxeHikc ITanis
C.M.A., Itania (nopoLuok:
raMMa-BUNPOMiHIOBaHHS)
80. | AUPEPENIH® nopoLuUok no 22,5 mr INCEH PpaHuis BupobHuuTBO, NEPBUHHE ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3miHu | Tuny 3a UA/9454/01/02
Ta PO3YMHHUK Ans DPAPMA nakyBaHHs1, KOHTPOIb LBenuapis/ | - 3miHu WwWoao 6e3nekn/edeKTMBHOCTI Ta dapmakoHarnagy. |peuernmom
cycneHsii gns SIKOCTi Ta BUNpOBOyBaHHS Himeuunna BeepneHHs abo 3miHn Ao y3aranbHeHNX AaHnx npo

iH'ekUin 3
NPOIOHrOBaHNM
BUBINbHEHHAM; 1
NaKoH 3 NMOPOLLKOM
y KOMMMeKTi 3
PO34YMHHMKOM (BOAA
ans i 'ekuin) no 2
Mn B amnynax Ne 1,
1 Gnictepom, Lo
MiCTUTb 1 Wwnpuy,
nns iH'ekuin Ta 2

Ha cTabinbHICTb: NOPOLLOK:
Hebiogapm Picepy eng
MaHydpakuypuHr C.A.,
LLisenuapisi;
BupobHuuTBO, NEpBUHHE
nakyBaHHS Ta KOHTPOIb
AKOCTi: PO3YUHHUK:
CEHEKCI, ®paHuis;
3IrePI4 XAMEJTbH
MM6X, HimeuuunHa;
BTopuHHE nakyBaHHs Ta

cuctemy dbapmakoHarnsiay (BBEAEHHS y3aranbHEHUX
OaHux npo cuctemy cphapmakoHarnsagy, 3amiHa
YMOBHOBaXeHOoi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asBHUKa An1A 34ilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI ocobu,
BiA4NoBiganbHoOI 3a 34iIMCHEHHS hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLIEHHI
macTep-danna cuctemu papmakoHarnsagy) - aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
dapmakoHarnsag,.
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iH'eKUiNHI ronkn y Bunyck cepii: INMCEH lMponoHoBaHa pepakuis: [-p PpaHcya CinnaHx / Dr.
KapTOHHiI kopobui ®APMA BIOTEK, ®paHuis Francoise Sillan. 3miHa KOHTAKTHUX AAaHUX YNOBHOBAaXEHOT
ocobu, BignoeiganbHoi 3a hapmakoHarnag
81. | AUPEPENIH® nopoLuok no 3,75 mr INCEH PpaHuis MopoLuok: BupobHuLTBO ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/0695/01/02
Ta PO3YMHHUK ANng SAPMA Ta nakyBaHHs: INCEH ITania - 3MiHM Wopo H6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy. | peyenmom
cycneHsii ons ®APMA BIOTEK, BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx Npo
iH'exuin ®paHuis; MNavmmva- cuctemy bapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX
NPOJSIOHrOBaHOro BunpoMiHtoBaHHs: INCEH [aHuX Npo cuctemy dhapmMakoHarnagy, amiHa
BUBINbHEHHS, 1 SAPMA BIOTEK, ®paHuis yNoBHOBaXeHOoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
NaKoH 3 MOPOLLKOM abo CTEPIIKEHIKC chapmakoHarnsay; KOHTaKkTHoOI ocobu 3 hapmakoHarnsay
Y KOMMMeKTi 3 ITANIA C.N.A,, Itanis; 3asBHUKA A4S 34iNCHEHHs bapmakoHarnsaay B YkpaiHi,
PO34YMHHUKOM MO 2 BTopuHHE nakyBaHHS, SIKLLIO BOHa BigMiHHa Bif yNTOBHOBaXeHOI ocobw,
mn (maHiT (E 421), KOHTPOMb SKOCTi Ta BUMYCK BiAMOBiAanbHOI 3a 3aiNCHEeHHS hbapmakoHarnaagy
BOAA AN iH'eKUin) B nikapcbKoro 3acoby: (BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MiLLIEHHI
amnyni, LWnpuLom INCEH ®APMA BIOTEK, macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
519 0QHOPa30BOro ®paHuisa; PO34MHHMK: YMOBHOBAXXEHOI 0COOM 3asABHMKA, BiANOBIAANbHOI 3a
BUKOPUCTAHHA Ta BupobHuuTBO, NEpBUHHE apmakoHarnsg.
ABOMa ronkamu (y nakyBaHHs Ta KOHTPOSb MponoHoBaHa pepakuis: O-p PpaHcya CinnaH / Dr.
GnicTepHin akocTi: CEHEKCI, Francoise Sillan. 3miHa KOHTaKTHUX AAHUX YNOBHOBAXEHOI
ynakoBLi) y ®dpaHuis; BropuHHe ocobu, BignosiganbHoi 3a hapmakoHarnsag
KapTOHHI kopobui nakyBaHHs Ta BUMYCK
cepil:
INMCEH ®APMA BIOTEK,
dpaHuia
82. | AUPEPENIH® nopotuok no 0,1 mr INCEH PpaHuis Mopotuok: BupobHuuTso, PpaHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/0695/02/01
Ta PO34YMHHUK Ans DAPMA TECTYBaHHS, NakyBaHHS, - 3MiHM Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. | peyenmom
PO34MHY Ans Bunyck cepii: IMCEH BBeneHHs abo 3miHM A0 y3aranbHEHUX AaHUX Npo
iH'exuin, no 7 ®APMA BIOTEK, cuctemy dbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
cdrakoHiB 3 ®paHuis; PO34YMHHMK: OaHuX Npo cucTemMy capmakoHarnsgy, aMmiHa
nopoLukom Ta 7 BupobHuuTBO, NEPBUHHE yMNOBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
amnyn 3 1 mn nakyBaHHsi Ta KOHTPOIb dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
PO34YMHHMKA (PO34MH sikocTi: CEHEKCI, 3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
HaTpito xnopuay 0,9 ®dpaHuis; BropuHHe SIKLLIO BOHa BiMiHHa Bifj yNTOBHOBaXeHOI ocobu,
%) y KapTOHHiN nakyBaHHs, BUNYyCK cepii: BiAMOBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnagy
Kopoo6ui INCEH ®APMA BIOTEK, (BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MiLLIEHHI
®paHuia macTep-darina cuctemu papmakoHarnsay) - aMmiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag,.
MponoHoBaHa pepakuis: O-p PpaHcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHWUX AaHVX YNOBHOBaXeHOI
ocobwu, BiaNoBifanbHoi 3a hapmakoHarnsg
83. | AIA®OPMIH® TabneTku AT YkpaiHa KOCB Mpatsit NimiTen IHAgin BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3amiHu | Tuny - UA/11856/01/01
SR NPOJIOHrOBaHOI Aji "®apmak” - NofJaHHsA OHOBIEHOrO cepTudikaTta BiAMoBIAHOCTI

no 500 wr; in bulk:
no 10 Tabnetok y
6nictepi; no 100

€sponevicbkinn papmakonei Ne R1-CEP 1997-049-Rev 07
ans pitoyoi pevosuHn Metformin Hydrochloride Big Bxe
3aTBEpAKEHOro BMPOOHUKA. B pamkax 3asBneHoi
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GnicTtepiB y kopobui npouenypm Bigbynacb 3miHa Ha3su BnacHuka CEP Ta
BMPOBHWYOI AinbHUL (3aTBepmkeHo: USV Limited;
3anponoHoBaHo: USV Private Limited); aminu | Tuny -
NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€ponewicbkin dpapmakonei Ne R1-CEP 1997-049-Rev 08
ans gitoyoi pevouHn Metformin Hydrochloride Big Bxe
3aTBepakeHoro BupobHuka USV Private Limited
84. | OIA®OPMIH® TabneTtku AT YkpaiHa KOCB lMpamsiT JimiTeq, IHgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - UA/11856/01/02
SR NPOOHroBaHoi Aii "dapmak” - NoAaHHA OHOBMEHOro cepTudpikaTta BigNOBIAHOCTI
no 1000 wmr; in bulk: €ponewicbkin dapmakonei Ne R1-CEP 1997-049-Rev 07
no 10 Tabnetok y Aans gitoyoi pevosnHn Metformin Hydrochloride Big Bxe
6nictepi; no 100 3aTBepkeHoro BMpobHuka. B pamkax 3asiBrneHoi
GnictepiB y kopobui npoueaypv Bigbynack 3miHa Ha3su BnacHuka CEP Ta
BMPOGHMYOI AinbHUUi (3aTBepaxeHo: USV Limited;
3anponoHoBaHo: USV Private Limited); aminu | Tuny -
NoAaHHs OHOBINEHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkini hapmakonei Ne R1-CEP 1997-049-Rev 08
ans pitoyoi pevosuHn Metformin Hydrochloride Big Bxe
3aTBepaKeHoro BMpobHuka USV Private Limited
85. | AIA®OPMIH® TabneTtku AT YkpaiHa AT "dapmak”, YkpaiHa YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/11857/01/01
SR NPOSIOHroBaHoI Aji "®dapmak” (nakyBaHHsi i3 doopmu in - MOAAHHSA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI peuenmom
no 500 mr; no 10 bulk dipMun-BupobHmka €sponevicbkin apmakonei Ne R1-CEP 1997-049-Rev 07
Tabnetok y 6nictepi; "USV Private Limited", ans pitoyoi pevosuHn Metformin Hydrochloride Big Bxe
no 3, abo 6, abo 10 IHAais) 3aTBEpKEHOro BMpOoOHUKa. B pamkax 3asBneHol
BnicTepiB y nayky 3 npoueaypv Biabynack 3miHa Ha3su BnacHuka CEP Ta
KapTOHY BUPOGHMYOT AinbHUUi (3anponoHoBaHo: USV Private
Limited); amiHu | TUNy - nogaHHa oHoBRNEeHoro cepTudikaTta
BignoBigHocTi €Bponencekin papmakonei Ne R1-CEP
1997-049-Rev 08 ans gitoyoi pevouHu Metformin
Hydrochloride Big Bxe 3aTBepmkeHoro BupobHuka USV
Private Limited
86. | AIA®OPMIH® Tabnetku AT YkpaiHa AT "®apmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/11857/01/02
SR NPOnOHroBaHoi Aii "®apmak” (nakyBaHHsi i3 doopmu in - NoJaHHsA OHOBIEHOro cepTudikaTta BiAnoBIAHOCTI peuenmom

no 1000 mr; no 10
Tabnetok y 6nictepi;
no 3, abo 6, aéo 10
BnicTepiB y nauky 3
KapTOHY

bulk dipmun-BrpobHmKa
"USV Private Limited",
IHAais)

€poneickkin dpapmakonei Ne R1-CEP 1997-049-Rev 07
ans gitoyoi pevosuHn Metformin Hydrochloride Big Bxe
3aTBEPKEHOr0 BMPOOHUKa. B pamkax 3asBneHol
npouenypv Bigbynacb 3miHa Ha3su BnacHuka CEP Ta
BUPOGHMYOT AinbHULi (3anponoHoBaHo: USV Private
Limited); amiHu | TUNy - nogaHHa oHoBRNeHoro cepTudikata
BignoBigHocTi €Bponencekin papmakonei Ne R1-CEP
1997-049-Rev 08 ans gitoyoi pevouHu Metformin
Hydrochloride Big Bxe 3aTBepmkeHoro BupobHuka USV
Private Limited
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87. | AIMETPIO TabneTku, BKPUTI AT MNonbwa AT "Apameg ®apma”, Monbwa/ BHECEHHS 3MiH IO peecTpauinHMX maTepianis: TexHIiYHa 3a UA/18266/01/01
NniBKOBOO "Apamven MonbLua (BUpOBHUK, Himeuunna nomwunka BunpasfeHa B iHCTPYKLUii AN MEAUYHOro peuernmom
060onoHKot, Nno 2 Mr, Papma” BiAnosigansHU 3a BUNYCK 3acTOCyBaHHS NikapcbKoro 3acoby y po3aini
no 14 Tabnetok B cepii); Xaynt ®apma "®dapmakonoriyHi BnacTMBoCTi", @ came BipHO 3a3Ha4YeHo
6nictepi, no 2 MioHcTep MM6X, Ha3By nikapcbKkoro 3acoby. 3asHadeHe BUNpaBneHHs
Gnictepu B HimeyumHa (BMpOGHMLUTBO BiAnNoBigae martepianam peecTpauinHoro 4ocke
KapTOHHiI kopobuyi "in bulk" , nakyBaHHA Ta
KOHTpOIb cepii)
88. | OIPEHOA TabneTkn, BKpUTI 3eHTiBa, Yecbka ATOIC ®APMA, C.J1., IcnaHis BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | Tuny 3a UA/13227/01/01
NniBKOBOO K.C. Pecnybnika IcnaHis (anbTepHaTUBHWIA - 3MiHV BHECEHO A0 IHCTPYKUIT AN Mean4Horo peuernmom
obonoHkoto, 3 BUPOBHWK, SIKUiA 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
mr/0,02 mr; no 28 BiANOBIQA€ 32 BTOPUHHE "MpoTunokasaHHs","B3aemogia 3 iHWMMK NikapCbKuMun
Tabnetok y onicrepi nakyBaHHs); 3acobamu Ta iHwWi BuAm B3aemogin", "OcobnueocTi
(24 TabneTkn JTabopaTtopioc JleoH 3acTocyBaHHA" BignoBigHo Ao pekoMeHaauii CMDh.
poxesoro Ta 4 dapma, C.A., IcnaHis TepmiH BBEAEHHS 3MiH NpoTAromM 6 micauis nicns
TabneTkv nnaue6o (MoBHMI LMKN 3aTBEPPKEHHS; 3MiHU | TUNY - 3MiHWM BHECEHO A0 IHCTPyKUil
6inoro konbopy); no BMPOBHMLTBA); ANs MEeQUYHOro 3aCTOCYBaHHSA npenapaTty A0 po3ainy
1 6nictepy y nayui 3 MAHAHTIAN IHTEIPA, "®apmakoTepaneBTuyHa rpyna. Kog ATX" BignosigHo o
KapTOHY C.JLY., IcnaHis MixxHapogHoro knacudikatopa BOO3
(anbTepHaTUBHUIA (http://www.whocc.no/atc_ddd_index/), 3amiHa onucy koay
BUPOBHMK, SIKMI ATX: 3aTBEpAXeHO — [OPMOHM cTaTeBUX 3anos Ta
BiANoBigae 3a BTOPVHHE npenaparu, siki 3aCTOCOBYOTb NpuW NaTonorii cTaTeBoi
naKkyBaHHS) chepwn. FopmMoHanbHi KOHTpaUEenTUBK AN CUCTEMHOIO
3actocyBaHHs. Kog ATX GO3A A12, 3anponoHoBaHo —
[opmoHuM cTaTeBux 3ano3 Ta npenaparu, ki
3aCTOCOBYIOTb MPW NaTosorii ctateBoi cdepu.
"opMoHanbHi KOHTpaLenTUBK Ansi CUCTEMHOTO
3acTocyBaHHs. [1porectareHn Ta ecTporeHu, gikcoBaHi
kombiHauii. IpocnipeHoH Ta eTuHinectpagion. Kog ATX
GO03A A12. TepMiH BBEAEHHS 3MiH NPOTArom 6 MicauiB
nicns 3aTBepaXKeHHs
89. | AOKCULUMKNIH | kancynu no 100 mr My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3miHu | Tuny 3a UA/3292/01/01
no 10 kancyny aKuioHepH ToBapucTBo "HaykoBo- - BUNy4eHHs1 ynakoBku in bulk: no 1000 kancyn B peuenmom
6nicTepi, no 1 e BUPOBHWYMIA LEHTP NOABIHOMY MONIETUIIEHOBOMY MaKeTi 3 peecTpaLifiHoro
6nictepy B nayui TOBapuUCTB "BopLuariBcbkuii XiMiko- [OCbE Y 3B'53KY i3 aHyNOBaHHSAM peecTpaLiiHoro
o hapmaLeBTU4HUIA 3aBog" noceigyeHHs Ne UA/11133/01/01 Hakazom MO3 Ne 2617
"HaykoBo- Big 13.11.2020 poky. NponoHoBaHa peaakuis: no 10
BMPOGHWY Kancyn y 6nictepi; no 1 6nictepy B nayui
VI LEeHTP
"Bopuuaris
CbKui
XimiKo-
hapmaues
TUYHUIA
3aBoa"
90. | EBPAHTUN Kancynu AciHo LLIserinapis Takepa M'M6X, micue HimeyunHa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3mMiHu | Tuny 3a UA/9943/01/01
NPONOHroBaHoi Agii Papma Al BMPOGHMUTBA - He3Ha4yHa 3MiHa y npoueci BupobHuuTea 13 E6paHTtun, | peyenmom
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TBepai no 30 mr; no OpaHieHbypr Kancynu nNporoHroBaHoi Aii TBepdi, a came KopuryBaHHs
50 abo no 100 3HaYeHHsa TemnepaTtypy po3nurioBada Ta 3miHa nopsaky
Kancyn y dnakoHi; BBEJEHHS KOMMOHEHTIB Ha CTaAii 3MillyBaHHsA Ans
no 1 cnakoHy B niaBMLLEHHS cTabinbHOCTI NpoLecy Ta NOKpaLLeHHs SKOCTi
KapTOHHi kopobui rOTOBOrO NPOAYKTY; 3MiHM | TUNY - HE3HAYHI 3MiHW Y
npoueci BupobHuutea M3 E6paHTun, kancynm
NPOIOHroBaHOI Aii TBEPAI, @ caMme KOpUryBaHHs
TemnepaTypu nNpu BXoAi rasy Ha etani popMyBaHHs nenet
91. | EBPAHTUN Kancynm AciHo LLIseniLapis Takena M'M6X, micue Himeyuunna BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | Tuny 3a UA/9943/01/02
NPOSOHroBaHoI Aii dapma Al BMPOGHMUTBA - He3Ha4Ha 3MiHa y npoueci BupobHuuTea 113 EGpaHTtun, | peyenmom
TBepai no 60 mr; no OpaHieHbypr Kancynu nNporoHroBaHoi Aii TBepdi, a came KopuryBaHHs
50 a6o no 100 3HaYeHHs TemnepaTypu po3nurioBada Ta 3amiHa nopsgky
Kancyn y dnakoHi; BBEOEHHS! KOMMOHEHTIB Ha CTagii 3MilLlyBaHHA A5is
no 1 cnakoHy B niaBULLEHHS cTabinbHOCTI NpoLecy Ta NOKpaLLEeHHS SKOCTI
KapTOHHI kopobui roTOBOro NPOAYKTY
92. | EBKANINTA nmctano75ry MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny bes UA/5756/01/01
NnPYTOBUOHO naykax 3 BHyTpiwHimM | "IlikTpaBu” - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema peuenma
ro nucTA nakeTom; no 2,5ry KOHTenHep/3aKynoptoBanbHWi 3acib, a came BHECEHHS
dinbTp-nakeTi; No YTOYHEHHS, LWOoAO0 Naykm Ans ginbTp-nakeTiB: «404aTKOBO
20 dpinbTp-nakeTiB y nayvky MOXyTb 0bropTaTucs 330BHi NMiBKOO
nayui; no 2,5ry noninponineHoBoto» (3aTBepaKeHo «[ayku 330BHi
dinbTp-NakeTi; No obropTarTbCs NMiBKOI NOMINPOMINEHOBOY), 3
20 dinbTp-nakeTiB y BignoBigHNMK 3miHamu B p. "Ynakoeka" MKA J13;
nayui 3 BHyTpPILWHIM 3anpornoHoBaHo: MoapibHeHa cnpoBuHa No 75 r B nakeTu
nakeTom nanepogi, abo B NakeTu 3 NNiBKW NakyBanbHOI 3
noganbLUMM BKNaAaaHHAM B Naykv KapToHHI. MopoLuok
KpYnHWUA No 2,5 r y ginbTp-nakeTn, BUrOTOBIEHI 3 nanepy
TEpMO3BapioBaribHOro NOPMUCTOrO, LLIO He PO3MOKaE, 3
HaCTYMHUM yknagaHHaM no 20 dinbTp-nakeTiB B Nayvku
KapTOHHI. [loaaTKkoBO Nayvkm MOXyTb 0broptatucs 330BHi
nniBko noninponineHoBoto. MopoLlok KpynHum no 2,5 ry
inbTp-NakeTn, BUroTOBIEHI 3 nanepy
TepMo3BapoBanbHOro MOPUCTOrO, LLO HE PO3MOKaE, 3
HaCTyNHUM yknagaHHam no 20 ginbTp-nakeTiB B NakeTw,
BWUIOTOBIEHI 3 NMIiBKM 3 NMONIMEPHMX MaTepianis 3
HacTyNHUM yBKNaAaHHAM B Maykv kapToHHI. floaaTkoBo
nayvky MOXyTb 0BropTaTncs 330BHi NMiBKOO
noninponineHoBoo
93. | ENAPBIKNIOP® | TtabneTku, BKpUTI AciHo LLisenuapis Takepa lpnangis Itg, IpnaHgis BHECEHHS 3MiH 10 peecTpaLliiHnx maTtepianis: 3amiHu | Tuny 3a UA/15204/01/01
NniBKOBOO Papma Al IpnaHais (BMpobHMLTBO 3a - OHOBIIEHHS BXe 3aTBEPKEHMX METO/AIB KOHTPOMIO SIKOCTi | peyenmom
obonoHkoto, 40 MOBHWM LIUKITOM) nikapcbkoro 3acoby, a came: BUKNaAEeHHS TEKCTY
mr/12,5 mr; no 14 OepxaBHOI MOBOIO 3riAHO Cy4aCHUX BUMOT
Tabnetok y 6nictepi;
no 1 abo no 2
Gnictepn y
KapTOHHI kopobui
94. | E30MNPAM TabneTku, BKpUTI TOB YkpaiHa Axtasic 1T, ManbTa; ManbTa/ BHECEHHA 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/7029/01/02
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1

NniBKOBOO "Tea BankaHdapma-[ynHuus Bonrapis - 3MiHW BHECEHO A0 IHCTPYKUii AN Mean4Horo peuernmom

o6onoHkoto, no 10 Ykpaina" AT, Bonrapis 3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis:

mr; no 10 TabneTtok "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buam

y 6nicTepi; no 3 B3aemogin", "OcobnmeocTi 3acTocyBaHHs"("3acTocyBaHHs

6nictepu B nayui y nepioa BaritTHocTi abo rogyBaHHs rpyaat”), "MobiyHi

KapTOHHIMN peakuii” wopao 6e3neky 3acTocyBaHHSA Aito40i peYOBUHM

ecuuTanonpamMy okcanaTy BiAnoBiAHO A0 pekoMeHAaLlin
PRAC. BBeaeHHsi 3MiH npoTarom 3-x MicsiLiB nicnsi
3aTBEpPOKEHHS

95. | E30MPAM TabneTku, BKPUTI TOB YkpaiHa Axrtasic T, ManbTa; ManbTta/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/7029/01/04

NniBKOBOIO "TeBa Bankandapwma-[ynHuus Bonrapis - 3MiHW BHECEHO [0 IHCTPYKUiT ANS Mean4Horo peuernmom

o6onoHkoto, no 20 YkpaiHa" AT, bonrapis 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis:

mr; no 10 TabneTtok "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buan

y 6nicTepi; no 3 B3aemogin", "OcobnueocTi 3actocyBaHH:A"("3acTocyBaHHs

Gnictepu B nayui y nepiog BariTHocTi abo rogyBaHHs rpyaar”), "MobiuHi

KapTOHHIN peakuii” woao 6e3nekn 3aCTocyBaHHA Ail040i pe4oBUHN

ecuuTanonpamMy okcanaTy BiAnoBigHO A0 pekoMeHaaLin
PRAC. BBeaeHHsi 3MiH npoTaromM 3-x MicsiliB nicnsi
3aTBEPOKEHHS

96. | ENEKACON 36ip no 60 r abo no MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6es UA/5757/01/01

75 ry naykax 3 "Niktpasun" - BHECEHHSI 3MiH go p. 3.2.P.7. Cuctema KoHTelHep/ peuyenma

BHYTPILLUHIM
naketom; no 1,5ry
dinbTp-NakeTax, no
20 ginbTp-nakeTiB y
nayui abo y nayui 3
BHYTPILLUHIM
naketom; no 1,5ry
dinbTp-NnakeTax B
iHamBigyansHoOMy
nakeTwuky, no 20
inbTp-NakeTiB y
nayui

3aKynoptoBanbHWI 3acib, a came BHECEHHS YTOUYHEHHS,
LLoA0 nadvkm Ansa dinbTp-nakeTiB: «404aTKOBO Nayku
MOXYTb 0BropTaTucs 330BHi NIiBKOK NONINPOMniNeHOBOK»
(3aTBepkeHO «330BHI Na4ky 0bropTaroTbLCS MMiBKOK
noninponineHoBoo»), 3 BiANOBIgHUMYK 3MiHaMU B p.
"YnakoBka" MKA J13; 3anponoHoBaHo: MNogpibHeHa
cvpoBuHa no 60 r, 75 r B nakeTun, BUrOTOBIEHI 3 nanepy
nakyBarnbHOro BOIOrocTinkoro, abo kpadpT-nanepy, abo
nanepy raseTHoro, abo B NakeTu 3 NMiBk1 NakyBanbHoOI 3
HaCTYMHUM YKNaAaHHAM B Nayku kapToHHi. MopotLuok
KpynHWUA no 1,5 r y ginbTp-nakeTn, BUrOTOBMEHI 3 nanepy
TepMo3BapoBanbHOro MOPUCTOrO, LLO HE PO3MOKaE, 3
HaCTYNMHUM yKknagaHHsam no 20 dinbTp-nakeTiB B Navku
KapTOHHI. [loaaTKoBO Naykm MOXyTb 06ropTaTucs 330BHi
nniekoto noninponineHosoto. MopoLok KpynHun no 1,5 ry
dinbTp-NakeTn, BUroTOBIEHI 3 Nanepy
TEepMO3BapioBarbHOro NOPMUCTOrO, LLIO HE PO3MOKaE, 3
HaCTyMHUM yknagaHHaM no 20 dinbTp-nakeTiB B NakeTw,
BUrOTOBIIEHI 3 NMIBKM 3 NONIMEPHMX MaTepianis 3
HaCTYMHUM YKNaJaHHAM B Nayku KapToHHi. [lonaTtkoBo
naykn MoxyTb 0bropTaTncs 330BHi NMiBKOO
noninponineHosoto. MopoLuok kpynHWM no 1,5 r B inbTp-
nakeTW, BUTOTOBMEHI 3 Manepy TepMo3BaptoBanbHOro
NOpPUCTOro, L0 HE PO3MOKAE, 3 HACTYMHUM NaKyBaHHAM
KOXXHOrO QpinbTp-nakeTa B iHAUBIAYaNbHUA NAKETUK,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

BUrOTOBIIEHWIA 3 NMiBKW NakyBanbHOi, abo namiHaTy Ha
ocHoBi «Walki Wisa», abo antomiHieBoi ¢ponbrn Ha ocHoBI
nanepy 3 HacTYMHWUM YKNagaHHAM B NAYKN KaPTOHHI.
330BHi Nayky 06ropTalOTLCS NMIBKOK MOMINPONINEHOBOI.
[onaTkoBO Naykv MOXyTb 06ropTaTmcst 330BHi NNIBKOKO
noninponineHoBow

97.

EHAMNPUI-H

Tabnetku no 10
TabneTok y cTpuni;
no 2 ctpunu y
KapTOHHiI kopobui

IxeHom
BioTek
MeT. Jl14.

IHAisA

>xeHom BioTek INBT. J14.

IHAis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHM Wopo H6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx npo
cuctemy chbapmakoHarnsgy (BBe4eHHs y3aranbHEeHNxX
AaHux nNpo cuctemy papmakoHarnsgy, 3amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asBHUKa A4S 3AilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXeHOI 0cobw,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLIEHHI
macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
yNOBHOBaXeHOoI ocobun 3asBHUKA, BiAMOBIAANLHOI 3a
dapmakoHarnag,.

MponoHoBaHa peaakuis: Joktop Capaceari
BeHkaTtelwBapa BitiaBaTi. 3mMiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
dapmakoHarnsg. BeegeHHs KOHTaKTHOT 0CoOM 3asiBHUKA,
BignoBiganeHoi 3a papMakoHarnsag B YkpaiHi.
MponoHoBaHna pepakuis: LLnHkapeHrko JTrogmuna tOpiisHa.
BBeOeHHs KOHTaKTHUX AaHWX KOHTaKTHOT 0CObU 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnag B YkpaiHi

3a
peuerimom

UA/2731/01/01

98.

EHIKEPUKC™
Bl
ENGERIX™-B
BAKLIMHA Ansi
NPODINAKTUK
W BIPYCHOTO
FENATUTY B,
PEKOMBIHAHT
HA

cycneHsia ans
iH’ekuin, 20 mkr/1
M1, no 1 mn (20 mkr)
(1 posa ans
nopocnux) Ta no 0,5
mn (10 mkr) (1 gosa
ans giten) y
dnakoHi; no 1, abo
10 abo 25 cknsHMx
MOHOA03HUX
riakoHiB y
KapTOHHiI kopoOLyj;
no 1 mn (20 mkr) (1
[03a Ans Jopocnmx)
Tano 0,5mn (10
mkr) (1 gosa ans
niten) y
nonepeaHbLo

"makcoCmi
TKnamH
Ekcnopt
Nimiten

Benwuka
BpuTaHis

makcoCmiTKnsH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- popaBaHHs pyHKUiT koHTponto sikocTi (QC) 3a
nokasHukom CTepunbHIiCTb Anst HOBOI AinbHuui GSK
GlaxoSmithKline Biologicals, Branch of SmithKline
Beecham Pharma GmbH&Co. KG Zitkusstrasse 40,
01069, Dresden, Germany (Bygisnsa A/B); aminm Il Tuny -
nopaasaHHsA AinbHuLi GSK GlaxoSmithKline Biologicals,
Branch of SmithKline Beecham Pharma GmbH&Co. KG
Zitkusstrasse 40, 01069, Dresden, Germany (byaisns
A/B), 9k [oAaTKOBOI AiNbHULi ANSA CTaaii opMyBaHHSA
BaKLHU

3a
peuerimom

UA/15740/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
HanoBHEHOMY
wnpwui; no 1
nonepeaHL0
HanoBHEHOMY
LUNPULLY B KAPTOHHIN
KopobLi
99. | ENIFABA Kancynu Teepgi no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/11671/01/01
300 mr no 10 kancyn | "TexHonor - BBeAEeHHs nepiognyHocTi kKoHTponto 113 3a nokasHukom | peuyenmom
y 6nicTepi, no 2 abo " "MikpobionoriyHa yncToTa" - KOHTPOSb NPOANTLCS
10 6nicTepis y nayui BMOIPKOBO: NepLLy Ta KOXHY N'ATY HACTynHy cepii, ane He
3 KapTOHYy pigwe ogHoro pasy B pik
100.| EPIOOH® PO34MH opanbHui, 1 TOB YkpaiHa Oap Anb JaBa Wopaanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16894/01/01
mr/mn, no 30 mny "ACIHO [eBenonmeHT eHf, Ipnangis - BBEAEHHSIM JOAATKOBOro po3Mmipy cepii roToBOro peuenmom
cnakoHi; no 1 YKPATHA" IHBecTmeHT Ko. nTg,., nikapcbkoro 3acoby. 3anponoHoBaHo: 110 n (3666
dnakoHy y Mopaakis (sMpobHULTBO, dnakoHis), 600 n (20000 cnakoHis), 800 n (26666
KOMMMEKTi 3 naKkyBaHHS Ta KOHTPOIb dnakoHis), 1800 n (60000 dnakoHiB)
[03Y040I0 MINeTKo SKOCTI ikapCbKOro
B KAQPTOHHI navui 3acoby); Komnnit
JTabopaTopi ConyLuHs,
IpnaHgis (KOHTpOnb AKOCTI
(mikpobionoriyHui
KOHTporb)); Wanenb
Megikan, IpnaHgia
(kOHTpONb sIKOCTI Ta
BUMNYCK cepii)
101.| EPOTEKC cynosuTtopii CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny bes UA/4026/01/01
BariHanbHi i3 YKpaiHCbK icnaHcbKe NigNPUEMCTBO - BHECEHHs1 3MiH Ao Cneuudikauii Ta MeToais koHTponto peuenma
3anaxom nasaHau o- "Cnepko YkpaiHa", SIKOCTi, @ caMe - MPVMBEAEHHS Y BiAMOBIAHICTb A0 3aranbHoi
no 18,9 mr; no 5 icnaHcbke YkpaiHa (MoBHMWIA LuKN ctatTi 2.9.40 «OgHopigHICTb A030BaHMX oanHULL» ODY.
Cyno3nTopiiB y nignpuemc BMPOGHMLTBA, BUMYCK Takox 3MiHa nocunaHHs B NPUroTyBaHHi PpO34nHY
cTpwvni; no 2 ctpunu TBO cepii, KOHTPOrb AKOCTI) NOPIBHAHHSA Ta B NepeBipLi NpUAATHOCTI
y nayui 3 KapToHYy "Cnepko XpomaTtorpad)iyHOi CUCTEMM B KiNbKICHOMY BU3HAY€HHI Ha
YkpaiHa" HOBY MeToauKy « OQHOPIAHICTE A030BaHWUX OANHULIbY
102.| EPOTEKC cynosuTtopii CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/4027/01/01
BariHanbHi i3 YKpaiHCbK icnaHcbKe NigNPUEMCTBO - BHECEHHs1 3MiH Ao Cneuudikauii Ta MeToais koHTponto peuenma
3anaxom TposiHAn o- "Cnepko YkpaiHa", SIKOCTi, a came - NpuBeAEeHHS Y BiANOBIAHICTb A0 3aranbHoi
no 18,9 mr; no 5 icnaHcbke YkpaiHa (MoBHMIA LmKnN ctatTi 2.9.40 «OgHOopigHICTL A030BaHMX oanHULE» ODY.
Cyno3unTopiiB y nignpuemc BMPOGHULITBA, BUMYCK Takox 3MiHa nocunaHHs B MPUroTyBaHHI pO34nHy
CTpuni; No 2 cTpunu TBO cepii, KOHTPOrb SKOCTI) NOPIBHSIHHSA Ta B Nepesipui NpuaaTHOCTI
y nayui 3 KapTOHYy "Cnepko XpomMaTtorpadiyHoi cMcTemMu B KiNbKiICHOMY BU3Ha4YeHHi Ha
YkpaiHa" HOBY MeToauky « OQHOPIAHICTE A030BaHUX OANHULIbY
103.| EPOTEKC cynosuTtopii CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/4028/01/01
BariHanbHi i3 YKpaiHCbK icnaHcbKe NignpUeEMCTBO - BHECEHHSA 3MiH Ao Cneundikaii Ta MeToaiB KOHTpoOno peuenma
3anaxom fiMMoHa no o- "Cnepko YkpaiHa", SIKOCTi, @ came - NpUBEAEHHS Y BiANOBIAHICTb A0 3aranbHoi
18,9 Mr; no 5 icnaHcbke YKpaiHa (MOBHMIA LmKN ctatTi 2.9.40 «OgHOopigHICTb A030BaHMX oanHULE» OOY.
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
CynosunTopiis y nignpuemc BMPOOHMLTBA, BUMYCK Takox 3MiHa NOCMNAHHA B MPUroTyBaHHI PO34YnNHY
cTpwvni; no 2 ctpunu TBO cepii, KOHTPOrb AKOCTI) NOPIBHAHHSA Ta B NepeBipLi NpUAATHOCTI
y nayui 3 KapToHy "Cnepko XpomaTorpadiyHOi CUCTEMM B KifbKICHOMY BU3HAY€EHHI Ha
YkpaiHa" HOBY MeToaunKy « OQHOPIAHICTb 4O30BAHUX OAMHULIbY
104.| ECKY3AH® Kpanni opanbHi no ecnapma HimeuunHa dapma BepHirepoge M'moX HimeyunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny bes UA/0217/01/01
KPAMNI 20 mn y chnakoHi 3 m6X - BHeCeHHs1 3MiH go p. 3.2.P.3.3 Onuc BnupoGHu4oro peuenma
KpanenbHuLeto; no 1 npoLiecy Ta KOHTPOIo NpoLecy, a came- 3mMiHa
dnakoHy B TemnepaTypyu BUTPMMYBaHHSA NPOAYKTY B NPOLIECI
KapTOHHIl kopobui BUpobHMUTBa 3 9-13 °C Ha 2-8 °C
105.| ECMIA Tabnetkn, No 5 wmr; BAT YropwuHa BAT "legeoH Pixtep" YropwuHa BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: YTOYHEeHHs 3a UA/12984/01/01
no 14 Tabnetok y "l'eneoH peecTpauinHoi npoueaypu B Haka3si MO3 Ykpainu Ne | peyenmom
Gnictepi; no 2 abo PixTep" 2374 Bip 28.10.2021 B npoueci BHECEHHA 3MiH.
no 6 énictepis (y 3anponoHoBaHa pegakuia: 3MiHu | Tuny - 3MiHn Wwoao
KOMMMEKTi 3 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHa(m) y
iHCTpyKUieto Ans KOPOTKii XapaKTepuCTuLi NikapCbKoro 3acoy, TeKCTi
Meau4Horo MapKyBaHHs abo iHCTpyKUii AN MEeAUYHOrO 3aCTOCYBaHHS
3acTOCyBaHHs Ta Ans nikapcbkoro 3acoby, niueH3oBaHoro y €C 3a
KapToto naujeHTa, npoLieaypoto B3aEMHOIO BU3HAHHS (NikapCbKuii 3acid He
siKa BKrageHa y BXOAWTb A0 cdhepw Aii npoueaypyn B3aEMHOIO BU3HAHHS,
Ginnin KAPTOHHWN ane 3miHa BHOCUTbCA 5K pe3ynbTaT npoueaypu i Big
KoHBepT 6e3 BflaCHWKa TOProBoi NiLeHsii He BUMaraeTbCa HagaHHS
MapKyBaHHs) y XOAHWX HOBMX A0JATKOBUX AAHWX) - 3MiHWN BHECEHO [0
KapTOHHIN ynakoBLj IHCTPYKUiT AN MEQNYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby no posainis "lNMokasaHHsA", "OcobnuBoCTi
3actocyBaHHs", "lMo6GiuHi peakuii”. 3miHu | TMNy - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnaay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB Buaadi
peecTpaLiiHOro NocBigYeHHs, Bktovaroum MNnax
ynpaBsriHHA puU3nKamu (3acCTOCyBaHHSI TEKCTY, SIKUIA
NMOrOKEHWUIA 3 KOMMNETEHTHUM OpPraHoM) - 3asiBHUKOM
HaZaHO OHOBMEHWI NNaH ynpaBsriHHA pu3nMKkamy Bepcist
17.1. 3MiHK BHeceHo A0 YacTuH: | «3aranbHa
iHpopmauisi», Il «Cneuudikauis 3 6e3neku», Il «MnaH 3
cbapmakoHarnagy», V «3axoau 3 miHimisauii puaukisy, VI
«Pestome nnany ynpasniHHsa pusukammy, VII «dopgatkmy .
OHosneHo cTpykTypy MYP BignosigHo oo pekomeHaaLin
Guideline on good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev 2).
106.| ECNA-NINMOH® | TabneTtku, BKpUTI ecnapma HimeuunHa AnsaHc ®apma MM6X, HimeuumHa/ | BHeCeHHsi 3MiH 0O peecTpauiiHux MaTepianis: 3miHu | Tuny 3a UA/4179/01/02
600 obonoHkoto, no 600 mbX HimeyumHa (BMpOGHMLTBO Icnanis - BHECEHHS 3MiH 0 BUPOBHMYOro npoLecy, 3okpema: peuenmom

mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHIN ynakoBLj

Hepo3dacoBaHoro
nNpoaykTy, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs1, KOHTPOIb
SIKOCTi, BUNYCK cepii);

ecnapma ®apma Cepsices

BBEJEHHS MOXXMMBOCTI BUPOOHMLTBA cepii B KiNbKiCHO
eKBiBaneHTHUX cybcepisix; 3MiHu | Tuny - BHECEHHS 3MiH 0
BMPOGHMYOro MpoLecy, 3oKkpema: 3MiHa Yacy 3MillyBaHHs!
KIHLEBOI CyMiLi Ans TabneTyBaHHsi; 3MiHu | Tuny -
BHECEHHS 3MiH 40 BUPOGHMYOro npoLiecy, 3okpema:
BUITyYEHHS OVH 3 BOX NPOLIECiB NPOCitoBaHHSA nepef
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
'mM6X, HimeuunHa A0[aBaHHAM MarHito creaparty; 3MiHu | TUMy - BHECEHHS
(BTOPUHHE NaKyBaHHS); 3MiH 40 BUpOBGHUYOro npoLiecy, 3o0Kkpema: BUMyYeHHs OauH
JTaBGopaTopioc 3 [1BOX NPOLECiB 3MilLlyBaHHA Nepes AoAaBaHHAM MarHito
MegikameHTOC cTeapaTty
IHTepHacboHanec, C.A.,
IcnaHis (BUpobHMLTBO
Hepo3dacosaHoro
NpoAyKTYy, NepBUHHE
nakyBaHHs, BTOPVHHE
nakyBaHHs1, KOHTPOIb
AKOCTI, BUNYCK cepil);
dapma BepHirepoae
'M6X, HimeuunHa
(KOHTpOMb AKOCTI)
107.| ECNA- NOPOLLIOK A51s ecnapmMa HimeuunHa ecnapma ®apma Cepsices HimevunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/14782/01/01
DOLMH® oparibHOro po34nHy mbX 'M6X, HimeuunHa - BHECEHHS1 HE3HAYHWX 3MiH 4O BUPOBHMYOro npouecy, peuenmom
no 3000 mr/nakeT no (BTOPVHHE MaKyBaHHSA); 30KpeMa: BUITy4YEeHHS KOHTPOIIO 3a nokasHukom "3anax”;
8 r nopouuky (3000 Jlingodapm MvibX, 3MiHM | TUNY - BHECEHHS HE3HAYHWUX 3MiH 4O BUPOBHMYOrO
MF Ail04Oi pe4OBUHN) HimeyumHa (BMpOGHMLTBO npouecy, 30KkpemMa: BUITy4eHHSI KOHTPOIIO 3a NOKa3HMKOM
y nakeTi; no 1 Hepo3dacoBaHoro "Bmict Bogn"
nakeTy B KapTOHHIl NpPoAYKTY, NepBUHHE
ynakoBLi nakyBaHHs1, BTOPUHHE
nakyBaHHs1, KOHTPOIb
SIKOCTi, BUNYCK cepii)
108.| ECCEHUIANE® | po3uunH Ans iH'ekuin, TOB YkpaiHa AT "Tannydapm”, Ykpaina Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/8626/01/01
H 250 mr/5 mm; Ne 5: "Onenna (nakyBaHHsi, MapKyBaHHs, Icnanis - BHECeHHs 3MiH y Cneuudikauito/ MeToamky peuenmom
no 5 mn B amnyni; Xenckea KOHTPOMb Ta BUMNYCK cepii); BunpobyBaHHs 13 3a nokasHukom «BbakTepianbHi
no 5 amnyny Ykpaina" PAMAP XENC KEAP €HOOTOKCUHWUY, 30KpeMa: BUITyYEHHS MOCUITaHHA Ha MeToq
KOHTYPHilA CEPBICI3 MAOPWA, E
YapyHKOBIN ynakoBLi C.AY,, IcnaHis
B KapTOHHIl kopobui (BMpOBHMLTBO,
naKyBaHHs1, MapKyBaHHS,
KOHTPOMb Ta BUMNYCK cepii)
109.| E®®E3EN rerbno5r,15r, 30 Fangepma LLBenuapis NABOPATOPII PpaHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15311/01/01
r rento y Ty6i; no 1 CA FTANOEPMA - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
Ty6i B KQPTOHHIN appecu 3asiBHUKA (BnacHMKa peecTpauinHoro
kopobui; no 15, 30 NOCBiAYEHHS) - 3MiHa agpecK 3asiBHUKA
I rento y KOHTENHepi;
no 1 KOHTEeNHepy B
KapTOHHI kopobui
110.| EBPONEHEM NopOoLLOK Ans €Bpo Benuka EinCiEc JOB®AP C.M.A. ITanis BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3amiHu | Tuny 3a UA/9945/01/01
po3unHy Ans iH'ekuin | Jlandkep BpuTaHis - 3MiHM BHECEHi 40 iHCTPYKUiT AN MeanyHoro peuenmom
no 500 mr: 1 a6o 10 Nto 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu

criakoHiB 3
MOPOLLKOM Y
KapTOHHiI kopobLyi

"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANOBIAHO 40 OHOBREHOI iHbopMaLii 3 6e3neku gitoyoi
peyoBMHN. BBEAEHHS 3MiH NpoTsirom 6-Tu MicuiB nicns

3aTBEPOKEHHS
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
111 €BPOMNEHEM NOPOLLIOK ANA €Bpo Benuka EnCiEc JOB®AP C.T.A. ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHun | Tuny 3a UA/9945/01/02
po3unHy Ans iH'ekuin | Jlandkep BpuTaHis - 3MiHM BHECEHI 40 iHCTPYKUiT AN MeanyHoro peuenmom
no1,0r: 1 abo 10 Nto 3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
dnakoHis 3 "OcobnuBocTi 3acTocyBaHHs", "MobiyHi peakuii”
NOPOLLIKOM Y BiANOBIAHO A0 OHOBMEHOT iHdbopmaLii 3 6e3neku aitoyvoi
KapTOHHil kopobui peyoBMHN. BBEAEHHS 3MiH NpoTsirom 6-Tu MicuiB nicns
3aTBEpPOKEHHS
112 3AHIOIN® TabneTkn, BKPUTI Pekopgaari Ipnangis Pekopgarti IngacTpia ITanis BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | Tuny 3a UA/11126/01/01
NniBKOBOK Aineng Ximika e ®apmaceBTika - OHOBIEHHS aHaNITUYHOT MeToaMKK ineHTUdikauii peuenmom
o6onoHkoto, no 10 o, C.n.A. giokcnay TUTaHy, KOMMOHEHTa CyMillli MiBKOBOrO
Mr; no 14 TabneTtok nokpuTTS. (3MiHM BBOAATLCS 3 METO aganTauii KinbKOCTi
y 6nictepi; no 1, abo peareHTy Ta 3paska A0 Pi3HUX KiNMbKOCTEW AioKCuay TUTaHy
2,abo 4, abo 7 y CyMillax Ans nniBkoBOro NokputTs). BBeaeHHs 3miH
GnictepiB y npoTarom 6 micsAUiB Nicnsa 3aTBEPAKEHHS; 3MiHW | Tuny -
KapTOHHil kopobui 3amiHa TecTy Ans ineHTudikauii okcmagy 3anisa (3amiHa
KONTOPUMETPUYHOrOo TECTy ANs ifeHTudikauii okenay
3arniza HOBUM KOITOPUMETPUYHNM TECTOM). AHaNITUYHNIN
NPUHLMN 3anuLWaeTbCa HE3MIHHUM, ane KofIopyuMeTopuYHa
npouenypa 6a3yeTbcsl Ha iHWIN peakuii. BBegeHHs 3mMiH
npoTarom 6 micsAUiB Nicnsa 3aTBEPAKEHHS; 3MiHW | Tuny -
3amiHa meTody igeHTudikauii TanbKy Ta opraHiyHnX
KOMTMOHEHTIB CyMillli MiBKOBOro NokputTs (3amiHa TLUX —
mMeToAy Ans ineHTudiKkauii TanbKy Ta opraHivyHuX
KOMMOHEHTIB CyMiLli MNiBKOBOrO NMOKpUTTsi TabneTok 14 —
METOAOM, K BiNnbLL TOYHUM Ta SKICHUM METOAOM).
BBeneHHs 3MiH NpoTArom 6 MicsILiB MiCNsl 3aTBEPXKEHHS;
3MiHuM | TUNY - pedakuiiia 3MiHa Ha3BM CyMiLli JOMOMDKHUX
PeyYoBUWH NNIBKOBOrO MOKPUTTS TabneTok. (3aTBEpHKEHO:
Ans gosdysaHHs 10 mr: [lonomixkHi pe4oBMHU: 0BOMNOHKa:
Onappu OY-SR-6497 gns gosyBaHHs 20 Mr: 4ONOMiXKHi
pevoBuHK: obonoHka: Onagpu 02F25077;
3anponoHoBaHo: Ans Ao3dysaHHs 10 mr 1a 20 mr
[onomixHi pe4oBunHN: 060MNOHKa: CyMiLL ANS NMiBKOBOro
nokputTH). BBEAeHHs 3MiH npoTsrom 6-Tu micauis nicns
3aTBEpOKEHHS
113.| 3AHIAIN® TabneTkn, BKpUTI Pekoppaarti IpnaHpis Pekoppaarti IHgacTpia ITanis BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3miHu | Tuny 3a UA/11126/01/02
NNiBKOBOI Ainenp Ximika e ®apmaceBTika - OHOBIEHHS aHaNITUYHOT METOAMKM ineHTudikauii peuenmom
obonoHkoto, no 20 Nto C.n.A. Aiokeuay TUTaHy, KOMMOHEHTa CyMillli NMiBKOBOro

Mr; no 14 TabneTok
y 6nicTepi; no 1, abo
2,abo 4, abo 7
GnicTepiB y
KapTOHHiI kopobLyi

nokputTs. (3MiHN BBOAATLCA 3 METO afanTaLii KinbkocTi
peareHTy Ta 3paska [0 Pi3HUX KiNbKOCTen Aiokcuay TUTaHy
y CyMmillax Ans nriBkoBOro NokputTs). BBegeHHs 3MmiH
npoTsArom 6 MicsLiB nicns 3aTBepMKeHHS; 3MiHu | Tuny -
3amiHa TecTy Ans ineHTudikauii okcmay 3anisa (3amiHa
KONTOPUMETPUYHOIO TECTY ANs ifeHTudikauii okenay
3arniza HOBUM KONOPUMETPUYHUM TECTOM). AHaNITUYHNI
NPUHLMN 3aNvLWaETbCA HE3MIHHUM, ane KOJIopyMeTopuYHa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

npouenypa 6a3yeTbcs Ha iHWIN peakuii. BBeaeHHs 3MiH
npoTarom 6 micsAUiB Nicnsa 3aTBEPAKEHHS; 3MiHW | Tuny -
3amiHa MeToAy igeHTudiKaLii TanbKy Ta opraHiyHux
KOMTMOHEHTIB CyMilli MniBKOBOro NokputTs (3amiHa TLUX —
mMeToAy Ans ineHTudiKauii TanbKy Ta opraHivyHmx
KOMMOHEHTIB CyMiLli MNiBKOBOrO NOKpUTTst TabneTok 14 —
METOAOM, siK BinbLL TOYHUM Ta SIKICHUM METOZOM).
BBegeHHs 3MiH NpoTArom 6 MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | TUNY - pepakuiiia 3MiHa Ha3Bu CyMiLli JOMOMDKHUX
PEYOBMH NNIBKOBOrO NOKPUTTSI TaONETOK. (3aTBEPKEHO:
ans posyeaHHst 10 mr: JonomixxHi pe4oBrHN: 0BOOHKa:
Onappu OY-SR-6497 gnsa posyBaHHSA 20 Mr: 4ONOMiXKH
peyoBuHK: obonoHka: Onagpu 02F25077;
3anponoHoBaHo: Ans Ao3dysaHHs 10 mr 1a 20 mr
[onomixHi pe4yoBunHN: 060NOHKa: CyMiLL ANS NiBKOBOro
nokpuTTH). BBEAEHHSI 3MiH NpoTArom 6-Tn micsAUiB nicnsa
3aTBEPOKEHHS

114.

3EPBAKCA®

MOpOLLOK AN
KOHLEHTpaTy Ans
pO34KHy Ans
iHdpysin, 1 r/0,5; no
10 donakoHiB 3

Mepk
Wapn i
Hoym
IOEA
mM6X

LLisenuapis

JTabopaTopii Mepk LWapn i
Hoym Wn6pe, ®paHuis

(anbTepHaTUBHUIA
BUPOOHWK: BTOPUHHE
nakyBaHHs,

dpaHuis/
CWA

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- BHECEeHHs 3MiHM B nigpo3ain 3.2.5.1.1. Hasea, a came
3MiHa nabopaTopHOro KO4OBOro HoMepy Ta3obakTamy

HaTpio
B3anponoHosaHo: 3.2.S.1.1 Nomenclature Laboratory

3a
peuenmom

UA/16362/01/01

MOPOLLKOM Y
KapTOHHIl kopobui

Bi4NoBiganbHMIA 3a BUMYCK
cepii); Crepi-®apma, JC,
CLUA (BupobHuLTBO 3a

Codes: 211200002003; 3miHu | Tuny - 3amiHa Ha3Bu Ta
agpecu BUpOOHWMKa Ljto4oi pe4oBUHU TazobakTamy HaTpito,
6e3 3miHn Micus BUpOOHWLTBA; 3anpOMNOHOBAHO:

MOBHUM LIMKITOM)

Shandong Anxin Pharmaceutical Co. Ltd No. 10678
Wenliang Road, Dongjia Town, Licheng District, Jinan,
Shandong, 250105, China; 3miHu | Tuny - BHECEHHS
HE3HaYyHUX 3MiH B METOAMKY BUNpobyBaHHA 3a
nokasHukoMm «CTepunbHICTb» ANs Aio40i peYOBUHU
Ta3obakTamy HaTpito BiAMNOBIAHO A0 BUMOT Ail04oi peaakuii
®Papm. CLUA <71>; 3miHu | TUNY - OHOBNEHHS po3ainy
3.2.S.2.4. KoHTpOnb KPUTUYHUX CTafin i NPOMKHOI
npoaykLii, a came 3MiHeHa 4YacToTa 3aMiHuN KapTpUmKy
nepBuHHOro inbTpa Ha etani dinbTpauii 3 30 pobounx
AHiB Ha 10 pobounx gHis

115.

300AK®

Kpanni opaneHi, 10
mr/mn no 20 mn
PO34MHY Y ONaKkoHi 3
KpanenbHuLeto; no 1
dnakoHy B
KapTOHHiIl kopobui

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

En. HatTepmaHH eHpy

Cani. 'm6X, HimeuunHa;
TOB "3eHTiBa", Yecbka

Pecnybnika

Yecbka
Pecny6nika/
HimevuunHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny
- NofaHHsA OHOBIEHOro cepTudikaTta BiANoBIAHOCTI
€sponeiicbkinn papmakonei Ne R1-CEP 2000-031-Rev 08
ans gitoyoi pevoBuHn Cetirizine dihydrochloride Big Bxe
3aTBepakeHoro BupodbHuka MYLAN LABORATORIES
LIMITED; 3MiHu | TUny - nogaHHs OHOBNEHOMO
cepTtudpikaTa BignosigHocTi €Bponeickbkin hapmakonei Ne
R1-CEP 2000-031-Rev 09 ans gitovoi pevoBuHu Cetirizine
dihydrochloride Big Bxe 3aTBEpOXEHOr0 BUPOOHUKA
MYLAN LABORATORIES LIMITED; 3minu | Tny -

be3
peuenma

UA/4070/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€ponewicbkin dapmakonei Ne R1-CEP 2000-031-Rev 10
ans gitoyoi pevoBuHn Cetirizine dihydrochloride Big Bxe
3aTBepakeHoro BupobHuka MYLAN LABORATORIES
LIMITED
116, 30N0OTOTUCA TpaBa; mo 75ry MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/8472/01/01
YHUKA TPABA | naykax 3 BHyTpiwHiM | "[likTpaBu” - BHECEHHs 3MiH Ao p. 3.2.P.7. Cuctema koHTenHep/ peuenma
naketom; no 1,5ry 3aKynoptoBarnbHWI 3acib, a came BHECEHHS! YTOYHEHHS,
inbTp-NakeTi; No oo nayvkm Ana inbTp-nakeTiB: «404aTKOBO Nayku
20 ginbTp-nakeTiB y MOXyTb 0BropTaT1Cs 330BHi NMiBKOK NOMINPOMNINEHOBO»
nayui 3 BHYTPILHIM (3aTBepmxeHo «[Mayvku 30BHI 0BropTaloThb NMiBKOKO
naketom; no 1,5ry noninponineHoBoo»), 3 BiANOBIgHUMK 3MiHamu B p.
dinbTp-NakeTi; No "Ynakoeka" MKA J13; 3aanponoHosaHo: MNogpibHeHa
20 ginbTp-nakeTiB y cupoBUWHa No 75 r B nanepoBi nakeTu, abo B naketu 3
navui NNiBKM NakyBanbHOI 3 HACTYMHUM BKMaAaHHAM B Mayku
KapTOHHiI. MNMopolok kpynHuiA no 1,5 ry dinbTp-nakeTn,
BWUrOTOBIIEHI 3 Nanepy TepMO3BapoBasibHOro NMOpUCTOro,
L0 He pO3MOKae, 3 NoAanbLUNM yknagaHHsam no 20
inNbTP-NakeTiB y NaykyM KapTOHHI. [loAaTKOBO Mayku
MOXYTb 0BropTaTncs 330BHi NMiBKOK NONINPOMINEHOBOIO.
Mopowwok kpynHuin no 1,5 r y ginbTp-nakeTn, BUroToBMEHi
3 nanepy TepMo3BapoBasibHOro NMOPUCTOrO, LLIO He
posmokae, 3 noganbslunmM yknagaHHam no 20 ginbTp-
nakeTiB B NakeTW, BUTOTOBMEHI 3 MNIBKU 3 NOMIMEPHUX
marepianis 3 noganblUMM YKNagAaHHAM B MaYKn KAPTOHHI.
[opatkoBO Nayvkv MOXyTb 06ropTaTMcs 330BHi MNIBKOKO
noninponineHoBot
117, 30N10T® TabneTkn, BKpUTI AMNOIXOH CLUA Mdpanszep HimeuumHa/ | BHeCeHHS 3MiH 4O peecTpauinHux MaTepianis: 3miHu | Tuny 3a UA/7475/01/01
NniBKOBOIO HOC 1 MeHtodek4ypuHr ITania - BHECEHHSI HE3HAYHWX 3MiH 4O MeToAy ra3oBoi peuenmom
o6onoHkot, no 50 nnc Donuneng MoX, xpomaTorpadii (MX), Lo BUKOPUCTOBYETLCSA AN
mr, no 14 TabneTok HimeyunHa (BMpoGHMLITBO, BMU3Ha4YeHHs gomiwok methyl p_toluenesulfonate (MpTS)
y 6nicTepi; no 2 nepBUHHE Ta BTOPUHHE Ta ethyl p-toluenesulfonate (EpTS) B isonsoBaHomy
Gnictepn y nakyBaHHsi, KOHTPOIb NPOMIXXHOMY NPOAYKTi 4S-iMiH, LLIO BUKOPUCTOBYETLCS ANA
KapTOHHIN ynakoBLii SIKOCTIi, BUNYCK cepii); BMPOBHMLUTBA cepTpaniny rigpoxnopuay B MNpoueci D
XaynT ®apma JlatiHa
C.p.n., Itanis
(BMPOOHMLTBO, NEPBUHHE
Ta BTOPUHHE NaKyBaHHS,
KOHTPOMb SKOCTi, BUMYCK
cepii)
118.[ UIMUTPUKC® Tabnetku no 20 wr, AT Natsis AT "Ipinaekc" Natsis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/16096/01/01
no 25 Tabnetok y "IpiHaexc” - 3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenmom
6nicTepi, mo 2 abo 4 KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa posmipy
Gnictepu B navui 3 yNaKoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa KinbKOCTi
KapTOHY oauvHULL (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:)
- 3miHa nosa fiana3oHoM 3aTBepAKEHVX pO3MiIpiB
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
yNakoBKM - BBEAEHHS AOAATKOBOrO BUAY NakyBaHHS: Ne
100 (25x4) no 25 TabneTok y 6nictepi, no 2 6nictepu B
nayui 3 KapToHy, 3 BiAMNOBIAHUMU 3MiHAMK OO PO3Ainy
“YnakoBka”. 3MiHM BHECEHi 40 IHCTPYKLUIi AN Meanu4Horo
3acTocyBaHHs fikapcbkoro 3acoby y po3ain "Ynakoska", 3
BiAMOBIAHMMU 3MiHAMU [0 TEKCTY MapKyBaHHS yNaKoBKu
nikapcbkoro 3acoby. BBeaeHHs 3MiH NpoTsrom 6-Tu
MicsUiB nicnst 3aTBepAXKEHHS; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHLWi 3miHu) -
3MiHM BHECeHi 40 IHCTPYKUii 415 MEANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3aain "Mo6ivHi peakuii" BiaNoBigHO
[0 OHOBNeEHOI iHbopMalii LWwoao 6e3neku Aiko4oi pe4oBUHM
119.| IBAHAPOHOB TabneTkn, BKpUTI Mictpan AHrnis CiHToH Xicnanis, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/16004/01/01
A KUCNOTA- NniBKOBOKO Kenitan - BUINy4YeHHs1 BupobHuka A®I (ibaHgpoHoBa kucnoTa y peuenmom
BICTA o6onoHkoto, no 50 MeHemxm dopmi HaTpito ibaHapoHaTy MoHorigpaty) Dr. Reddy's
mr, no 10 TabneTtok EeHT Laboratories Limited, India. 3aTtBepaxeHun BUpo6HuK AdI,
y 6nicTepi; no 3 Timiteq wo 3anunwmecsa — Synthon s.r.o., Czech Republic —
Gnictepu B kOpoOLi BUKOHYE Ti caMi (OyHKLT, WO BUNYyYEHUN
120.| IBYNPO®EH TabneTkn, BKpUTI My6niyne YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/3304/01/01
NniBKOBOKO aKLioOHepH ToBapucTBO "Haykoso- - nogaHHs oHoeneHoro CepTtudikarta R1-CEP 2008-316- peuyenma
o6onoHkoto, no 200 e BUPOBHMYMIA LEHTP Rev 04 ansa A®I 16ynpodeHy Big BxXe 3aTBEpOKEHOIO
mr, no 10 TabneTtok TOBapuUCTB "BopLuariBcbkuii XiMiko- BupobHuka lol Chemicals and Pharmaceuticals Ltd, IHgis y
y 6nicTepi, no 5 o cthapmaueBTUYHMI 3aBoA" Hacnigok 3amMiHM y MeToauLi BUNpobyBaHHS LLoao
GnicTepiB y navui "HaykoBo- 3anULLKOBUX PO3YNHHUKIB 6e3 3MiHM KpuTepiiB
BMPOGHWY NPUAHSATHOCTI
WA LEeHTP
"BopLuaris
CbKui
XimiKo-
dapmaues
TUYHUIA
3aBsoa”
121.| IKEPBUC® Kpanni o4Hi, CaHTeH PiHnsHais EKCEJbBIKEH, ®paHuis ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny 3a UA/17100/01/01
emynbcis, 1 mr/mn; AT (BMPOBHMLTBO, KOHTPOb PiHnaHais - 3MiHM Wopao H6esnekn/edeKTUBHOCTI Ta hapmakoHarnsay. | peyenmom

Ne 30 (5x6): no 0,3
M1 B TOOWK-
KpanenbHWui ons
OHOKpPAaTHOro
3acToCyBaHHs; no 5
TIOOMK-KpanenbH1Lb
y namiHoBaHomy
antomiHieBomy
nakeTi; no 6 nakeTiB
Y KapTOHHIl kopobLi

AKOCTi, NEepPBUHHE Ta
BTOPVHHE MNaKyBaHHS);
CaHteH AT, ®iHngaHais

(Bunyck cepint);

CEPBIMNAK, ®paHuis

(BTOPUHHE NaKyBaHHS)

BBeneHHsa abo 3mMiHM 40 y3aranbHEHWX A4aHUX Npo
cucteMy cbapmakoHarnagy (BBefAeHHs yaaranbHeHuX
AaHux npo cuctemy cpapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asBHUKa An1A 34ilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bif yNOBHOBaXeHOI ocobu,
BiA4NoBiganbHoI 3a 34iNCHEHHSA hapMakoHarnsay
(BKNOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiAanbHOI 3a
dapmakoHarnag,.

[MponoHoBaHa pegakuis: JenbdiHa bepTpam, JokTop
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HayK, KepiBHVK Bigainy 3 nutaHb 6e3neku perioHy EMEA.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOI 0cObM 3asiBHUKA,
BifNoBiganbHoi 3a papMakoHarnag
122 IMMYHAN® Tabnetku no 80 mr CaHpos CnoseHis Jlek ®apmaueBTyHa CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/2837/02/01
no 10 Tabnetok y dapmacb KOMnMaHis 4.4. - NPOMOHYETLCS 3MiHa NOKPUTTA ANst HAHECEHHsI APYKY Ha | peuenma
Gnictepi; no 2 loTikana antoMiHieBin donb3i ans bnictepy, Wo MiCTUTb
Gnictepu y a.a. HITPOLLENtONo3y Ha NOKPUTTS, LLO HE MICTUTb
KapTOHHIl kopobui HITpOLENoIo3n
123, IMYHIH NMOPOLLIOK Ta BakcTep ABCTpis BakcTtep All, ABcTpis ABcTpisi/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/17230/01/01
PO3UYNHHUK AN Al (Bunyck cepii M3 T1a Himeuunna - He3HayYHi 3MiHV y MeToAi BUNpobyBaHHs 3a NOKa3HWKOM | peuernmom
PO34MHY AnA iH'eKuin posuunHHuka); bakctep AT, «3aranbHuii 6inok» Mmetogom K'enbaans. TepMiH
abo iHdysin, no 600 ABCTpis (BUpOBHULITBO BBEAEHHSA 3MiH NPOTAroM 6 MicAuiB NMicnsa 3aTBEPAXEHHS;
MO; 1 cpnakoH 3 Hepo3dacoBaHOro 3MiHM | TUNY - HEe3HAYHI 3MiHM Y MeToAi BUNPOGYBaHHS 3a
MOPOLLIKOM Y npoaykTy, NepBUHHE Ta nokasHukoM «3aranbHui 6inok» metogom K'enbgans.
KOMMAEKTi 3 1 BTOPUHHE nakyBaHHs 113, TepmiH BBEAEHHS 3MiH NpoTaroM 6 micsauis nicns
dnakoHom 3 BTOPUHHE NaKyBaHHS 3aTBEpPOKEHHS
PO34MHHMKOM (BOAA PO34YMHHWMKA, KOHTPOIb
ans iH'ekyin) 5 mn Ta skocri [T13); Bakctep AT,
Habopom ans ABCTpIs (KOHTPOINb AKOCTI
PO34YMHEHHS Ta N3); 3ircppig XamenbH
BBeAeHHs (1 ronka 'M6X, Himeyunna
Ons nepeHeceHHs, 1 (BUPOBHMLTBO, NEPBUHHE
aepavuiniHa ronka, 1 nakyBaHHs Ta KOHTPOSb
ronka-inbTp, 1 SIKOCTi PO3YMHHMKA);
ofiHopasosa rorka, Takepa MaHydek4ypiHr
1 ogHopaszoBuin AscTpis Al , ABCTpis
wnpuy (5 mn), 1 (Bunyck cepii M3)
cvucTema ans
iHdpysin) y kopobui
124.| IMYHIH NOpOLLIOK Ta Bakctep ABCTpis Bakctep Al', ABcTpist AscTpis/ BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny 3a UA/17230/01/02
PO3YUNHHUK ANs Al (Bunyck cepii M3 Ta Himeuunna - HE3HaYHi 3MiHM y MeToAi BUNpobyBaHHA 3a NMOKa3HUKOM | peuernmom

PO34MHY AnS iH'eKLin
abo iHdysin, no
1200 MO; 1 cnakoH
3 MOPOLLKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO34MHHMKOM (BOAA
ans iH'ekuinn) 10 mn
Ta Habopom Ans
PO3YMHEHHS Ta
BBeAeHHs (1 ronka
Ons nepeHeceHHs, 1
aepauiviHa ronka, 1
ronka-gineTp, 1
OfHOpa3oBa rorka,
1 ogHopasoBuir

posuunHHuka); Bakctep AT,
ABCTpis (BUpOBHULITBO
Hepo3dacoBaHOro
NpOAYKTY, NEPBUHHE Ta
BTOPUHHE nakyBaHHs 13,
BTOPVHHE NaKyBaHHS
PO34MHHWKA, KOHTPOMb
sikocTi [T13); Bakctep AT,
ABCTpis (KOHTPOINb SKOCTI
'N3); 3irdpig XamenbH
'M6X, Himeyunna
(BMPOOHMLTBO, NEPBUHHE
nakyBaHHS Ta KOHTpPOnb
AKOCTi PO3YMHHMKA);
Takepa MaHydek4ypiHr
AscTpis A", ABCTpisi

«3aranbHuii 6inok» metogom K'enbaans. TepmiH
BBeJEHHS 3MiH MPOTAroM 6 MicaLiB Nicns 3aTBePAXEHHS;
3MiHM | TUNY - HE3HaYHi 3MiHK Y MeToai BUNpobyBaHHA 3a

nokasHukoM «3aranbHuii 6inok» metogom K'enbaans.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns

3aTBEPOKEHHS
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wnpuy (10 mn), 1 (Bunyck cepii M3)
cuctemMa ans
iHdpysin) y kopobui
125, IHTENNAH cupon no 90 mn, 120 XepbioH Makuctax XepbioH MakuctaH MakuctaH BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/10243/01/01
mn abo 150 mny MakncrtaH MpanseT JlimiTeq - 3MiHM Wopo H6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. | peuyenma
cdnakoHi; no 1 MNpariBeT BBeneHHs abo 3miHM A0 y3aranbHeHNX aHnx Npo
dnakoHy y Timiteq cuctemy bapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX
KapTOHHIl kopobui [aHuX Npo cuctemy dhapmMakoHarnagy, amiHa
yNoBHOBaXeHOoi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
hapmakoHarnsay; KOHTaKkTHoOI ocobu 3 hapmakoHarnsay
3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bif yNTOBHOBaXeHOI ocobw,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MiLLIEHHI
macTep-darina cuctemu papmakoHarnsgy) - aMmiHa
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
dapmakoHarnag,.
MponoHoBaHa pegakuis: [-p Idbpax XacaH. 3miHa
KOHTAKTHMX JaHMX YNOBHOBaXKeHOi 0cobw, BignosigansHoi
3a chapmakoHarnsg.
3MiHa KOHTaKTHOI 0cobK 3asiBHMKA, BiAnoBiganbHoOI 3a
bapmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuisi: Ani
LWax Amopxkaa.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKa,
BiANoBiganbHoi 3a papMakoHarnsag B YkpaiHi
126./ IHGAHPUKC cycneHsisa (DTPa- "makcoCwmi Benuka "makcoCmiTKnsinH Benebris BHECEHHS 3MiH [0 peecTpauiiHixX maTtepianis: 3miu |l 3a UA/16235/01/01
FTEKCA™/INFA HBV-IPV) gns TKnainH Bputanis Bionoaxikans C.A. TMny - goaaBaHHs 6yaisni WN48, wo postalloBaHa Ha peuenmom
NRIX HEXA™ iH'ekuii no 0,5 mn (1 Ekcnopt BupobHuuomy canti GlaxoSmithKline Biologicals SA, Parc
KOMBIHOBAH fno3sa) Ta niodginisat Nimiteq de la Noire Epine - Rue Fleming 20, Wavre, 1300,
A BAKLUUHA (Hib); 1 nonepegHbo Belgium, sik foaaTkoBOT BUPOBHWNYOT NOTY>XHOCTI ANs
ansa HanoBHEHUN BUPOOHMLTBA OAHOBANEHTHNX aHTUIEHIB iHAKTUBOBAHOIO
MPO®INAKTUK | ogHopasoBwuii noniosipycy (IPV) (cepotunu 1, 2 Ta 3). BHeceHHs
N OUODTEPII, wnpwuy (no 0,5 mn (1 peAakuinHMX NpaBoK A0 po3ainiB Modyns 3 gocke S.2.2,
NMPABLA, [03a)) y KOMNNexTi 3 S.2.3T1aS.2.6.
KALLIIOKY [BOMa ronkamm Ta
(ALUENONAPH rakoH 3
un niodpiniaatom (Hib)
KOMMOHEHT), ons 1 gosu, wo
FENATUTY B, 3MilyoTbCs nepeq,
NONIOMIENITY | BUKOPUCTAHHAM; MO
TA 1 a6o no 10
3AXBOPIOBAH | nnacTukoBumx
b, KOHTEeNHepiB y
36YOHUKOM KapTOHHIl kopoOLi
AKUX €

HAEMOPHILUS
INFLUENZAE
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TNy B
127 IHOAHPUKC™ cycneHsig ans "makcoCmi Benwka MmakcoCmiTKnsamH Benbris BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHu |l 3a UA/13939/01/01
InB iH'exuin; no 0,5 mny TKnanH BpuTaHis Bionogxikana C.A. TMny - goaasaHHsA 6yaisni WN48, wo postalloBaHa Ha peuenmom
KOMBIHOBAH nonepegHb0o Ekcnopt BMpoGHMYoMy canTi GlaxoSmithKline Biologicals SA, Parc
A BAKLUMHA 3arnoBHEHOMY Timiteq de la Noire Epine - Rue Fleming 20, Wavre, 1300,
ansa 0fHOpPa3oBOMY Belgium, sik goaaTkoBOI BUPOBHWNYOT NOTY>XHOCTI ANs
NPODIIAKTUK | wnpuui y koMmnnekTi BMPOBOHMLTBA OAHOBANEHTHUX aHTUIEHIB iIHAaKTVBOBAHOIO
M QUG TEPI, 3 ronkoto; no 1 abo noniosipycy (IPV) (cepotunu 1, 2 Ta 3). BHeceHHs
NMPABLUA, 10 nonepeaHLO peAakuinHMX NpaBoK A0 po3ainiB Modyns 3 gocke S.2.2,
KALLJTIOKA 3aMOBHEHWX S.2.31aS.2.6.
(ALUENONAPH O[HOpPa30BUX
un wnpuuis y
KOMMNOHEHT) nnacTnKoBoMy
TA KOHTeWHepi; no 1
NONIOMIENITY | koHTelHepy B
KapTOHHIN kopobui
128./ IHGAHPUKC™ cycneHsisa (DTPa- "makcoCwmi Benuka "makcoCmiTKnsnH Benebris BHECEHHS 3MiH [0 peecTpauiiH1X martepianis: 3amiHu | Tuny 3a UA/15832/01/01
INB XIB / IPV) ans iv’exuint no TKnanH BpuTaHis Bionogxikana C.A. - AO[AaBaHHSA TeCTy AN BUSBNEHHS BUOAMMUX YaCTOK peuenmom
INFANRIX™ 0,5 mn (1 posa) Ta Ekcnopt (Practiculate matter by visual inspection) 3 BignosigHum
IPV HIB niodgpinizart (Hib); Nimiteq KpuTepiem NpuHATHOCTI B npoueci BupobHuuTea (In-
KOMBIHOBAH cycneHsisa (DTPa- process QD testing)
A BAKLUMHA IPV) ons iH'ekuin no
ansa 0,5 mn (1 gosa) y
NMPO®INAKTUK | nonepegHbo
1 OUDTEPII, HanoBHEHOMY
NPABLA, OfHOpa3oBOMY
KALLITIOKY wnpuui Ne1 'y
(ALUENONAPH KOMMIEKTi 3 ABOMa
un ronkamm Ta
KOMIMOHEHT), | niodinisat (Hib) y
NONIOMIENITY | dnakoni Ne1, wo
TA 3MilWyoTbCA nepen
3AXBOPIOBAH | BuKopuCTaHHsSIM: Mo
b, 1 nonepenHbO
3BYOHUKOM HarMoBHEHOMY
AKUX € OfHOpa3oBOMY
HAEMOPHILUS | wnpwuuy y kKoMnnekTi
INFLUENZAE 3 ABOMa ronkamu ta
TNy B 1 donakoHom 3
niodpinisatom (Hib) y
BaKyyMHin
CTEpUIbHIN
ynakosLi; no 1
BaKyyMHin
CTEepUnbHIN ynakoBsLi
Y KapTOHHIl kopobui
129.| INPAOYAN aepo3ornb TOB YkpaiHa TOB "MynbTicnpen" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16432/01/01
nosoBaHui no 20 "MynbTicn - 3MiHU Woao Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy | peuenmom

MKr/50 MKr/go3a no

pen

- 3MiHV BHECEHIi B TEKCT MapKyBaHHA yNakKOBKU J'IiKapCbKOFO




46

IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
200 pos B 3acoby LWoA0 3a3HaYeHHsI MiXKHapOAHMX NO3HaYeHb
antoMiHieBMx OAVHWLb BUMIPIOBAHHS
H6anoHax,
repMeTuyHoO
3aKpUTUX [O3YHOHUM
KrnanaHom Ta
3abe3neyeHmx
HacafKoto-
iHranaTopom i3
3aXUCHUM
KOBMA4YKOM
130.| KAnbuin -3 TabneTku xxyBarnbHi; AciHo LLseniLapis Takepa AC Hopseris BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6e3 UA/10610/01/01
HIKOMEL 3 no 30 abo no 100 dapma Al - MOOAHHS OHOBIEHOrO cepTudikaTa BigNoBIAHOCTI peuenma
M'ATHAM TabneTok y drakoHi; €sponevicbkin bapmakonei Ne RO-CEP 2015-199-Rev 02
CMAKOM no 1 cnakoHy B anst A®| xonekanbumdepony KOHLEHTpaTy Bif BXe
KapTOHHIN kopobLi 3aTBepakeHoro BupobHuka DSM Nutritional Products Ltd.
AK Hacnigok 3MiHM y MeToavKax BU3Ha4YeHHs 3a
nokasHukamu «lgeHTtudikadia» Ta «KinbkicHe
BU3HAYEHHS»; 3MiHM | TMNy - nogaHHsa HoBoro E-
cepTtudpikaTa BignosigHocTi €Bponenchkin hapmakonei Ne
RO-CEP 2015-199-Rev 02 ana A®Il xonekanbuudepony
KOHLIEHTPaTY Bif BXe 3aTBepAKeHOro BupobHnka DSM
Nutritional Products Ltd. HagaHun CEP Ne RO-CEP 2015-
199-Rev 02 6yno 3ateBepaxeHo EDQM, sik double
certificate (noagiviHni ceptudikaT) BiANOBIAHOCTI:
chemical certificate (ximiuHum cepTudpikatom) i TSE
(cepTudpikaTom BiANOBIAHOCTI WOAO MOXIMBOT
KOHTamiHauji rybyaToi eHuedanonarii). [laHoto 3miHot
3asaBnseTbes 3aTBepmxeHHs CEP Rev 02, sk HoBoro TSE
cepTugikaty
131.| KAnNbuUuIXA-A3 TabneTku xxyBasbHi, AciHo LLBenuapis Takepa AC Hopgerisa BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHum | Tuny bes UA/12922/01/01
HIKOMEQ no 30 abo no 60, dapma Al - NofaHHs OHOBIEHoro cepTudikaTa BignosigHocTi E® RO- | peuenma
OCTEO®OPTE | abo no 90 TabneTtok CEP 2015 - 199- Rev 02 (nonepepaHs Bepcis CEP RO-CEP
y dnakoHi; no 1 2015-199-Rev 01) ana A®I (koHueHTpaTy
dnakoHy B Xonekanbuudepony (nopoLukoBa hopma)) Bif Bxe
KapTOHHiI kopobui 3aTBepakeHoro BupobHuka DSM Nutritional Products Ltd;
3MiHM | TUny - nogaHHs Hosoro ME-cepTudikata
BianosigHocTi €® RO- CEP 2015 - 199- Rev 02 ans Adl
(koHuUeHTpaTy Xonekanbuudepony (nopoLukosa opma))
Bif, BXXe 3aTBepAXeHoro BMpodHuka DSM Nutritional
Products Ltd.
132 KNIHAQAMILUWH NOpOLLIOK ToBapuct YkpaiHa WKELI3AH TAHLTAN Kurai BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3amiHu | Tuny - UA/15224/01/01
Y ®OCOAT (cybeTaHuis) y BO 3 ®APMACBIOTIKAN KO., - 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
NOABINHNX obmexeHo nTa. cepTudikaT BignoBiaHoOCTI €EBponeinchbkii
nonieTuneHoBmx 10 dapmakonei/moHorpadii. MogaHHa HoBoro abo
naketax ans BiAgnoBiga OHOBJIEHOro cepTudikaTta BiAnoBiAHOCTIi a00 BUYYEHHS
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dapmaLeBTU4HOro NbHICTIO cepTudpikaTta BignosigHOCTI E€Bponenchbkin hapmakonei:
3acTocyBaHHs "®apmaue ans A®l; ansa suxigHoro martepiany/peareHTy/nPOMKHOro
BTUYHA NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHULTBI API; Ans
KOMMaHis AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
"3popos's" €sponevicbkin dapmakonei) - OHoBneHun cepTudikat Big
yXXe 3aTBepaKeHOro BUpobHUKa - NOJaHHS OHOBNEHOTo
cepTtudpikaTta BignosigHocTi €Bponencbkint hapmakonei Ne
R1-CEP 2003-060-Rev 05 (3aTBepaxeHo: R1-CEP 2003-
060-Rev 04) ons A®I. Ak Hacnigok NpvBeaeHHst
BTOPWMHHOIO NakyBaHHs (6yno: dibposi 6apabaHu; cTano:
nakeTu 3 anoMmiHieBoi chonbr, noMitLeHi y ibposi
6apabaHu) Ta nepiogy nepekoHTponto AdI (6yno: 2 poku;
ctano: 3 poku) oo oHosneHoro CEP
133.| KniHAAMILUWH NOPOLLIOK ToBapucT YkpaiHa YyHuin Keanand Kutan BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/16679/01/01
Y ®OCOAT (cybeTaHuis) y BO 3 dapmacstoTikan Ko. Jlt4. - NoAaHHA OHOBMEHOro cepTudpikaTta BigNOBIAHOCTI
noABIMHNX obmexeHo €sponencbkin dapmakonei Ne R1-CEP 2009-398 - Rev 03
nonieTUneHoBnx 10 ana A®l. Ak Hacnigok AoAaBaHHA anbTepHaTUBHOI
nakeTax ans Bignosiga BUPOGHMYOT AiNbHULI NPOMIKHOIO NPOAYKTY
dapmaLleBTU4HOro NbHICTIO
3aCTOCyBaHHs "®apmaune
BTUYHA
KOMMaHis
"3popos's"
134.| KOMIPHATI/ KOHLeHTpaT 4ns Mdparizep CWA Mdpaiizep Benbrisi/ BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3MiHu |l 3a UA/18592/01/01
COMIRNATY™ avcnepcii ans Eny.Ci.NMi. MeHtodbekvypuHr Benbris Himeuunna Tuny - 3MiHK 3 aKocTi. [0ToBMI Nikapcbkun 3acib. peuernmom
iH'ekuii; 1 dnakoH Kopnopen HB, Benbris; banoHTek KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
(0,45 mn) micTuTb 6 LUH MeHtodekdypuHr FTM6X, BUNpoOyBaHHS rOTOBOro NikapCbKoro 3acoby (cyTTeBa
no3 no 30 mkr; 195 HimeuunHa 3MiHa y 6ionoriyHomy/imyHORnoriYHoOMy/iMyHOXIMIYHOMY
drakoHiB y mMeTogi BUnpobyBaHHsi abo mMeTogj, y ikomy
KapTOHHiI kopobui BUKOPUCTOBYETbCS BionoriyHWi peareHT, abo ix 3amiHa,
abo GionoriyHoro npenapaTty NOPIBHAHHSA (CTaHAApTHOro
npenapary), WO He 3a3HayeHun y 3aTBepaXKeHOMY
npotokoni) 3miHn y meTtoai Dynamic Light Scattering (DLS)
[ONs1 TOTOBOro NiKapcbKoro 3acoby 3 MeTo
3anpoBaKEHHs1 BUKOPUCTaHHS anbTepHaTUBHOMO
iHcTpymeHTy DLS, nogaTkoBoro KOHTpOnto aHanisy Ta
OHOBMEHHHA NPUAATHOCTI CUCTEMU Ta KpUTEpIiB
NPUNHATHOCTI aHani3y. PeaakuinHi amiHn oo metoay Cell
Based Flow Cytometry (3.2.P.5.2).
135, KOMIPHATI / KOHLIeHTpaT Ans Mdpbanszep CLUA Mdbanszep Benbria/ BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/18592/01/01
COMIRNATY™ avcnepcii ans Eny.Ci.Ni. MeHtocbekvypuHr Benbris HimeuunHa TNy - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3acio. peuenmom
iH'ekuii; 1 dnakoH Kopnopen HB, Benbris; banoHTek KoHTponb AONOMIKHMX PEYOBUH (iHLWWi 3MiHK) 36inbLUEHHs
(0,45 mn) micTnTb 6 LUH MeHtodekdypuHr FTMEX, AianasoHy po3mipy cepii sornomixHoi pevoBuHn ALC-0315
no3 no 30 mkr; 195 HimeuuunHa Bupo6HuUTBa Croda Europe, Ltd, Leek, UK 3 gianasoHom
drakoHiB y Buxogy 3 “2 to 13 kg” po “2 to 50 kg”.
KapTOHHI kopobui
136/ KOMIPHATI/ KOHLIEHTpaT ans Mdpanzep CLIA Mdpanzep Benbris/ BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/18592/01/01
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COMIRNATY™

aucnepcii ansa
iH'ekuii; 1 donakoH
(0,45 mn) micTnTb 6
no3 no 30 mkr; 195
dnakoHiB y
KapTOHHil kopobui

Env.Ci.Mi.
Kopnopen
LUH

MeHtodekvypuHr Benbris
HB, Benbrisi; BanoHTek
MeHtodekuypuHr FTMEX,

HimeuunHa

Himevuunna

TNy - 3MiHK 3 sIKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KoHTponb AONOMDKHMX peYOBUH (iHLUI 3MiHM) 3MiHM 0
CMCTEMU KOHTENHep/3aKkynopoBanbHui 3acib ans
nonomixHoi pevoBuHu ALC-0159 BrnpobHuka Evonik.
3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6.
KoHTponb AONOMiXXHMX peqoBUH. 3MiHW B METOAi CUHTE3Y
abo pereHepalii HehapmakonenHoi 4ONOMIXKHOI PEYOBUHM
(AKLLO onncaHo y Aocke) abo HOBOI AOMOMIXXHOT PEHOBUHM
(He3HayHi 3miHM y MeTopAji cuHTe3y abo pereHepalii
HedapmakornenHoi 4OMOMXKHOI pe4oBUHM abo HOBOI
AOMNOMIKHOI pevoBUHN) He3HayHi 3MiHM y MeTofAji CUHTe3y
HedapmakonenHoi 4oNOMiKHOT pedoBuHU ALC-0159 gns
BMpo6HMKa Evonik. 3miHu | Tuny - 3miHu 3 AkocTi. MoToBuUIA
nikapcbkuii 3aci6. KoHTporb AOMNOMiIXKHUX Ppe4OBUH. 3MiHa
y MeToax BUNpobyBaHHS AOMOMiXKHOI pe4OBUHM (iHLUi
3MiHM Y MeTodax BUNpobyBaHHS (BKIoYaroum 3amiHy abo
noaaBaHHs)) [looaBaHHS anbTepHaATMBHOIO METoAy
BEPX-CAD Ans nepesipku aHanisy 1a Yactotu
AonomixHoi pevosuHn ALC-0159 ans BupobHuka Evonik.
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
KoHTponb JOMOMKHUX pe4yoBUMH. 3MiHa napameTpis
cneumdikauin Ta/abo gonycTMmMmnx Mex Ans ONOMiKHOI
PEYOBUHYM (BONOBHEHHSA cneumdikauii HOBUM NOKA3HUKOM
3 BiAnoBigHUM MeToAoM BunpobyBaHHs) [JlogaBaHHs
OVXITOpMETaHy SK 3aNNLLKOBOrO PO3YMHHMKA A0
cneundikauii LonomMixkHoi pevoBuHN ALC-0159
BUPOGHMLUTBA Evonik 3 kpuTepieM NPUAHATHOCTI «He
6inbLie 600 ppm». 3minu Il TMny - 3miHKn 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb JONOMIKHUX peqOBUH (iHLUi
3MmiHW) [loAaBaHHA HOBOro NocTavarnbHuKa
HedapmakonenHoi AonoMixHoi pevoBuHn ALC-0159.
3anponoHoBaHo: Evonik Operations GmbH, XaHnay,
HimeyymHa (Evonik).

peuenmom

137.

KOMIPHATI /
COMIRNATY™

KOHLeHTpaT Anis
aucnepcii onsa
iH'ekuii; 1 dnakoH
(0,45 mn) mictutb 6
no3 no 30 mkr; 195
drakoHiB y
KapTOHHiI kopobLyi

Mdparnzep

Eny.Ci.Mi.

Kopnopen
LUH

CLA

Mdparizep
MeHtodekvypuHr Benbris
HB, Benbris; batoHTek
MeHtodekdypuHr FTmEX,

HimeuunHa

Benbris/
Himeyuunna

BHECEHHS 3MiH [0 peecTpaLinHuX MmaTepianis: 3miHu |
Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib. (iHLwi
3MiHn) - PegakuiniHi amiHm y po3agini 3.2.P.7 Container
Closure System. 3minu Il Tuny - 3miHn 3 gxocTi. [oToBUIA
nikapcbkui 3aci6. 3MiHn y BUpobHMUTBI. 3amiHa abo
BBEJEHHS [OAATKOBOI AiNbHWLi BUpOOHMULTBA Ans
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbkoro 3acoby (AiNbHWLS, Ha ki NpoBOAATLCS By Ab-
SIKi BUpOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
NpoBeAeHHS KOHTPOMIO SIKOCTi Ta BTOPUHHOIO NaKyBaHHS,
Ans nikapcbkunx 3acobiB 6ionoriyHOro/iMyHoOnoriyHoro
noxoaeHHst abo nikapcbknx opm KOMMNEKCHOro
(cknagHoro) BupobHuyoro npotecy) - [logaBaHHA HOBUX
npumiwieHb (Formulation Booth 5 Ta Formulation Booth 6)
AIK anbTepHaTUBHMX NPUMIiLLEHb, BiANOBIAANBHMX 33
3aMoBHEHHS Ta KiHLEBI onepaluii ANsA roToBoro npoaykTy

3a
peuernmom

UA/18592/01/01
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Ha ginbHuui Pfizer Puurs. 3miHm Il Tuny - 3miHn 3 skocTi.
[oToBWIN Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3amMiHa
abo BBeAEeHHA 40AAaTKOBOI AiNbHULI BUPOOHULTBA A4S
YacTuHM abo BCbOro BUPOGHMYOro NpoLEecy roToBoro
nikapcbkoro 3acoby (QinbHULS, Ha siKili NPoBOAATLCS Byab-
AIKi BUPOOHWYI cTagii, 38 BUHATKOM BUMYCKY Cepil,
NPOBEAEHHS1 KOHTPOIO AKOCTi Ta BTOPUHHOIO NaKyBaHHS,
Ans nikapcbkux 3acobiB GionoriyHOro/iMyHomnoriYHoro
NoXoMkeHHs abo nikapcbknux oOpM KOMMEKCHOro
(cknagHoro) BUpobHMYoro npouecy) - flogasaHHs HOBOT
niHii Focus Cell 1 (FC1) HanoBHeHHS Ta KiHLEBMX
onepaLii Ans rotoBoro NpPoAyKTy Ha AinbHuui Pfizer
Puurs. 3minu Il Tuny - 3miHn 3 AkocTi. FOTOBMIA MikapCbkuii
3aci6. 3miHu y BUpoOHUUTBI. 3amiHa abo BBeAEHHSA
[0AaTKOBOI AinbHULI BUPOBHULTBA A4S YacTMHN abo
BCbOrO BUPOBHMYOro NpoLEeCy roTOBOrO MiKapCbKOro
3acoby (AinbHMUSA, Ha siKin NpoBoAATbLCA Byab-Ki
BMPOGHWYI cTagii, 338 BUHATKOM BUIMYCKY Cepii,
NPOBEAEHHSI KOHTPOIO AKOCTi Ta BTOPMHHOIO NaKyBaHHS,
Ans nikapcbkmx 3acobis 6ionoriyHoro/iMyHonoriYHoro
NoxomxeHHs abo nikapcbknx oOpM KOMMIEKCHOro
(cknagHoro) BupobHuyoro npotecy) - [lonaBaHHsA HOBOI
niHii Washing Sterilizing Line 10 (WSL10) HanoBHeHHSs Ta
KiHLLeBMX onepauiv 4ns roToBOro NpogyKTy Ha AinbHUUI
Pfizer Puurs.

138.

KOPCAP® H

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, 320
Mr/12,5 mrin bulk:
no 10 kr TabneTok y
MilLKax

AT
"®apmak”

YkpaiHa

BankaHdapma AynHnua
AT

Bonrapis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHM 3 siKoCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHn y
BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBa rOTOBOIO
nikapcbkoro 3acoby, BKIOYayy NPOMiIXKHUA NPOAYKT, L0
3aCTOCOBYETLCS NMPY BUPOOHULTBI FOTOBOTO NiKapcbKoro
3acoby - He3HauHi 3MiHK y npoueci BupobHuuTea M3, a
came 36inbLUeHHs TepMiHy 36epiraHHs bulk npoaykuii Ao
12 micauis

UA/14292/01/01

139.

KOPCAP® H

TabneTkn, BKpUTI
NniBKOBOO
obonoHkot, 320
Mr/12,5 mrno 10
TabneTtok y obnictepi;
no 3 abo 6 6nictepis
y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”, YkpaiHa

(dbacyBaHHsi Ta NaKkyBaHHs!

3 in bulk cipmu-

BUpobHWKa bankaHdapma

Oynnuug AT, Bonrapis)

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHM 3 siKoCTi. [O0TOBWI NMikapcbKkui 3acib. 3MiHn y
BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKIOYayy NPOMIXKHUA NPOAYKT, L0
3aCTOCOBYETLCSA MPU BUPOOHULTBI TOTOBOIO NiKapCbKOro
3acoby - He3HauHi 3MiHY y npovueci BupobHuuTea 13, a
came 36inblueHHs TepMiHy 36epiraHHs bulk npogykuii 4o
12 micsuiB. BBeaeHHsi 3MiH npoTarom 6-Tu micsAuiB nicns
3aTBEpPAKEHHS!

3a
peuernmom

UA/14295/01/01

140.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, 160
mr/25 mr no 10
Tabnetok y 6nictepi;

AT
"®apmak”

YkpaiHa

AT "®apmak”, YkpaiHa

(dbacyBaHHA Ta nakyBaHHS
3 in bulk gipm-BupobHUKa

BankaHndapma OynHuus
AT, Bonrapis)

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny
- 3MiHM 3 sikoCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYAK4M NPOMKHUIA NPOAYKT, LLO
3aCTOCOBYETHCS NMPY BUPOOHULITBI FOTOBOTO NikapCbKoro

3a
peuerimom

UA/14293/01/02
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
no 3 abo no 6 3acoby - HeaHayHi 3mMiHu y npoueci BupobHuuTea M3, a
6nicTepis y nayui came 36inbLUeHHst TepMmiHy 36epiraHHs bulk npoaykuii o
12 micsauis
141| KOPCAP® H TabneTku, BKPUTI AT YkpaiHa AT "®apmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/14293/01/01
NniBKOBOKO "®apmak” (dbacyBaHHs Ta nakyBaHHsi - 3MiHM 3 siKoCTi. [OTOBMI Nikapcbkuii 3aci6. 3miHn y peuenmom
ob6onoHkoto, 80 3 in bulk dipm-BUpOGHKKa BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOIO
mr/12,5 mrno 10 BankaHdapma OynHuus nikapcbkoro 3acoby, BKMOYaUM NPOMIXKHUIA NPOAYKT, LLO
Tabnetok y 6nictepi; AT, bonrapis) 3aCTOCOBYETLCS NMPY BUPOOHULITBI FOTOBOTO NiKapCbKOro
no 3 abo no 6 3acoby - He3HauyHi 3MiHW y npoueci BupobHuuTea 13, a
6nicTepis y nayui came 36inbLUeHHst TepMmiHy 36epiraHHs bulk npoaykuii fo
12 micsuis
142 KOPCAP® H TabneTtkn, BKPUTI AT YkpaiHa BankaHdapma OynHuus Bonrapis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny - UA/14291/01/01
NniBKOBOIO "®apmak” AT - 3MiHM 3 sKoCTi. [0TOBMI Nikapcbkuin 3aci6. 3MiHN y
obonoHkoto, 160 BUPOGHMUTBI. 3MiHM y npoueci BUpOoGHMLTBA rOTOBOIO
Mr/25 wmr; in bulk: no nikapcbkoro 3acoby, BKIMKOYAKUM NPOMKHUIA NPOAYKT, LLO
10 kr TabneTok y 3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO NiKapCbKOro
MiLlukax 3acoby - He3HauHi 3MiHW y npoueci BupobHuuTea 13, a
came 36inbLUeHHs TepMiHy 36epiraHHst bulk npoaykuii go
12 micsuis
143.| KOPCAP® H TabneTtkn, BKPUTI AT YkpaiHa BankaHdapma OynHuus Bonrapis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny - UA/14291/01/02
NniBKOBOKO "®dapmak” AT - 3MiHM 3 siKoCTi. [OTOBWI Nikapcbkuii 3aci6. 3miHn y
obonoHkoto, 80 BUPOOHMLTBI. 3MiHM Y Npoueci BUPOGHMLITBA rOTOBOIO
mr/12,5 wr; in bulk: nikapcbkoro 3acoby, BKIHOYa4YM NPOMIDKHUIA NPOAYKT, L0
no 10 kr TabneTok y 3aCTOCOBYETLCS MPY BUPOOHULTBI FOTOBOTO NiKapCbKOro
MiLLKax 3acoby - He3HauHi 3MiHK y npoueci BupobHuuTea M3, a
came 36inbLUeHHst TepMiHy 36epiraHHst bulk npoaykuii go
12 micauis
144 KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa AT "®apmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/14294/01/02
NniBKOBOIO "®apmak” (dbacyBaHHs Ta nakyBaHHsi - 3MiHM 3 siKoCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHn y peuenmom
obornoHkoto, 320 3 in bulk dipm-BupobHUKa BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBa rOTOBOIO
mr/25 wr, no 10 BankaHdapma OynHuua nikapcbkoro 3acoby, BKIIOYAK4M NPOMIKHUIA NPOAYKT, LLO
Tabnetok y 6nictepi; AT, Bonrapis) 3aCTOCOBYETLCS MPY BUPOBHULITBI FOTOBOTO NiKapCbKOro
no 3 abo 6 6nictepis 3acoby— He3Ha4Hi 3miHu y npoueci BupobHuutea 113, a
y nayui came 36inbLueHHs TepMiHy 36epiraHHs bulk npoaykuii Ao
12 micsauis
145 KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa AT "®apmak”, YkpaiHa YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/14294/01/01
NniBKOBOO "®apmak” (dbacyBaHHs Ta nakyBaHHs - 3MiHM 3 siKoCTi. [0TOBMI NMikapcbKuii 3aci6. 3MiHn y peuernmom

obGonoHkoto, 160
mr/12,5 mr, no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
y nauui

3 in bulk gipm-BUpobHUKa
BankaHndapma OynHuus
AT, bonrapis)

BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYAK4M NPOMKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3acoby— He3HauHi 3MiHu y npoueci BupobHuutea M3, a
came 36inbLUeHHs TepMiHy 36epiraHHs bulk npoaykuii Ao
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
12 micsuis
146.| KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa BankaHdapma OynHuus Bonrapis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | Tuny - UA/14290/01/01
NniBKOBOK "dapmak” AT - 3MiHM 3 siKoCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHn y
obGonoHkoto, 160 BUPOGHMLTBI. 3MiHM y npoLeci BUpOGHMLTBA rOTOBOIO
Mr/12,5 wr; in bulk: nikapcbkoro 3acoby, BKIOYAKUM NPOMIKHUIA NPOAYKT, LLO
no 10 kr TabneTok y 3aCTOCOBYETLCS MPY BUPOOHULITBI FOTOBOTO NiKapCbKOro
MiLLKax 3acoby — HeaHauHi 3miHK y nNpoueci BupobHuuTea M3, a
came 36inbLUeHHs TepMiHy 36epiraHHst bulk npoaykuii go
12 micsauis
147| KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa BankaHdapma AynHnua Bonrapis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - UA/14290/01/02
NniBKOBOKO "®dapmak” AT - 3MiHM 3 siKoCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHN y
obonoHkoto, 320 BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOIO
mr/25 wmr; in bulk: no nikapcbKoro 3acoby, BKIOYayy NPOMIXKHUA NPOAYKT, LLO
10 kr TabneTok y 3aCTOCOBYETLCS MPY BUPOOHULITBI FOTOBOTO NiKapCbKOro
MiLluKax 3acoby — He3HayHi 3MiHM y npoLeci BupobHuuTea 113, a
came 36inbLueHHs TepMiHy 36epiraHHs bulk npoaykuii Ao
12 micsauis
148, KPEA3UM Kancynuv Teepgi, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6es UA/2822/01/01
10000 KULLKOBOPO3YMHHI, "TexHonor - BBEAEHHS1 JOAATKOBO YNAKOBKW, 3 HOBUM SIKICHUM Ta peuenma
no 10 kancyny " KiNbKiCHUM cknagom matepiany bnictepa, a came 6nictep
Gnictepi, no 2 3 MaTepiany nakyBarbHOro Ha OCHOBI OfbIN antoMiHIEBOT
6nictepn y nauui i3 i naKyBanbHOro matepiany KOM6iHOBaHOrO Ha OCHOBI
KapTOHY onbrn antoMiHIEBOT «anto-antoy, 3 BigNoBigHMMM 3MiHa Y
p. «YnakoBka»: 3anponoHoBaHo: Mo 10 kancyn y 6nictep 3
NNiBKX NONIBIHINXIOPUAHOT | MaTepiany pyrnoHHOro
nakyBanbHoro (PI1) Ha ocHoBi chonbru antoMiHieBoi. 2
Gnictepu pa3om 3 iHCTPYKLI€EO N0 3aCTOCYBaHHIO
nomiLarTb y nayvky 3 kapToHy. o 10 kancyn y 6nictep 3
mMaTepiany nakyBanbHOro Ha OCHOBI POMbrY antoMiHIEBOI i
nakyBanbHOro MaTepiany KoMb6iHOBaHOrO Ha OCHOBI
donbru antoMiHieBoi «anto-antox». No 2 6rictepu pasom 3
iHCTpYyKLUi€o Anst MEAUYHOro 3aCTOCYBaHHS NOMILLAOTh Y
nauky i3 kapToHy
149, KPEA3UM Kancynv Teepai, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/2822/01/02
20000 KULLKOBOPO3YMHHI, "TexHonor - BBEAEHHS JOAAaTKOBO YNaKOBKW, 3 HOBUM SIKICHUM Ta peuenma

no 10 kancyny
Gnictepi, no 2
Gnictepu y nauui i3
KapTOHY

KiNbKiCHUM cknagom matepiany 6nictepa, a came 6nictep
3 MaTepiany nakyBasnibHOro Ha OCHOBI (Orbr1 antoMiHiEBOI
i nakyBanbHoOro Matepiany KoM6iHOBaHOrO Ha OCHOBI
onbrn antoMiHIEBOT «anto-antoy, 3 BigNoBigHMMM 3MiHa Y
p. «YnakoBka»: 3anponoHoBaHo: Mo 10 kancyn y 6nictep 3
NNiBKX NONIBIHINXIOPUAHOI | MaTepiany pyroHHOro
nakyBanbHoro (PI1) Ha ocHoBi chonbru antoMiHieBoi. 2
Onictepu pa3oM 3 iHCTPYKLIE MO 3aCTOCYBaHHIO




52

IIponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

nomiLarTb y navky 3 kapToHy. Mo 10 kancyn y 6nictep 3
mMaTtepiany nakyBanbHOro Ha OCHOBI YOMNbIr1 antoMiHIEBOI i
nakyBanbHOro MmaTepiany KoMb6iHOBaHOro Ha OCHOBI
donbru anomiHieBoi «anto-anto». Mo 2 6nictepn pasom 3
iHCTpYKLUi€l0 Ans MeAMYHOro 3aCTOCYBaHHA NOMILLAOThb Y
nauky i3 kKapToHy

150.

KPYLUMHA
KOPA

kopa no 100 r abo
75 1y naykax 3
BHYTPILLUHIM
naketom; no 2,5 r Ne
20 y dinbTp-nakeTax
y naykax abo y
naykax 3 BHYTPILLHIM
nakeTom

MpAT
"NikTpasun"

YkpaiHa

MpAT "Niktpasun"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny
- BHECEHHSI 3MiH go p. 3.2.P.7. Cuctema
KOHTeNHep/3aKynoptoBanbHuin 3acib, a came BHECEHHS
YTOYHEHHS, LWOAO Naykn Ans ginbTp-nakeTiB: «404aTKOBO
nayvky MOXyTb 0BropTaTncs 330BHi NMiBKOO
noninponineHoBo» (3aTBEPAXKEHO «330BHi Maykm
obropTarTbCs NMiBKOI NOMINPOMINEHOBOY), 3
BiANoBigHMMK 3miHamu B p. "Ynakoska" MKA J13;
3anpornoHoBaHo: MoapibHeHa cupoBuHa no 75 rabo 100 r
B MakeTw, BUrOTOBMEHI 3 nanepy nakyBanbHOro
BoOrorocTivikoro, abo kpadpt-nanepy, abo nanepy
raseTHoro, abo B nakeTu 3 NMiBk1 NakyBasnbHOI 3
HaCTYMHUM YKNaAaHHAM B Nayku kKapToHHI. MopoLuok
KpYnHWiA no 2,5 1 y cpinbTp-nakeTn, BUroTOBIEHI 3 nanepy
Tepmo3BapoBanbHOro MOPUCTOrO, LLO HE PO3MOKaE, 3
HaCTYMHUM yKknagaHHsam rno 20 dinbTp-nakeTiB B Navku
KapTOHHI. [loAaTKOBO Naykm MOXyTb 06ropTaTucs 330BHi
nniBkoto noninponineHosoto. MopoLoK KpynHWM Mo 2,5 1y
inbTp-NakeTn, BUroTOBIEHI 3 nanepy
TEpMO3BapioBarbHOro NOPMUCTOrO, LLIO He PO3MOKaE, 3
HaCTyMHUM yknagaHHaM no 20 dinbTp-nakeTiB B NakeTw,
BWUIOTOBIEHI 3 NMIBKM 3 NMONIMEPHMX MaTepianis 3
HaCTYMHUM YKNaAaHHAM B Naykun KapToHHi. [lonaTtkoBo
naykn MoXyTb 0BropTaTncs 330BHi NMiBKOKO
noninponineHoBoo

be3
peuenma

UA/6049/01/01

151.

KCENNOOA®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 150
mr, no 10 TabneTok
y 6nicTepi, no 6
GnictepiB y
KapTOHHIN yrnakoBLii

. Xodhpm
aHH-J1s
Pow Nta

LLseniyapis

BupobHuuTBO
Hepo3sdacoBaHol
npoaykuii, NnepBuHHe
naKkyBaHHs, BTOPVUHHE
nakyBaHHs!, BUNPOByBaHHsI
KOHTpOrto sikocTi: Ekcenna
'm6X eng Ko. KT,
HimewuunHa; MepBuHHE Ta
BTOPWHHE NaKyBaHHS,
BMNPOBYBaHHSA KOHTPOIIO
SIKOCTI, BUNYCK cepii:
&.XodhbdmaHH-a Pow
JIto, Weenuapis;
BrnpobyBaHHS KOHTpOIo
skocTi: Pow ®apma Arl,

HimevuunHa/
LLiseniuapis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHWU BHECEHO B iHCTPYKLiO ANS MEAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy

"OcobnmBocTi 3acTocyBaHHSA" BiANOBIAHO 4O OHOBIEHOT
iHcpopMmalii Lwoao 6esnekn 3acTocyBaHHSA AOMNOMIKHUX
peyoBuMH. BBeAeHHs 3MiH NpoTArom 6-Tn micsAuiB nicns

3aTBEPOKEHHS

3a
peuerimom

UA/5142/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
HimeyumHa
152.| KCENOOA® TabneTkn, BKpUTI . Xodhpm LLIseniLapis BupobHuLTBO Kutai/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/5142/01/02
NniBKOBOK aHH-Ja Hepo3adacoBaHol Himeyuunna/ - 3MiHV BHECEHO B iIHCTPYKLiO AN1S MEAUYHOro peuenmom
obonoHkoto, no 500 Pow Itg npoaykuii: Llanxan Powu LLisenuapis 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
mr, no 10 TabneTtok dapmachktoTikans J114., "OcobnuBocTi 3acTocyBaHHSA" BiANOBiAHO 4O OHOBMEHOI
y 6nictepi, no 12 Kutan; BupobHuuteo iHcpopmalii Lwoao 6esnekn 3acTocyBaHHSA JOMOMIKHUX
GnicTtepiB y Hepo3dacoBaHoi peyoBuMH. BBeaeHHs 3MiH npoTarom 6-Tn micsAuiB nicns
KapTOHHIN ynakoBLj npoaykuii, NnepBuHHe 3aTBepaKEHHSA
nakyBaHHsl, BTOPVMHHE
nakyBaHHs1, BUNpobyBaHHsI
KOHTporto sikocTi: Ekcenna
'mM6X enp Ko. KT,
HimeuuunHa; MepBuHHE Ta
BTOPVHHE NaKyBaHHS,
BUNPoBYyBaHHS KOHTPOIO
AKOCTI, BUNYCK cepii:
&.XodpdmaHH-s Pow
JIta, Weenuapis;
BunpobyBaHHsi KOHTPOIO
skocTi: Pow ®apma AT,
HimeyunHa
153.[ NATONPOCT Kpanni o4Hi, 50 CaH IHaisa CaH ®apmacbloTukan IHais BHECEHHS 3MiH IO peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/16258/01/01
PT MKr/mn; no 2,5 mn'y dapmach IHgacTpis Jitg. - 3MiHM Wopo H6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. | peyenmom
cnakoHi; no 1 toTmKan BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
dnakoHy B IHAacTpi3 cuctemy cdbapmakoHarnsaay (BBeAEHHS y3aranbHeHUX
KapTOHHIN ynakoBLj Nimiteq OaHuX Npo cuctemy dapmakoHarnsgy, amiHa
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsaay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs papmakoHarnagy B YkpaiHi,
SIKLLIO BOHa BiMiHHa Bifj yNTOBHOBaXeHOI ocobw,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTep-daina cuctemu papmakoHarnsay) -
nponoHoBaHa pegakuis: Dr. Vivek Ahuja. 3miHa
KOHTAKTHMX JAHMX YNOBHOBaXXeHOI 0cobu, BignosigansHoi
3a (papmakoHarnsia. BeegeHHst agpecu
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy. BeeneHHs agpecu, e 30incHI0ETbCA
OCHOBHa AiiNbHICTb 3 hapMakoHarnsay
154.| NA®EPOBIOH cynosuTopii no 150 TOB "®3 YkpaiHa TOB "®3" BIO®APMA" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/13779/01/01
® 000 MO; no 3 "BIO®AP - YTOYHEHHS 40 MeToAiB KOHTponto "laeHTudikadis peuenma
cynosutopiino 1ry MA" Tokodepony auetat" Ta "KinbkicHe BU3Ha4YeHHs
KOHTYPHIl Tokodpepony aueTat" AONOBHEHO iHOPMaLLiE0 CTOCOBHO
YapyHKOBIN PO34MHY, LLO BUKOPUCTOBYIOTb SIK KOMMEHCALIHUA PO3YWH,
ynakosui; no 1 BHECEHO YTOYHEHHS [0 PO3paxyHKOBOI hopmMynun
KOHTYPHIl
YapYHKOBIN ynakoBLi
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
B MayLi 3 KAPTOHY;
no 5 cynosutopiis
no 1 ry KOHTYpPHiIn
YapyHKOBIN
ynakosLi; no 1 abo
N0 2 KOHTYPHI
YapyHKOBI YMaKOBKM
B Nayui 3 KAPTOHY
155.| NA®EPOBIOH cynosuTopii no 500 TOB "3 YkpaiHa TOB "93" BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/13779/01/02
® 000 MO; no 3 "BIOPAP - YTOYHEHHS 40 MeToAiB KOHTponto "laeHTudikadis peuernma
cynosutopiino 1ry MA" Tokodpepony auetat" Ta "KinbkicHe BU3Ha4YeHHSA
KOHTYPHI Tokodbepony aueTtat" 4ONOBHEHO iHpopmaLlieto CTOCOBHO
YapyHKOBIN PO34MHY, LLIO BUKOPUCTOBYIOTb SK KOMMEHCALINHWIA PO34MH,
ynakosLi; no 1 BHECEHO YTOYHEHHS 0 PO3paxyHKOBOI hopmynu
KOHTYPHI
YapYHKOBIN ynakoBLi
B MayLli 3 KAPTOHY;
no 5 cynosutopiis
no 1 1y KOHTYpPHIn
YapyHKOBIN
ynakosui; no 1 abo
No 2 KOHTYPHiI
YapyHKOBI YNaKoBK/
B NauLli 3 KAPTOHY
156, NEBOAPOIMPO | nopoLuok TOB YkpaiHa XyHaHb [xyaiaH XoHrsHr Kurtan BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - UA/18660/01/01
niI3UH (cybcTaHuis) y "KYCYM dapmacetotikan Ko., Jlta. - BHECEHHS1 HE3HaYHMX 3MiH y 3aTBepXeHi MeToan
NoABINHNX DPAPM" BunNpobyBaHHs 3a n. CynpoBigHi 4oMilku, n.
nonieTUNeHoBnX EHaHTiOMepHa uncToTa, n. 3anuLIKoBi KinbKOCTi
naketax ons opraHiYHUX PO3YMHHUKIB, Y 3B’A3KY 3 HEOOXIOHICTIO
capmaLeBTUYHOro npveeaeHHa MKA y BignoBigHiCTb 4O NEPBUHHUX
3acToCyBaHHs matepianis y DMF 3rigHo peecTpauiinHoro Aocbe
157.| NEBOKIN3 TabneTkn, BKpUTI AypobiHao IHAgis Aypobingo ®apma Nimiteq IHAgis BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny 3a UA/13743/01/01
NniBKOBOIO dapma - FOHiT VII - oHoBreHo [MnaH ynpaBsniHHS pusnkamu, Bepcia 2.1 ansa | peuernmom
obornoHkoto, no 250 Iitp nikapcbkoro 3acoby JleBokina, TabneTku, BKpUTI NMNIBKOBOO
Mr; no 5 TabneTtok y obonoHkoto; no 5 TabneTtok y 6nictepi; no 1 6nictepy B
6nicTepi; no 1 KapTOHHiI kopobui. 3mMiHV BHeceHi Ao YacTuHu I
6nictepy B «Cneumdikauis 3 6esnekm» (Mogyni CVII, CVIII), yactnHn
KapTOHHiI kopobui Il «MnaH 3 hbapmakoHarnsay», yactuHmn V «3axoam 3
MiHiMi3aLii pusmkiB», yactuHu VI «Pe3iome nnaHy
ynpaBniHHS puankamu» Ta yactuHu VIl «Jogatku»
Pesiome nnaHy ynpasniHHSA puankamu Bepcisa 2.1
[o[aeTbest
158.| NEBOKIN3 TabneTkn, BKpUTI AypobiHao IHAis Aypobingo ®apma Jlimiteq IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13743/01/02
NNiBKOBOIO dapma - FOHiT VII - OHoBreHo lMnaH ynpasniHHS pu3nkamu, Bepcia 2.1 ansa | peuenmom
o6onoHkoto, no 500 nta nikapcbkoro 3acoby JleBokin3, TabneTku, BKpUTI NIBKOBOO

Mr; No 5 TabneTok y

060n0oHKOW; No 5 TabneTtok y 6rictepi; no 1 6nictepy B
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepi; no 1 KapTOHHiIN kopobui. 3mMiHN BHeceHi fo YacTuHu ||
6nictepy B «Cneuudikauis 3 6e3nekv» (Mogyni CVII, CVIII), yactnHm
KapTOHHIl kopobui Il «MnaH 3 bapmakoHarnsgy», yactnHun V «3axoam 3
MiHimi3aLii pusukiB», yactnHu VI «Pe3iome nnaHy
ynpasniHHS puankamun» Ta vyactuHm VIl «Jogatku»
Pesiome nnaHy ynpaniHHS pu3nkamu Bepcisa 2.1
AopaeTbes
159.| NEBO®JIOKCA | Tabnetku, BKpUTI TosapucT YkpaiHa ToBapucTBO 3 OOMEXEHOD YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3miHu |l 3a UA/9075/01/01
LINH- obonoHkoto, no 250 BO 3 BiAnoBiganbHICTIO TUNy - BBEAEHHS [0AaTKOBOro BUpobHuka anst AdI peuenmom
3A0POB'A mr no 10 Tabnetoky | obmexeHo "®APMEKC IPYT1", JleBodbriokcauuHy remirigpaty Zhejiang East-Asia
Gnictepi, no 1 10 YkpaiHa (Bci cTagii Pharmaceutical Co., Ltd., China. 3anponoHoBaHo:
6nictepy B Bignosiga BUPOGHMLTBA, KOHTPOIb Shangyu Jingxin Pharmaceutical Co., Ltd., China Zhejiang
KapTOHHI kopoOLi TNBHICTIO siKocTi); ToBapmcTBO 3 East-Asia Pharmaceutical Co., Ltd., China
"®apmaue obmexeHo
BTMYHA BigNoBiganbHIiCTIO
KOMMNaHisa «®dapmaueBTMyHa
"3popos'a" KOMMaHisi «340poB‘si»,
YkpaiHa (Bci cTagii
BMPOBHMLTBA, KOHTPOIb
SKOCTi, BUNYCK cepii)
160. JIEBO®JIOKCA | Tabnetku, BKpUTI TosapucT YkpaiHa ToBapucTBO 3 06MEXEHO YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu |l 3a UA/9075/01/02
LUWH- obonoHkoto, no 500 BO 3 BiANoOBIganbHiCcTIO TVNy - BBEAEHHS 40OATKOBOro BUpoOHuka anst A®I peuenmom
3[00POB'A Mr no 7 ao no 10 obmexeHo "®APMEKC I'PYI1", IleBodpniokcaumHy remirigpaty Zhejiang East-Asia
Tabnetok y 6nictepi, 10 YkpaiHa (Bci cTagii Pharmaceutical Co., Ltd., China. 3anponoHoBaHo:
no 1 6nictepy B BignoBiaa BMPOBHMLTBA, KOHTPOIb Shangyu Jingxin Pharmaceutical Co., Ltd., China Zhejiang
KapTOHHiI kopobui NbHICTIO sikocTi); ToBapucTeo 3 East-Asia Pharmaceutical Co., Ltd., China
"®papmaune obmexeHoto
BTMYHA BiANOBIgANbHICTIO
KOMnaHis «dapmaueBTUyHa
"3gopos's" KOMnMaHist «300poB‘si»,
YkpaiHa (Bci cTagii
BUPOGHMLTBA, KOHTPOIb
SIKOCTi, BUNYCK cepii)
161, NONEPAMIOY NOpPOLLIOK ToBapucT YkpaiHa BACYOXA ®APMA KEM IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/18529/01/01
riAPOXNOPUA | (cybecTaHuis) y BO 3 NIMITELQ - 3miHu 3 skocTi. CepTudikat BignosigHocTi/lTE-
nakeTax noaBiHNX obmexeHo cepTudikaT BignoBiaHOCTI EBpoNenCchKil
nonieTuneHoBmx 10 capmakonei/moHorpadii. MogaHHa HoBoro abo
ons Bignosiga OHOBIEeHOro cepTudikaTa BignosigHoCcTi abo BUNYyYeHHSs
dapmaLeBTU4HOro NbHICTIO cepTudcpikaTa BignosigHocTi EBponeiickkini hapmakonei:
3acToCyBaHHs "®apmaue ans A®l; ans BuxigHoro martepiany/peareHTy/MPOMIKHOIO
BTUYHA NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI ADI; Ans
KOMMaHis [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
"3popos's" €Bponevicbkin dapmakonei) - OHoBNeHW cepTudikaT Big

yXe 3aTBeppKeHOro BUpoGHUKa - NoJaHHS OHOBNEHOTO
cepTudpikaTa BignosigHocTi €Bponeiickbkini papmakonei Ne
R1-CEP 2013-333-Rev 00 (3atBepaxeHo: RO-CEP 2013-
333-Rev 01) anst A®I Ta, sik Hacnigok, BHECEHHsI
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
[00aTKoBOT BUPOBHMYOT AinbHULI
162.| NMO®PI-500 TabneTkn, BKpUTI Inka IHgis Inka JlTabopaTopis JlimiTen IHgis BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | Tuny 3a UA/16367/01/01
NniBKOBOK JlTabopaTto - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
obonoHkoto, no 500 pi3 appecu Micus NPoBafKeHHs AiANbHOCTI
Mr; no 5 TabneTok y JlimiTen BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
Gnictepi; no 1 BKITO4aKUM AinbHULI BUNYCKY cepii abo micue
6nictepy B NpOBEAEHHS KOHTPOSIO SKOCTI. (AIANbHICTb, 3a AKY
KapTOHHIl kopobui BignoBigae BUpOGHMK/iMNopTep, BKIOYaun BUMYCK CEPilt)
- 3MiHa agpecu BupobHuka M3 Inka JlabopaTtopis Jlimitea,
IHgin, 6e3 3miHM Micus BUpoBHULTBA
163.| MEJNICU TpaBano 50 ry MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/8919/01/01
TPABA naykax 3 BHyTpiwHiM | "llikTpaBu” - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema peuenma
naketom; no 1,5ry KOHTEeWHep/3aKynoptoBanbHNUi 3acib, a came BHECEHHS!
inbTp-NakeTi; No YTOYHEHHS, WOAO Naykn ANns ginbTp-nakeTiB: «404aTKOBO
20 dinbTp-nakeTiB y nayvky MOXyTb 0BropTaTucs 330BHi NMiBKOO
nayui; no 1,5ry noninponineHoBo» (3aTBEPAXEHO «330BHI Mayku
dinbTp-NakeTi; No obropTatTbcs NNiBKOK NOMiNPONiNeHoBO») Ta NikapCbKoi
20 dinbTp-nakeTiB y dopMHM («MOPOLLIOK KPYMHUIAY 3aMiCTb «noapibHeHa
nayui 3 BHYTPILHIM CVPOBMHa» Ans iNbTp-NakeTiB, AKi BKNaAalTbCs B
nakeTom nakeTun, BUroTOBIIEHi 3 NNiBKKX 3 NOMiMEpPHNX MaTepianis, 3
BignoBigH1MK 3miHamu B p. "Ynakoeka" MKA J13;
3anponoHoBaHo: MoapibHeHa cnpoBuHa no 50 r B naketn
nanepogi, abo B nakeTu 3 NNiBKW NakyBasnbHOI 3
HaCTYMHUM yKnagaHHAM B Nayku kapToHHI. MopoLuok
KpynHuii no 1,5 r B pinbTp-nakeTn, BUroTOBMEHI 3 nanepy
TEepMO3BapioBarnbHOro NOPUCTOro, L0 HE PO3MOKaE, 3
HaCTYMHUM yknagaHHaM no 20 dinbTp-nakeTiB B Nayvku
KapTOHHI. [loaaTKoBO Naykm MOXyTb 06ropTaTucs 330BHi
nniekoto noninponineHosoto. MNopoLok kpynHun no 1,5 r B
inbTp-NakeTn, BUroTOBMEHI 3 nanepy
TEpMO3BapioBarbHOro NOPMUCTOro, LLIO He PO3MOKaEe, 3
HaCTyMHUM yknagaHHaM no 20 dinbTp-nakeTiB B NakeTw,
LLIO BUrOTOBIEHI 3 NMiBKM 3 NoniMepHUX matepianis, 3
HacTyNHUM yKnagaHHsSIM B Nayku kapToHHi. [loaaTkoBo
nayvky MOXyTb 0BropTaTncs 330BHi NMiBKOO
noninponineHoBot
164 ME®EHAMIHO | tabnetku no 500 wr; TOB YkpaiHa TOB "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | bes UA/18370/01/01
BA KUCIIOTA no 10 Tabnetok y "®apmaue KomnaHis "®apKoC" Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenma
GnicTepi, no 2 BTUYHA dapmakoHarnsgy (iHwi 3miHu) - 3aTBepOKEeHHS
Gnictepu B nayui KOMMaHisi anbTepHaTUBHOIO TEKCTY MapKyBaHHS 2-X YNakoBOK
"®apKoC" nikapcbkoro 3acoby.
165.| MIACEP® TabneTku, BKPUTI Pisodpapm LLisenuapis Pisodgapm CA LLiBeriuapisi | BHeCeHHsi 3MiH 0O peecTpauiHux MaTepianis: 3miHu | Tuny 3a UA/14722/01/01
NNiBKOBOI CA - 3aMiHa BUPOOHWNYOI AinbHWL, L0 NPOBOAUTL peuenmom

o6onoHkoto, no 10
mr, no 10 TabneTtok
y bnictepax; no 2
Gnictepu B

mikpobionoriHuii koHTpons API Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), ltaly Ha
LabAnalysis S.r.l., ltaly; 3miHu | Tvny - BHeceHHs 3MiH o
Cneuudpikauii A®| MiaHcepuHy rigpoxnopugy Big
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Ne Haszea ®Popma sunycky 3asieHUK

IIponoBxeHHs nonarka 3
Kpaina Bupo6Huk Kpaina
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa
n 3acoby

Peecmpayitina npoyedypa Ymoeu Homep
eUPOb6HUKa
ynakoeka)

eidnycky | peecmpayiliHo2o
noceio4yeHHs
KapTOHHIN nayui BMpobHuka Archimica S.p.A., Italy, 3okpema: 3miHa
NepioANYHOCTI TECTYBAHHS 32 MOKa3HUKOM
"MikpobionoriyHa YactoTa" - NPoOBOAUTUCH AN OHIET
napTii 3 AeCATU AK WOPIYHUA MOHITOPWHT Ta ANs nepLuoi
napTii KOXHOI BUpOBHMYOI kamnaHii AP| abo 3a 3anutom
3aMOBHMKA; 3MiHU | TUMY - HE3HaYHI 3MiHU B 3aKpUTIN
YacTuHi mavictep-danny Ha ADI; 3MiHK | TURY - BUNYyYEHHS
anbTepHaTUBHOI AiNbHULI NO AOCHIAKEHHIO CTaBiNbHOCTI
A®| MiaHcepuHy rigpoxnopugy Crystal Pharma S.A.U.,
Spain; 3miHu | TUNY - 3MiHa Ha3BU BUPOGHMKa ADI
MiaHcepwuHy rinpoxnopuay 3 Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), ltaly Ha Archimica
S.p.A,, ltaly; 3miHu | TUNY - BHECEHHS1 3MiH Ao MeTogis
BunpobysaHHa A®| MiaHcepwHy rigpoxnopuay, 3okpema:
npyvBeAeHHs MeTOAVKN BUNPODYBaHHSA 3a MOKa3HNKOM
"BTpara B Maci npu BUCYyLLYBaHHI" 4O BUMOr MOHorpadii
EP; 3MmiHu | TUNy - BHECEHHS 3MiH oo MeTogis
BunpobyBaHHa AP| MiaHcepuHy rigpoxnopuay, 3oKkpema:
3a NMOKa3HMKOM "3anuLLUKOBI KiNbKOCTi OpraHivyHmX
PO3YMHHWKIB" BUNYYEHHS BUHAYEHHS TONyony; 3MiHu |
TUMY - BHECEHHS 3MiH A0 MeTogis BunpobysaHHs ADI
MiaHcepuHy rigpoxnopuay, 30KkpemMa: 3a NoKa3HUKOM
"CynpoBigHi OMILLKN" HE3HAYHI 3MiHM B MEeTOAML
BunpobyBaHHa BEPX
Pisodgapm CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny
NniBKOBOKO - 3aMiHa BMPOOHWNYOI AinbHWL, L0 NPOBOAUTL
o6onoHkoto, no 30 mikpobionoriHuii koHTponb A®I Prime European
mr, no 10 TabneTok Therapeuticals S.p.A. (Euticals S.p.A.), Italy Ha
y bnictepax; no 2 LabAnalysis S.r.l., ltaly; 3amiHu | Tyny - BHeceHHs 3miH o
Gnictepu B Cneumdikauii A®| MiaHcepuHy rigpoxnopuay Big
KapTOHHIN nayui BMpo6HuKa Archimica S.p.A., Italy, 3okpema: 3miHa
nepiogUYHOCTI TECTYBaHHS 3@ NMOKA3HUKOM
"MikpobionoriyHa YactoTa" - npoBOAUTUCH Ans oAHIel
napTii 3 AeCATU AK LWOPIYHUIA MOHITOPWHT Ta AN nepLuol
napTii KOXHOT BUpoBbHMYoi kamnanii AP abo 3a 3anutom
3aMOBHUKA; 3MiHU | TUMY - HE3HaYHI 3MiHU B 3aKpUTIN
yacTuHi Mavictep-danny Ha A®L; 3mMiHu | TURY - BUNYYeHHSA
anbTepPHATUBHOI AiNbHWLi NO AOCNIIKEHHIO CTabiNbHOCTI
A®| MiaHcepuHy rigpoxnopugy Crystal Pharma S.A.U.,
Spain; 3MiHu | TUNY - 3mMiHa Ha3BW BMPOOHMKa AdPI
MiaHcepwHy rinpoxnopuay 3 Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), ltaly Ha Archimica
S.p.A., ltaly; aminm | TMny - BHeceHHst 3amiH go MeTopis
BunpobyBaHHa A®P| MiaHcepuHy rigpoxrnopuay, 3oKkpema:
npvBeAeHHs] MeTOAMKN BUNPOOYBaHHS 3a NOKa3HNKOM
"BTpara B Maci npu BUCYyLLYyBaHHI" O BUMOT MOHorpadii
EP; 3MiHu | TUNY - BHECEHHS 3MiH Ao MeTogis
BunpobysaHHa A®| MiaHcepuHy rigpoxrnopuay, 3okpema:
3a NOKa3HVKOM "3anuLLUKoBi KiNbKOCTi OpraHivyHmX

166, MIACEP® TabneTkn, BKpUTI

Pisodpapm LLsenuapis
CA

3a UA/14722/01/02
peuernmom
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n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

peecmpauiliHo2o
noceid4yeHHsI

Homep

167.

PO3YMHHWKIB" BUNYYEHHS BUHAYEHHS TONyony; 3MiHu |
TUNYy - BHECEHHS 3MiH Ao MeTopais BunpobyBaHHa ADI
MiaHcepuHy rigpoxnopuay, 3okpema: 3a NoKasHUKOM

"CynpoBigHi AOMILLKN" HE3HAYHI 3MiHM B MeTOAML
BUnpobyBaHHs BEPX

168.

MIACEP®

MIKCTAPO® 30

TabneTkn, BKpUTI
NNiBKOBOIO
o06onoHkKoto, no 60
mr no 10 TabneTok y
Gnictepax; no 2
6nictepu B
KapTOHHIN nayui

Pisodhapm
CA

LLsenuapis

PiBocapm CA

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | Tuny
- 3aMiHa BMPOBHUYOI AinbHUL, WO NpoBOAUTL
MikpoGionoriHui koHTponb A®I Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), ltaly Ha
LabAnalysis S.r.l., ltaly; amilu | Tvny - BHeCeHHs 3miH Ao
Creundpikauii A®| MiaHcepuHy rigpoxnopuay Bif
BMpo6HuMKa Archimica S.p.A., ltaly, 3okpema: 3mMiHa
nepiogNYHOCTI TECTYBaHHS 3@ NMOKAa3HUKOM
"MikpobionoriyHa yactoTa" - NpoBOANTUCH ANS OAHIET
napTii 3 4eCATM AK LLOPIYHWUI MOHITOPUHI Ta ANa NepLuoi
napTii KOXHOT BUpoBbHMYoi kamnanii AP abo 3a sanutom
3aMOBHUKA; 3MiHM | TMNy - HE3HAYHI 3MiHW B 3aKpUTIN
yacTuHi mavictep-danny Ha ADI; 3miHn | TUNY - BUNYyYeHHS
anbTepPHaTUBHOI AiNbHWLi NO AOCNIMKEHHIO CTabiNbHOCTI
A®| MiaHcepuHy rigpoxnopugy Crystal Pharma S.A.U.,
Spain; 3MiHu | TUNY - 3mMiHa Ha3BK BUPOGHUKa AdDI
MiaHcepwuHy rinpoxnopuay 3 Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), Italy Ha Archimica
S.p.A., ltaly; aminm | Tuny - BHeceHHst 3amiH go MeTopis
BunpobyBaHHa A®| MiaHcepuHy rigpoxnopuay, 3okpema:
npuBeAeHHA METOANKV BUNPOOYBaHHSA 3a NOKa3HUKOM
"BTpaTa B Maci npu BUCYLLYBaHHI" 4O BUMOT MOHorpadii
EP; 3MmiHu | TUNY - BHECEHHS 3MiH oo MeTogiB
BunpobyBaHHa A®P| MiaHcepuHy rigpoxrnopuay, 3okpema:
3a NokasHWKOM "3anuLLUKoBi KiNbKOCTi opraHivyHmX
PO3YMHHWKIB" BUNYYEHHS BU3HAYEHHS TOMyony; 3MiHu |
TUMY - BHECEHHS 3MiH A0 MeToais BunpobysaHHs ADI
MiaHcepuHy rigpoxnopuay, 3okpema: 3a NokasHUKOM
"CynpoBigHi OMILLKN" HE3HAYHI 3MiHM B METOAML
BunpobyBaHHa BEPX

3a
peuenmom

UA/14722/01/03

HM
®JIEKCNEH®

cycneHsisa Ans
iH'ekuin, 100 MO/mn
no3 mny
KapTpuaxi; no 1
KapTpUIXy y
baraTono30Bii
OfHOpa3oBin
Lnpuvu-pyyui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIl kopobLi

A/T HoBo
Hopgaick

LaHia

Bupo6Huk
Hepo3dacoBaHOro
npoaykTy, NnepBUHHE
nakyBaHHS1; KOHTPOSb
AKOCTi NPOAYKTY B
nepBUHHOMY I'IaKyBaHHi

(kapTpuoxi MNeHdin®) Ta
BifnoBiganbHMA 3a BUMYCK

cepii roToBOro NpPOAyKTY
(PnekcleH®): A/T Hoso

Hopaick, daHis; BUpobHuk

BianosigansHWi 3a

36MpaHHs, MapKyBaHHs Ta

BTOPUHHE NakKyBaHHA

Hanis/
®paHuia/
Bpasunis/

KuTaincbka
HapogHa
Pecny6bnika

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. Buny4eHHss BUpOBHMYOI AinbHALI
(Bkntovatoum ginbHULi ans APl npomixkHoOro npoaykty abo
roTOBOrO fikapCbKoro 3acoby, AinbHWLI ANA NpoBeAeHHs!
nakyBaHHsi, BAPOOHUKA, BiANOBiAaNbHOMO 3a BUMYCK CEPIN,
MicLie NpoBeAeHHS KOHTPOMIo cepii) abo nocTtavanbHUKa
BMXiQHOro Matepiany, peareHTy abo JONOMiIXHOI
PEYOBUHY (SIKLLO 3a3Ha4eHo Y Jocke) - [laHa 3miHa
nonsrae y 3miHi dyHkui BupobHuka A/T Hoso Hopaick,
Xannac Anne, OK-4400 KanyHa6opr, daHist (Novo Nordisk
A/S, Hallas Alle, DK-4400 Kalundborg, Denmark), a came
BUAaneHHsa dyHKuUii «<BupobHuk HepoddacoBaHoro
npoaykTy, NEPBUHHE NakyBaHHA (kapTpuaxi MNeHdin®),
36MpaHHs» B 3B'A3KY 3 NPUNUHEHHSIM acenTUYHOro

3a
peuernmom

UA/17173/01/01
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

roTOBOro NPOAYKTY
(PrekclleH®); koHTpoOrb
AKOCTi FOTOBOrO NPOAYKTY
(Pnekcllen®): A/T Hoso
Hopgaick, OaHis;
MapkyBaHHs Ta BTOPVHHE
nakyBaHHs1 FOTOBOIO
npoaykty (PnekclleH®):
A/T Hoso Hopaick, OaHis;
Brpo6Huk npoaykuii 3a
MOBHVM LIKIIOM:
Hoeo Hopgaick
MpogatokcboH CAC,
PpaHuist; BupobHuk
Hepo3adacoBaHOro
NpoAyKTy, NepBUHHE
nakyBaHHS1; KOHTPOIb
AKOCTI MPOAYKTY B
NepBMHHOMY NakyBaHHi
(kapTpuaxi MNeHpin®);
36MpaHHsA, MapKyBaHHA Ta
BTOPWHHE NakKyBaHHS
roTOBOro NPOAYKTY
(PnekclleH®); koHTpOIb
SIKOCTi FOTOBOTO NPOAYKTY
(PrekclleH®): Hoso
Hopgaick Npoaykao
dapmaceyTika oo bpasinb
JItpa., bpasunis;
Bupo6Huk
Hepo3dacoBaHOro
NpOAYKTY, HAMOBHEHHS B
NepBUHHY YNaKoBKY:
Hoso Hopgaick (Kutan)
dapmacsbtoTikans Ko.,
ItAa., Kutaceka HapogHa
Pecnybnika

BMPOGHMUTBA Ha AaHin BUpoGHWYin ainbHuLi. HactynHi
BMPOOHWYI hyHKUIT 3anmLuaroTbCs y BULLE3a3HaYeHoro
BMpOGHMKa: «MapkyBaHHS Ta BTOPUHHE NaKyBaHHS
rotoBoro npoAykty (PnekclleH®)». PyHkuii, LWo
BMITy4alOTbCA MOXYTb BUKOHYBaTW iHLUi 3apeecTpoBaHi
BMPOGHMKM. 3MiHM BHocsATbeA B MKA J13 go posginy
«BUpoBHMKMN»

169.

MIHOKCUauUn
IHTENI

PO3YMH HaLLKIpHWNA,
5 %; no 60 mny
cdnakoHi; no 1
drakoHy y
KOMMMEKTi 3 MipHUM
HacocoMm y
KapTOHHiI kopobui

3AT
"HTENI
FEHEPUK
C HOPI"

Jlntea

IHpacTpian ®apmaceyTika
KaHTtabpia, C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHa y MeTofax BunpobysaHHs T13 3a nokasHukom
"loeHTudikauis», a came 3amiHa metogis |4 (E®P 2.2.24) Ta
BEPX (E® 2.2.29) Ha meToauky BignoBiaHO Ao
BHYTpilWHbOro ctaHgapty FQ — 203, ska Bkntoyae
inenTMdikauiio 3a yacom ytpumysaHHsa (BEPX) ta Y-
cnektp (BEPX); amiHu | TUny - 3miHa y MeTogax
BuNpobyBaHHs 13 3a noka3Hukom "KinbkicHe
BM3Ha4yeHHs", a came 3miHa meTogy BEPX (E® 2.2.29) Ha
meToa BEPX, BignosiaHo Ao BHyTpiWwHbOro ctaHaapty FQ
— 203; 3miHu | TMNY - 3miHa y MmeToaax BunpobysaHHs 113

6e3
peuenma

UA/14771/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3a nokasHukom "CynpoBigHi AoMilku", a came 3MiHa
metoay BEPX (E® 2.2.29) Ha meToa BEPX BignosigHo go
BHYTPILWHBOro cTaHaapty FQ — 203
170 MIHOKCUAUN PO3YMH HALLKIpHWN, 3AT Jlntea IHpacTpian ®apmaceyTika Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny bes UA/14771/01/02
IHTENI 2 %; no 60 mn'y "IHTENI KaHTabpia, C.A. - 3MiHa y meToAax BunNpobysaHHs 113 3a nokasHukom peuenma
cdnakoHi; no 1 FEHEPUK "loeHTndikauis», a came 3amiHa metogis |4 (E®P 2.2.24) Ta
dnakoHy y C HOPO" BEPX (E® 2.2.29) Ha meToauKy BignosigHo Ao
KOMMIEKTi 3 MipHUM BHYTpilWHbOro ctaHgapty FQ — 203, ska Bkntoyae
HacocoMm y ineHTudikauijto 3a yacom yTpumyBaHHsi (BEPX) ta Y-
KapTOHHiI kopobui cnektp (BEPX); 3miHn | Tuny - 3miHa y meTogax
BunpobyBaHHs 113 3a nokasHukom "KinbkicHe
BM3Ha4yeHHs", a came 3miHa meTogy BEPX (E® 2.2.29) Ha
meToa BEPX, BignosigHo 4o BHYTpilWHbOro ctaHaapTty FQ
— 203; 3miHn | TUNY - 3miHa y meTogax BunpobysaHHsA 113
3a nokasHukom "CynpoBiaHi oMilku", a came 3miHa
metody BEPX (E® 2.2.29) Ha meTon BEPX BignosigHo go
BHYTpiWHbOro cTaHgapty FQ — 203
171, MIPEHA BHYTpiLLHbOMAaTKOBa Banep Oy diHnaHais Barep Oy diHnaHaisa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/8614/01/01
cucrtema 3 - 3MiHWM BHECEHO A0 iHCTPYKLUIi AN MEAUYHOTO peuernmom
NIeBOHOPrecTpernom, 3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aginy "lMobiyHi
52 mr (20 mkr/24 peakuii” LWoao oHOBMEHHs iHpopmalii 3 6e3neku aitoyoi
rogviHu); peyoBUHW. BBegeHHs 3mMiH NpoTsirom 4 MicsiiB nicnsi
BHYTPiLLHbOMAaTKOBA 3aTBEepAKEHHS; 3MiHM Il Tuny - AogaBaHHS KapTku-
cucrtema Ta HarafyBaHHs Ans nauieHTa Ao KapToHHOI naykm J13 3
nNpuCTpIn ans Bi4NOBIgHMMYM 3MiHaMK 0 po3ainy «YnakoBka» MKA J13:
BBEAEHHS 3anponoHoBaHo: MpuUcTpiit AN BBeAEHHS 3anasiHui B
(3anasHun B okpemui 6nicTep, oAHa CTOPOHa NOKPUTTS Nerko
okpemun bnictep), 3HiMaeTbCA. BHyTpilLHbOMaTKOBa cMCTEMa Ta NPUCTPIn
3anakoBaHi B ONs BBEOEHHS 3anakoBaHi y CTepuUnbHUA, 3anasHui
CTepUnbHUN, MiLLEYOK 3 MapKyBaHHSIM YKPaiHCbKOKO MOBOIO, SIKUI
3anasHUn Milleyok, NOMILLLAETLCA B KAPTOHHY MayKy pa3oM 3 iHCTpyKUieo Ans
LLIO NOMILLAETLCS B MeAMYHOro 3aCTOCYBaHHS Ta KapTKO NaLieHTKU 3
KapTOHHY Nayky MapKyBaHHSIM YKPaiHCbKOK MOBOI. A TaKOX 3MiHN
BHECEHO [0 iHCTPYKLUiT ANst MEQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginy "Ynakoska" BignoBiaHoO A0
pekomeHaauin PSUSA wopo BupilueHHst npobnemu,
MOB'A3aHOI i3 pU3nKamm Mig Yac 3acTOCYBaHHSA IikapCbKOro
3acoby, LUNAXOM 3anoBHEHHS KapTKU-HaragyBaHHS
nauieHTkn. BBegeHHs 3miH npoTtarom 4 micsAuiB nicns
3aTBEpOKEHHS
172 MIPEHA BHYTpILLHbOMAaTKOBaA Bainep Oy DiHnsHais Baiep Oy DiHnsHais BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu |l 3a UA/8614/01/01
cucrema 3 TUNY - 3asiBHUKOM HaJaHO OHOBIIEHUI MNaH yNpaeniHHA | peyenmom
TNeBOHOpPrecTpernom, pusukamu Bepcis 1.1. 3MiHM BHeCeHO A0 YacTuH: |

52 mr (20 mkr/24
rOAVHK);

«3aranbHa iHdopmauis», || «Cneuundikauis 3 6e3nekuy, |l
«MnaH 3 dpapmakoHarnsagy», IV «MnaHn wogo
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BHYTpILLHbOMAaTKOBA nicnspeecTpauinHnx gocnigkeHb epekTneHoCTI», V
cuctema Ta «3axoam 3 miHimisauii puaukiey, VI «Pesiome nnaHy
npucTpin gns ynpasniHHs puankamny», VIl «Jogatkun» y 3B’3Ky 3
BBEOEHHSA OHoBMeHHAM cTpykTypu MYPa BignosigHo go
(3anasHun B pekomeHaauin Guideline on good pharmacovigilance
oKkpemun 6nictep), practices (GVP) Module V — Risk management systems
3anakoBaHi B (Rev 2)
CTEpUnbHUN,
3anasiHUM MiLLeYoK,
O NOMiILLAETbCS B
KapTOHHY nayky
173, MyYHUUI nucts; no 50 r abo MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEeHHs1 3MiH O peecTpauinHux maTtepianis: 3MiHu | 6es UA/6242/01/01
NNCcT4 no 100 r y naykax 3 "IikTpaBun" TMny - 3MiHKM 3 AKOcCTI. FoTOBUIA Nikapcbkun 3acid. Cuctema | peuenma
BHYTPILLUHIM KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa po3mipy
naketom; no 2,0ry yNnaKoBKW roTOBOro fikapcbkoro 3acoby (3MiHa
dinbTp-nakeTi; No Macu/ob'emy BMICTy KOHTeliHepa baratogo3oBoro
20 cinbTp-nakeTiB y nikapcbKoro 3acoby Ans HenapeHTepanbHOro
nayui abo y nayui 3 3acTocyBaHHs (abo 04HOA030BOr0, YaCTKOBOrO
BHYTPILLUHIM BVIKOPVCTaHHS))
naketom; no 2,0ry BBeAEeHHS goaaTtkoBoi ynakoBku no 100 r y naykax 3
inbTp-nakeTi B BHYTPILUHIM NakeTom, 6e3 3MiHW NePBUHHOIO
iHauBigyansHomy nakyBanbHOro maTepiany, 3 BignoBigH/MMN 3MiHAMK B p.
nakeTuky; no 20 «YnakoBka» Ta B Cneundikauii/MeTogax KOHTPOMO SAKOCTi
pinbTp-NakeTiB y 3a n. «Maca BMICTy ynakoBKku»;
nayui 3MmiHM BHeceHi B po3ginu "Cknag" Ta "YnakoBka" B
IHCTPYKUIilO ANS MEAUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby y 3B"A3Ky 3 BBEAEHHAM A0AAaTKOBOI YNaKoBKM Ta K
HacrifoK - 3aTBEPAPKEHHS TEKCTY MapKyBaHHS JOAATKOBOI
YMaKOBKM MiKapcbKoro 3acoby
174/ HUPKOBUA nuetsa; no 50 ry MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/5874/01/01
YAN naykax 3 BHyTpiwHimM | "IliktpaBu” - BHECEHHs 3MiH go p. 3.2.P.7. Cuctema peuenma

naketom; no 1,5ry
dinbTp-nakeTi; No
20 ginbTp-nakeTiB y
nayui; no 1,5ry
dinbTp-nakeTi; No
20 ginbTp-nakeTiB y
nayui 3 BHYTPILLHIM
nakeTom

KOHTeNHep/3aKynoptoBanbHWin 3acib, a came BHECEHHSI
YTOYHEHHS, LWOAO Nayku Ans inbTp-nakeTiB: «404aTKOBO
nayvky MOXyTb 0BropTaTncs 330BHi NMiBKOO
noninponineHoBo» (3aTBEPAXKEHO «330BHi MayKm
obropTatoTbCsl NNiBKOK NOMINPONiNeHOBOY), 3
BigNoBigHMMK 3miHamu B p. "Ynakoska" MKA J13;
3anponoHoBaHo: MoapibHeHa cupoBuHa no 50 r B nakeTw,
BWrOTOBIEHI 3 Nanepy nakyBanbHOro BONOrocTiikoro, abo
KpadT-nanepy, abo nanepy raseTHoro, abo B nakeTu 3
NMiBKW NakyBanbHOI 3 HACTYMHUM BKNaAaHHAM B Mayku
KapTOHHi. MopoLok KpynHui no 1,5 1y ginbTp-nakeTy,
BWUIOTOBIIEHI 3 Nanepy TepMo3BaproBaribHOro NopycToro,
LLIO He PO3MOKae, 3 MoAarnbLUMM yknagaHHam ro 20
inbTp-NakeTiB B Na4ky kKapToHHI. [loaaTkoBO naykn
MOXYTb 0BropTaT1cs 330BHi NiBKOK NONINPOMiNEHOBOI.
MopoLwuok kpynHWM no 1,5 1y dinbTp-nakeTu, BUrOTOBMEHI
3 manepy TepMO3BaploBarnbHOro NOPUCTOro, LLO He
po3MokKae, 3 noganblunmM yknagaHHam no 20 dinbTp-
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
nakeTiB B NAaKeTW, BUTOTOBMEHI 3 MNiBKW 3 MOMIMEPHUX
marepianis 3 noganbLUHUM YKMagaHHAM B NaYKN KapTOHHI.
[lonaTkoBO Naykv MOXyYTb 06ropTaTMCs 330BHI NMIBKOKO
noninponineHoBoo
175.| HITPOMNIUEPW | tabnetkn MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/6393/01/01
H cybniHreanbHi no "TexHonor - 3MiHK 3 aKocTi. [oToBUIN NikapCbkui 3aci6. 3MiHM y peuenma
0,5 mr no 40 " BMPOBHMLTBI. 3MiHa po3mipy cepii (BKMOYaoumM dianasoH
Tabnetok y pO3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLeHHs
KOHTeWHepi; no 1 0o 10 pasiB NopiBHSHO i3 3aTBEPAXXEHUM PO3MIPOM) -
KOHTeWHepy B navui BBEAEHHS 40AaTKOBOro po3mipy cepii rotoBoro
3 KapTOHY nikapcbkoro 3acoby. 3anponoHosaHo: 118,70 kr (1 100
000 TabneTok; Big 1 000 000 go 1 100 000 TabneTok)
187,00 «r (2 200 000 TabneTok, Bia 2 000 000 go 2 200
000 TabneTok)
176.| HOPIrAJlAKC refnb pekTanbHui, HOPXWH dpaHuis HopxwuH ®apma dpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6es UA/2723/01/01
0,12r/10rno10ry CAC - 3MiHM Wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. | peuenma
0HOA030BOMY BBeneHHsa abo 3mMiHM 40 y3aranbHeHWX A4aHnX Npo
KOHTenHepi (Tybi- cuctemy dhapmakoHarnsay (BBeAeHHS y3aranbHEHUX
KaHtoni); no 6 Ty6- AaHux nNpo cuctemy papmakoHarnsgy, 3amiHa
KaHIOMNb Y KapTOHHIN yMNOBHOBaXeHOi 0cobu, BignoBiganbHoI 3a 3A4iNCHEHHS
KopobuUi hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKa A4S 34ilNCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXeHOi 0cobw,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLIEHHI
macTep-darina cuctemu papmakoHarnsay) - aMmiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOi 0cobUW 3asiBHMKa,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa KOHTaKTHOT
ocobu 3asiBHUKa, BiAMNOBiAanbHOI 3a hapmakoHarnsg B
YkpaiHi. NponoHoBaHa pefakuis: Kupunisa MNanuHa
[eopriiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0Cobu
3asiBHMKA, BignosiganeHoi 3a dhapMakoHarnsag B YkpaiHi.
3MiHa Micus 3AiNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micLe3HaxomKeHHs MmacTep-
danna cuctemu papmakoHarnagy
177.| OKTArAM PO34uH ANns iHdY3il, Oktadpap ABCTpis Oktadapma AB, Lseuis Lseuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/13905/01/01
50 mr/mn; no 20 mm, mMa (BUPOBHMK, Himeuunna/ - anbTepHaTVBHE BMKOPUCTAHHS HECWITIKOHI30BaHMX peuernmom
50 mn, 100 mn, 200 dapmavesB BiANoBiganbHUI 3a AscTpis/ cknsiHuMx nnsiwok Tvny Il Ha ginbHuui Octapharma AB,
MRy nAswui; no 1 TVKa BMPOGHMLTBO 32 NOBHUM DdpaHuis Sweden; 3minu Il TMny - 3miHa y MeToauui BUNpobyBaHHst
NAALWLUi Y KAPTOHHIN MpopykTio LIMKITOM, 32 BUKITIOYEHHAM rOTOBOrO fikapcbKoro 3acoby 3a nokasHukom «Bmict
KopooLi Hcrec. BTOPWHHOI YNaKoBKW); iMmyHorno6yniHy M»; 3anponoHoBaHo: npunaau BN
M.6.X. OKTA®APMA [eccay Prospec a6o BN Il komnaHii Siemens, 3 BUKOPUCTaHHAM

'M6X, HimeyuunHa
(anbTepHaTMBHa

BMpOBHWYa AinsiHKa Ans
BTOPVHHOIO MaKyBaHHs);

Tect-cuctemun "N Latex IgM" (Siemens)
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Peecmpayitina npoyedypa

Ymoeu

Homep

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢popma,

3asieHUK

Kpaina

3asieHUKa

Bupo6Huk

Kpaina

eUPOb6HUKa

eidnycky

peecmpauiliHo2o

noceid4yeHHsI

3acoby

ynakoeka)

Oktadgapma
dapmaueBTuka
MpopykTioHcrec m.6.X.,
AscTpis; Okradapma,
®paHuist (BUPOBHMK,
BiANOBiganbHUNM 3a
BMPOGHMLTBO 3a NOBHUM
LIUKIIOM, 32 BUKITIOYEHHSIM
BMPOGHMLTBA PO3YUHY iH-
6arnk, BTOPMHHOT
YMaKOBKM.
AnbTepHaTUBHO,
BMPOGHMLITBO KiHLEBOIO
npoaykTy 3 iH-6ank
pO34uHy, BUpobneHoro Ha
Oktadapma
dapmaueBTrKa
MpogykTioHcrec. M.6.X,
ABcTpis)

3a

UA/13905/01/01

178.

OKTArAM

KopobLi

PO34UnH ANS iHDY3iN,
50 mr/mn; no 20 mn,
50 mn, 100 mn, 200
My nnswui; no 1

NNAWLUI Y KAPTOHHIN

Oxktagpap
ma
dapmavreB
TUKa
MpogykTio
Hcrec.
M.6.X.

ABcTpis

Oxtadhapma AB, LUBeuis
(BupobHuk,
BiAnoBiganbHWi 3a
BUPOBHMLTBO 32 NOBHUM
LMKIMOM, 3@ BUKITHOYEHHSM
BTOPWHHOI YNaKOBKW);
OKTA®APMA [leccay
'MG6X, HimeuunHa
(AnbTepHaTyBHa
BUpobHMYa finsHka ans
BTOPWHHOIO NaKyBaHHS);
Oktagapma
dapmareBTuKa
MpogykTioHcrec mM.6.X.,
ABcTpis; Okradapma,
®paHuis (BupobHuk,
BigNoBiganbHUIM 3a
BMPOGHMLITBO 3@ MOBHUM
LIMKIIOM, 32 BUKITIOYEHHAM
BMPOOHMLITBA PO34MHY in-
bulk, BTOPMHHOT ynakoBKMu.
AnbTepHaTUBHO,
BMPOOHMLITBO KiHLEBOTO
npoaykTy 3 in-bulk
pO34uHy, BUpobneHoro Ha
OkTtadapma
dapmaueBTUKa
MpopaykTioHcrec. m.6.X.,
ABCTpis)

LBeuis/
HimeuuunHa/
AscTpis/
DdpaHuis

Lseuis/

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- CKOPOYEHHS TPMBAroCTi NPOLECiB NEPBUHHOI yrbTpa- Ta
fiadinbTpauii Ha BUpobHuYin ainbHuui Octapharma
Pharmazeutika Produktionsges m.b.H., Austria 3 10 roguH
00 6,5 roguH; 3miHu | TMNYy - CKOPOYEHHS TPUBANOCTI
npoLieciB BTOPUHHOI yrbTpa- Ta AiadinbTpadii Ha
BMpoGHMYin AinbHULi Octapharma Pharmazeutika
Produktionsges m.b.H., Austria 3 10 roaunH go 6,5 roguH;
3MiHW | TUMY - AOAaBaHHSA PO34MHY MOPIBHAHHA NpU
BM3HAYeHHi 3aranbHoro Ginka 6iypetoBum meTogom Ans
3paskiB nnasmu FFP/S1/IP1; 3miHu Il Tuny - po3wmnpeHHs
TemnepaTypHUX Mex 36epiraHHst iH-6ank posunHy OkTaram
5% 3+2 —+8 °C go +2 — +25°C.;
3MmiHwm Il Tuny - gogaBaHHsi HEOBOB'A3KOBOrO eTany
o6'egHaHHA 2-x iH-6ank po3uuHiB OkTaram nepepn etanom
cTepunisytoyoi dinbTpauii 4ns opmyBaHHS OfHiEi cepii
KiHLEBOro NPOAYKTY Anst BUPOOHUYOT AiNbHULI
Octapharma Pharmazeutika Produktionsges m.b.H.,
Austria

peuerimom

3a

BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny

UA/13905/01/01

OxkTagap

ABcTpis

Oxtadhapma AB, LBeuis

179.

OKTArAM

PO3YMH ANS iHDY3iN,
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
50 mr/mn; no 20 mn, ma (BnpobHuK, Himeuunna/ - A0AABaHHA MOXINMBOCTI BUKopucTaHHs Fraction [+11+ll, | peuenmom
50 mn, 100 mn, 200 dapmaues BiANOBiAaNbHWIA 3a AscTpis/ BMpobneHoi Ha ainbHUUi Octapharma Springe, Germany,
My nnSwi; no 1 TUKa BUPOBHMLUTBO 32 NMOBHUM PdpaHuis ans BupobHuuTea Fraction Il Ha ginsHui Octapharma
NAALWL Y KAPTOHHIN MpoaykTio LIMKITOM, 33 BUKITIOYEHHAM Stockholm, Sweden Ta nogansbLua i nepepobka Ha
KopobLi Hcrec. BTOPWHHOI YNaKOBKW); ainbHuui Octapharma Vienna, Austria o kiHLeBoro
M.6.X. OkTtadapma Jeccay npoaykTy; 3miHu | Tuny - BuaaneHHs HeoboB’A3KOBOro
'mM6X, HimeuuunHa etany apcop6buii PPSB 3 BukopuctanHsim QAE Sephadex
(AnbTepHaTuBHA y npoueci BupobHuuTtea Fraction Il Ha ginsHui Octapharma
BMPOGHMYa ainsiHka Ans Springe, Germany; 3miHu | TUNy - BUKINOYEHHS
BTOPUHHOTO NaKyBaHHS); HeobOoB’sI3KOBOro eTarny BUPOGHULTBA aHTUTPOMOGIHY |l Ha
Okradapma ainbHuui Octapharma Springe, Germany; 3miHu | Tuny -
PapmaueBTVKa OHOBIEHHs1 MeToAy BunpobysaHHa Determination of
MpoaykTioHcrec m.6.X., Factor XI Antigen (FXI:Ag) by Enzyme Linked
AscTpis; Okradapma, Immunosorbent Assay (ELISA), wo BMKOPUCTOBYETLCS B
®paHuis (BupobHuk, npoueci BupobHuuTea AP| Ha cTagii Precipitation of
BiAMOBiAanbHWIA 3a Fraction I+II+11l (Sample IP1), y 38’A3Ky 3 BNIpOBapKEHHAM
BMPOGHMLITBO 3@ MOBHUM 2nd International Standard for coagulation Factor XI
LIMKIIOM, 32 BUKITIOYEHHSAM (NIBSC Code 15/180); aminm Il Tvny - BUkopucTaHHs
BMPOBHMLTBA PO34MHY in- anbTepHaTMBHOro OydepHOro po3ynHy Ans TpMBanoro
bulk, BTOpUHHOI ynakosku. 36epiraHHa Heparin Sepharose 6 Fast Flow Gel ans
AnbTepHaTUBHO, XpomaTtorpad)iyHOT KONMOHKW, L0 BUKOPUCTOBYETLCS Y
BUPOBHMUTBO KiHLEBOrO npoueci BupobHuuTea Fraction Il
npoaykTy 3 in-bulk
PO34MHY, BUPOGNEHOro Ha
Oktadapma
dapmareBTuKa
MpoaykTioHcrec. M.6.X.,
ABcTpis)
180, OMEMPA30N kancynu 20 wmr, no AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/4310/01/01
10 kancyn B "®apmak” - 3MiHa Ha3Bu Ta agpecu BupobHuka APl Omenpason peuenmom
6nictepi, no 1 abo 3 (nenetu); 3anponoHoBaHo: Nosch Labs Private Limited 5-
Gnictepu B nayui 3 5-35/33/3, Prashanthi Nagar, Kukatpally (V&M), Medchal-
KapTOHY Malkajgiri (Dist), Hyderabad — 500072, India; 3miHu | Tuny -
3MiHa nepiognyHocTi M3 3a nokasHykom "MikpobionoriyHa
yncToTa": MiKpoBIONOriYHNIA KOHTPOSb MPOBOAUTM
BMOIPKOBO: NepLUy Ta KOXHY TPUALSTY HacTyrHy cepito B
piK, ane He pifLie ogHOro pasy B piK; 3anponoHOBaHO:
MiKpOOBIONOriYHUIA KOHTPOMb NPOBOANTM BMBIPKOBO: MepLuy
Ta KOXHY TPMALATY HACTYNHy cepito B pik, ane He pigLle
O[HOro pasy B PiK; 3MiHW | TUMy - BHECEHHSA 3MiH Y
Cneuudpikanito/MeTogis BunpobysaHHs M3 3a
napameTpom "MikpobionoriyHa unctoTa", 3okpema:
BUITy4EHHS NMOBHOIO OMNWCY NPOBEAEHHS METOAVKY;
[OOMOBHEHHS BiANOBIAHMM NMOCUNAHHAM Ha Ajtovy pefakuito
ooy
181 NAKCUN™ TabneTkn, BKpUTI "makcoCwmi Benwuka makcoCmiTKnsamH Monbwa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3mMiHu | Tuny 3a UA/8573/01/01
obornoHKot, no 20 TKnsamH Bputanis Papmacbiotukans C.A. - 3MiHM BHECEHO B iHCTPYKLiIO ANs Megn4yHoro peuyernmom
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
mr; no 14 Tabnetok Ekcnopt 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
y 6nicTepi; no 2 Timiteq "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepion
Gnictepn y BariTHocTi abo rogyBaHHs rpyaato” Ta "MobivHi peakuii”
KapTOHHiI kopobuyi 3rigHo 3 pekomeHaauisvm PRAC.
BBegeHHs 3MiH NpoTArom 6 MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | TUNY - 3MiHW BHECEHO B IHCTPYKLiO ANA MEAUYHOro
3acTocyBaHHs fikapcbKkoro 3acoby Ao po3ainy "B3aemopis
3 iHWKMK nikapcbkuMu 3acobamu Ta iHLWi BUan Baemogiin"
3rigHo 3 pekomeHaauismm PRAC. BeegeHHs 3MiH
npoTsArom 6 MicsAUIB Nicns 3aTBEPKEHHS
182.| NAPOKCETWUH Tabnetku no 20 wr, Mepokemi Kinp Mepokewmi NNTA (3asog Kinp BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/1498/01/01
no 10 Tabnetok y nTta AZ) - 3MiHV BHECEHO B iIHCTPYKLiO ANS MEAUYHOro peuenmom
GnicTepi; no 3 3acTocyBaHHS nikapcbkoro 3acoby Ao posginis "Bsaemopis
Gnictepn y 3 iHWKMMM Nnikapcbkumy 3acobamu Ta iHLWi BUam
KapTOHHil kopobui B3aemogin", "OcobnmBocTi 3acTocyBaHHs" BignoBigHO A0
OHOBMEHOI iHbopMaLlii 3 6e3nekn 3acTocyBaHHS Ailoyoi Ta
OOMOMDKHUX peYOBMH. BBeAeHHs 3MiH npoTarom 3-x
MiCALIB 3 AaTW 3aTBEPOXKEHHS
183, NACK NMOPOLLIOK ANA AT Natsis AT "OnanHdapm” Natsis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/11571/01/01
HATPIEBA 0parnbHOro po34nHy "OnaiiHda - 3MiHM 3 sikocTi. [o0TOBWI Nikapcbkuii 3acib. KoHTponb peuenmom
Cllib no5,52r;no12,5r pm" rOTOBOrO fikapCbKOro 3acoby - OHOBMEHHS BXe
npenapary y 3aTBepAKeHNX MeToAiB KoHTponto aKkocTi 113, a came
nakeTuky 3 BMKNAAEHHS TEKCTY AEpPXKaBHOK MOBOIO 3iAHO Cy4acHMX
namiHarty; no 25 a6o BUMOT
300 nakeTukis B
KapTOHHIl kopobui
184 NEHTACA rpaHynm ®eppiHr LLisenuapis BignosipnanbHui 3a LLiBenuapisi/ | BHeCEHHs 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/4990/03/01
NPOJIOHrOBaHOI Aji IHTepHeLw BMPOBHMLTBO, NepBUHHE Himeuunna - 3MiHM Woao H6esnekn/edeKTUBHOCTI Ta hapmakoHarnsgy | peuernmom
no 1r; no 50, 100, Hn CeHTep Ta BTOPWMHHE NaKyBaHHS, - 3MiHVW BHECEHO B TEKCT MapKyBaHHS MEePBUHHOI Ta
abo 150 nakeTukis 3 CA KOHTPOrb SIKOCTi: PeppiHr BTOPWHHOI YNakoBOK fnikapcbkoro 3acoby. MNepBuHHa
rpaHynamm y IHTepHewHn CeHTtep CA, yrnakoBka: AofaBaHHs y n. 3 «Cepis Ne:», n. 4 «Mpwua.
KapTOHHiI kopobui LLisenuapis [0:», N. 6 «(HasBHa TexHiYHa iHopmaLlis BUpOOHWMKa)».
BignosigansHui 3a Bunyck BTopuHHa ynakoBka: BHECEHO YTOYHEHHS A0 NYHKTIB 2, 8,
cepii: ®PeppiHr TMEX, 12, 13; y n. 17 popgaetben «[JaTa BUpobH.» Ta «(HasiBHA
Hime4yunHa TexHiYHa iHopMaLis BUpOGHYKa)»
185 NEHTACA rpaHynu PeppiHr LLisenuapis BignosipnanbHui 3a LLiBeruapisi/ | BHeCEHHs 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/4990/03/02
NPOJIOHrOBaHoI Aji IHTepHeLw BMPOGHMLTBO, NEPBUHHE HimeuunHa - 3MiHM Wopo H6esnekn/edeKTUBHOCTI Ta hapmakoHarnsgy | peuenmom
no 2 r; no 60 HN CeHTep Ta BTOPWHHE NaKyBaHHS, - 3MiHV BHECEHO B TEKCT MapKyBaHHS MEPBUHHOI Ta
nakeTukis 3 CA KOHTPOrb SIKOCTi: PeppiHr BTOPWHHOI YNakoBOK fnikapcbkoro 3acoby. MNepBuHHa
rpaHynamm y IHTepHewHn CeHTtep CA, ynakoBka: aofaaBaHHs y n. 3 «Cepist Ne:», n. 4 «[IMpuga.
KapTOHHiIl kopobui LLisenuapis [0:», N. 6 «(HasBHa TexHiYHa iHpopmaLlis BUpoBHMKaA)».
BignosiganbHui 3a Bunyck BTopuHHa ynakoBka: BHECEHO YTOUYHEHHS A0 NYHKTIB 2, 8,
cepii: ®PeppiHr MMEX, 12, 13; n. 16 — yTOYHEHHS HaNNCaHHS TEKCTY WPUTOM
Hime4vunHa Bpaiina (3.4.#r), y n. 17 pogaetbes «ata BUpobH.» Ta
«(HasiBHa TexHiYHa iHopMaLlisi BUPOBHMKa)»
186, MEHTACA cycrneHsis PeppiHr LLisenuapis Peppinr-Nleunsa, a.c. Yecbka BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/4990/04/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
pekTanbHa no 1 IHTepHeLw Pecnybnika - 3MiHK Wopo 6e3neku/edekTUBHOCTI Ta hapmakoHarnsgy | peuenmom
r/100 mn, no 100 mn | Hn CeHTep - 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBOK
cycneHsii y donakoHi CA nikapcbkoro 3acoby. NepBuHHa ynakoBka (eTukeTka
3 HAKOHEYHWUKOM i nakeTa 3 antoMiHieBOI bonbrn): AogaBaHHs y po3ain 3
BHYTPILUHIM "Cepis" Ta y po3gin 4 "lMpuaatHuii go:"
KnanaHom; no 1 BTopuHHa ynakoBka: 3miHeHo WpudT y posginax 2 i 11,
drakoHy y nakeTi 3 YTOYHEHHS HanMcaHHs HoMepa peecTpaLinHoro
arnoMiHieBOI noceigyeHHs
donbru; no 5 abo 7
dnakoHiB Ta 5 abo 7
nonieTMneHoBnx
nakeTiB Y KapTOHHIN
KopobLi
187.| NOAOPOXHUK | nuctano50ry MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/5789/01/01
A BEJIUKOIoO naykax 3 BHyTpiwHimM | "IlikTpaBu” - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema peuenma
ncTA naketom; no 1,5ry KOHTEeWHep/3aKynoptoBanbHNUi 3acib, a came BHECEHHS!
dinbTp-nakeTi, No YTOYHEHHS, LWOAO0 Naykm Ans ginbTp-nakeTiB: «404aTKOBO
20 dinbTp-nakeTiB y nayvky MOXyTb 0bropTaTucs 330BHi NMiBKOO
nayui 3 BHYTPILWHIM noninponineHoBoto» (3aTBepAKeHo «[aykn 330BHi
naketom; no 1,5ry obropTalTbCs NNiBKOIO NOMINPONINEHOBOOY), 3
cinbTp-nakeTi, No BignoBigHNMK 3miHamu B p. "Ynakoeka" MKA J13;
20 ginbTp-nakeTiB y 3anponoHoBaHo: MNMoapibHeHa cuposuHa no 50 r B nakeTw,
nauui BUrOTOBIIEHI 3 Nanepy nakyBasnbHOro BONOroCTiKOro, abo
kpadpT-nanepy, abo nanepy rasetHoro, abo B nakeTu 3
NNiBKV NaKyBarnbHOi 3 HACTYMHUM YKIaAaHHAM B Mayku
KapTOHHI. MopoLuok kpynHuii no 1,5 r B dinbTp-nakeTw,
BWrOTOBIEHI 3 Nanepy TepMo3BapioBasibHOro NOPMCTOro,
LLIO HEe PO3MOKaE, 3 HacTYNHUM yknagaHHam no 20 inbTp-
nakeTiB B NaYKy KapTOHHI.
[lonaTkoBO Naykv MOXyTb 0GropTaTMCst 330BHi NNIBKOKO
noninponineHosoto. MopoLuok kpynHWM no 1,5 r B inbTp-
nakeTu, BUTOTOBMEHI 3 Manepy TepMO3BaptoBanbHOro
MOPUCTOrO, L0 He PO3MOKae, 3 HaCTYNMHUM YKNagaaHHAM Mo
20 ¢inbTp-nakeTiB B MAkeTW, BATOTOBIEHI 3 MiBKM 3
noniMepHNX maTtepianis 3 HACTYNHUM YKNagaHHAM B Navku
KapTOHHI. [loaaTKkoBO Nayvkm MOXyTb obroptaTtucs 330BHi
NNiBKOK NOMiNponineHoBo
188.| NPErABAIJIIH- Kancynu no 75 wmr; MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | 3a UA/16414/01/01
OAPHULA no 7 kancyny "®apmaue dipma "JapHuusa” Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom
KOHTYPHIl BTUYHA dapmakoHarnsaay. 3mMiHW y KOpOTKi XxapakTepucTui
YapyHKOBIl dipma nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ynakosLi; no 2 abo "OapHuus” MeOMYHOro 3aCTOCyBaHHS

no 3, abo no 4, abo
no 8 KOHTYPHMX
YapyHKOBUX
yNakoBOK y nayui

reHepuYHMX/ribpnaHnx/6ionogibHMx nikapcbknx 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUIA
npenapart (3miHa He nNoTpebye HaJaHHs XOAHWUX HOBUX
[OAATKOBMX AaHKX) - 3MiHM BHECEHO [0 iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby y posainu:
"®apmakoTepaneBTUYHa rpyna" (yTOYHEHHS Ha3BM),
"®apmakornorivHi BnactusocTi”, "Baaemogis 3 iHwmMu
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
nikapcbkummn 3acobamu Ta iHWi BUAW B3aemogiin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepion
BariTHocTi abo rogyBaHHsA rpyaao”, "Cnocib 3actocyBaHHSA
Ta go3n" (peparyBaHHs Tekcty), "Hitn" (yTouHeHHS
iHcbopmaluii), "MobiuHi peakuii” 3rigHo 3 iHchopMmaLieto
OO MEANYHOrO 3aCTOCyBaHHSA petepeHTHOro
nikapcbkoro 3acoby (J1IPUKA, kancynu). BBeaeHHs 3miH
NpOTHArom 6-Tv MiCcSILIB Micnsi 3aTBEPOXEHHS.
189.| NPErABAIIH- kancynu no 150 mr MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16414/01/02
OAPHUUA no 7 kancyny "®apmaue dipma "JapHunua” Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuernmom
KOHTYPHIl BTUYHA apmakoHarnsay. 3MiHW y KOpOTKil XxapakTepuctuui
YapyHKOBIN cipma nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ynakosLi; no 2 abo "OapHuus" MeONYHOro 3acToCyBaHHS
no 3, abo no 4, abo reHepuyHMX/ribpnaHnx/GionodibHnx nikapcbkux 3acobis
no 8 KOHTYpHUX nicnga BHECEHHS Tiel camoi 3MiHWU Ha pedbepeHTHUI
YapyHKOBUX npenapart (3MiHa He NoTpebye HagaHHS >XOOHUX HOBMX
YMaKoOBOK y Mmauyui [0AaTKOBMX AAHMX) - 3MiHM BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y posainu:
"®apmakoTepaneBTuyHa rpyna" (yTOMHEHHS Has3Bu),
"®apmakornorivyHi BnactusocTi", "Baaemogis 3 iHwmMu
nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”, "Crnocid 3actocyBaHHs
Ta go3n" (pegaryBaHHs TekcTty), "HiTn" (yToOUHEeHHS
iHdpopmauii), "Mobivni peakuii” 3rigHo 3 iHbopmaLlieto
LLI0AO0 MEAMNYHOIO 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (JIPUKA, kancynu). BeegeHHs 3amiH
NPOTArom 6-Ty MiCsILIB MicNsi 3aTBEPOXKEHHS.
190.| NPErABAIIH- kancynu no 300 wmr; MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHiX MaTepianis: 3miHu, Wwo 3a UA/16414/01/03
OAPHULA no 7 kancyny "®apmaue dipma "JapHuusa” noTpebyoTb HOBOI peecTpalLiii: AoAaBaHHS HOBOI cunu Aii | peyenmom
KOHTYPHIl BTUYHA 300 wmr (3aTBepakeHo: MNperabaniH-AapHyus, kancynu no
YapyHKOBIN dipma 75 mr abo 150 wmr, 3anponoHoBaHo: MperabaniH-OapHuus,
ynakosLi, no 2 abo "OapHuus" kancynu no 300 Mmr) (pekrnamysaHHs 3a60pOHEHO).
no 3 KOHTYPHiI
YapyHKOBI YMaKoBKM MepioanyHiCTb NOAaHHS perynspHO OHOBIHOBAHOIO 3BITY 3
B nayui 6e3neku, BignosiaHo Ao MNopsaky 3aiNCHEHHs!
dapmakoHarnsay, 3aTeepakeHoro Hakasom MiHictepcTea
OXOPOHU 340pOB’A YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuLii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa oxopoHu 300poB'a YkpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKaMu,
3a3HaYeHVMU y NePioANYHOCTI NOAAHHS PErynsapHuX 3BiTiB
3 6esnekn
191.| NPEAHI3ONOH | kpucTaniyHuii TOB "TK YkpaiHa XeHbaHb Jlixya Kurai BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu | Tuny - UA/14467/01/01
Y HATPIIO NOPOLLIOK "ABPOPA" Papmacsktotikan Ko., IlTa. - 3miHu 3 gkocTi. A®l. CtabinbHicTb. 3miHa nepiogy
DOCDAT (cybeTaHuis) y NnoBTOPHUX BUNpobyBaHb/Nepiody 36epiraHHs abo ymos
NoABINHNX 36epiraHHa Al (3a BigcyTHOCTI y 3aTBEPAKEHOMY AOCHE

NnonieTUNeHoBMX

cepTtudpikaTa BignoBigHOCTIi EBponeichbkini hapmakonei,
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
Millkax ans LL{O BKIKOYAE Nepios NOBTOPHOro BUNpobyBaHHs) (nepios
dapmaLleBTU4HOro NoBTOPHOro BMNpobyBaHHs/nepiog 36epiraHHs) -
3aCTOCYBaHHSA 306inbLueHHss abo BBeAeHHS nepioay NOBTOPHOIO
BMNpobyBaHHs/Nepiody 36epiraHHsi Ha OCHOBI pe3yrnbTaTiB
AocnifxeHb y peanbHOMy Yaci - 36inbLueHHs nepioay
NoBTOPHOro BUnNpobysaHHst AP| npegHi3onoHy HaTpito
docdaTty 3 2 pokiB 40 3 pokiB
192, NPUYENU TpaBano 50 ry MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/5688/01/01
TPABA naykax 3 BHyTpiwHimM | "IlikTpaBun” - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema peuenma
naketom; no 1,5ry KOHTeNHep/3akynoptoBanbHuin 3acib, a came BHECEHHSI
@inbTp-nakeTi; No YTOYHEHHS, LWOAO Naykn Ans ginbTp-nakeTiB: «404aTKOBO
20 dpinbTp-nakeTiB y nayvky MOXyTb 0bropTaTucs 330BHi NMiBKOO
nayui 3 BHYTPILWHIM noninponineHoBoto» (3aTBepAKeHo «[aykn 330BHi
nakeTom; 0o6ropTaloTbCsi NMIBKOK NOMINPONiNEHOBOKY), 3
no 1,5 ry inetp- BignoBigHNMK 3miHamu B p. "Ynakoeka" MKA J13;
nakeri; no 20 3anponoHoBaHo: MNMoapibHeHa cuposuHa no 50 r B nakeTw,
dinbTp-NakeTiB y BWUIOTOBIIEHI 3 Nanepy nakyBanbHOro BONOrocTilkoro, abo
nauui kpadpT-nanepy, abo nanepy rasetHoro, abo B nakeTu 3
NMiBKM NakyBamnbHOI 3 HACTYMHUM BKNaAaHHAM B Maykn
KapTOHHI. MopoLwok kpynHuii no 1,5 r B inbTp-nakeTy,
BWrOTOBIEHI 3 Nanepy TepMo3BapioBasibHOro NOPUCTOro,
LLIO HEe PO3MOKaE, 3 HaCTYNHUM yknagaHHam no 20 inbTp-
nakeTiB B NAYKN KAPTOHHI.
[lonaTkoBO Naykv MOXyYTb 06ropTaTMCs 330BHi MNIBKOKO
noninponineHosoto. MopoLuok kpynHWM no 1,5 r B inbTp-
nakeTu, BUTOTOBMEHI 3 Manepy TepMO3BaptoBanbLHOro
MOPUCTOrO, L0 He PO3MOKae, 3 HaCTYNMHUM YKNagaaHHAM Mo
20 ¢inbTp-NakeTiB B MAKeTW, BATOTOBIEHI 3 MiBKM 3
noniMepHnx martepianis 3 HACTYNHUM BKIaAaHHAM B Nayku
KapTOHHI. [loaaTKkoBO Nayvkm MOXyTb 0broptaTtucs 330BHi
NNiBKOK NOMiNponineHoBo
193/ NPOHOPAH® TabneTkn, BKpUTI ne PpaHuis TNa6opaTopii Ceps'e PpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/4995/01/01
060onoHKot, JNTABOPAT IHgacTpi - 3MiHa B yMoBax 36epiraHHs [T13; 3anponoHoBaHo: peuenmom
NPOJIOHrOBaHoI A, YAP 36epirati npu TemnepaTtypi He Bue 25 ° C. 3MiHn
no 50 wmr, no 15 CEPB'E€ BHECEHO B iHCTPYKLiO ANs MeQUYHOro 3acToCyBaHHSA Y p.
Tabnetok y 6nictepi, "YMoBWU 36epiraHHa" 3 BignoBigHMU 3MiHAMM Y TEKCTI
no 2 6nicrepu y MapKyBaHHS YNakoBKW fikapCbKoro 3acoby
KapTOHHI kopobLyi
194 nPOTOMIA TabneTku, BKpUTI Makneoac IHAgis Makneoac IHAgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/2441/01/01
obonoHkot, no 250 dapmacb dapmacbtoTukanc Jlimiteq - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro peuenmom
mr, no 10 TabneTok toTMKanc 3aco0y 3 BHECEHHAM iHbopMalLlii LLoao 3a3HavYeHHs
y cTpuni, no 5 Nimiteq oaMHULb BUMIiptoBaHHS y cuctemi Sl. OHOBNEHHS: BxXe

CTPUNIB Y KapTOHHIN
ynakoBLi

3aTBEPAKEHOro TEKCTY MapKyBaHHS Ans ynakoBku in bulk:
no 10 Tabnetok y cTpuni, no 100 cTpuniB y KAPTOHHIN
ynakoBLji (BHECEHHSI NO3HaYeHb OAVHUL BUMIPIOBAHHS, 3
BMKOPUCTAHHSAM iTep NaTUHCLKOro andasiTy); BHECEHHS
3MiH go po3giny «MapkyBaHHa» MKA N3: 3atBepakeHo:
MAPKWNPOBKA TekcT MapkupoBKU NEPBUYHOM U
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

BTOPUYHOM YNaKOBKW NpunaraeTcsa 4ONONHUTENbHo. Ha
3TUKeTKe UH Ganka ykasbiBaeTcsi: HasBaHve npenapaTa,
Ha3BaHWe aKTVBHOrO BELLECTBA, KONMYECTBO Karcyrn,
YCNOBUSI XpaHEHWs, Ha3BaHue hrUpMbl-NPoM3BOAUTENS U
ee agpec, HoMep NPOV3BOACTBEHHOWN MULEH3UN, HOMEP
cepwvu, faTy Npov3BOACTBa, AaTy CPOKa roAHOCTH, LUTPUX-
KOA, HOMEpP perncTpaunoHHOro cBMAETENbCTBA B YKpauHe,
npegynpexagatoLwne Hagnucu, Kogbl Npon3BoAnTENS.
3anponoHoBaHo: MAPKYBAHHA 3rigHo 3atBepa)KeHoro
TEeKCTy MapKyBaHHs. [insa ynakoBku in bulk: Tekct
MapkyBaHHs. [logaetbcs. BBeaeHHs 3miH npoTarom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHsA

195.

npPoToMIA

TabneTkn, BKpUTI
obonoHkoto, no 250
mr, in bulk: no 10
Tabnetok y cTpuni,
no 100 ctpunis y
KapTOHHIN ynakoBLj

Makneoac
dapmacb
toTMKanc
JlimiTen

IHAinA

Makneoac

dapmacbtoTukanc Jlimiteq

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKU MiKapCbKoro
3acoby 3 BHECEHHAM iHpopMalLlii LLoao 3a3Ha4YeHHs
OOMHWLb BUMIptOBaHHSA y cucTemi SI. OHOBMEHHS BxXe
3aTBEpAKEHOro TEKCTY MapKyBaHHSA Ans ynakosku in bulk:
no 10 Tabnetok y cTpuni, no 100 cTpuniB y KAPTOHHIN
ynakoBLi (BHECEHHS NO3HaYeHb OAMHVLb BUMIPIOBaHHS, 3
BVKOPVCTaHHSAM iTep NaTUHCLKOro andasiTy); BHECEHHS
3MiH go po3giny «MapkyBaHHa» MKA N3: 3atBepmxeHo:
MAPKWNPOBKA TekCT MapKupoBK1 NEPBUYHON U
BTOPWYHON YMaKOBKM MpunaraeTca AONONHUTenbHo. Ha
aTukeTke UH H6anka ykasbiBaeTcsi: HasBaHve npenapaTa,
Ha3BaHWe aKTVBHOrO BELLECTBa, KONMYECTBO Karcyr,
YCNOBUS XpaHeHWs, HasBaHne OVPMbI-NPOM3BOANTENS 1
ee agpec, HOMep NPOU3BOACTBEHHOW NULIEH3UM, HOMEP
cepwvu, faTy Npov3BOACTBa, A4aTy CPOKa rOAHOCTY, LUTPUX-
KOA, HOMEp perMcTpaumMoHHOro CBMAEeTENbLCTBA B YKpanHe,
npegynpexgaroLne Hagnucu, kogbl MPOU3BOAMTENS.
3anponoHosaHo: MAPKYBAHHA 3rigHo 3atBepmxeHoro
TEKCTy MapKkyBaHHs. [ins ynakosku in bulk: Tekct
MapkyBaHHs. [loaaeTbcs. BBeaeHHs 3MiH NpoTArom 6-tu
MicsLiB nicnsi 3aTBEpOKEHHS

UA/9983/01/01

196.

PEBIHONIH
IMYHOIIOBYN
IH
AHTUPABIYHM
" NOaUHK

PO34MH Ans iH eKLin
150 MO/mn; no 2
abo 10 mny
cdnakoHi; no 1

drakoHy y
KapTOHHIN nayui

HEO
MNPOBIO
KEAP IHK.

Kanapa

KAMADA NTL.

I3painb

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHM Wopo H6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHUX AaHnx npo
cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AaHux npo cuctemy dapmakoHarnagy, amiHa
yMOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNcCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BiMiHHA BiJ yNMOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS (hapMakoHarnsay
(BKIMHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
mMacTep-danna cuctemu papmakoHarnsgy) - 3amiHa

3a
peuerimom

UA/15778/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

yNnoBHOBaXeHOi 0cobW 3asiBHKKA, BiANOBiAanbHOI 3a
dapmakoHarnsag.

[itoya pepakuin: Tonokesny Bonogumump KOpiioBuy.
[MponoHoBaHa pepakuisa: ®egopexko Banepis
MakcumiBHa. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI
ocobu 3asBHMKa, BiANOBIfaNbHOI 3a dhapMakoHarnsg,.
3miHa Micus 34iNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
dapmakoHarnsaay. 3miHa micLe3HaxomKeHHs macTep-
davina cuctemu papmakoHarnsgy

197.

PUHA3ONIH®

Kpanni HasanbHi, 0,1
mr/mn, no 10 mny
cnakoHi; no 1
dnakoHy B nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu |
Tuny - 3MiHK 3 siKocTi. MoToBMI nikapcekuid 3acib. Onuc Ta
cknag. 3miHa y cknagi (B0NOMiXXHWUX Pe4OBKHaX) roTOBOrO
nikapcbKoro 3acoby (iHLWi AOMOMDKHI pe4oBUHM) - 3amiHa

OfHi€l 4OMOMIDKHOT PEYOBMHM Ha iHLY 3 TUMW CaMUMM
PYHKLiOHaN5HUMKN XxapakTepucTukamu Ta Ha ToMy camomy
PiBHi - 3aMiHa JOMOMIXHOI Pe4OBUHU BoAa AnNS iH KU Ha

BOAY ouuLLeHy. 3MiHN BHECEHI B iHCTPYKLIito And
MeANYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain
"Cknag" (BonomikHi pe4oBMHK) 3 BiANOBIAHUMW 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBok. BBegeHHs 3amiH npotsrom 6-
TV MiCALIB NiCNsa 3aTBEPOKEHHS.
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI nikapcbkuii 3acib.
3MiHn y BUpOGHMUTBI. 3MiHK y npoLeci BUPOGHMLTBa
roTOBOIO fiKapCbKOro 3acoby, BKNOYaun NPOMiKHUIA
NpoAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHNLTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMUTBA) 3MiHa y npoueci BupobHuuTea 13 y
CKINSIHMX bniakoHax, 30Kpema: BUMy4eHO KOHTPOrb
«LinicHicTb dinbTpiB, TeMnepaTtypa Ta yac crepunisadii
inbTpauinHOI yCTaHOBKW, TeMMepaTypa Po3ynHy» Ha
cTagii «PinbTpauis po3vnHy», ski He € HeobXigHMMK Npu

BWUIOTOBIIEHI HECTEPUIBHOI Nikapcbkoi popmu. 3miHum |

Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoproBarnbHUii 3aci6. 3miHa y NepBUHHIN
yMNaKoBLi FOTOBOrO NikapCbKOro 3acoby (Tun KoHTenHepa
abo noaaBaHHS HOBOTO KOHTeWHepa) - TBepai, M'siki Ta

HecTepurbHI pigki nikapcbki dopmu - BBEAEHO
anbTepHaTVBHWUIA BUA NEPBUHHOIO NakyBaHHS, a came:
dnakoHu cKnsiHi GpyHaTHOro KOnMbopy 3aKynopeHi
KpanenbHUUAMWU. 3MiHWM BHECEHI B IHCTPYKLitO Ans
MeJMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"YnakoBka". BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.

be3
peuenma

UA/7191/01/03

198.

PUHA3ONIH®

Kpanni HasanbHi,
0,25 mr/mn, no 10
My donakoHi 3

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. Onuc Ta
cknap. 3miHa y cknapgi (AOMOMiXKHUX pe4OBMHAaX) rOTOBOrO

npo6koto- nikapcbKkoro 3acoby (iHLWi AOMOMiKHI pe4oBUHM) - 3amiHa
KpanenbHuueto abo OfHi€T AOMOMIXXHOT PEYOBUHY Ha iHLY 3 TUMW CaMUMM
y onakoHi 3 YHKLIOHANbHMMMW XapaKTepUCTUKaMUN Ta Ha TOMY CaMOMy

be3
peuenma

UA/7191/01/02
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JliKapcbK020
3acoby

®Popma sunycky
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Homep

peecmpauiliHo2o

noceid4yeHHsI

posaTopam; no 1
dnakoHy B nayui

piBHI - 3aMiHa JOMOMDKHOI pe4OBUHU BOAA ANS iH'EKUiN Ha
BOAY ouuLLeHy. 3MiHN BHECEHI B iHCTPYKLIito Ans
MeJMYHOro 3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"Cknag" (4onomixHi pe4oBrHK) 3 BiANOBIAHUMW 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBok. BBeAeHHs 3amiH npoTtsarom 6-
TW MiCALIB NiCNs 3aTBEPOKEHHS.
3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.
3MiHn y BUpoBHMUTBI. 3MiHW Y npoueci BMpobHULTBa
roTOBOrO fikapCbKOro 3acoby, BKIYaoum NPOMiXKHUIA
NpPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOGHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoLeci
BMPOGHMUTBA) 3MiHa y npoueci BupobHuutea 13 y
CKISIHMX (priakoHax, 30Kpema: BUITy4eHO KOHTPOIb
«LinicHicTb dinbTpiB, TeMnepaTtypa Ta yac ctepunisadii
iNbTpauinHOI yCTaHOBKW, TeMMepaTypa Po3ynHy» Ha
cTagii «PinbTpauis po3vmHy», Ski He € HeobXigHMMK Npu
BWUIOTOBIIEHI HECTEPUIBHOI Nikapcbkoi hopmu. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHUii 3aci6. 3miHa y nepBUHHIN
yMNaKoBLi FOTOBOrO NikapCbKOro 3acoby (Tun KoHTenHepa
abo gogaBaHHSA HOBOTO KOHTeWHepa) - TBepai, M'ski Ta
HecTepurbHI pigki nikapcbki opmm - BBEAEHO
anbTepHaTUBHWIA BUA NEPBMHHOIO NaKyBaHHs1, a Came:
nakoHu CKnsiHi GpyHATHOro KONMbopy 3aKynopeHi
KpanenbHUUAMW. 3MiHM BHECEHI B IHCTPYKLtO Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ain
"YnakoBka". BBegeHHs 3MiH NpoTsrom 6-Tu MicsiLiB nicnst
3aTBEPOKEHHS.

199.

PUHA3ONIH®

Kpanni HasarnbHi, 0,5
mr/mn, no 10 mny
dnakoHi 3 NpobKoto-
KpanenbHuueto abo
y dnakoHi 3
nosaTopam; no 1
dnakoHy B nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkui 3aci6. Onuc Ta
cknap. 3miHa y cknapgi (AOMOMiXKHUX Pe4OBMHAX) rOTOBOrO
nikapcbKkoro 3acoby (iHLWi AOMOMiKHI pe4oBUHYM) - 3amiHa

OfHi€ET AOMOMIXXHOT PEYOBUHY Ha iHLY 3 TUMW CaMUMW
PyHKLIOHaNbHNMMN XapaKkTepucTMkammn Ta Ha TOMy CaMoMy
PiBHI - 3aMiHa JOMOMIKHOI PeYOBUHM BOAA ANS iH'EKLiN Ha

BOAY OuYuLLeHy. 3MiHN BHECEHI B iHCTPYKLto Ans
MeAMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain
"Cknag" (QonomixHi pedoBMHK) 3 BiANOBIAHUMW 3MiHAMK B
TEKCTi MapKyBaHHSs1 ynakoBoK. BBegeHHs 3MiH npoTsrom 6-
TV MICALIB Nicns 3aTBEPOKEHHS.
3MiHu | Tvny - 3miHK 3 akocTi. [oToBUI Nikapcbkuin 3aci6.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLieci BUpOGHMLTBa
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaouy NPOMiKHUIA
NpOAYKT, L0 3aCTOCOBYETHLCH NPU BUPOOHULTBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) 3MiHa y npoueci BupobHuutea 13 y
CKINSIHMX cbriakoHax, 30Kpema: BUIMy4eHO KOHTPOrb
«UinicHicTb ¢inbTpiB, TeMnepaTypa Ta Yac ctepunisauii
QinNbTpaLifHOi YCTaHOBKU, TeMnepaTypa po3yvHy» Ha

6e3
peuenma

UA/7191/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
cTagii «PinbTpauis po3unHy», siki He € HeoBXigHUMM Npu
BWUIOTOBIIEHI HECTEPUIBHOI Nikapcbkoi popmu. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMIN Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci. 3mMiHa y NepBUHHIN
ynakoBLi FOTOBOro NikapcbKoro 3acoby (Tun KoHTenHepa
abo gogaBaHHSA HOBOTO KOHTeWHepa) - TBepai, M'saki Ta
HecTepurbHI pigki nikapcbki opmm - BBEAEHO
anbTepHaTUBHUIA BUA NEPBUHHOTO NaKyBaHHs, a came:
nakoHu CKNsiHi BpyHaTHOrO KOMbOpy 3aKynopeHi
KpanenbHUUAMW. 3MiHWM BHECEHI B IHCTPYKLit0 Ans
MeAMYHOrO 3aCTOCYBaHHS NikapCbkoro 3acoby y po3ain
"YnakoBka". BBefeHHs 3MiH NpoTsirom 6-Tu Micauis nicnsa
3aTBEPOKEHHS
200.| PHOAMNILUUNH Tabnetkn Makneopc IHaisa Makneoac IHais BHECEHHS 3MiH IO peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/17008/01/01
75 aucneprosati, no 75 dapmacb dapmacktoTukanc Jlimiteq - 3miHu 3 gkocTi. FoToBMIA Nnikapcbkuii 3acib. Cuctema peuenmom
MI/I3OHIA3UA | mr/50 mr/150 mr; Ne toTukanc KOHTeNHep/3aKkynoptoBanbHuii 3aci6. 3miHa po3mipy
50 100 (10x10): no 10 Timiteq YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KinbKOCTi
MI/NIPASUHA TabneTtok y cTpuni, oAvHMUbL (Hanpuknag TabneTok, amnyn TOLO) B yNakoBLyi:)
MiAa 150 M no 10 cTpunis y - 3miHa nosa Aiana3oHoM 3aTBepaAKeHVX po3MipiB
KapTOHHI ynakoBLj; YMNaKOBKW - BBEAEHHS1 [OAATKOBOI YNAKOBKM IiKapCbKOro
Ne 84 (28x3): no 28 3acoby Ne 84 (28x3) y cTpunax, y KapTOHHiI ynakosLi, 6e3
TabneTok y cTpuni; 3MiHV NEPBUHHOrO NakyBarnbHOro Matepiany, 3
no 3 ctpunn y BiANOBIOHMMM 3MiHAMM B pO3Aini «YnakoBkay. 3MiHn
KapTOHHIN ynakosLi; BHECEHO B IHCTPYKLUiIO ANS MEeAUYHOro 3aCTOCYBaHHS Y
Ne 100: no 100 po3ain "YnakoBka" 3 BionoBiAHUMU 3MiHAMW y TEKCTI
TabneTok B MapKyBaHHS yrMakoBKM MikapCbKoro 3acoby (BBeAEeHHS
nonieTuneHoBomy yNaKoBKW NEBHOTO PO3Mipy).
nakeri, BKnageHoMy BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
y namiHoBaHe calue, 3aTBEpOKEHHS
no 1 namiHoBaHomy
cawe B
nnacTnKoBoMy
KOHTeWHepi
201.| PIANITPIC crpen HasanbHuw, neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/18235/01/01
[030BaHNN, dapmacb ®apmacbtotukans Jra. - NPVBEAEHHS OMNWCY NPUrOTYBaHHSA PO3YUHY peuenmom
cycneHsis, no 56 loTMKans3 OOCnifKyBaHOro 3paska 3a nokasHukoMm "lgeHTudikauis.
abo 240 pos y Nnra. MeTop Y®-cnekrpockonii" o opuriHanbHUX matepianis
nonieTuneHoBoMy BMPOBHWKA; 3MiHM | TMMY - 3aNPOMNOHOBAHO 3aTBEPAKEHHSA
cnakoHi; no 1 MeTOoZiB KOHTPOIO SIKOCTi NiKapCbKoro 3acoby AepKaBHO
dnakoHy 3 MOBOK
[03YH04MM HacoCoM-
po3nunioBavem,
3aKpUTUM
KOBMa4KoMm, y
KapTOHHIN kopobui
202, PIHFEPA PO34MH ANS iHDY3in HouipHe YkpaiHa [HouipHe nignpremcTeo YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | 3a UA/5792/01/01
PO34YUH no 200 mn, 250 mn, nignpuemc "®apmaTpena" TNy - 3MiHu 3 sikocTi. CepTudikar BignosigHocTi/lE- peuenmom
400 mn abo 500 mn TBO cepTudikaT BignoBiaHoOCTI €EBponeinchbkii
y KOHTeNHepi 3 "®apmartp dapmakonei/moHorpadii. MogaHHa HoBoro abo
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

nonisiHinxnopuay
(koxeH KOHTeWHep
[00aTKOBO ynakoBy
10Tb Y NNiBKY
noniMepHy)

OHOBNEHOro cepTudikaTta BigNoBiAHOCTI abo BUMYYEHHS
cepTucpikaTta BignosigHOCTI E€Bponenchbkin hapmakonei:
anst A®l; ans BuxigHoro martepiany/peareHTy/npoMiXKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big
HOBOrO BUPOBHWMKa (3amiHa abo [ONOBHEHHS) BBEAEHHS
HoBoro BupobHuka A®I Kanbuito xnopug gurigpat "Macco
Organiques, s.r.o0.", Yecbka pecnybnika 3 HagaHHAM
Hosoro CEP R1-CEP 2006-263-Rev 01 Ha 3amiHy
3aTBepKeHOro BUpobHuka BAT "XimiuHuii 3aBof iMeHi
J1.4.Kapnoea", Pocilicbka ®enepauis. BeegeHHs amMiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS;
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
roTOBOro MiKAPCLKOro 3acoby (3BY)XEHHSA AOMYCTUMUX
MeX) BHECEHHS 3MiH Ao Cneuudikauii 113 3a noka3Hukom
"KinbkicHe BM3HadeHHs: Kanbuito xnopug avrigpat, Cyma
HaTpilo i kanito xnopuais, Kanin-ioH, Hatpin-ioH, Kanbuin-
ioH, Xropwua-ioH", 3okpeMa: 3BYXEHHS KpuTepiiB
NPUAHATHOCTI HA TEPMiH MPUAATHOCTI BPaxoByoun
BigxuneHHsi £ 10% 3 BigNOBiAHUMYK 3MiHAMW Y MeToAax
BunpobyBaHHs. 3miHu Il Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkui 3aci6. Onuc Ta cknag (iHwi 3MiHW) -
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [OTOBUI NikapCbKU
3aci6. 3MiHn y BUpOGHMUTBI. 3MiHW Y NpoLeci
BUPOOHMLTBA rOTOBOTO JTiKAPCbKOro 3acoby, BKIHOYaoun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLITBI
roTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHK) 3aMiHa KanbLiito
xnopvpay rekcarigparty - 0,048 r, (BupobHuk: BAT
«Xim3aBog im. J1.A4.Kapnosa», Pocilicbka ®efepadisi) Ha
KanbLjito xnopug auvrigpart - 0,0322 r (BupobHuk: Macco
Organiques, s.r.o., Czech Republic). 3miHn BHeceHi y
po3ain "Cknag" B iHCTPYKLUit0 ANst MEAUYHOIO
3aCTOCyBaHHsI NiKapCcbKoro 3acoby Ta sk HacnigokK -
BiAMNOBIAHI 3MiHW Y TEKCTi MapKyBaHHS ynakoBKW
nikapcbkoro 3acoby. BeeaeHHst 3MiH npoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

203.

PO3APT

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 10
mr, no 10 TabneTok
y bnictepi; no 3 abo
9 GnictepiB y
KopobLi

TOB
"TeBa
YkpaiHa"

YkpaiHa

AkTasic NT

ManbTa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny
- 3MiHM BHECEHIi 0 iIHCTPYKUiT Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu

"OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiJMNOBIOHO O OHOBMEHOI iHpopmaLii 3 6e3nekn aitoyoi
peyoBuHW. BBEAeHHS 3MiH NpoTSirom 6-Tu MicauiB nicnsa

3aTBEPKEHHS

3a
peuenmom

UA/11647/01/02

204.

PO3APT

TabneTku, BKpUTI

TOB

YkpaiHa

AkTasic 1T

ManbTa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny

3a

UA/11647/01/03
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
NniBKOBOO "Tea - 3MiHW BHECEHI A0 iHCTPYKLIi Ans Mean4yHoro peuernmom
obonoHkoto, 20 Mr, Ykpaina" 3aCTOCYBaHHS nikapcbkoro 3acoby y po3ainu
no 10 Tabnetok y "OcobnusocTi 3acTocyBaHHA", "MobiuHi peakuii”
6nictepi; no 3 abo 9 BiANOBIAHO A0 OHOBMEHOT iHdbopmaLii 3 6e3neku Aitoyoi
GnicTtepiB y kopobui peyoBuHW. BBEAEHHS 3MiH NpOTSirom 6-Tu MicsLiB nicns
3aTBEPAKEHHS
205.| PO3APT TabneTku, BKPUTI TOB YkpaiHa Axtasic NTA ManbTa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/11647/01/04
NniBKOBOK "TeBa - 3MiHW BHECEHI [0 iHCTPYKUii Ans Mean4Horo peuenmom
o6ornoHkot, no 40 YkpaiHa" 3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
mr, no 10 TabneTtok "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
y bnictepi; no 3 abo BiANOBIAHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku giroyoi
9 6nictepiB y pevoBuHN. BBegeHHS 3MiH NpoTsirom 6-Tu micauis nicnsa
Kopoo6ui 3aTBEpPOKEHHS
206.. PO3APT TabneTtkn, BKpUTI TOB YkpaiHa AkTasic NNT ManbTta BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/11647/01/01
NNiBKOBOK "TeBa - 3MiHM BHECEHi 40 iHCTPYKUIT AN MeanyHoro peuenmom
obornoHkKoto, no 5 wr, YkpaiHa" 3acTocyBaHHS NikapcbKoro 3acoby y po3ainm
no 10 Tabnetok y "OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii”
6nictepi; no 3 abo 9 BinoBigHO 4O OHOBMEHOI iHpopmalii 3 6e3nekn aitoyoi
GnictepiB y kopobui peyoBMHW. BBEAEHHS 3MiH NpOTSIrom 6-Tu MicsLiB nicns
3aTBEpPAKEHHS
207.| CANIUUNOBA Ma3b 5% no25ry MpAT YkpaiHa MpAT ®apmaueBTUYHa YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny 6es UA/6683/01/02
MA3b KOHTeWHepax; no 20 | dapmaues abpvka "Biona" - 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema peuenma
r abo 25 ry Tybax; TU4YHa KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa y nepBUHHIN
no20rabono25ry | cabpuka ynakoBLii FOTOBOro Nikapcbkoro 3acoby (skicHWI Ta
Ty6i; no 1 Ty6i B "Biona" KinbKicHWi cknag) - M'siki Ta HecTepunbHI piaKi nikapcbki
nayui; no 20 r abo dopMu - BBeAEHHA foaaTkoBux ynakoBok no 20 r ta no 25
no 25 ry tybax ry Ty6ax namiHaTtHux B na4ui abo 6e3 nayku, 3i 3MiHoOO
namiHatHux; no 20 r AKICHOrO Ta KiNbKICHOTO CKnagy NepBUHHOI YNakoBKW
abo no 25 r y Ty6i (3aTBEpOkeHO Mo 25 1 y KOHTENHepU NnacTMacoBi 3
namiHaTHin; no 1 KOHTponem nepLuoro po3kpuTTs; no 20 r abo 25 r B Ty6m
Ty6i B navui antoMiHIiEBI 3 BHYTPILLHIM MOKPUTTAM flakoM 3 ByLoHamu y
nayui 3 kapToHy abo 6e3 nayku) 3 BigNOBIAHUMMN 3MiHAMM
00 p. «YNakoBKu»
208.| CANILMNOBA masb 10 % no 25ry MpAT YkpaiHa MpAT ®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny bes UA/6683/01/03
MA3b KOHTeWHepax; no 20 | dapmaues pabpuka "Biona" - 3MiHu 3 siKocTi. FoTOBMIA Nikapcekuii 3acib. Cuctema peuenma
r abo 25 ry Tybax; TUYHa KOHTelHep/3akynoptoBanbHuUiA 3aci6. 3miHa y nepBUHHIN
no20rabono25ry | dabpuka ynakoBLii FOTOBOTO NiKapCbKoro 3acoby (AKicHWIA Ta
Ty6i; no 1 Ty6i B "Biona" KinbKicHW cknag) - M’'siki Ta HecTepunbHI pigki nikapcbki

nayui; no 20 r abo
no 25 ry tybax
namiHatHux; no 20 r
abo no 25 r y Ty6i
namiHaTHin; no 1
Ty6i B navui

dopmMu - BBeAEHHSA oaaTkoBux ynakoBok no 20 r ta no 25
ry Ty6ax namiHaTtHux B nayui abo 6e3 nayku, 3i 3MiHOO
SIKICHOrO Ta KinbKiCHOro ckragy nepBUHHOI YNakoBKW
(3aTBepokeHo no 25 r y koHTelHepax; no 20 r abo 25 r B
TyGW anioMiHiEBI 3 BHYTPILLHIM NOKPUTTAM fTakoM 3
GyLwoHamu y nayui 3 kapToHy abo 6e3 nadku) 3
BigNoOBIigHVMM 3MiHAMM A0 P. «YNaKoBKWU»
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
209.| CANILUMNOBA Masb 2% no25ry MpAT YkpaiHa MpAT ®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny bes UA/6683/01/01
MA3b KOHTeWHepax; no 20 | dapmaues cabpuka "Biona" - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema peuenma
r abo 25 ry Tybax; TUYHa KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y NepBUHHIN
no20rabono25ry | cabpuka yMaKoBLi FOTOBOrO NiKapCbKoro 3acoby (siKicHWI Ta
Ty6i; no 1 Ty6i B "Biona" KinbKicHWi cknag) - M’'siki Ta HecTepunbHI piaki nikapceki
nayui; no 20 r abo dopmu - BBeAleHHS JoAaTKoBKX ynakoBok no 20 r Ta no 25
no 25 ry tybax ry Ty6ax namiHaTHMx B nayui abo 6e3 nauku, 3i 3MiHO
namiHatHux; no 20 r AKICHOrO Ta KiNbKICHOrO Cknagy NepBUHHOI YNakoBKW
abo no 25 r y Ty6i (3aTBepokeHo Mo 25 r y KoOHTeNHepu NnacTMacosi 3
namiHatHin; no 1 KOHTpOneM nepLuoro po3kputTsi; no 20 r abo 25 r B Tybu
Ty6i B nayuj anoMmiHieBi 3 BHYTPILLHIM NOKPUTTSIM fakom 3 ByLuoHamu y
nayui 3 kapToHy abo 6e3 nayku) 3 BiANOBIGHMMU 3MiIHAMU
00 p. «YNakoBKu»
210.| CERICTPEC Tabnetkn, no 10 TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/14145/01/01
Tabnetok y 6nictepi; "ACIHO - AgMmiHicTpaTuBHI 3MiHW. BunyyeHHst BUpobHUMYOI ainbHuLi | peyenma
no1,3ta6 YKPATHA" (Bkrtovatoum ainbHuui Ana A®I, npomixxHoro npoaykty abo
Gnictepis B roTOBOro MiKapCbKOro 3acoby, AiNbHWLI ANSA NPOBEAEHHS
KapTOHHIN nayui nakyBaHHs1, BUpOOHWKa, BiAnoBiAanbHOro 3a BUMNycK cepin,
MicLie NpoBeAeHHS KOHTPOMIO cepii) abo noctavanbHUKa
BVXiAHOro marepiany, peareHTy abo JONOMiIKHOI
PEYOBMHM (SIKLLO 3a3HaYeHO Y AOCbE) - BunyyeHHs
Bupo6Huka API (Cyxuii ekcTpakT nacudpnopu (Passiflorae
herba)) «Naturex S.p.A.», ltaly 3 maTepianis
peecTpaLinHOro 4ocbe. 3aTBepKEHNN BUPOBHMK
(«Gehrlicher Pharmazeutische Extrakte GmbH»,
Germany), Lo 3anunwmBCcsa — BUKOHYE Ti caMi dOyHKLT, Lo
BUIyYeHWIA; 3MiHuM | Tuny - 3miHuM 3 sikocTi. MoToBMIA
nikapcbkuit 3aci6. Onuc Ta cknag (iHwWi 3MiHW) - YTOYHEHHS
HanucaHHs iHcpopmallii Lwoao cknagy cybctanuii Cyxun
ekcTpakT nacudgnopu (Passiflorae herba), 3 BignosigHUMu
3miHamu o p. «Cknag» MKA N3, a came: [itoyi pe4oBuHm:
Cyxui ekcTpakT nacudnopu. 3mMiHM BHECEHO B iHCTPYKLIitO
ANA MeAUYHOrOo 3acTOCYBaHHS NikapcbKoro 3acoby y
po3gin "Cknag" (gitoyi pevoBuHNM).
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBEPAKEHHS
211.| CUNIBOP 35 TabneTkn, BKpUTI ToBapucT YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX MmaTepianis: 3miHu | bes UA/5114/01/01
NniBKOBOO BO 3 KOHTPOb SIKOCTi, BUMYCK Tuny - 3MiHK 3 skocTi. [oToBMI Nikapcbkui 3acib. Cuctema | peuyenma
o6ornoHkot, no 35 obmexeHo cepii: ToBapucTBO 3 KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
mr, no 10 TabneTok ) obmexeHo nocTavarnbHuKa nakyBanbHUX maTtepianis abo
y 6nicTepi; no 3 Bianosiga BiANOBiganbHICTHO KOMMMEKTYIoUMX (SIKLLO 3a3HayYeHo B fOCkE) (3amiHa abo
Gnictepn y NbHICTIO "®apmaueBTnYHa [ofaBaHHsi nocTavarnbHUKa) BHECEHHS 3MiH 4O MaTepianis
KapTOHHiI kopobLyi "®apmaue KomnaHis "3gopos'a"”, peecTpauinHoro gocke p. 3.2.P.7. Cuctema KoHTeriHep/
BTUYHA YkpaiHa; Bci cTagii 3aKynoptoBarnbHuii 3acib, a came [oaaTkoBo A0
KoMnaHis BMPOOHMLTBA, KOHTPOMb 3aTBEpPAKEHUX NOCTaYanbHUKIB NEPBUHHOMO NaKyBaHHS
"3popos's" skocTi: ToBapucTBo 3 (dhonbru anomiHieBol) BBOAUTLCA HOBUIN NOCTa4anbHNK

obmMexeHow
BignoBiganbHIiCTIO
"®APMEKC I'Pynn",

TOB “Antpeng”, YkpaiHa. Cneumdikauii Ta metoam
KOHTPOMIO SIKOCTi iAEHTUYHI. SAKicHi abo KinbKiCHI 3MiHW
CKnapy nakyBanbHOro marepiany BigcyTHi. 3MiHu | Tuny -
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

Ykpaina

3MiHn 3 sKocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikat
BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHoBIEHOro cepTudikata
BiANoBigHOCTi abo BUnyYeHHsi cepTudikarta BignoBigHOCTI
€sponevicbkin dbapmakonei: agna A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI EBPONENCHKIn
dapmakonei) - OHoBNeHu cepTudikaT Bif yxe
3aTBepAKEHOro BUpobHYMKa - noaaHHs oHoeneHoro CEP
Ne R1-CEP 2008-237-Rev 04 ans A®| poaroponLui
NISAMUCTOI EKCTPaKTY CyXOro Bif BXe 3aTBEPAKEHOro
BuMpobHuka TEVA CZECH INDUSTRIES S.R.O., Czech
Republic 3 yTo4HEHHAM agpecu MicLe3HaXOMKEHHS
BMPOOHWKa; B pamax npoueaypy BHECEHi 3MiHN Y
cneuudikauito/meToan KoHTporio Ha A®l a came
BUIy4eHo n. «BTpaTa macu npv BUCYLLYBaHHi», BBEAEHO
nokasHuk «Boga» (y 3B’s13Ky 3 NpMBEAEHHSM Y
BignoBigHicTb 8o Bumor EP). Y p. «Cknag» MKA N3 -
YTOYHEHHS CNiBBiQHOLLEHHS BUXIAHOrO MaTepiany i
oJepXaHoro ekcTpakTy (3aTBepaxeHo DER 24-27:1,
3anponoHoBaHo: DER 22-27:1), BignosigHo 8o
npeacrtasneHoro oHosrneHoro CEP. 3miHn BHeceHi y
po3gin "Cknag" B iHCTPyKUilO 4Nst MEOUYHOTO
3aCTOCyBaHHS NikapcbKkoro 3acoby Ta sk Hacniaok -
BiAMOBIAHI 3MiHWN Y TEKCTi MapKyBaHHS BTOPVMHHOI YNaKkoBKu
nikapcbkoro 3acoby. BBegeHHsi 3MiH npoTsarom 6-tu
MicsLiB nicnsi 3aTBEpOKEHHS

212.

CUNIBOP 35

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 35
mr, in bulk: no 1000
abo 10000 TabneTok
y nakeTi
nonieTMneHoBoMy

TosapucT
BO 3
obmexeHo
10
Bignoeiga
TNbHICTIO
"®papmaue
BTUYHA
KOMMNaHisa
"3gopos's"

YkpaiHa

BiANOBIgANbHICTIO
"®apmaueBTUYHa
KomnaHisi "3popos'a”

ToBapuCTBO 3 06MEXeHOI0

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3minu |
Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3miHa
nocravanbHuKa nakysanbHUX maTepianis abo
KOMMMEKTYIoUMX (SKLLO 3a3HayYeHo B AOCkE) (3amiHa abo
AOAaBaHHS nocTavarnbHUKa) BHECEHHS 3MiH 4O MaTepianis
peecTpauinHoro gocbe p. 3.2.P.7. Cuctema KoHTeHep/
3aKyrnoptoBanbHuI 3acib, a came [oAaTKOBO A0
3aTBEpAKEHVX MocTavyanbHUKIB MEPBMHHOIO MaKyBaHHA
(dbonbru antoMiHieBoi) BBOAUTLCS HOBUIA NMOCTavanbHUK
TOB “Antpeng”, YkpaiHa. Cneumdikauii Ta metoam
KOHTPOJO AKOCTI iAEHTUYHI. AKICHIi @G0 KinbKiCHi 3MiHM
CKnagy nakyBanbHOro matepiany BigcyTHi. 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANoBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBNEHOro cepTudikaTta
BignoBigHOCTI abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
€Bponenckkin gpapmakonei: ana A®l; ansi BUxigHoro

UA/14692/01/01
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1

marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMiIXKHOT
peyoBUHYM (cepTuddikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHun cepTudikaT Bifg yxe
3aTBepAKEHOro BUpobHYMKa - noaaHHs oHoeneHoro CEP
Ne R1-CEP 2008-237-Rev 04 anst A®I postoponui
NASAMUCTOI EKCTPaKTY CYXOro Bif BXXE 3aTBEPIHKEHOr0O
BMpobHuka TEVA CZECH INDUSTRIES S.R.O., Czech
Republic 3 yTouHeHHsIM agpecu MicLe3HaxooKeHHs
BMPOOHWKa; B pamax npoueaypy BHECEHi 3MiHU Y
cneuudikauito/meToan KoHTponio Ha A®l a came
BUIy4eHo n. «BTpaTa macu npu BUCyLLYBaHHi», BBE4EHO
nokasHuk «Boga» (y 38’13Ky 3 NpMBEAEHHAM Y
BignosigHicTb 8o Bumor EP). Y p. «Cknag» MKA 13 -
YTOYHEHHS CMiBBIOHOLLIEHHS BUXiAHOrO MaTtepiany i
ofepXaHoro ekCcTpakTy (3aTBepaxeHo DER 24-27:1,
3anponoHoBaHo: DER 22-27:1), BignosigHo oo
npepcrasneHoro oHoeneHoro CEP

213.| CIHIXXAPAOI® TabneTkn, BKpUTI BepiHrep Himeuunna BMPOBHMLTBO, NEPBUHHE HimeuunHa/ | BHeCeHHs 3MiH 4O peecTpauinHux MaTtepianis: 3miHu | Tuny 3a UA/15722/01/01
NniBKOBOKO IHrenbxan Ta BTOPWHHE NaKyBaHHS, peuisi/ - AgmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
obornoHkoto, 12,5 M KOHTPOMb SKOCTi, BUMYCK ®paHuis/ appecu Micus NPoBafkKeHHS AisNbHOCTI
mr/1000 mr; no 10 IHTepHeLw cepii: bepiHrep CnonyuyeHi BMpoBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
TabneTtok B 6nicTepi; Hn TMGBX IHrenbxanm ®apma M6X i LWratn BKITO4aK0UM AinbHULI BUNYCKY cepii abo micue
no 6 Gnictepis y Ko. KT, HimeuuuHa; Amepukn NpOBEeAEHHS KOHTPOJSIO SKOCTI. (AIANbHICTb, 3a AKY
KapTOHHIN kopobLyi BMPOBHMLTBO, KOHTPOIb BiAnNoBiaae BUPOGHMK/iIMNopTep, He BKIOYaoum BUMYCK
SIKOCTi (32 BUHSATKOM TecTy cepii) - 3MiHa Ha3BMW anbTepHaTUBHOI NabopaTtopii Ans
"MikpobionoriyHa KOHTPOIIO SIKOCTI (3a BUHATKOM TecTy "MikpobionoriyHa
ynuctoTta"), NepBUHHE Ta yncrorta"), 6e3 3amMiHn Micus BUpoBbHMLTBA

BTOPWHHE NaKyBaHHS,
BUMNYCK cepii: bepiHrep
IHrenbxanm Ennac A.E.,
[peuis; nepBuHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOb SIKOCTi, BUMYCK
cepii: MATEOH
SPAHLIA, dpaHuis;
BUPOOHMLTBO TabneTtok "in
bulk" Ta kKOHTpoONb AKOCTI:
MateoH lMyepTto Puko. IHk.,
Cnonyyeni LWtatn
AMepUKM; KOHTPOINb SKOCTI
(3a BUHATKOM TeCTy
"MikpobionoriyHa
yuctota"): A eHg Em
LUTABTECT J1abop dyp
AHaniTuk yHa
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep

n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o

n 3acoby ynakoeka) noceioYyeHHs1
CrabinitatcnpydyHr

'MBX, Himeuyumna;
KOHTPOIb SKOCTi Npu
OoCnimKeHHi cTabinbHOCTI
(3a BUHATKOM TeCTy
"MikpobionoriyHa
ynctota"): EBpodiHc
OACT 'mMbX, HimevumHa;
anbTepHaTVBHa
naboparopis ans
KOHTPOMIO TECTY
"MikpobionoriyHa
ynctorta": CI'C IHeTuTyT
®peseHiyc MMOX,
HimeuuunHa; Nabop JIC CE
eHp Ko. KI, HimeuunHa;
K'toENCiEc ENE, MNpeuis

214.| CIHOXXAPOI® TabneTkn, BKpUTI BepiHrep Himeuunna BMPOBHMLTBO, NEPBUHHE HimeuunHa/ | BHeCeHHs 3MiH 4O peecTpauinHux MaTepianis: 3miHu | Tuny 3a UA/15724/01/01
NniBKOBOIO IHrenbxawn Ta BTOPVHHE NaKyBaHHS, peuis/ - AgmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuernmom
obonoHkoto, 5 M KOHTPOSb SIKOCTI, BUNYCK ®paHuis/ agpecu Micus NPOBaMKEHHS AiSnbHOCTI
mr/1000 mr; no 10 IHTepHeLw cepii: bepiHrep Cnony4eHi BMpoBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
TabneTtok B 6nicTepi; HN TmBX IHrenbxanm ®apma M'meX i LWTatn BKJTOYAI04M AiNbHULI BUNYCKY cepii abo micue
no 6 GnictepiB y Ko. KT, HimewunHa; Amepukm NpoBeAEHHS KOHTPOJSTKO SKOCTI. (QiSNbHICTb, 3a AKY
KapTOHHIN kopobLi BMPOBHMLTBO, KOHTPOIb BiAnNoBigae BMPOGHMK/iIMNopTep, He BKIOYaoyM BUMYCK
AKOCTi (32 BUHATKOM TecTy cepii) - 3MiHa Ha3BuW anbTepHaTBHOI NabopaTtopii Ans
"MikpobionoriyHa KOHTPOIO sIKOCTi (3a BUHATKOM TecTy "MikpobionoriyHa
ynuctoTta"), NepBUHHE Ta yncrorta"), 6e3 3amMiHn Micus BUpobHMLTBA

BTOPWHHE MaKyBaHHS,
BUNYycK cepii: bepiHrep
IHrenbxanm Ennac A.E.,
[peuis; nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOSb SKOCTi, BUMYCK
cepii: MATEOH
SPAHLUIA, dpaHuis;
BUPOOHMLTBO TabneTtok "in
bulk" Ta koHTpONb AKOCTi:
MateoH lMyepTto Puko. IHk.,
CrionyyeHi WraTtn
AMEPUKM; KOHTPOIb AKOCTI
(3a BUHATKOM TecTy
"MikpobionoriyHa
ynctorta"): A eHg Em
LUTABTECT Nab6op dyp
AHaniTuk yHa
CrabinitatcnpydyHr
MBX, Himeuunna;
KOHTPOIb SIKOCTi Npu
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Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
pocnigxeHHi crabinbHocTi
(3a BUHATKOM TeCTy
"MikpobionoriyHa
ynctota"): EBpodiHc
OACT 'mMbX, HimevumHa;
anbTepHaTVBHa
naboparopis ans
KOHTPOMIO TECTY
"MikpobionoriyHa
yuctorta": CI'C IHeTuTyT
dpeseHiyc MM6X,
HimeuuunHa; Nabop JIC CE
eHp Ko. KI, HimeuunHa;
K'toEnCiEc EIME, MNpeuis
215.| CTPENCHIC® crpen OpOMYKO3HUA; PekkiTT Benuka Hendapm bnagen B.B. HigepnaHan | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny bes UA/6372/01/01
nntoc no 20 mn y dnakoHi BeHkizep Bputanis - BHECEHHS HE3HAYHOI 3MiHW, LWOAO NPUroTyBaHHSA peuenma
3 JO3YHUNM Xenckep aueTaTtHoro 6ydepy, y METOAML| BU3HA4YEHHS NokKa3HUKa
npucTpoem; no 1 IHTepHeLw «lpeHTudikauis YO», ona BU3Ha4YeHHs1 LONMOMIKHOT
dnakoHy B HN NimiTeq peyoBMHM KapMOi3nH eaukon (E 122)
KapTOHHIl kopobui
216.| TETPACNAH PO34uH ANs iHdY3il; B. BpayH HimeuuunHa B. BpayH Megukan CA, LLiseniapis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/9875/01/02
6% no 500 mny Menb3ayHr LLiBenuapis (NOBHWIA LMKN - noJaHHsA OHOBreHoro ceptudikaty BignosigHocTi €EP Ne | peyenmom
KOHTEenHepi; no 10 eH Al BMPOGHMLITBA) R1-CEP 2010-308-Rev 01 Big BXe 3aTBEpPAXEHOIO

KOHTeNHepiB y
KapTOHHI KOpoOLyi;
no 250 mn, 500 mny
MiLLKy; no 20 miLukis
Y KapTOHHI kopobui

BnpobHuka A®I Kanito xnopug «K+S Minerals and
Agriculture GmbH», HimeuunHa, Ta sik Hacnigok 3amiHa
Ha3Bu BnacHuka CEP, 6e3 3miH y BUpoOHWMYiN AinbHuULI.
[Hitoua pepakuisi: «kK+S Kali GmbH», HimewunHa
MponoHoBaHa pepakuis: «K+S Minerals and Agriculture
GmbH», HimeuunHa; 3miHu | TUny - nogaHHs OHOBNEHOrO
ceptudikaty BignosigHocTi € Ne R1-CEP 2007-367-Rev
02 Big BXe 3aTBepmpKeHOro BupobHuka APl Hatpito
xnopug «K+S Minerals and Agriculture GmbH»,
HimeuuunHa, Ta sk Hacnigok 3aMiHa Ha3BK Ta agpecu
BnacHuka CEP 6e3 3miH y BUpoOHuWUin ainbHuui. ditoua
pepakuisi: «Akzo Nobel Salt A/S», daHia «Esco-european
salt company GmbH & Co KG», HimeuunHa «Schweizer
Salinen AG», LLIsenuapis MNMponoHoBaHa pepakuisa: «Akzo
Nobel Salt A/S», faHis «K+S Minerals and Agriculture
GmbH», HimeuunHa «Schweizer Salinen AG», LLiseiuapis;
3MiHM | TUNY - NOAAHHS OHOBNEHOTO cepTudikaty
BianosigHocTi €® Ne R1-CEP 2006-264-Rev 02 Bia BXxe
3aTBepaKeHoro BupobHuka A®l MarHito xnopua,
rekcarigpaT «Macco Organiques, S.R.O.», Yexiq, Ta gk
HacrifoK OHOBMNEHHS iHdOpMaLlii BIGHOCHO €NeMEHTHUX
[JOMILLIOK, @ TaKoX ONUCY NakyBanbHOro Matepiany
BignosigHo o CEP; 3miHm | Tuny - nogaHHsA OHOBNEHOTO
cepTtudikaty BignosigHocTi € Ne R1-CEP 2013-058-Rev
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n 3acoby ynakoeka) noceioYyeHHs1
00 Big BXe 3aTBepakeHoro BupobHuka A®I Hatpito
xnopug «Schweizer Salinen AG», LLsenuapisi; 3miHn |
TUNYy - NOAaHHA OHOBIIEHOro cepTudikaTy BigNoBiAHOCTI
€® Ne R1-CEP 2014-107-Rev 00 Big BXe 3aTBEPAXEHOrO
BMpobHuka A®I lNapokcuetunkpoxmans [noni(O-2-
rigpokcmeTun)kpoxmans (FEK) «B. Braun Medical SA»,
LLIBenuapisi, Ta Sk HacNigOK OHOBMEHHS iHdopMaLii
BiAHOCHO €NTEMEHTHMX AOMILLOK
217.| TETPAUUKIIH TabneTkn, BKpUTI My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3MiHu | Tuny 3a UA/3520/01/01
y NNiBKOBOIO aKuioHepH ToBapucTBO "HaykoBo- - He3Ha4Ha 3MiHa y npoueci BUpoGHULTBa nonsirae B peuenmom
rigPOXNOPULA | o6GonoHkoto, no 100 e BUPOOHMYMI LEHTP 06’egHaHHi ABOX onepavuin Ha cTagii AONOMKHUX pobiT,
mr; no 20 TabneTok TOBapucTB "BopLuariBcbkuit XiMiko- LLIO 3YMOBJIEHO fNLLE 3HWXKEHHSIM HEraTUBHOMO BMAMBY
y bnictepi, no 1 o dapmaueBTU4HNIA 3aBog" A®| Ha nepcoHan, 3a paxyHOK 3MEHLLEHHS 3aranbHoro
Gnictepy B nayui 3 "HaykoBo- yacy BMKOHaHHSA ctagii AP 2. MNigrotoBka cuposuHu. (byno
KapTOHY BUPOBHUY cragia [P 2.1 «Po3taptoBaHHA Ta NpOCitoBaHHS
WA LEHTP cvpoBuHWY» Ta [P 2.2 «3BaxyBaHHS CYPOBUHWY.
"Bopuuaris 3anponoHoByeTbeA Tinbky ctagia AP 2.1 «3BaxyBaHHSA Ta
CbKun NPOCItOBaHHS CUPOBUHUY
XimiKo-
hapmaues
TUYHUIA
3asog"
218 TOHOPMA® TabneTkn, BKpUTI MpAT YkpaiHa MpAT "®apmaueBTyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/0516/01/01
o6onoHkoto, no 10 "dapmaue cipma "dapHuua” - BUNYY€EHHs nokasHuka «Baxki metanuy 3i cneundikadii | peyenmom
Tabnetok y BTUYHA [OMOMDKHOI pe4OBUHM 3 MocunaHHsam Ha Bumorn ICH Q3D,
KOHTYPHI dipma LLIOAO NpoBeAeHHs OLiHKM pu3mnKy Wwoao elemental
YapyHKOBIN "OapHuus" impurities; amiHu | TMNy - NpyBeAeHHs BUMOT crieumdikaLii
ynakosLi; no 1 abo Ha nonieTuneHrnikonb 40 BMMOr MoHorpadii EP 3
no 3 KOHTYpHi BUKITIOYEHHAM AeAKUX MOKa3HWKIB SKOCTi; 3MiHW | Tuny -
YapyHKOBI YNaKoBK/ 3MiHu 3 sKkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
y nayui [OMNOMIXKHMX pevoBUH. 3MiHa napameTpiB cneundikauin
Ta/abo AoNyCTUMUX MeX Ans AONOMKHOI PEYOBUHY -
CynyTHS 3MiHa - 3MiHM 3 sikocTi. FoToBMI Nikapcbkuin 3acib.
KoHTponb AonomipkHux peyoBuH. 3MiHa y MeToaax
BUNPOBOYBaHHSA AOMOMDKHOI PEYOBUHU (HE3HAYHI 3MiHN Y
3aTBEpKEHMX MeToaax BunpobyBaHb). 3MiHU Ta
YTOUYHEHHS A0 cneumdikaLii Ha nonieTuneHrnikonb B
3B'A3Ky 3 NPUBEAEHHAM ii 4O BUMOr MOoHorpadii EP
219, TPAKTOLMUN KOHLeHTpaT Ans ®eppiHr HimeuunHa | ®eppiHr TM6X, HiveuunHa | HimeuunHa/ | BHeCeHHs! 3MiH 4O peecTpaliiHux MaTepianis: 3MiHu | Tuny 3a UA/8850/01/01
pOo34nHy AnA M6X (BignoBiganbHWn 3a Yecbka - 3MiHa HalMeHyBaHHs1 KOHTPaKTHOI nabopaTopii, ska peuernmom
iHdpy3in, 7,5 mr/mn, BUPOGHULTBO, NEPBUHHE Pecnybnika 3[iACHIOE KOHTPOIb MIKPOGIONOriYHOT YNCTOTK Aitoyol

no 5 mn y cpnakoHi;
no 1 dnakoHy B
KapTOHHiI kopobui

nakyBaHHs1, KOHTPOIb

AKOCTi Ta BUNYCK cepii
roTOBOro NPOAYKTY);

®deppiHr-Ileumsa, a.c.,
Yecbka Pecnybnika

peyvoBuWHM aTtocnbaH, 6e3 3amiHM Micus BUPOBHULTBA;
3anponoHoBaHo: €BpodiH3 biodapma MNpoaakt TecTiHr
[anisi A/C (Eurofins Biopharma Product Testing Denmark
A/S); 3aminm | TUNy - 3amiHa AinbHULI, e YacTKOBO
NpoBOAMTLCHA KOHTpOrb AkocTi ADI, a came naboparopii,
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n 3acoby ynakoeka) noceioYyeHHs1
(BignoBiganbHui 3a BiANOBiganbHOI 3a NPOBEAEHHSI MaC-CNEKTPOMETPIi Anst
BTOPWHHE NaKyBaHHS) ineHTudikauii Aito4oi pevyoBMHM aTocUbaH Ta NPOMIDKHUX
npoaykTis; 3anponoHoBaHo: PolyPeptide Laboratories
(Sweden) AB, Sweden (Manufacturer of drug substance
including testing (except for microbiological control) and
release; 3MiHu | TUNY - HE3Ha4Ha 3miHa y BUNpobyBaHHi Ha
ineHTudikauito metogom mac-cnekrpomeTpii EP 2.2.43, a
came - 3MiHa cnocoBy ioHi3auii 3 MaTpUYHO NPUCKOPEHOI
nasepHoi gecopbuiHoi ioHisauii (MALDI-MS) 3
aHanisaTopom Yacy nponboTy YacTok (time-of-flight) Ha
€neKTpopOo3NUIEHHS 3 KBAAPYMNONbHMM aHani3aTopom
220, TPYBAOA® TabneTtkn, BKpUTI lnean CLWA lnean CalieHcus Ipnangis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/8375/01/01
NniBKOBOKO CalieHcms, Aneneng HOC, Ipnangis HimeyunHa - 3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaagy | peuenmom
obornoHkoto, no 200 IHK. (Bunyck cepii, NnepBrHHA - BHECEHHS 3MiH Ao po3giny "MapkysBaHHs” MKA 113:
mr/300 mr; no 30 Ta BTOPVHHA ynakoBkKa, 3anponoHoBaHo: MapkyBaHHs1. 3rinHO 3aTBEepAXXEHOro
TabneTok y dprakoHi; KOHTPOIb SKOCTI); TEeKCTy MapkyBaHHSA. OHOBIEHHSI TEKCTY MapKyBaHHS
no 1 cnakoHy B KaraneHT [xepmani YMaKoBKM MiKapCbKoro 3acoby 3 BHECEHHAM iHdbopmalLlii
KapTOHHIl kopobui LWopHaopd MmBX, o0 3a3HavYeHHs OAMHMLB BUMIpIOBaHHS Y cuctemi Sl.
HimeuumHa (nepBuHHa Ta BBeaeHHs 3MiH npoTsarom 6-Tn micauis nicns
BTOPWHHA ynakoBKa); 3aTBEpPOKEHHS
MinmayHT Xenckea J14,.,
IpnaHais (BTOpuHHa
ynakoBka); Takega 'mo6X,
HimeuyumHa (BMpOGHMLTBO,
nepBrHHa Ta BTOPUHHA
yrnakoBKa, KOHTPOIb
SIKOCTI)
221.| ®NEKAIHIA Tabnetku no 50 wr; CaHnpos CnoBeHiga CantoTtac ®apma 'mM6X, HimeyunHa BHECEHHS 3MiH IO peecTpauinHMx maTtepianis: 3mMiHu | Tuny 3a UA/15559/01/01
CAHOO3® no 10 Tabnetok y dapmacb HimeuyumHa (BMpPOGHMLUTBO - BUNYYeHHs1 BUNpobyBaHHSA Y npoLieci BUpobHULTBa peuenmom
6nicTepi; no 3 abo 6, loTikana «in bulk», nakyBaHHs, "Buxig rpaHyn”; 3miHu | Tuny - BUNy4YeHHs BUNpoOyBaHHs y
abo 12 GnictepiB y Aa.a. KOHTPOMb Ta BUMYCK Cepint) npoteci BMpobHuuTBa - "Buxig Tabnetok". BHeceHHA
KapTOHHiI kopobui He3Ha4yHUX yTouHeHb A0 p. 3.2.P.3.4. KOHTponb KpUTUYHMX
CcTajiv i NpoMiXHOT NpoAyKLiT
222 ®NEKAIHIA Tabnetkv no 100 wmr; CaHpos CnoBeHis Cantotac apma m6X, HimeuumHa | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny 3a UA/15559/01/02
CAHOO3® no 10 Tabnetok y dapmach HimeuyumHa (BMpPOGHMLUTBO - BUNYYeHHs1 BUNpobyBaHHSA Y npoLeci BUpobHULTBa peuenmom
6nicTepi; no 3 abo 6, toTikana «in bulk», nakyBaHHs, "Buxig rpaHyn”; 3miHuv | Tuny - BUNy4YeHHs BUNpoOyBaHHS y
abo 12 GnicTepiB y A.a. KOHTPOMb Ta BUNYCK Cepilt) npoteci BUpobHMUTBa - "Buxig Tabnetok". BHeceHHs
KapTOHHiI kopobui He3Ha4yHUX yTouHeHb A0 p. 3.2.P.3.4. KOHTponb KpUTUYHMX
cTagin i npomixkHOI NpoaykKuii
223, ®JIYKOHA30N | kancynu no 150 wr, TOB YkpaiHa TOB "Actpadapm" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianiB: yTouHeHHs | Ne 1 — 6e3 UA/9065/01/03
no 1 kancyni s "AcTpada yMOB Bignycky B Hakasi MO3 YkpaiHn Ne 2465 Big, peuenma,
GnicTepi; no 1 abo pm" 09.11.2021 B npoueci BHECEHHS 3MiH (3MiHM | TURY - 3miHKM | Ne 2; Ne 3;
no 2, abo no 3, abo BHECeHI [0 iHCTPYKLIi NS MeAWUYHOro 3aCTOCYBaHHS Ne 4 — 3a




82 [IponoBkeHHs moxarka 3
Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
no 4 6nictepn y nikapcbkoro 3acoby y po3ainu "dapmakonoriyHi peuernmom
KopobLi 3 KapTOHY BnactusocTi", "OcobnuBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6ivHi peakuii" BignoBiaHO 40 OHOBMEHOT
iHdpopmauii Wwopo 6e3neku gitoyoi pevosuHm). Pegakuisi B
Hakasi: 3a peuenTom. 3anpornoHoBaHa peaakuisi: Ne 1 —
6e3 peuenta, Ne 2; Ne 3; Ne 4 — 3a peuenTtom.
224, ®OPKAN® Masb, 3 Mkr/rno 30 r KYCYM IHAis KYCYM XENTXKEP MNBT IHAis BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | Tuny 3a UA/0081/02/01
abono100ry XENTXKE nTa - 3MeHLLIEHHSs1 po3Mipy cepii (3aTBepaxeHo: 300 «r; peuenmom
Tybax, no 1 Ty6i B P MNBT 3anponoHoBaHo: 75 kr); 3MiHu | Tuny - 3miHn BUNpobyBaHb
KapTOHHIN ynakoBLj 7O nig Yac Bupo6HuuTea 13, a came BBeAEHHS 40AATKOBUX

BUNpobyBaHb Ha cTagisx «PiHanbHe 3MmillyBaHHS i
OXONOAXKeHHS Masi» Ta «HanoBHEHHS i yKynopka»; 3miHu |
TUNy - 3aTBEPIKEHI METOAM KOHTponto sikocTi 113
NpeAcTaBneHo YKPaiHCbKOK MOBO; 3MiHW | TUMy - 3MiHU
MEeTOAMKM 32 NOKa3HNKOM «KinbKiCHe BU3HAYEHHS»
(npobonigroToBka, yMOBM Ta NOPSAOK
XpomaTorpadyBaHHs, YyMOBU NPUAATHOCTI
XpomaTtorpadiyHoi cuctemun, po3paxyHKoBi hopmynu);
3MiHn |l Tuny - 3miHn 3 akocTi. [oToBMIA NMikapcbKkun 3acib.
Onuc Ta cknag. 3MiHa y cknagi (4oNoMiXKHMX pevoBUHaX)
roTOBOro MikapcbKoro 3acoby (iHLi AOMOMIKHI Pe4YOBUHM) -
HAkicHi abo KinbKiCHi 3MiHM WOAO0 oAHiel abo AeKinbKox
[OMOMIKHUX PEYOBUH, SIKi MOXYTb 3HAYHO BMIIMHYTY Ha
6esneky, skicTb abo ePeKTUBHICTb FOTOBOTO MiKapCbKOro
3acoby; cynyTHS 3miHa - 3miHu 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3MiHK y npoueci
BUPOOHMLTBA rOTOBOTO JiKAPCLKOro 3acoby, BKIIHOYaoum
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLITBI
roTOBOro NMikapcbKoro 3acoby, 3MiHW sKiCHOro Ta
KiNbKICHOrO Cknagy AOMOMDKHUX PEYOBUH i AK Hacnigok
3MiHN Ha 4 cTagii BupobHu4oro npouecy. BeeaeHHs 3miH
NpoOTArom 6-T MicsAUIB Nicnsa 3aTBepmKeHHs; 3MiHu || Tuny
- 3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBA roTOBOro
nikapcbkoro 3acoby, BKMOYayM NPOMIXHUIA NPOAYKT, LLO
3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3aco0y (BBefeHHS abo 36inbLUeHHS NpUMyCcTUMOro
Hagnuwky A®l); cynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuin 3aci6. 3MiHM y BUPOBHWLTBI. 3MiHK
BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yyac BUpOBGHMLTBA rOTOBOrO
nikapcbKoro 3acoby (PO3LWMpPEHHS 3aTBEPKEHNX
OONYCTUMMUX MEX ANS NMOKa3HUKIB, AKi MOXYTb MaTu
iCTOTHWI BNMAMB Ha 3aranbHy sKiCTb FOTOBOTO NiKapCbKOro
3acoby) - 3MiHn 3 gKocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMUX MEX
roTOBOrO flikapcbKoro 3acoby (3MiHa 3HaXOAUTbLCS Mo3a
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3aTBEpPAKEHNUMU ONYCTUMUMWN MeXamn cneundikaLin),
BBeAeHHs 10% Hapnuwky APl npy BupobHuuTBi M3 i sk
HacniAoK PO3LLUMPEHHS 3aTBEPMKEHNX AOMYCTUMUX MEX
BCTaHOBIEHMX Y cneumndikauisx, nig yac BUpobHMUTBa Ta
BEPXHbOI AONYCTUMOI MeXi AN KiNbKICHOro BU3HAYeHHS
A®I| y rotoBoMy niikapcbkomy 3acobi npu BUNycKy
225.| ®OPKAI® Masb, 3 MKr/r in bulk: KYCYM IHais KYCYM XENTXKEP MNBT IHais BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3mMiHu | Tuny - UA/0082/02/01
no 30 r y Ty6i, no XEJTXKE nTa - 3MeHLLIEHHs1 po3Mipy cepii (3aTBepaxeHo: 300 «r;
320 Ty6 y KapTOHHIW P NBT 3anponoHoBaHo: 75 Kr); 3MiHu | TUny - 3miHKM BUNpobyBaHb
ynakoBLi 7O nig Yac Bupo6HuuTea 13, a came BBeAEHHS 4OAATKOBUX

BUNpobyBaHb Ha cTafisx «PiHanbHe 3MmillyBaHHS i
OXONOMXKEHHSI Masi» Ta «HanoBHEHHS i ykynopka»; 3minHu |
TVNy - 3aTBEPIKEHI MeTOAM KOHTponto sikocTi 113
npeacTaBrieHo YKPaiHCbKOK MOBO; 3MiHM | Tuny - 3MiHK
METOAMKM 3a NoKasHUKOM «KinbKicHe BU3HAYEHHSA»
(npobonigroToBka, yMOBM Ta NOPSAOK
XpomaTtorpadpyBaHHs, yMOBU NpuAaTHOCTI
XpomaTtorpadiyHoi cuctemu, pospaxyHKoBi doopmynu);
3MiHn |l Tuny - 3miHn 3 akocTi. [o0ToBMIA NMikapcbkun 3acib.
Onuc Ta cknag. 3MiHa y cknagi (4oNOMKHMX pevoBUHaX)
roTOBOro MikapcbKoro 3acoby (iHLi AONOMiKHI pe4OBUHM) -
AkicHi abo KinbKiCHi 3MiHM WOAO0 OAHiET abo AeKinbKox
OOMOMDKHMX PEYOBUH, AKi MOXYTb 3Ha4YHO BNIVHYTW Ha
6e3neky, skicTb abo edpeKTUBHICTb FOTOBOrO NiKapCbKOro
3acoby; cynyTHS 3miHa - 3miHK 3 skocTi. FoToBMI
nikapcbkui 3aci6. 3MiHn y BUPOBGHMUTBI. 3MiHM y npoueci
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby, BKr4vaym
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLITBI
roTOBOro NiKapcbKoro 3acoby, 3MiHM SIKICHOTO Ta
KiNbKiCHOrO cknagy AOMOMDKHUX PEYOBUWH i K Hacnigok
3MiHN Ha 4 cTagii BupobHu4oro npouecy. BeeaeHHs 3miH
nNpoTArom 6-Tn MicAUiB nicnsa 3aTBeppkeHHs; 3MiHu || Tuny
- 3MiHK 3 skocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y
BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBA roTOBOro
nikapcbkoro 3acoby, BKIOYaYy NPOMIXKHUA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOBHULITBI FOTOBOTO NiKapCbKOro
3aco0y (BBefeHHS abo 36inbLUeHHS NPUMyCTUMOro
Hagnmvwky A®l); cynyTHs 3MmiHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. 3MiHM y BUPOGHULUTBI. 3MiHM
BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneumdikalisix, nig yac BUPOBHNLITBA rOTOBOIO
nikapcbkoro 3acoby (PO3LWMPEHHS 3aTBEPXKEHNX
OONYCTUMMUX MEX ANS NMOKa3HUKIB, AKi MOXYTb MaTu
iCTOTHMI BNIMB Ha 3arasnbHy SKiCTb rOTOBOIO MikapCbKoro
3acoby) - 3MiHu 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo JonycTUMmNX Mex
roTOBOrO fikapcbKkoro 3acoby (3MiHa 3HaxoauTbCsi No3a
3aTBEpPAKEHMMN JOMYCTVMUMU MeXaMu cneumdikain),
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BBeAeHHs 10% Hapnuwky APl npy BupobHuuTBi M3 i sk
HacnifoK PO3LUMPEHHS 3aTBEPMKEHMX AOMYCTUMUX MEX
BCTaHOBIIEHUX Y crneundikauisx, nig Yac BMpobHuuTBa Ta
BEPXHbOI AONYCTUMOI MeXi AN KiNbKICHOro BU3HAYeHHS
A®I y rotoBoMy nikapcbkoMy 3acobi npu BUNycky
226. XINO-KEA® Kpanni o4Hi; no 10 YPCADAP HimeyunHa YPCA®APM HimeyunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny bes UA/9732/01/01
Mny M ApuHanmitrens Mm6X - BHECEHHSs 3MiHn Ao p. 3.2.P.7. «Cnctema koHTenHep / peuenma
H6araTtogo3oBomy ApuHanmit 3aKyrnoptoBanbHuin 3acib», a came: JoAaBaHHs
KOHTeWHepi 3 Tenb antiblocking agent (noninponineH + kpeMHito gjokcua) Ha
NOBITPOHENPOHWKHMN M6X 30BHILLUHIO YaCTUHY KOHTENHepa, sika He koHTakTye 3 [T13:
M Hacocom Ta 3anponoHoBaHo: 3.2.P.7. Cuctema KoHTelHep /
KoBna4kom; no 1 3aKyrnoptoBanbHuii 3acib. ... 3. KoHTelHep nnacTukoBumin
KOHTEenHepy B KOMOJ wicTkicTio 12,5 mn 3.1 30BHIiLLHA YacTuHa
KapTOHHIN kopobLi dnakoHa* MoninponineHoBuin BUNagKoBmi KononiMep
(random copolymer) + aHTu6n0OKyt04a pevoBUuHa
(noninponineH 3 kpeMHito giokcnaom) (Hanpuknag, Total
Polypropylene PPR 3260 + AB PP 10S ). ... BBeaeHHs
3MiH NPOTAroM 6-Tu MicALIB NiCNs 3aTBEPIYKEHHS
227, XINO-KOMOA® | kpanni o4Hi, 1 YPCADAP HimeyuunHa YPCA®APM HimeyunHa BHECEHHS 3MiH IO peecTpauinHMx maTtepianis: 3miHu | Tuny 6e3 UA/7443/01/01
mr/mn; no 10 mny M ApuHaiimitTens MeX - BHECEHHS 3MiHM o p. 3.2.P.7. «Cuctema koHTelHep / peuyenma
Haratogo3oBomy ApuHanmit 3aKyrnoproBanbHuin 3acib», a came: JoaaBaHHs!
KOHTEeWHepi, Tenb antiblocking agent (noninponineH + kpemHito giokcna) Ha
OCHalLeHoMy M6X 30BHILLHIO YAaCTUHY KOHTENHEPA, SiKa He koHTakTye 3 [T13:
NOBITPOHENPOHMKHN 3anponoHoBaHo: 3.2.P.7. Cuctema KoHTelHep /
M Hacocom Ta 3aKyrnoproBanbHui 3acib. ... 3. KoHTelnHep nnacTukosumin
3aKpUTOMY KOMO[ wmictkicTio 12,5 mn 3.1 3oBHiWHA YacTuHa
KoBMnaykom; no 1 dnakoHa* MoninponineHoBui BUNagKoBWIA kononiMep
KOHTEeWHepy B (random copolymer) + aHT16noKyto4a pevoBuHa
KapTOHHiI kopobui (noninponineH 3 kpeMHito giokcuaom) (Hanpuknag, Total
Polypropylene PPR 3260 + AB PP 10S ). ... BeegeHHs
3MiH NPOTArom 6-Tu MiCSILB MiCNsi 3aTBEPOKEHHS
228.| XINO-KOMOA® | kpanni o4Hi, 2 YPCA®AP | HimevunHa YPCA®APM HimeuumHa | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny bes UA/7443/01/02
DOPTE mr/mn; no 10 mny M ApuHanmittens M'moX - BHECEHHs1 3MiHu Ao p. 3.2.P.7. «Cuctema koHTenHep / peuernma
6aratogo3oBomy ApuHaimit 3aKyrnoproBanbHui 3acib», a came: AoAABaHHS
KOHTeNHepi, Tenb antiblocking agent (noninponineH + kpeMHito Ajokcua) Ha
OCHalLeHoMy M6X 30BHILLHIO YAaCTUHY KOHTENHEPA, sika He koHTakTye 3 [T13:
NOBITPOHEMPOHNKHU 3anpornoHoBaHo: 3.2.P.7. Cuctema KoHTewHep /
M HacocoMm Ta 3akyrnoptoBanbHui 3acib. ... 3. KoHTelHep nnacTukoBumi
3aKpUTOMY KOMO[ wmictkicTio 12,5 mn 3.1 30BHiWHSA YacTuHa
KOBMa4ykom; no 1 cnakoHa* MoninponineHoBu BUNaakoBUIA kononiMep
KOHTEeNHepy B (random copolymer) + aHTUGNOKytO4a peyoBMHa
KapTOHHiIl kopobui (noninponineH 3 kpeMHito giokcuaom) (Hanpuknag, Total
Polypropylene PPR 3260 + AB PP 10S ). ... BBegeHHsa
3MiH NPOTSArom 6-TW MiCsILiB MiCNsi 3aTBEPAXKEHHS
229, LUE®OCYINbBIH | nopoiok ans MPODAP ManbTa XaynT ®apma JlaTtiHa ITanis BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3amiHu | Tuny 3a UA/9805/01/01
® PO34KHY ANIs MA C.p.n. - 3MiHM BHECEHO B iHCTPYKLiIO ANs Megn4yHOro peuyenmom
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
iH'exkuin, 0,5r/0,5r; 1 | IHTepHew 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
abo 5 chnakoHis 3 HN "®apmakonoriyHi BnactmeocTi", "lMpoTunokasaHHs",
NOPOLLIKOM Y TpengnHr "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buam
KapTOHHiI kopobuyi TNimiten B3aemopin", "OcobnmeocTi 3actocyBaHHs", "HecymicHicTb"
BiNOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
3aCTOCyBaHHsI fjilounx pevyoBuH. BBeaeHHs 3miH NpoTsrom
6-TK MicAUiB nicnsa 3aTBEPAXEHHS
230.| LUE®OCYNbBIH | nopowok ans MPODAP ManbTta XaynT ®apma JlaTiHa ITanis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/9805/01/02
® pPO34nHy Ans MA C.p.n. - 3MiHV BHECEHO B iHCTPYKLiO ANS MEAUYHOro peuenmom
iH'ekuin, 1r/1r; 1 IHTepHeLw 3acTocyBaHHs fnikapcbkoro 3acoby 4o po3ginis
abo 5 chnakoHis 3 HN "®apmakonoriyHi BnactmsocTi", "lMpoTunokasaHHs",
NOPOLLIKOM Y TpengnHr "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buam
KapTOHHI kopoOLi NimiTen B3aemogin", "OcobnmeocTi 3acTocyBaHHs", "HecymicHicTb"
BiMNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn
3aCTOCyBaHHs! filounx pevyoBuH. BBeeHHs 3MiH NpoTsrom
6-T1 MicAUiB nicnsa 3aTBEpAXXEHHS
231.| ULE®YPOKCUM | nopouiok ans MpuBaTHe YkpaiHa MpuBaTHE aKLioHepHe Ykpaina/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/18824/01/01
KOMBI PO34nHYy Ans aKLioOHepH TOBapUCTBO "J1ekxim- KuTaincbka BUNPaBEHHSA TEXHIYHNX NOMWIOK, 3rigHo n.2.4.1 posainy | peuenmom
iH'exuin, no 0,75 ry e Xapkis", YkpaiHa HapogHa VI Hakady MOS3 Ykpainu Big 26.08.2005 p. Ne 426 (y
dnakoHi; 1 donakoH TOBapuUCTB (BMpOOHMLTBO Ta Pecnybnika pepakuii Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460):
3 nopoLukom Ta 1 0 «J1ekxim- nepBUHHE NaKyBaHHS BUNpaBneHHs opcorpadiyHnx Ta rpaMmaTUHHMX NOMUIIOK,
amnyna 3 XapkiB» PO3YNHHUKA; BTOPUHHE AonyLweHnx Npu NpoBeAeHHi MpoLueaypi peecTpadii, Aka
PO34YMHHMKOM (BOAA nakyBaHHS, KOHTPOrb Ta 3aTBepakeHa Hakazom MOS Ykpainu Big 02.08.2021 p. Ne
ans in'ekuin no 10 BUNYCK Cepii roTOBOro 1324, rpamaTn4Hi NOMWIKM Y MeToAax KOHTpornto (No
MI B amnyni) y nikapcbkoro 3acoby); BCbOMY TEKCTY)
6nicTepi, no 1 PetoHr ®apmacbtoTukan
Gnictepy B nayui Ko., NTa., Kutaricbka
HapogHa Pecny6nika
(BMpPOGHMLTBO Ta
nepBUHHE NaKyBaHHS
NMOPOLLIKY)
232, WANWUHAU nnoawu, no 100 r abo MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/5893/01/01
nnoau no 130 r y naukax 3 "MikTpaBun" - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema peuenma

BHYTPILLUHIM
naketom; no 3,0ry
dinbTp-nakeTi; No
20 ginbTp-nakeTiB y
nayui; no 3,0ry
dinbTp-nakeTi; No
20 ginbTp-nakeTiB y
nayui 3 BHyTpILWHIM
nakeTom

KOHTENHep/3aKynoproBanbHUii 3acib, a caMe BHECEHHS
YTOYHEHHS, LWOAO Nayku Ans inbTp-nakeTiB: «404aTKOBO
naykn MoXxyTb 0BropTaTncs 330BHi NNiBKOO
noninponineHoBo» (3aTBEPAXKEHO «330BHi MayKm
obropTatoTbCsl NNiBKOK NOMINPONiNeHOBOY), 3
BigNOBiAHMMU 3MiHaMu B p. "Ynakoska" MKA N3;
3anpornoHoBaHo: LlinbHa cuposuHa no 100 ri 130 r B
nakeTu, BUrOTOBMEHi 3 nanepy BOMNOrocTilkoro, abo
kpadpT-nanepy, abo nanepy rasetHoro, abo B nakeTu 3
NMiBKW NakyBanbHOI 3 HACTYMHUM BKNaAaHHAM B Mayku
KapToHHI. MoapibHeHa cuposuHa no 3,0 1y inbTp-
nakeTu, BUrOTOBMEHI 3 Nanepy TepmMo3BapioBanbHOro
NMOPWCTOrO, L0 He PO3MOKaE, 3 NoAarnbLUMM YKNaaaHHAM
no 20 cinbTp-nakeTiB B Na4ky kKapToHHI. [loaaTKoOBO Nayku
MOXYTb 0BropTaTuncs 330BHi NiiBKOK MONINPOMiNEeHOBOI.
MoppibHeHa cupoBmHa no 3,0 r y inbTp-nakeTyu,
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IIponoBxeHHs nonarka 3

Ne Hazea ®dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1

BWrOTOBIEHI 3 Nanepy TepMo3BapioBasibHOro0 NOPUCTOro,

LLIO HEe PO3MOKage, 3 MoAanbLUMM yKnagaHHam no 20
binbTp-NakeTiB B NakeTn, BUrOTOBNEHI 3 NMIBKA 3
noniMepHUX martepianis 3 noganblUnM yKNagaHHAM B
nayku KapToHHi. [loaaTkoBO Navku MOXyTb obropraTucs
330BHi NNIBKOK NOAINPOnineHoBOK
233.| WINYHKOBUN 36ip; o 75ry MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny bes UA/6056/01/01
3B6IP Ne3 naykax 3 BHyTpiwHim | "“Jlikrpasn” - 3MiHM 3 siKoCTi. [0TOBMI Nikapcbkuin 3acib. Cuctema peuenma

naketom; no 1,5ry
dinbTp-NakeTi; No
20 ginbTp-nakeTiB y
nayui abo y nayui 3
BHYTPILLUHIM NakeTom

KOHTeWHep/3aKynoptoBanbHUiA 3acib - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTelHep/3akynoproBanbHWi 3aci6, a
came BHECEHHS YTOUHEHHS, LWOoAOo nadku ansi pinbTp-
nakeTiB: «40AaTKOBO Nayvkn MOXyTb 0BropTaTtncs 330BHi
NNiBKOIO NOMINPONiNEeHOBOO» (3aTBEPAXKEHO «330BHiI
naykv obropTaroTbCs MIiBKOK MONINPONiNEHOBOY), 3
BignoBigHNMK 3miHamu B p. "Ynakoeka" MKA J13;
3anponoHoBaHo: MoapibHeHa cnpoBuHa No 75 r B nakeTw,
BWUIOTOBIIEHI 3 Nanepy nakyBanbHOro BOMOrocTilkoro, abo
kpadpT-nanepy, abo nanepy rasetHoro, abo B nakeTu 3
NNiBKW NaKkyBanbHOi 3 HACTYMHUM YKIaAaHHAM B Nayku
KapTOHHI. MopoLwok kpynHuii no 1,5 r B inbTp-nakeTy,
BWrOTOBIEHI 3 Nanepy TepMo3BapioBasibHOro NOPUCTOro,
LLIO HEe PO3MOKaE, 3 HaCTYNHUM yknagaHHam no 20 inbTp-
nakeTiB B Na4ku KapToHHI. [loAaTKoBO Nayky MOXyTb
obropTaTucs 330BHi NNIBKOK NofinponineHoBoto. MNopoLuok
KpynHuii no 1,5 r B pinbTp-nakeTn, BUroTOBMEHI 3 nanepy
TEpMO3BapioBarbHOro NOPMUCTOrO, LLIO He PO3MOKaE, 3
HaCTyMHUM yknagaHHaM no 20 dinbTp-nakeTiB B NakeTw,
BWUIOTOBIEHI 3 NMIBKM 3 NMONIMEPHMX MaTepianis 3
HaCTYMHUM YKNaAaHHAM B Naykun KapToHHi. [lonaTtkoBo
naykn MoXyTb 0bropTaTncs 330BHi NNiBKOO
noninponineHoBo

B.o. N'eHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOro 3abe3ne4vYeHHs

IBaH SABOPHUX




