ITEPEJIIK
JIKAPCbKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), IOJO SIKUX bYJIH BHECEHI
3MIHM 10 PECCTPAINIMHUX MATEPIAJIIB, AKI BHOCATBHCA 10 AEPKABHOT'O PEECTPY JIIKAPCBKUX

3ACOBIB YKPAIHHA

HonaTtok 2

a0 Haka3y MinicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeecTpanio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MarepiajiB»
Bix 14 ciuns 2023 poxy Ne 84

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ JlikapcbKo20 (nikapcbka ¢popma, 3asieHUKa 8upo6HUKa eionycky peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. 5- KOHLieHTpart Ans EBEBE ABCTpis [MoBHWIM UMK AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minHu | 3a UA/6058/01/01
dTOPYPALUN PO34MHY A4S iHGY3IN, dapma BUPOGHMLTBA: HimeuyunHa TMny - 3MiHK 3 akocTi. CepTudikaT BignosiaHocTI/lE- peuenmom
"EBEBE" 50 mr/mn no 5 mn (250 lec.m.6.X. PAPEBA YHTepax cepTudikaT BigNOBIAHOCTI EBPONENCHKIN
mr) a6o no 10 mn (500 Hdpr.KI 'm6X, ABCTpis; dapmakonei/moHorpadii. MogaHHa HoBoro abo
Mr) B amnyni; no 5 Bunyck cepii: OHOBJEHOro cepTudikarta BiaAnoBi4HOCTIi 200 BUNYyYEHHSs
amnyn y KapTOHHIN EBEBE ®apma cepTudpikaTta BignoBigHOCTI €Bponenchbkint hapmakonei:
Kopobui; no 5 mn (250 lFec.m.6.X. Hor. KT, ans A®l; ansa BuxigHoro
Mmr), abo no 10 mn ABCTpis; maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
(500 wmr), abo no 20 KoHTponb/Bunpobys BMKOPWCTOBYIOTBCS Y BUpObHUUTBI A®I; ans 4onoMiKHOT
M (1000 wmr), abo no aHHsa cepii: MIMJ1 peyoBuHYM (cepTudikaT BigNOBIAHOCTI €BpONeNnchKil
100 mn (5000 mr) y Mikpobionoriwec dapmakonei) - OHoBNeHu cepTudikaT Bif yxe
dnakoHi; no 1 Mptocdbnabop Mm6X, 3aTBepAKeHOro BMpobHuka. lNogaHHs OHOBMNEHOro
dnakoHy B kopobui ABCTpis; cepTtudikaTty BignosigHocTi € Ne R1-CEP 2000-092-
KOHTponb/Bunpobys Rev 07 (3atBepaxeHo Ne R1-CEP 2000-092-Rev 06)
aHHs cepii: Jlabop ans AP dTopypauwn, Bif BXe 3aTBEPIAKEHOro
JIC CE & Ko. KT, BupobHmka Chemische Fabrik Berg GMBH, HimeuuuHa,
HimeuunHa y 3B’s13Ky 3i 3miHoto BnacHuka CEP i3 DCS Pharma AG,
Switzerland Ha IMCD Switzerland AG, Switzerland
2. L-UET® TabneTtkn, BKpUTI TOB YkpaiHa KYCYM XEJTTXKEP IHais BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3miHu | 6e3 UA/8612/01/01
060M0oHKOW, Mo 5 Mr; "TNEO®APM MNBT NTA Tuny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
no 10 Tabnetok y nTor capmakoHarnsgy (iHwi 3miH1) OHOBMNEHHSI TEKCTY
Gnictepi; no 1, abo no MapKyBaHHS NEPBUHHOI YNaKOBKM JikapCbKOro 3acoby
3, abo no 10 6nictepis (n.6) Wwoao HaHeceHHs noroTumy KoMnaHii Ans 060x
Y KApTOHHI ynakoBuj BUPOOHMUMX OinbHULb. BBEAeHHS 3MiH NpoTsarom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHS
3. AOBAHTAH® kpem 0,1 % no 5 r abo JIEO ®apma HaHis NEO dapma ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | 6e3 UA/0784/01/01
no 15 ry Ty6i; no 1 A/C MaHyakTypiHr Tuny - 3MiHK 3 sKocTi. [0TOBMI Nikapcbkni 3acib. peuenma
TyGi B KQPTOHHIN ITani CPJ1 KoHTponk rotoBoro nikapcbkoro 3acoby. 3miHa
Kopoo6Li napameTpiB cneuudikauin Ta/abo 4oNycTUMUX MEX
roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs HE3HAYHOro
nokasHvka (Hanpuknag 3actapifioro nokasHuka, Takoro
sIK 3anax Ta cmak, abo igeHTudikaLis 6apBHUKIB YK




[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep

n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
cMakoBux 4o6aBok)) BunyyeHHs nokasHuka «Maca

BMICTy Ty6u» i3 cneumdikauii 113 npu Bunycky Ta
TepMiHi 36epiraHHs. 3MiHu | Tuny - 3MiHM 3 SIKOCTI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikaLin
Ta/abo [oNyCTUMMX MeX roTOBOro NikapcbKoro 3acoby
(BUNYYEHHS HE3HAYHOrO MOKa3HVKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cMak, abo
ineHTudikauist GapBHKMKIB UM CMakoBUX fOOABOK))
BunyyeHHs nokasHuka «Po3TikaHHs» i3 cneundikauii
M3 npoTtsarom TepmiHy 36epiraHHs. [Mpn BUNycky aaHe
BUNpobyBaHHA He nposoaunocs. 3MiHu | Tuny - 3MiHn 3
siKkocTi. [oToBMI Nikapcbknii 3acib. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauin
Ta/abo AoNYCTUMMX MEX rOTOBOrO ikapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOIO MOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHMKIB UM CMaKoBUX 40OABOK))
BunyyeHHst nokasHuka «lgeHtudikadis Tmuny emynbscii
O/B» i3 cneumdpikauii M3 npu BUnNycKky Ta TepMiHi
36epiraHHs. [JooaTkoBo, peaakuiiHi npaBku B
cneumaikauii, aKi He 3MIHIOKTb CyTi NOKa3HWKIB Ta
HOPMYBaHHS, 30Kpema nocunanHs Ha Ph.Eur. gns
NnokasHukiB «pH», «MikponpoHUKHICTbY, «Mikpockonisa,
«BmicT Bogn», «MikpobionoriyHa ynctota». 3miHu | Tuny
- 3miHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acid. KoHTpornb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTogax
BMNpPoByBaHHSA rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHu
y MeToaax BunpobyBaHb (BKIo4aoum 3amiHy abo
[OOMNOBHEHHST)) 3aMiHa 3aTBEpKEHNX METOAIB
BunpobysaHb 13 3a nokasHukamu «KinbkicHe
BM3HAYEHHS METUNNPeaHi30MnoHy auenoHaty (BEPX 2)
Ta «Bwmict 6eHannosoro cnupTy»(BEPX 3) Ha HoBUiA
meToA «BmicT meTunnpegHizonoHy auenoHaTy Ta
6eHannosoro cnvpTy» (BEPX). oaaTkoBo, peaakuiiHi
npaBku B METOAAX KOHTPOIO «30BHILLUHI BUrMAA»,
«pH», «lgeHTUdikauis MeTMNNpeaHi3onoHy auenoHaTy
Ta 6eHsunosoro cnupTy (BEPX)», « MikpONnpOHUKHICTbY,
«Mikpockonisi», «BmicT Bogn», «MikpobinoriyHa
ynctotay. 3miHu | Tuny - 3miHK 3 sikocTi. FoToBMNI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y MeToaax BMNpobyBaHHsI rOTOBOTO
nikapcbkoro 3acoby (iHwWi 3MiHM y MeToaax BUNpobyBaHb
(Bkntoyatoum 3amiHy abo JONOBHEHHST)) 3MiHa MmeToay
BunpobyBaHHs 13 3a nokasHukom «lMpoaykTn posnagy
MeTunnpeaHizonoHy avenoHaty» (BEPX). 3minu Il Tuny
- 3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3acid. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (3miHa 3HaxoaWTbCA Nno3a

3aTBEPAKEHNMY [ONYCTUMUMWN MeXamn cneundikaLlin)




[TponoBkeHHs goaaTKa 2

3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3miHa BumMor cneuudikadii 113 3a nokazHukom
«MpoaykTv po3nagy METUNMNPEAHI30NOHY auenoHaTy»
npu BUNYCKy Ta TEPMiHi 36epiraHHs, a came yTOYHEHHS
MaTemMaTU4HOro 3HaKy HepIiBHOCTI ANs crneundikoBaHmXx,
HecneundikoBaHWX AOMILLIOK Ta CyMW AOMILLOK
4. AUNIN® Tabnetku no 50 mr; no AT "dapmak” YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/17556/01/01
10 Tabnetok y YkpaiHa TNy - 3MiHK 3 SKOCTi. FOTOBMIA nikapcbkuii 3acio. peuernmom
6nictepi; no 3 abo 6 (BMPOBHMLTBO 3 Cuctema koHTenHep/3akynoptoBanbHui 3aci6. 3miHa
6nicTepiB y navui npogykuii in bulk napameTpiB cneundikaui Ta/abo 4oNyCTUMUX MEX
ipM-BUPOBHWKIB NEPBUMHHOI YNaKoBKM rOTOBOrO NikapcbKoro 3acoby
Bnydapma - (monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
IHaycTpia Bi4NOBIgHMM MeTOAOM BUNPOOYBaHHS) - BHeceHHs 3MiH
dapmaueBTurka, 0o p.3.2.P.7 Cucrtema koHTelHep/3aKkynopoBanbHU
C.A,, MNoptyranis 3acib, a came —4ONOBHEHHSA cneundikadii Ha donbry
(BMPOGHULTBO, namiHoBaHy NoniBiHiNXnopnaom Ta noniamigom
nepBUHHE Ta nokasHMKoM «laeHTudikauis» (NigTBepMKeHHS METOAO0M
BTOPUHHE abcopbuiviHoi cnekTpodoTomMeTpii B iHpayepBoHil
nakyBaHHs, obnacTi), 3 MeTolo YHidikaLii JokyMmeHTauii gns
KOHTpPOIb cepii, KOHTPOJIO NEPBMHHOIO NMakyBaHHS; 3MiHW | Tuny - 3MiHK
Bunyck cepii), AET 3 gkocTi. FoToBUI nikapcbkuii 3aci6. Cuctema
JlaBGopaTtopis KOHTelHep/3akynoptoBanbHuii 3aci6. 3MiHa napameTpis
MpanserT JlimiTeq, cneundikaLi Ta/abo JoNyCTUMUX MEX NepBUHHOT
IHAis (BMpOBHULTBO, yNaKoBKWN rOTOBOrO MiKapCbKoro 3acoby (BUMyYeHHs
nepBUHHE Ta He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
BTOPUHHE nokasHuka)) - BHeceHHsi amiH go p.3.2.P.7 Cuctema
nakyBaHHs, KOHTeNHep/3akynoptoBanbHuii 3acio, a came —
KOHTpOnb cepil, BUMNYyYeHHS 3i cneumaikaLii Ha onbry namiHoBaHy
BUWMNYCK cepii)) nonisiHINXnopnaoM Ta noniamigom He3Ha4yHux
nokasHukis «MaTtepian», «Po3mipu pynoHy», «LLinpuHa
donbruy; amiHu | Tuny - 3miHu 3 sxkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocTayarnbHuKa nakyBanbHux martepianis abo
KOMMMEKTYUMX (SIKLLO 3a3Ha4YeHo B AOCkE) (3amiHa abo
[o4aBaHHA noctavanbHuKa) - BHeceHHs 3miH o
p.3.2.P.7 Cuctema KoHTelHep/3akynoptoBanbHui 3acio,
a came — JofaBaHHsi anbTEPHATUBHOMO NocTavarnbHuKa
nakyBanbHUX maTtepianis, a came onbri lamiHoBaHOT
nonisiHiNxnopuaom Ta noniamigom, - Amcor Flexibles
Singen GmbH, HimeyunHa
AMIHOMNNA3M PO34UH ANS iHDY3il; B. BpayH HimeuumnH B. BpayH HimeyumHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a UA/13161/01/01
Allb 6.BPAYH no 500 mn y dnakoHi; Menb3yHreH a Menb3yHreH Arl, Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
10% E no 10 cpnakoHis y Al HimeuunHa dapmakoHarnsgy. BeenerHs abo 3amiHn go
KapTOHHIl kopoOLi (BMPOGHULTBO, y3aranbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
nepBuHHA Ta (BBEOEHHS y3ararnbHEHWX AaHWX NPO CUCTEMY
BTOPWHHA yMaKoBKa, hapmakoHarnsigy, 3MiHa yroBHOBaXeHoi ocobu,
Bunyck cepii); b. BiAMOBiAanbHOI 3a 34iNCHEHHst hbapmakoHarnsay;
BpayH Menb3yHreH KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUka ans
Al’, HimeyunHa 34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
(koHTpOnb cepii) BigMiHHa Bif, YNOBHOBaXX€HOI 0COOM, BignoBigansHoi 3a
34icHeHHs bapmakoHarnsgy (BKYayn KOHTaKTHI
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naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-thanna
cuctemu hapmakoHarnsagy) 3miHa ynoBHOBaXEHOI
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsag.
[Litova pepakuis: Dr. Marco Junginger. NponoHoBaHa
pepakuis: Mavkn Mapwnep / Michael Marschler. 3miHa
KOHTaKTHUX JaHWX YNOBHOBAaXXEHOI 0COOU 3asiBHYMKA,
BignoBiganeHoi 3a hapMakoHarnsg. 3miHa KOHTaKTHOT
ocobu 3asiBHMKa, BiANoOBiganbHoi 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuis: llebegmHeub €nnsaseTa
PomaHisHa. NponoHoBaHa pegakuia: Muxanniok MapuHa
CTtaHicnagiBHa. 3MiHa KOHTaKTHMUX OAHWUX KOHTaKTHOT
ocobu 3asiBHMKa, BignoBiganesHoi 3a hapMakoHarnsg B
YKpaiHi

APUMN MT

Tabnetku no 10 mr; no
10 TabneTok y cTpuni;
no 3 ctpunu y
KapTOHHI ynakoBLi;
no 10 TabneTtok y
Gnictepi; no 3
bnictepn y KapTOHHIN
ynakoBLUi

ToppeHT
dapmackioTika
nclltg

IHAisA

ToppeHT
dapmachbioTikanc
Ita

IHais

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEHMX AaHUX NPo cUCTemMy
capmMakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
34iNCHEHHA hapMakoHarnsgy B YKpaiHi, SKLWo BOHa
BiAMiHHa Bif, YNOBHOBaXXE€HOI 0COOM, BignoBiganbHoi 3a
3AiNCHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLleHHi MacTep-anna
cvcTeMu dbapmakoHarnsay) - 3MiHa KOHTakTHOI ocobun
3asiBHMKA, BignosiganeHoi 3a dhapMakoHarnsag B YkpaiHi.
[irova pepakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaKra pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHWKa, BignosiganbHoi 3a dpapMakoHarnsg B YKpaiHi

3a
peuerimom

UA/3654/01/01

APUMN MT

Tabnetku no 15 mr; no
10 TabneTok y cTpuni;
no 3 ctpunn'y
KapTOHHIl ynakoBLj;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepu y KapTOHHIN
ynakoBLi

ToppeHT
dapmacbioTika
ncIltg

IHAin

ToppeHT
dapmachbioTikanc
N

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHEHUX AaHnxX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEeHWX AaHKX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHoi ocobu,
Bi4NOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa Ans
34iicHeHHs dhapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YNOBHOBaXX€HOI 0COOM, BignoBigansHoi 3a
30iNCHEHHS1 hapMakoHarnsay (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cuctemun chapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobun
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag B YKpaiHi.
LOitova pegakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaKra pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHVKa, BignosiganbHoi 3a dpapMakoHamsig B YkpaiHi

3a
peuerimom

UA/3654/01/02

ACTAIIH

aepo30osib (CycneHsis)
ans iHransauin, 100

Uwnnna Jitg,

IHAis

Lunna 4. (OHiT II)

IHaisa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu |
Tmny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta

3a
peuenmom

UA/16916/01/01
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ACTATOP 10

MKr/go3y no 200 gos y
KOHTEWHepi 3
[03YH04MM KinanaHom,
PO3NUITIOKYOID
Hacagkoto Ta
HaKOHEYHMKOM; no 1
KOHTENHepyY Y
KapTOHHIN ynakoBLj

capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX NMPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
Bi4NOBIganbHOI 3a 34iicHeHHs dhapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asiBHUka ans
3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiAMiHHa Bi ynoBHOBaXkeHOT ocobu, BignoBigansHoi 3a
34iicHeHHs hapmakoHarnsgy (BKMoYaryn KOHTaKTHI
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
cuctemu hapmakoHarnsgy) 3miHa ynoBHOBaXEHOT
ocobu 3asBHMKa, BignoBigansHoi 3a dhapMakoHarnsag,.
[itoua pepakuisa: Dr. Kabil Kalathingal. NponoHoBaHa
pepakuisi: Ms. Shobha Pillai. 3miHa KOHTaKTHUX AaHUx
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
capmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiNoBiganeHoi 3a dhapmakoHarnsg B YKpaiHi.
Litova pepakuia: Zinchenko Liudmyla Valeriivna.
MponoHoBaHa peaakuis: Onyshchuk Liudmyla
Valeriivna. 3miHa KOHTaAKTHUX JaHUX KOHTaKTHOI 0cobu

3asiBHMKa, BigNOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.

3MiHa MicLe3HaxomKeHHs MacTep-canna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3MmiHa micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy

10.

Tabnetku, no 10 wmr,
no 10 Tabnetok y
GnicTepi, no 3
GnicTepn y KapTOHHil
yrnakoBLi

TOPPEHT
®APMACHIOT
IKANC NTA.

IHAis

TOPPEHT
SAPMACBIOTIKAT
C nTh.

IHgia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHKM Wopao 6eanekn/edeKTMBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEeHWX AaHVX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiANoOBIganbHOI 3a 34iMCHEHHNA dhapMakoHarnsay;
KOHTAKTHOI 0cobu 3 hapmakoHarnagy 3asiBHUKa ansi
34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu dpapmakoHarnsgy) 3MiHa KOHTaKTHOT ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.
[itova pegakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6un
3asBHWMKa, BignosiganbHoi 3a dapMakoHarmnsig B YKpaiHi

3a
peuernmom

UA/14663/01/01

ACTATOP 4

TabneTku >yBarnbHi no
4 wr; no 10 TabneTtok
y 6nicTepi; no 3
GnicTepn y KapTOHHil
ynakoBLi

TOPPEHT
®APMACHIOT
IKANC NTA

IHAis

TOPPEHT
®APMACBIOTIKA
cntq

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn |
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3ararnbHeHVX AaHuxX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
BiA4noBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTAKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dpapmakoHarnagy B YKpaiHi, KO BOHA

3a
peuenmom

UA/14663/01/02




[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

BigMiHHa Bif, YyNOBHOBa)XeHOI 0cobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-channa
cuctemun chapmakoHarnagy) - 3MiHa KOHTakTHOI 0cobu

3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.

[itoua pegakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa peaakuis: Onyshchuk Liudmyla
Valeriivna. 3miHa KOHTAKTHMX OA@HUX KOHTaKTHOI oco6u
3asiBHMKA, BignoBigansHoi 3a dpapmakoHarnsg B YkpaiHi

11.

ACTATOP 5

TabneTku xxyBasnbHi No
5 mr; no 10 TabneTtok
y 6nicTepi; no 3
GricTepu y KapTOHHIN
yrnakoBLi

TOPPEHT
®APMACHIOT
IKANC NTA

IHAis

TOPPEHT
SAPMACBIOTIKAT
cnTa

IHgia

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3MiHu |
Tuny - 3MiHK LWopo 6e3nekn/edeKTBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX NPO CUCTEMY
capmMakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTAKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHUKa Ansi
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, YyNOBHOBaXeHOI 0cobu, BignosiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-canna
cuctemun cdhapmakoHarnagy) - 3MiHa KOHTakTHOI 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
Litoywa pepakuisi: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobun
3asBHWKa, BignosiganbHoi 3a papMakoHarnsag B YKpaiHi

3a
peuernmom

UA/14663/01/03

12.

ATAKAHO

TabneTku no 8 mr; no
14 Tabnetok y
GnicTepi; no 2
Bnictepu y KapTOHHIN
KopobLi

AcTtpa3eHeka
Al

LLiseviuapi
a

BupobHuuTBo,
KOHTPOIb SIKOCTI,
nepBuHHA Ta
BTOPWHHA YMaKOBKa,
BUNYCK cepii:
Actpa3eHeka AB,
LLseuisi; MepBuHHa
Ta BTOPVHHA
ynakoBka, A03BiNn Ha
BUMYCK cepii:
Actpa3eHeka MOX,
HimevuunHa

LBeuis/
Himeyumna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHEHUX AaHNX NpPo cuctemy papmakoHarnsay
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANoBiganeHoI 3a 3A4iMCHEHH:A hapMakoHarnaay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHSA hapMakoHarnsgy (BKIYakym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-anna
cucTeMu chapmakoHarnsigy) - 3MiHa KOHTakTHOT ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.
[Oitova pepakuis: Mpyaies eHnuc Omutposuy.
MponoHoBaHa pepakuisi: JlebegnHeub €nvnsaseTa
PomaHiBHa. 3MiHa KOHTaAKTHUX JaHUX KOHTaKTHOT 0cobu
3asBHMKa, BignosiganbHoi 3a dapmMakoHarnsg B YKpaiHi

3a
peuernmom

UA/6559/01/01

13.

ATAKAHAO

Tabnetku no 16 mr; no
14 Tabnetok y
GnicTepi; no 2
Bnictepu y KapTOHHIN
KopobLi

Actpa3eHeka
Al

LLisenuapi
o

Bupo6HuLTBO,
KOHTPOIb SIKOCTI,
nepBuHHA Ta
BTOPWHHA YMaKoBKa,
BUNYCK cepii:
Actpa3eHeka Ab,

LLBeuis/
Himeyunna

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu |
TMNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHUX AaHuX Npo cucteMy dapmakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsiay, 3MiHa yrnoBHOBaXeHOi ocobu,

3a
peuenmom

UA/6559/01/02




[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Lseuis; MNepBuHHa BifNOBIganbHOI 3a 34iiCHEHHS hapMakoHarnsay;
Ta BTOPUHHA KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHuUKa Ans
ynakoBka, 403Bin Ha 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
BUMYCK Cepii: BigMiHHa Bif, YyNOBHOBa)keHOI 0co0M, BignoBiganbHoi 3a
Actpa3eHeka 'M6X, 3AiNCHEHHA apmakoHarnsgy (BKMYaYm KOHTaKTHi
HimeyunHa naHi) Ta/abo 3MiHM y po3milLieHHi MacTep-canna
cuctemun chapmakoHarnagy) - 3miHa KOHTakTHOI 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnag B YKpaiHi.
Litova pepakuis: Mpygies JeHuc OMuTpoBmy.
MponoHoBaHa pepakuis: JlebeanHeub €nvsaseTta
PomaHiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTAKTHOI 0cOobu
3asBHMKA, BigNOBI4aNbHOI 3a hapmakoHarnag B YkpaiHi
14. | BEM®OJA PO34MH Ans iH eKUin B BAT "lepgeoH YropwuHa 360pka pydku ans YropwuHa/ BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | 3a UA/17528/01/01
nornepegHbLo PixTep" iH'eKUiN, BTOPMHHA PpaHuis/ Tuny - 3MiHM 3 aKkocTi. [0ToBMI Nikapcbkun 3acib. peuernmom
HaMoBHEHIN py4ui No ynakoBka, 403Bin Ha Benuka [poekTHWIA NPOCTIp Ta nicnapeecTpauinHnin NPOTOKON
75 MO (5,5 mkr)/0,125 Bunyck cepii: BAT BpuTaHis ynpaeniHHS 3miHaMu. BHeceHHs 3MiH, Wo nepeabayeHi y

mn; no 0,125 mn
PO34MHYy Ans iH'ekuin B
CKMAAHOMY KapTpuaxi,
3 r'yMOBOIO MPOOKOIo-
NOPLUHEM i TYyMOBUM
OUCKOM 3
antoMiHieBUM
KOBMaykomMm,
BMIiLLEEHOMY Y PYYKY
Ons BBeAEeHHs:; no 1
abo 5, abo 10
nonepeaHL0
HamnoBHEHMX PYYOK 3
0HOPa3oBUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTkamu,
NpOCOYEHNMU
cnvpToMm (BignoBigHO
1 abo 5 abo 10) B
KapTOHHiI kopobui

"lepeoH PixTep",
YropLmHa;
BUPOBHMLUTBO
Hepo3dpacoBaHoi
npoaykLii, nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOIb SIKOCTi 3a
HacCTyMHUMM
NnoKasHUKamu:
Bacterial
endotoxins, Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Pecicdapm MoH,
®paHuis;
BMPOGHMLUTBO
Hepo3dhacoBaHoi
NPOAYKLii; NnepBUHHa
ynakoBka
(kapTpuaxi);
KOHTPOrb SIKOCTi 3a
HacTynHUMU
nokasHUKamu:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Cii
dapmachbioTikanc
JimiTen, Benuka
BpuTaHis;
BMPOGHMLUTBO

3aTBepAKEHOMY MPOTOKONi yNpaBniHHA 3MiHaMK
(BHECEHHS 3MiHW Anst GionoriyHoro/iMyHonoriYHoro
nikapcbkoro 3acoby) [logaBaHHsA anbTepHaTUBHOIO
artoMiHieBOro KOMGIHOBAHOrO YLLINMbHEHHS 3
[BOLLIAPOBOIO NYMOBOIO MPOKMAAKOI0 (ANCKOM) Ha
[04aTOK A0 MOTOYHOrO 3aTBEPAXKEHOro antoMiHiEBOro
KOMOIHOBaHOrO YLUINIbHEHHS 3 OAHOLLAPOBOK NYMOBOIO
NPOKNaaKoo (QNCKOM), sike NOB’si3aHe 3 NEPBUHHOID
CUCTEMOI0 3aKPUTTS KOHTEHepa (kapTpuaxa) roToBoro
npoaykTy. Hemae 3miH B iHLLUMX YacTUHAxX NepBUHHOI
ynakoBKa, Tifbkv B KOMBIHOBaHi Nrnombi kapTpuaxy.
3MiHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui
3acib. MpoekTHWIN MpocTip Ta nicnapeecTpauinHuii
NPOTOKON ynpaBsriHHA 3MiHamMW. BHeceHHs 3MiH nicns
3aTBEPAKEHHS NPOTOKONY yNpaBmniHHA 3MiHaMu Ans
roTOBOro nikapcbkoro 3acoby - BrnacHuk peectpauiiHoro
NOCBiAYEHHS NPeACTaBnsie MPOTOKON ynpaBniHHS
3MiHaMK, sIKUiA onucye 3MiHK, BHeceHi Gedeon Richter
Plc. i xoTiB 61 BNpoBaguTH antomiHieBe kombiHoBaHe
yLiNbHEHHS 3 ABOLLAPOBOI YMOBOIO NMPOKIAAKOH
(AMckoM) y NepBUHHY CUCTEMY 3aKpUTTHA KOHTelHepa
(kapTpuaxa) roToBoro NpoAykTy, sike BUKOPUCTOBYETLCS
y BUpOGHMLTBI nikapcbkoro 3acoby. o6 3abe3neuntun
HagiHe noctavaHHs kapTpuaxis, Gedeon Richter Plc.
HamaraeTbCcs AoAaTv KapTpyak o6 TUCHYTUI
antoMiHieBUM KOMBIHOBaHWM YLLiNbHEHHS 3
[BOLLIAPOBOIO NYMOBOO NPOKNaAKoIo (ANCKOM) Ha
[O[ATOK [0 NMOTOYHOrO 3aTBEPMKEHOrO antoMiHiEBOro
KOMBIHOBaHOIO YLLiNMbHEHHSI 3 OAHOLLAPOBOIO N'YMOBOIO
npoknagkoto (auckom). CKNsSHUIA KapTpuax He
3MiHIOETBCS.




[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Hepo3adhacoBaHoi
npoaykLuii, nepsuHHa
ynakoBka
(kapTpuoxi);
KOHTPOIb SKOCTi 3a
BCiMa nokasHukamu
cneundikauii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocrTi)):
BAT "TeneoH
PixTep", YropwuHa

15.

BEM®OJIA

PO34MH NS iH eKUin B
nonepegHeo
HanoBHEHIW py4ui no
150 MO (11 mkr)/0,25
mn; no 0,25 mn
PO34MHy Ans iH'eKLin B
CKMAAHOMY KapTpuaxi,
3 r'yMOBO NpobKoto-
NOPLUHEM i FyMOBUM
OUCKOM 3
antoMiHieBUM
KOBMaYKoM,
BMIiLLEEHOMY Y PYYKY
Onsi BBeOeHHs; no 1
abo 5, abo 10
nonepeaHL0
HamnoBHEHMX PYYOK 3
O[HOpPa30BUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NpOCOYEHNMU
cnupToM (BignoBigHo
1 abo 5 abo 10) B
KapTOHHiI kopobui

BAT "T'epeoH
Pixtep"

YropwuHa

360pka py4yku ons
iH'eKUin, BTOPUHHA
yrnakoBka, A03BiN Ha
Bunyck cepii: BAT
"epneoH PixTep",
YropLmHa;
BUPOBHMUTBO
Hepo3dacoBaHoI
nNpoayKuii, nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOIb SKOCTi 3a
HacCTyMHUMM
noKasHuKamu:
Bacterial
endotoxins, Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Pecichapm MoH,
®paHuis;
BMPOGHMLUTBO
Hepo3adpacoBaHoI
npoaykLuii; nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOIb SKOCTi 3a
HacTynHUMM
nokasHuKamu:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Cini
dapmachbioTikanc
JlimiTen, Benuka

YropwuHa/
DdpaHuis/
Benuka
BpuTtaHia

BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. OTOBWIA NikapcbKuMii 3aci6.
[MpoeKTHWI NpocTip Ta nicnspeecTpauiiinin MPOTOKOI
ynpaeniHHS 3miHamu. BHeceHHs 3MiH, LWo nepeabayeHi y
3aTBepAKEHOMY NPOTOKOMi ynpaBniHHA 3MiHaMM
(BHeceHHs 3mMiHu Ans GionoriYHoro/iMyHonoriYHoro
nikapcbkoro 3acoby) [logaBaHHst anbTepHaTUBHOMO
arntoMiHieBOro KOMGIHOBAHOrO YLLiNTbHEHHS 3
[OBOLLIAPOBOO N'YMOBO MPOKIAaAKo (ONCKOM) Ha
[0[aToK 40 NMOTOYHOrO 3aTBEPAXKEHOrO antoMiHiEBOro
KOMBIHOBaHOrO YLLiNbHEHHST 3 OAHOLLAPOBOI F'YMOBOH
NPOKNaaKoo (ANCKOM), Sike NOB’A3aHe 3 MEPBMHHOD
CHCTEMOIO 3aKpUTTS KOHTEVHepa (kapTpuaxa) roToBoro
npoaykTy. Hemae 3MiH B iHLLIMX YacTUHaX NePBUHHOT
yMaKoBKa, TifbKv B KOMBIHOBaHIi Nnombi kapTpuaxy.
3MiHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui
3aci6. MpoekTHWIA NpocTip Ta nicnspeecTpaLinHuii
NPOTOKON yNpaBriHHA 3MiHamMW. BHeceHHs 3MiH nicrnis
3aTBEpOKEHHS! NPOTOKOMY YNpaBriHHA 3MiHaMKW Ans
roToBOro fikapcbkoro 3acoby - BnacHuk peecTpaduiiHoro
NoCBiAYEHHs NPeACTaBNse NPOTOKON yrNpaBniHHA
3MiHaMu, sIKUiA onucye 3MiHK, BHeceHi Gedeon Richter
Plc. i xoTiB 61 BNpoBaguTH antomiHieBe kombiHoBaHe
YLWiNbHEHHS 3 ABOLLAPOBOI N'YMOBOKO MPOKNaAKo
(aMcKOM) y NePBUHHY CUCTEMY 3aKPUTTS KOHTENHepa
(kapTpuaxa) roToBoro NpoAykTy, sike BUKOPUCTOBYETLCSI
y BUPOGHULTBI Nikapcbkoro 3acoby. o6 3abe3neuntun
HagiHe nocTtavaHHs kapTpuaxis, Gedeon Richter Plc.
HamaraeTbCsl 4oAaTW KapTpuak 06TUCHYTUIA
anioMiHiEBUM KOMBIHOBaHMM YLLiNbHEHHS 3
[BOLLAPOBOIO N'YMOBOK MPOKMaAKo (AMCKOM) Ha
[00aToK 40 NMOTOYHOrO 3aTBEPXKEHOrO antoMiHiEBOro
KOMOIHOBaHOrO YLUiNIbHEHHS 3 OAHOLLAPOBO NYMOBOIO
npoknagkoto (auckom). CKNsHUIA KapTpuax He
3MiHIOETBCS.

3a
peuerimom

UA/17528/01/02




[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BpuTtaHis;
BMPOGHMLUTBO
Hepo3adhacoBaHoi
NPOAYKLii, NepBuHHa
ynakoBka
(kapTpuoxi);
KOHTPOIb SKOCTi 3a
BCiMa NOKa3HMKamu
cneundikaLii, okpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CrepunbHocTi)):
BAT "TeneoH
Pixtep", YropwuHa

16.

BEM®OJIA

PO34MH ANiS iH eKUi B
nonepeaHL0
HaMoBHEHIN py4ui No
225 MO (16,5
Mkr)/0,375 mn; no
0,375 Mn po3umHy gns
iH'eKLIN B CKNSIHOMY
KapTpuaxi, 3 ryMoBOIO
Npo6KoI-NOPLUHEM i
ryMOBMM OUCKOM 3
antoMiHieBUM
KOBMa4KoM,
BMIiLLEEHOMY Y PYYKY
Ons BBeAeHHs; no 1
abo 5, abo 10
nonepegHeo
HamnoBHEHMX PYYOK 3
0HOPa3oBUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTkamu,
NpPOCOYEHNMU
cnupToM (BignoBigHo
1 abo 5 abo 10) B
KapTOHHiI kopobLyi

BAT "legeoH
Pixtep"

YropwuHa

360pkKa py4kv Ans
iH'eKUin, BTOPUHHA
ynakoBka, 403BiNn Ha
Bunyck cepii: BAT
"epneoH PixTep",
YropLmHa;
BMPOGHMLTBO
Hepo3dacoBaHOI
NpoAyKLuii, nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOMb AKOCTi 3a
HaCTyMH1MK
MoKasHWKamm:
Bacterial
endotoxins, Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Pecichapm MoH,
®paHuis;
BUPOBHMUTBO
Hepo3adhacoBaHoI
NpoAyKLii; nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOMNb SKOCTi 3a
HacCTyMHUMK
MoKasHWKaMm:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
CiMi

YropwuHa/
DdpaHuis/
Benuka
BputaHisa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minHu |
TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6.
[poekTHWIA NPOCTIip Ta nicnapeecTpauinHnin NPOTOKON
ynpasriHHA 3MiHaMn. BHeceHHs 3miH, Wwo nepeabayeHi y
3aTBepAKEHOMY NPOTOKOMi ynpaBniHHA 3MiHaMK
(BHECEHHS 3MiHW ansi GionoriyHoro/iMyHonoriYHoro
nikapcbkoro 3acoby) [logaBaHHs anbTepHaTUBHOIO
antoMiHieBOro KOMGIHOBaHOrO YLUINbHEHHS 3
[BOLLIAPOBOIO NYMOBOIO NMPOKNaAKO0 (ANCKOM) Ha
[0[ATOK 40 NMOTOYHOrO 3aTBEPMKEHOrO antoMiHiEBOro
KOMBIHOBaHOIO YLLiNMbHEHHSI 3 OAHOLLAPOBOIO N'YMOBOIO
NPOKNaAKoIo (ANCKOM), sike NoB’A3aHe 3 NePBUHHOIO
CHCTEMOIO 3aKpUTTH KOHTEVHepa (kapTpuaxa) roToBoro
npoaykTy. Hemae 3MiH B iHLLIMX YacTUHaX NePBUHHOT
ynakoBKa, Tifbkv B KOMBIHOBaHIi Nnomb6i kapTpuaxy.
3MiHn |l Tuny - 3MiHM 3 siKoCTi. [OTOBWI NiKapCbkuin
3aci6. MpoekTHWIN NpocTip Ta nicnsipeecTpayinHuii
NPOTOKON ynpaBriHHA 3MiHaMW. BHeceHHs 3MiH nicns
3aTBepAKEHHSA NPOTOKOMY YNpaBriHHA 3MiHaMK1 Ans
roToBOro nikapcbkoro 3acoby - BnacHuk peecTpadiiHoro
NOCBiAYEHHS NPeACTaBnsie MPOTOKON ynpaBniHHS
3MiHaMu, sikuiA onucye 3MiHKn, BHeceHi Gedeon Richter
Plc. i xoTiB 61 BNpoBaguTu antomiHiese kombiHoBaHe
yLiNbHEHHS 3 ABOLLAPOBOI YMOBOIO NMPOKIAAKOH0
(aMcKoMm) y NepBUHHY CUCTEMY 3aKpPUTTS KOHTENHepa
(kapTpuaxa) rotToBoro NPoAyKTy, sike BUKOPUCTOBYETLCS
y BUpOGHMLTBI nikapcbkoro 3acoby. LLob 3abe3neuntun
HapiHe noctavaHHs kapTpuaxis, Gedeon Richter Plc.
HamaraeTbCst 4oAaTh KapTpuaXK OBTUCHYTUIA
antoMiHieBUM KOMBIHOBaHWM YLLiNbHEHHS 3
[BOLLAPOBOIO N'YMOBO MPOKIaAKo (AMCKOM) Ha
[04aTOK 40 MOTOYHOro 3aTBEPAXKEHOro antoMiHiEBOro
KOMOBIHOBaHOIO YLLiNMbHEHHSI 3 OAHOLLAPOBOIO N'YMOBOIO
NPOKNazakow (amckom). CKNSHUIA KapTpUoK He
3MiHIOETBCS.

3a
peuerimom

UA/17528/01/03
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmachkioTikanc
JlimiTen, Benwuka
BpuTtaHis;
BUPOBHMUTBO
HeposdacoBaHoi
NpPOoAYyKLii, NepBUHHa
ynakoBka
(kapTpuaxi);
KOHTPOIb SKOCTi 3a
BCiMa nokasHukamu
cneuudikadii, okpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocrTi)):
BAT "T'eneoH
Pixtep", YropwuHa

17.

BEM®OJIA

PO34MH NS iH eKUin B
nonepegHbo
HaMoBHEHIN py4ui No
300 mo (22 mkr)/0,5
mn; no 0,5 mn po3unHy
ons iH'ekUin B
CKISIHOMY KapTpuaxi,
3 r'yMOBO MPOOKOIo-
NOpLUHEM i FyMOBUM
OncKkom 3
antoMiHieBUM
KOBMayKomMm,
BMIiLLEEHOMY Y PYYKY
Ons BBeAEeHHs:; no 1
abo 5, abo 10
nonepeaHL0
HaMoOBHEHMX PY4OK 3
0HOPa3oBUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTkamu,
NPOCOYEHNMU
cnvpToMm (BignoBigHO
1 abo 5 abo 10) B
KapTOHHiIl kopobui

BAT "T'epeoH
PixTep"

YropwuHa

360pka py4yku ons
iH'eKUin, BTOPUHHA
ynakoBka, 403BiNn Ha
Bunyck cepii: BAT
"lepeoH PixTep",
YropLmHa;
BMPOGHMLTBO
Hepo3dhacoBaHoi
NpoAyKLuii, nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOrb SIKOCTi 3a
HacCTyMHUMM
noKasHuKamu:
Bacterial
endotoxins, Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Pecicdapm MoH,
®paHuis;
BMPOGHMLUTBO
Hepo3dhacoBaHoi
NpoAyKLuii; nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOrb SIKOCTi 3a
HacCTynHUMK
roKasHUKamu:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;

YropwuHa/
DdpaHuis/
Benuka
BpuTtaHia

BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3miHu |
Tuny - 3MiHM 3 aKocTi. [0ToBMI Nikapcbkni 3acib.
[poekTHWIA NPOCTIip Ta nicnapeecTpauinHnin NPOTOKON
ynpaeniHHS 3miHamu. BHeceHHs 3MiH, Lo nepegbayeHi y
3aTBEpAKEHOMY MPOTOKONi yNpaBniHHA 3MiHaMu
(BHECEeHHS 3MiHM Ansa GionoriYHoro/iMyHoNoriYHoro
nikapcbkoro 3acoby) [lonaBaHHsA anbTepHaTUBHOIO
artoMiHieBOro KOMGIHOBAHOTO YLLINMbHEHHS 3
[BOLLIAPOBOIO NYMOBOIO NPOKNaAKoIo (ANCKOM) Ha
[04aTOK 40 MOTOYHOrO 3aTBEPAXKEHOrO antoMiHiEBOro
KOMOIHOBaHOrO YLUINIbHEHHS 3 OAHOLLAPOBO NYMOBOIO
NPOKNaaKoio (AUCKOM), sike NoB’A3aHe 3 NePBUHHOIO
CUCTEMOIO 3aKPUTTS KOHTEHepa (kapTpuaxa) roToBoro
npoaykTy. Hemae 3miH B iHLLUMX YacTUHAX NepBUHHOT
ynakoBKa, Tifbkv B KOMBIHOBaHI Nnomb6i kapTpuaxy.
3MiHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui
3acib. MpoekTHWIN MpocCTip Ta nicnapeecTpaLinHuii
NPOTOKON ynpaBriHHA 3MiHaMW. BHeceHHs 3MiH nicns
3aTBEPAKEHHS NPOTOKONY YNpaBmniHHA 3MiHaMn Ans
roTOBOro nikapcbKkoro 3acoby - BnacHuk peectpauiiHoro
NoCBiAYEHHS NPEACTaBIsie MPOTOKON ynpaBniHHS
3MiHaMu, siKuii onucye 3MiHK, BHeceHi Gedeon Richter
Plc. i xoTiB 61 BNpoBaguTH antomiHieBe kombiHoBaHe
yLiNbHEHHS 3 ABOLLAPOBOI YMOBOIO NMPOKIAAKOH0
(aMckoM) y NepBUHHY CUCTEMY 3aKpUTTS KOHTENHepa
(kapTpuaxa) roToBOro NpoaykTy, sike BUKOPUCTOBYETLCS
y BUpOGHMLTBI Nikapcbkoro 3acoby. LLlo6 3abe3neuntu
HafiHe noctavaHHs kapTpuaxis, Gedeon Richter Plc.
HamaraeTbCs AofAaTv KapTpyak o6TUCHYTUIA
antoMiHieBUM KOMBIHOBaHWM YLLiNbHEHHS 3
[BOLLIAPOBOIO NYMOBOIO NMPOKNaAKoIo (ANCKOM) Ha
[O0[ATOK [0 NMOTOYHOrO 3aTBEPMKEHOrO antoMiHiEBOro
KOMBIHOBaHOrO YLUiNbHEHHSI 3 O4HOLLAPOBO N'YMOBOH

3a
peuernmom

UA/17528/01/04
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Sub-visible Particles:
Cini
dapmachkioTikanc
JlimiTeq, Benuka
BpuTaHis;
BUPOBHMLUTBO
Hepo3adhacoBaHoi
npoaykLuii, nepsuHHa
ynakoBka
(kapTpuoxi);
KOHTPOIb SKOCTi 3a
BCiMa nokasHukamu
cneumdikauii, okpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHoctTi)):
BAT "TeneoH
PixTep", YropwuHa

NPOKNaakow (anckom). CKNsSHUIA KapTpuaxK He
3MiHIOETBCS.

18.

BEM®OJIA

PO34MH NS iH eKUin B
nonepegHLo
HanoBHEHIW py4ui no
450 mo (33 mkr)/0,75
mn; no 0,75 mn
PO34MHY A4S iH'eKLin B
CKISIHOMY KapTpuaXi,
3 ryMOBO NpobKoto-
NOPLUHEM i FyMOBUM
Onckom 3
antoMiHieBUM
KOBMaYKoM,
BMIiLLEHOMY Y PYYKY
Onsi BBeOeHHs; no 1
abo 5, abo 10
nonepeaHL0
HamnoBHEHMX PYYOK 3
O[HOpPa30BUMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NpPOCOYEHNMU
cnupToM (BignoBigHo
1 abo 5 abo 10) B
KapTOHHiIl kopobui

BAT "T'epeoH
Pixtep"

YropwuHa

36opka pyykn ans
iH'eKUin, BTOPUHHA
yrnakoBka, A03BiN Ha
Bunyck cepii: BAT
"lepeoH Pixtep",
YropLmHa;
BMPOGHMLUTBO
Hepo3adacoBaHoI
npoaykLuii, nepBuHHa
ynakoBska
(kapTpuaxi);
KOHTPOIb SKOCTi 3a
HacTynH1MK
MoKasHWKamm:
Bacterial
endotoxins, Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Pecichapm MoH,
®paHuis;
BMPOGHMLUTBO
Hepo3adhacoBaHoI
npoaykLii; nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPOIb SKOCTi 3a
HacTynH1MK
MoKasHWKamm:
Bacterial
endotoxins; Sterility;

YropwuHa/
DdpaHuis/
Benuka
BpuTtaHia

BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbKuii 3aci6.
[MpoeKTHWI NpocTip Ta nicnspeecTpauiiinin MPOTOKON
ynpasriHHS 3MiHaMu. BHeceHHs 3MiH, Wo nepeabayeHi y
3aTBEpAKEHOMY MPOTOKOSi ynpaBniHHA 3MiHaMu
(BHeceHHs 3mMiHu Ans GionoriYHoro/iMyHOMNoriYHoro
nikapcbkoro 3acoby) [lonaBaHHA anbTepHaTUBHOIO
antoMiHieBOro KOMGIHOBaHOrO YLUINbHEHHS 3
[BOLLIAPOBOO N'YMOBO MPOKIaAKoK (OUCKOM) Ha
[04aTOK 40 MOTOYHOrO 3aTBEPAXKEHOro antoMiHiEBOro
KOMBIHOBaHOIO YLLiNMbHEHHSI 3 OAHOLLAPOBOIO NYMOBOIO
NPOKNaaKoo (ANCKOM), Sike NOB’si3aHe 3 NEPBMHHO
CUCTEMOIO 3aKpUTTS KOHTElHepa (kapTpuaxa) roToBoro
npoaykTy. Hemae 3MiH B iHLLIMX YacTUHaX NePBUHHOT
yMaKkoBKa, TifbKv B KOMBIHOBaHI Nombi kapTpuaxy.
3MiHu |l Tuny - 3MiHm 3 sikocTi. FoTOBMI Nikapcbkui
3aci6. MpoekTHWIA NpocTip Ta nicnspeecTpalinHuii
NPOTOKON yNpaBriHHA 3MiHamMW. BHeceHHs 3MiH nicrns
3aTBEpPAKEHHS NPOTOKONY yNpaBniHHA 3MiHaMu Ans
roToBOro fikapcbkoro 3acoby - BnacHuk peecTpadiiHoro
NOCBIQYEHHS MPeACTaBNse€ NPOTOKON yrpaBniHHA
3MiHaMu, sikuii onucye 3MiHK, BHeceHi Gedeon Richter
Plc. i xoTiB 61 BNpoBaguTH antoMiHieBe kombiHoBaHe
YLWiNbHEHHS 3 ABOLLAPOBOI N'YMOBOIO MPOKNaAKo
(AMckoM) y NepBUHHY CUCTEMY 3aKpPUTTS KOHTelHepa
(kapTpuaxa) rotToBoro NPoAyKTy, sike BUKOPUCTOBYETLCA
y BUPOGHMLTBI Nikapcbkoro 3acoby. o6 3abe3neunTn
HagiHe nocTavaHHs kapTpuaxis, Gedeon Richter Plc.
HamaraeTbCst 4oAaTh KapTpuaXK OBTUCHYTUIA
anioMiHiEBUM KOMBIHOBaHWM YLLiNbHEHHS 3
[BOLLAPOBOO N'YMOBOK MPOKIaAKo (ANCKOM) Ha

3a
peuerimom

UA/17528/01/05
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Visual Appearance; [04aTOK 40 MOTOYHOrO 3aTBEPAXKEHOro antoMiHiEBOro
Visible Particles; KOMBIHOBaHOrO YLLiNbHEHHSI 3 O4HOLLAPOBOO F'YMOBOHO
Sub-visible Particles: NPOoKNazakot (amckom). CKNsTHUA KapTpuapK He
Cini 3MIHIOETBCS.
dapmachbioTikanc
JlimiTeq, Benuka
BpuTtaHis;
BMPOGHMLUTBO
Hepo3adacoBaHoi
NpPOoAYyKLii, NepBUHHa
ynakoBka
(kapTpuoxi);
KOHTPOMb AKOCTi 3a
BCiMa nokasHukamu
cneumdikauii, okpim
Biological activity
(BionorivHoi
aKTMBHOCTI) Ta
Sterility
(CrepunbHocTi)):
BAT "TeneoH
Pixtep", YropwuHa
19. | BIMAHOKC® Kpanni O4Hi, po34uH, 2 AnpaH- Xopgaris Apnpax-FaneHcebkuit XopsarTis BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3minu |l 3a UA/17655/01/01
Mr/mMn no 5 mny [aneHcbkuin JlabopaTopiii 4.4. Tuny - 3MiHM 3 sikocCTi. [0TOBWMI Nikapcbkuii 3acib. peuenmom
dnakoHi KpanenbHui; Jlabopatopiin KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
no 1 dnakoHy- a.n. napameTpiB cneuudikauin Ta/abo AonycTMMNX Mex
KpanenbHuui y roTOBOrO fiKapCbKoro 3acoby (3mMiHa 3HaxoaMTbCA nosa
KapTOHHiI kopobui 3aTBEPKEHUMU JOMYCTVMUMM MEXaMU cneumdikaLlin)
— 3miHa Bumor cneuudikauii 13 3a nokasHukom
«KinbkicHe Bu3HaueHHs1 BeHzankoHito xnopua» (BEPX)
npv BUNYCKY Ta TEPMiHI NpuAATHOCTI
20. | BYNPEH®IC Tabnetku ToBapucTso 3 Ykpaina ToBapwucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minHu | 3a UA/10202/01/01
cybniHreanbHi no [00aTKOBOO [04aTKOBOIO Tuny - 3MiHK Wopao 6eanekn/edekTMBHOCTI Ta peuenmom
0,0002 rno 10 BignosiganbHi BignoBiganbHiCcTO hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
TabneTtok y 6nictepi; CTIo "IHTEPXIM" nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
no 1 6nictepy B nauui "IHTEPXIM" AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynspHo
3 KapTOHY OHOBINIOBaHOIO 3BiTYy 3 6e3nekwu nikapcebkoro 3acoby, abo
AocrimpkeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sik pesynbTtar
OLiHKM 3BITY 3 JOCNigXeHb, NPOBEAeHWX BiONOBIAHO A0
nnaxy negiatpuyHmx gocnimkers (PIP) (3miHy
Y3rofXXeHO 3 KOMMNETEHTHWUM YNOBHOBAXXEHNM OpraHoMm)
3MiHn BHeceHi o IHCTpykKUii Ans MeauyHoro
3aCToCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii" wono
6e3nekn 3acTocyBaHHs Aito4voi peyoBuHU. BBeaeHHst
3MiH NpoTArom 3-X MicsaUiB Nicns 3aTBepAXKEHHS!
21. | BYNPEH®IC Tabnetku TosapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/10202/01/02
cybniHreaneHi No [100aTKOBOO [100aTKOBO TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
0,008, mo 10 BignoBiganbHi BiAMOBIAANbHICTIO dapmakoHarnsay. 3MiHa y KOpoTKili XapakTepucTui
TabneTtok y 6nictepi; CTHO "IHTEPXIM" nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUil
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 Gnictepy B navwi "IHTEPXIM" Ona Megu4yHoro 3acTocyBaHHA Ha NiACTaBi perynspHo
3 KapTOHY OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocrigpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnspeecTpaLiiHui nepiog, abo sik pesynbTtart
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIAHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP) (3MiHy
Y3rO[>KEHO 3 KOMNETEHTHUM YNOBHOBaXXEHNM OpraHoMm)
3MiHM BHeceHi 4o IHCTPYKLii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3giny
"OcobnumeocTi 3acTocyBaHHs", "MobiyHi peakuii” woao
6esnekn 3acTocyBaHHS Ailo4oi peyoBmHW. BBeaeHHs
3MiH NpoTArom 3-X MicsLiB Nicnsa 3aTBepaXKeHHs
22. | BYNPEH® IC TabneTtku ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3miHu | 3a UA/10202/01/03
cybniHreanbHi no [04aTKOBOIO [0[aTKOBOIO Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta peuernmom
0,002 rno 10 BignosiganbHi BignoBiganbHICTO dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumui
TabneTtok y 6Gnictepi; CTiO "IHTEPXIM" nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
no 1 6nictepy B nauui "IHTEPXIM" ANs MeAUYHOTO 3acTOCYBaHHA Ha MiACTaBi perynspHo
3 KapTOHY OHOBOBaHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocrnimkeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnapeecTpaLiiHui nepiog, abo sk pesynbrart
OLHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0
nnaHy negiatpuyHmnx gocnigxeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBAXXEHVM OpraHoMm)
3MiHn BHeceHi o IHCTpykKUii Ans MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3giny
"OcobnuBocTi 3acTocyBaHHs", "MobivHi peakuii” woano
6e3nekn 3acTocyBaHHS Aito4oi pe4yoBuHU. BBegeHHs
3MiH npoTsArom 3-X MicsaUiB nicnsa 3aTBepaAXKEeHHs
23. | BYNPEH®IC Tabnetku ToBapucTso 3 Ykpaina ToBapwucTBo 3 Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | 3a UA/10202/01/04
cybniHreanbHi no [04aTKOBOH [00aTKOBOK Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
0,0004 rno 10 BignoBiganbHi BiAMOBIAANBLHICTIO dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui
TabneTtok y 6nictepi; CTIo "IHTEPXIM" nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
no 1 6nictepy B nauui "IHTEPXIM" AN MeguyHOro 3acTocyBaHHSA Ha NiAcTasi perynsipHo
3 KapTOHY OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3aCToCyBaHHSA NiKapCbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sik pesynbTtar
OLiHKM 3BITY 3 gOCNigKeHb, NPOBEAEHWX BiANOBIgHO A0
nnaHy negiatpuyHux gocnigpkers (PIP) (3miny
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHu BHeceHi o IHCTpykUii Ans MeauyHoro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3ainy
"OcobnueocTi 3acTocyBaHHs", "MobiyvHi peakuii" wono
6e3nekn 3acTocyBaHHS Aito4oi pe4yoBuHU. BBeaeHHs
3MiH NpoTsArom 3-X MicaUiB nicns 3aTBepAXKEHHSs!
24. | BA3ENIH Mas3b no 25 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3miHn | 6e3 UA/6520/01/01
50 r y KOHTelHepax; dapmareBTuy dapmaveBTUYHa My - 3MiHK 3 AKOCTI. [OTOBUIA NMikapCbKuin 3aci6. peuenma
no 20 r y Tybax Ha dabpuka abpvka "Biona" CucTema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa y
antomiHieBux; no 20 ry "Biona" NEePBUHHIN ynakoBLii FOTOBOro NnikapcbKoro 3acoby
Ty6i antomiHieBin, no 1 (sKicHWI Ta KinbKiCHUI cknaga) - M’aki Ta HecTepurbHi
Ty6i B nayyj; mo 25ry pigKi nikapceki opmu - BBEAEHHS [OAATKOBKX YNaKOBOK
TyGax anomiHieBuX; no 20 r abo 25, abo 30 r, abo 40 r y Ty6ax namiHaTHUX
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Mr/12,5mrno 7
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHiI kopobLyi

hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
AN MeAUYHOro 3acTOCYBaHHs Ha NiACTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
JocrimpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiliHuin nepiod, abo sik pesynbTtar
OLiHKM 3BITY 3 JOCNigXEeHb, NPOBEAEHMX BiAMNOBIAHO A0
nnaHy negiatpuyHux gocnimkers (PIP) (3miHy

Y3rof>k€HO 3 KOMMETEHTHUM YNOBHOBaXXEHWM OpraHoMm)

[TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 25 ry TyGi 3 6ywoHamu Tuny ABL y nayui Ta 6e3 nayku, 3
antoMiHiesin, no 1 Ty6i BiANOBIgHNMY 3MiHAMK A0 p. «YnakoBKa». 3MiHW BHECEHI
B navuj; no 20 r, no 25 B po3ain "YnakoBka" B iHCTPYKUitO ANa MeaN4HOro
r,mo30rabono40r 3acTocyBaHHS nikapcbkoro 3acoby y 3B"s3Ky 3
y Ty6ax namiHaTHux; BBEJEHHSIM [OAAaTKOBUX YNAKOBOK, SIK HACMIAOK -
no20r,no25r, no 30 3aTBEPAKEHHS TEKCTY MapKyBaHHS 404ATKOBUX
rabo no 40 r y Ty6i ynakoBoK. BBeaeHHs1 3MiH npoTaroM 6-Tu micsauiB nicns
namiHaTHii; no 1 Ty6i 3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 aKocTi. [oToBUN
y nayui nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHWii 3acic. 3MiHa po3mipy
yMaKOBKW FOTOBOIO NiKapCbKOro 3acoby (3MiHa
Macu/o6'eMy BMICTY KOHTelHepa 6aratogo3oBoro
nikapcbkoro 3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 0gHOA030BOr0, YaCTKOBOrO
BUKOPWCTaHHs1)) - BBegeHHst fogatkoBumx ynakoBok no 30
r Ta no 40 r y Ty6ax namiHaTHMX 3 GyLlIOHaMM y nauui
abo 6e3 nayku, 3 BigNoBigHMMU 3MiHamMu go p. «Cknag»
Ta p. «YnakoBka» MKA J13. 3miHn BHeceHi B po3ain
"YnakoBka" B iHCTPYKLiO ANS MEAMYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby y 3B"A3Ky 3 BBEAEHHAM YNaKoBOK 3
[04aTKOBOK Macoto, siKk HacnifgokK - 3aTBepOXKEHHS
TEKCTYy MapKyBaHHS BiAMNOBIQHMX ynakoBOK. BBegeHHs
3MiH NPOTArom 6-TM MicsALIB NicNsi 3aTBEPAKEHHS
25. | BAJICAP-H TabneTtkn, BKPUTI AypobiHao IHgis Aypobingo Papma IHais BHECEHHS 3MiH 40 peecTpauinHMx maTepianis: 3miHu | 3a UA/14977/01/01
NNiBKOBOK ®dapwma Ta Nimiten - FOHIT VII Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, 160 mr/25 dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui
Mr no 7 Tabnetok y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
GnicTepi; no 4 AN MeguyHOro 3acTocyBaHHS Ha MigcTasi perynsipHo
Gnictepu B KApTOHHI OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KopoobLi JocrnimkeHb 3 6e3neky 3aCToCyBaHHS MikapcbKoro
3acoby B nmicnsipeecTpauiiHuin nepiod, abo sik pesynbTtar
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BigMNOBIAHO A0
nnaHy negiaTpuyHux gocnimxkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM OpraHoM)
3MiHM BHECeHi [0 IHCTPYKLIi Ans MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHopMaLii 3 6e3neku airoyoi
peyoBUHU. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiliB nicns
3aTBEPOKEHHS
26. | BAJICAP-H TabneTkn, BKpUTI AypobiHgo IHAis Aypobingo ®apma IHAisa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a UA/14977/01/02
NNiBKOBOK ®dapwma ITa Nimiten - FOHIT VII Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, 80




15 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHV BHeCeHi [0 IHCTPYKLii Ans MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiZNOBIQHO O OHOBMEHOI iHhopMaLii 3 Ge3nekun giroyoi
peyoBuHW. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB micnsi
3aTBEpPOKEHHS
27. | BAJIbIIPOKOM | tabnetku, BKpUTI TOB "ACIHO Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a UA/2169/01/01
300 XPOHO NniBKOBOO YKPAIHA" Tmny - 3MiHn 3 gkocTi. A®l. KoHtponb A®I. 3miHa y peuernmom
060SOHKO1, napameTpax cneundikai Ta/abo JonyCTUMUX MEX,
NPOSOHroBaHoI Aji no BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
300 wr, no 10 BUXiAHVN/MPOMDKHUIM NpoJyKT/peareHT, Lo
TabneTtok y 6Gnictepi; BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea AP (iHwwi
no 1, 3a6o 10 3MiHK)

GnicTepiB B KAPTOHHIN
navui

BHECEHHS 3MiH O MaTepianiB peecTpaLiiHOro Aochbe , a
came 3i cneundikauii BXigHOro KOHTposnto cybcTaHuii
Bangncosan BupobHuutea “Katwijk chemie bv”,
HigepnaHnan BugansieTbCs ogHa 3 YHoTUPbOX
cneumdidHmx ineHTudikauin — laeHtudikauia 2.2.
(AkicHa peakuist) 3miHa NoB’si3aHa 3 TUM, O He
MOXITMBO BMKOHaTV KOHTPOIb 3@ AAaHUM MOKa3HUKOM,
OCKinbkn nepegbayeHo BUKOPUCTaHHA peakTuBy
«TeTpaxrnopMeTaH P», sSkuin BiaCYTHIN y HAABHOCTI Ha
nignpvemMcTsi. IHwWi Tpu cneundidHi meToam
ineHTUdikauii (AkicHa peakuis; EP, 2.2.28, I'X;
EP,2.2.24, |4-C®) 3anuwaloTbes, WO He cynepevnTb
HOpMaTuBHMM BUMoram. 3miHm | Tuny - 3MiHn 3 AKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI (iHLWi
3MiHW) BHECEHHS 3MiH 10 peecTpauiiHoro focke, a came
3MiHa NpoBEeAEeHHS KOHTPOIIO MOKa3HWKIB B PYTUHI Ta Ha
Banigauii. Hagani 3miHM 0brpyHTOBaHO TUM, LLO
NpOTSAromM BCbOrO Mepiofy BUNYCKy Npenapat nokasysas
cTabinbHiCTb pe3ynbTartiB. [IpoBeAeHHSA KOHTPOMO
NOKa3HUKIB B pyTUHI. [IpoBeAEeHHS KOHTPOSO NOKa3HUKIB
Ha Banigauii. 3miHu | Tuny - 3miHn 3 sikocTi. FoToBUMIA
nikapcbkuin 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoly (iHwi 3miHW) 3miHa chopmaTy po3ainis 3.2.P.3.3,
3.2.P.3.4, 3.2.P.3.5, a came NponoHyeTLCS BUAANEHHS 3
posginie 3.2.P.3.3, 3.2.P.3.4 ta 3.2.P.3.5 indpopmauii
LLIOAO KOHTPOIIO FOTOBOI NPOAYKLUIi, Y 3B’A3KY 3
npueegeHHaM Ao dopmaty 3TI. IHdopmaLis woao
KOHTPOIIO roTOBOT NpoAyKLii NpMBeAeHa y po3aini
3.2.P.5.1.
3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI (iHLUI 3MiHW) BHECEHHSA 3MiH [0
mMaTepianis peecTpauiiHoro Jocke, a caMme 3 po3ginis
3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 BMaaneHo nokasHuk
«BTpaTa B maci npu BucyLyBaHHi» npu koHTponi M3
O 3aKnafatTb Ha cTabinbHICTb OCKINbKU Liel NOKa3HUK
6yB BMaaneHu patile 3 creyudikaii no KOHTPOrHo
CcTabinbHOCTI Ha OCHOBI CTATUCTUYHMX AaHUX, OCKINbKU
BOHW JO3BONWMU NiATBEPAUTU NPUAATHICTL BUGpaHOT
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakoBKku Ansi 3abeaneyveHHs skocTi [T13 npotarom
TepMiHy npuaaTHOCTI y BUGpaHux yMmoBax 36epiraHHs!.
28. | BAJIbITIPOKOM | tabnetku, BKpUTI TOB "ACIHO Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a UA/2169/01/02
500 XPOHO NniBKOBOO YKPAIHA" Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y peuernmom

060OHKO1, napameTpax cneundikai Ta/abo JonyCTUMUX MEX,

NPOSIOHroBaHoI Aji no BM3HaYeHuX y cneuudikauisix Ha Adl, abo

500 wr, no 10 BUXiAHMN/MPOMDKHWI NpoAyKT/pearexT, Lo

Tabnetok y 6nictepi; BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHuuTea AP (iHwwi

no1,3ab6o6 3MiHK)

GnicTepiB B KAPTOHHIN
navui

BHECEHHS 3MiH 0 MaTepianiB peecTpaLiiHOro Aochbe , a
came 3i cneundikauii BXigHOro KOHTposnto cybcTaHuii
Bangncosan BupobHuutea “Katwijk chemie bv”,
HigepnaHnam BugansieTbcs ogHa 3 YHoTUPbOX
cneumndidHmx ineHTudikauin — laeHtmdikauia 2.2.
(AkicHa peakuist) 3miHa noB’si3aHa 3 TUM, Lo He
MOXITMBO BMKOHaTV KOHTPOSb 3@ AaHNM MOKa3HUKOM,
OCKinbkn nepebayeHo BUKOPUCTaHHA peakTuBy
«TeTpaxrnopMeTaH P», Skuin BiACYTHIN Yy HAABHOCTI Ha
nignpvemMcTsi. IHwWi Tpu cneundidHi meToam
ineHTuikauii (AkicHa peakuis; EP, 2.2.28, I'X;
EP,2.2.24, I4-C®) 3anuwatoTbes, WO He Cynepeyntb
HOpMaTtuBHMM BUMoram. 3miHu | Tuny - 3MiHn 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI (iHLWi
3MiHW) BHECEHHS 3MiH 10 peecTpaLiiHoro focke, a came
3MiHa NpoBEeAEeHHS KOHTPOIIO MOKa3HWKIB B PYTUHI Ta Ha
Banigauii. HagaHi 3MiHn obrpyHTOBaHO TUM, LLO
NpOTSAromM BCbOro Mepiofy BUNYCKy nNpenapat nokasysas
cTabinbHiCTb pe3ynbTarTiB. [IpoBeAeHHSA KOHTPOMo
NOKa3HUKIB B pyTUHI. [poBeAeHHSA KOHTPOSO NOKa3HUKIB
Ha Banigauii. 3miHu | Tuny - 3miHn 3 sikocTi. FoToBUMIA
nikapcbkuin 3aci6. KoHTponb roToBoro nikapcbkoro
3acoly (iHwi 3miHK) 3miHa chopmaTy poaginis 3.2.P.3.3,
3.2.P.3.4, 3.2.P.3.5, a came NponoHyeTbCS BUAANEHHS 3
posginie 3.2.P.3.3, 3.2.P.3.4 ta 3.2.P.3.5 indpopmauii
LLIOAO KOHTPOSIO FOTOBOI NPOAYKLUIT, Y 3B’A3KY 3
npuBegeHHaM o dopmaty 3TM. IHdopmaLis woao
KOHTPOIIO roTOBOT NpoAyKLii npuBeAeHa y po3aini
3.2.P.5.1.
3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMUTBI (iHLLI 3MiHW) BHECEHHSA 3MiH A0
mMaTepianis peecTpauiiHoro Jocbe, a caMme 3 po3ginis
3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 BnganeHo nokasHuk
«BTpaTa B maci npuv BucyLyBaHHi» npu koHTponi 13
O 3aKnafatTb Ha CTabinbHICTb OCKINbKU LIel NOKa3HWUK
6yB BMaaneHun paxiwe 3 cneuudikadii no KOHTPOIo
CcTabinbHOCTI Ha OCHOBI CTATUCTUYHMX AaHUX, OCKINbKU
BOHW JO3BONWMU NiATBEPAUTU NpUAATHICTbL BUGPaHOT
ynakoBku Ans 3abe3neyeHHs sikocTi [T13 npoTtsrom
TepMiHy NpUAATHOCTI Yy BUbpaHnx ymoBax 36epiraHHs.




17 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
29. | BYrins Tabnetkn no 250 wmr, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTepianis: 3miHu | 6e3 UA/3954/01/01
AKTUBOBAHE no 10 Tabnetok y akKujioHepHe akuioHepHe TUny - 3MiHK 3 SKOCTi. FOTOBWMIA nikapcbkuii 3aci6. peuenma
6nictepax; no 10 TOBapuCTBO TOBapUCTBO Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3MiHa
TabneTok y KOHTYPHMX "HaykoBo- "HaykoBo- nocravanbHuKa nakyBanbHUX MaTepianis abo
He34apyHKoBUX BUPOBOHMYMIA BMPOBHWYMIA LLEHTP KOMMMEKTYOUMX (SKLLO 3a3HAYEHO B JOCHE) (BUNYYEHHS
yrnakoBKax LEeHTp "BopLuarisCcbkui nocravanbHuka) BHeceHHst amiH o p.3.2.P.7 Cucrtema
"BopLuariscbk XiMiKO- KOHTeNHep/3akynoptoBanbHuii 3acio, a came —
Ui XimiKo- dapmaLleBTUYHNIA BUITyYEHHS HaNMEHYBaHHSA NoCTavanbHNUKIB
thapmaueBTmy 3aBog" nakyBanbHUX maTtepianis
HUK 3aBog"
30. | TA3IBA® KOHLieHTpart Ans TOB «Pou Ykpaina BrpobHuuTBO Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a UA/14232/01/01
PO34mHy Ans iHdy3in, YkpaiHa» Hepo3dacoBaHoI LLiBenyapia Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y peuenmom
1000 mr/40 mn; no 40 npoaykuii, NnepBuUHHE MeTodax BunpobyBaHHst APl abo BuxigHoro
My donakoHi; rmo 1 nakyBaHHs, marepiany/npoMiKHOro NpoaykTy/peareHTy, LWo
(bnakoHy y KapTOHHIN BMNPOOYBaHHS BUKOPUCTOBYETLCS Y npoueci BupobHuuTea ADI (iHwi

KopobLUi

KOHTPONIO SIKOCTi:
Pow [iarHocTukc
'M6X, HimeuyumnHa;
BTopuHHe
nakyBaHHs1, BUNYCK
cepii: ®.XodppmaHH-
Na Pow N1A,
LLiseninapisa

3MiHM y MeToAax BUNpobyBaHHS (BKMOYaouy 3amiHy

abo ponoBHeHHA) AD| abo BMXiAHOTO/MPOMIXXHOIO
npoaykty) - AoanasaHHsa metoay MIP y peansHomMy yaci

y MmeToaax BunpobyeaHHsa Ad| (OGiHyTy3ymaby) , a
came goaasaHHs MJ1P y skocTi anbTepHaTUBHOIO

meToAy ANS BUSBIIEHHS MapBOBIpYCYy rPU3YHIB, AKUN
BUKOPUCTOBYETLCS B NpoLeci BUpobHMUTBA Aito4oi

PEYOBUHU.

BBegeHHs 3MiH NpoTarom 6-Tn micauis nicns
3aTBepAKEHHS; 3MiHuM | Tuny - 3miHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs ADI
abo BuxigHoro matepiany/npoMixxHoro
NpOAYKTYy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi
BMpobHMUTBa A®I (iHWi 3MiHM y MeToaax BUNpoOyBaHHS
(Bkntoyaroumn 3amiHy abo gonosHeHHs) ADI abo
BMXiAHOrO/NMPOMIKHOIO NPOAYKTY) - JofaBaHHA meTody
MJIP y peanbHoMy yaci y meTogax BunpobyBaHHs ADI
(O6iHyTy3ymaby) , a came gopasaHHsi MNJ1P y skocTi
anbTepHaTMBHOrO MeToAy ANs BUSIBIEHHS MiKOMnasmu,
AKUIA BUKOPVCTOBYETLCS B MpoLeci BUPOOHMLTBA Aito4oi
peyoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns
3aTBepAKEHHS; 3MiHu | Tuny - 3miHK 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobyBaHHs API
abo BuxigHoOro matepiany/npoMixxHoro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECi
BMpo6HMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHs
(Bkntovaroumn 3amiHy abo gonosHeHHs) ADI abo
BUXiZHOro/NpoMiXKHOro NPOoAyKTY) - 3amiHa meToay
BUNPOBOYBaHHS BUCOKOEMEKTUBHOI PiAMHHOT
xpomatorpadii 3 06epHeHoto asoto (RP HPLC)
YAOCKOHaNeHum MetTofoM BunpobyBaHHsa ans aHaniay N
rnikaHy (acpykoavnyBaHHS), LLLO BUKOPUCTOBYETLCS B
npoteci BUpo6HMLTBA Aitoyoi pevoBuHU. BBeaeHHs 3MiH
NpOTArom 6-Tu MicsILB NicNs 3aTBEPOXKEHHS; 3MiHN |
Tmny - 3MiHn 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHs A®Il abo BuxigHoro
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTBa AP (iHLWi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOrO

npoaykTy) - logaBaHHs Y® meToay y SKOCTI
anbTepHaTMBHOIO BUNPOOYBaHHA A5 BU3HAYEHHS
BMICTy Ginka 3a metogom Slope Spectroscopy, Lo
BMKOPUCTOBYETLCS Yy KOHTponi A®I npn BMMyCKy.
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS; 3MiHK | Tuny - 3miHK 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobyBaHHs AdI
abo BMXigHOro matepiany/npomixxHOro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECI
BMpobHMUTBa A®I (iHWi 3MiHM y MeToaax BUNpobyBaHHSA
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiQHOIrO/NPOMIXKHOIO NPoAyKTy) - 3amiHa meToay
KapTyBaHHsa nentuais Lyc-C ansa BunpobyBaHHA
iaeHTudiIKaLii, Lo BUKOPUCTOBYETLCA Yy KOHTponi Ad|
npw Bunycky. BeBeaeHHsa 3MiH NpoTarom 6-Tn micsuis
nicnsa 3aTBepAXXeHHs; 3MiHu | Tuny - 3MiHm 3 akocTi. ADI.
KoHTponb A®L. 3miHa y meToaax BunpobyBaHHsA AdI
abo BMXigHOro maTtepiany/npomixxHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BUpoGHMUTBa ADI (iHWi 3MiHM y MeTogax BUNpPoOyBaHHS
(Bkntoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOro/NpoMiDKHOTO NMPOoAyKTy) - 3MiHa y GionoriyHomy
MeTOopj KiNbKiICHOTrO BU3HAYeHHS 3 METOH BKIMIOYEHHS
onuii ans knituH WIL2-S, roToBMX 40 BUKOPUCTaHHS,
ANs BCTAHOBINEHHS KiNbKICHOrO BU3HAYEHHs ANns
BUNPODYBaHHS aKTUBHOCTI, LLIO BUKOPUCTOBYETLCSH Y
koHTponi A®| npu Bunycky. BeegeHHs 3MiH npoTsirom 6-
TV MicsILiB nicnsi 3aTBepoXeHHS; 3MiHu | Tuny - 3MiHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobysaHHa APl abo BuxigHOro
marepiany/npoMiKXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHS (BKMOYaouy 3amiHy
abo gonoBHeHHA) APl abo BUXiQHOrO/MPOMIXXHOIO
npoaykty) - MNepernsag pisHa getanisadii M/1P meTtony
BHYTPILLUHEOBMPOBHNYOrO KOHTPOIIO NENTOCMipy, WO
BMKOPWCTOBYETLCH B NpoLieci BUpobHuLTBa. BBegeHHs
3MiH NPOTArom 6-Tu MiCSILB MiCNsi 3aTBEPAKEHHST; 3MiHN
| Tuny - 3miHn 3 sikocTi. ADI. KoHTponb ADL. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
marepiany/npoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHA) APl abo BUXiQHOrO/MPOMIXXHOIO
npoaykTy) - MNepernag piBHA getanisadii KinbkicHoro

BM3HaY€HHS in Vitro Ha HasiBHICTb ApiBGHOro Bipycy MuLi,

SIKUA BUKOPUCTOBYETLCS B Npoueci BUpobHuutea AdI.
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns

3aTBepAKEHHS; 3MiHM | Tuny - 3miHK 3 akocTi. ADI.
KoHTponb A®L. 3miHa y meToaax BunpobyBaHHsA AdI
abo BuXigHOro matepiany/npomikHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BUpobHMLTBa ADI (iHWi 3MiHWM y MeTogax BUNpobyBaHHs
(BKntoyaroum 3amiHy abo gonoBHeHHs1) API abo
BWXiAHOro/MpoMmiXXHOro NpoaykTy) - Mepernag pisHA
BHYTPILUHBOTEXHOJOTYHOr0 MEeToAY KOHTPOIO
KiNbKICHOrO BM3HA4YeHHs in vitro 4na BUsiBNEHHs BipyciB,
KM BUKOPWCTOBYETLCS B NpoLieci BupobHuutea Ad®I.
BBegeHHs 3MiH NpoTArom 6-Tn micauis nicns
3aTBepAKEeHHS; 3MiHK | Tuny - 3MiHM 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHn y BUpOBHWULTBI. 3MiHM
BuUnNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHUX Y
cneumdikauisix, nig Yac BUPOOGHULITBA rOTOBOIO
niKapcbKoro 3acoby (BUNy4YeHHs1 HECYTTEBOIO
BMNPOOYyBaHHS B Npoueci BUpobHMUTBA) - BuganeHHs
BHYTPILUHEOBUPOBHMYOro BUNPOByBaHHs!
BUCOKOMOrekynsapHux copm (HMW) metogom
BUCOKOE(EKTUBHOI pianHHOI xpomatorpadii (SE-HPLC),
LLIO 3aCTOCOBYETLCSA Mif Yac BUPOOHULITBA FOTOBOrO
npoaykty. BBeaeHHst 3mMiH npoTsarom 6-tu micsauiB nicns
3aTBEPOKEHHS; 3MiHM | TUNY - 3MiHK 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa y meToax BMNpobyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM y MeTodax BUNpobyBaHb
(Bkntoyatoum 3amiHy abo AOMOBHEHHS)) - 3MiHU Y
mMeToAax BMNpobyBaHHSA roToBOro flikapcbKkoro 3acoby, a
came 3aMiHa Ha NepexpecHe NocurnaHHs Ha po3gain
3.2.S.4.2 woao metoay NenTUAHOro KapTyBaHHA Ans
ineHTndikauii giroyoi peyoBnHU. BBEAEHHS 3MiH
NpOTArom 6-T MicsILB NicNs 3aTBEPOXKEHHS; 3MiHN |
Tuny - 3MiHK 3 sikocCTi. [OTOBWMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeTofax BUNpPobyBaHHSA roTOBOrO MikapcbKoro 3acoby
(iHwWi 3MiHKM y MeTogax BuNpobyBaHb (BKMOYao4n 3amiHy
abo gonoBHeHHS)) - [lonaBaHHs Y® meToay y SKOCTI
anbTepHaTUBHOIO BUNPOOYBaHHS ANS BU3HAYEHHS
BMicTy 6Ginka 3a metogom Slope Spectroscopy,
BiZNOBIgHO A0 cneuudikalii roTOBOro NpoaykTy.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepKeHHs!; 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBwMI
nikapcbkuii 3aci6. KOHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y meTogax BMNpobyBaHHsSI rOTOBOIO
nikapcbkoro 3acoby (iHWi 3MiHM y MeToaax BUNpobyBaHb
(BKkntovatoum 3amiHy abo AONOBHEHHS)) - 3MiHa Y
GionoriyHoMy MeTogi KinNbKiICHOTO BU3Ha4YeHHS 3 METOH
BKMNOYeHHs onuii aonga knitud WIL2-S, rotoBux oo
BVKOPWCTAHHS, AN BCTAHOBMEHHS KiMbKiCHOro

BU3HAYEHHS Ans BUNpobyBaHHA aKTUBHOCTI, BiANOBIAHO
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

[0 crneumdikaLii rotoBoro npoaykTy. BBeaeHHs 3miH
nNpoTArom 6-Tv MicsILiB Micnsi 3aTBEpXEHHS; 3MiHu |
TMny - 3MiHK 3 akocTi. ADL. MpoekTHMI NpocTip Ta
nicnapeecTpauiiHiin NPOTOKON yrNpaBiHHA 3MiHaMMK.
BunyyeHHs 3aTBEpKEHOro NPOTOKONY yNpaBmiHHS
3MiHamu ans A®I - BunyyeHHst 3aTBepaKeHOro
npoToKonNy yrnpaeniHHA 3MiHamu anst A®I wo nonsirae y
BUAANEHHi 3aTBEPIKEHOrO NnaHy ynpaBniHHSA XUTTEBUM
umknom nicns sateepmkeHHs (PALM), Bkroyatoum
KOHTpOrbHe BUNPobyBaHHs, NPM3HAYeHoro Ans onvcy
TOro, SIKUM YMHOM 3asiBHUK Oyae kepyBaTu 3MiHaMu
LinboBUX NapaMeTpiB BUPOOHNYOro npoLiecy B Mexax
NPOEKTHOro NPOCTipy, NOB'A3aHOr0 3 BUPOGHNYUM
npoLecom Aito4oi pevyoBuHW. BBegeHHs 3miH npoTarom
6-TK MicsauiB nicnsa 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHK
3 akocTi. A®l. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHs
A®I (3a BiacyTHOCTI y 3aTBEpAKEHOMY AOCHE
cepTudikaTta BignoBigHOCTI €Bponewnchkin dhapmakonei,
LLIO BKITHOYAE nepios NOBTOPHOrO BUNPOOyBaHHSA) (3MiHa
y 3aTBEepAKEHOMY MPOTOKOSi CTabinbHOCTI) - 3MiHM Y
3aTBepAkeHoMy npoTokoni ctabinsHocTti AdI, a came
BUMYYEHHS BUNPOOYBaHHA ANst BUSHAYEHHS BMICTY
Ginka.

BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEPKEHHST; 3MiHM | TUny - 3MiHKM 3 sikocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneumdikaLin
Ta/abo [onyCTUMUX MeX, BUHAYEHUX Y crieumdikaLlisx
Ha A®I, abo BMXigHMIN/MPOMDKHWI NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(3BY)X€HHS JONYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3By>XeHHS JONMYCTUMUX MEX,
BU3HAYeHWX y cneuundikadii, a came 3BYXEHHs1 KpuTepito
NPUAHSATHOCTI CTaHAapTHOrO 3paska Anst GionoriyHoro
METO/ly BU3HaYEHHs1 akTuBHOCTi 3 0,70x10* Og./mr-
1,30x10* Oa./mr go 0,85x10% Op./mr-1,15x10* Op./mr.
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEepAKEHHS; 3MiHK | Tuny - 3miHK 3 akocTi. ADI.
BupobHuuTBo. 3MiHM BUNpobyBaHb abo AonmycTMUX
MeX y npoueci BupobHuutea AdI, Lo BCTaHOBMEHI y
crneumndikauisix (4ogaBaHHA HOBOro BUNpobyBaHHA Ta
nonyctumux mex) - [lonaBaHHA HOBOro BUNPOGYBaHHsI
Ta A0oMNyCTUMMX MeX (Lo nonsrae y AoaaBaHHi BMICTY
kniTuH —rocnopaps (HPC) y skocTi BunpobyBaHHs B
npoteci BUPOGHMLTBA, L0 BUKOPUCTOBYETLCS Mif, Yac
BMpoGHMUTBa ADI. Mexa BigXuneHHs BCTaHOBIEHA Ha
piBHi < 50 ppm. BBeaeHHs 3miH npoTarom 6-Tu micauis
nicns 3ateBepaKeHHs:; 3MiHu | Tuny - 3miHu 3 gkocTi. API.
BupobHuuTBO. 3MiHa BUPOGHMKa BUXiAHOrO/MPOMIXKHOIO
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMpobHM4omy npoueci API, abo amiHa BUpobHMKa
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

(Bkrtovaroum, fe HeobxigHO, MicLle NpoBeaEeHHSs!
KOHTporto sikocTi) AP (3a BiAcyTHOCTI cepTudikara
BignoBigHOCTI €Bponeiickki dhapmakonei y
3aTBEPAKEHOMY AOChE)(3MiHN A0 3aX0piB, NOB'A3aHMX 3
KoHTponem A®l, abo fofgaBaHHs AinbHULI, Ae
NPOBOAMNTLCSA KOHTPOSL/BUMNPOBYBaHHSA cepii) -
[opaBaHHsa anbTepHaTUBHOI AiNbHULI, A& NPOBOAUTLCS
KOHTPONb/BMNPOBYBaHHs cepii (3mMiHa nonsirae B
nogaeaHHi Roche Diagnostics GmbH, Sandhofer Strabe
116, 68305 Mannhein, Germany y sikocTi
anbTepHaTUBHOI OiNsHKN Bi4NOBI4ANbHOI 3@ KOHTPOMb
SKOCTi (BMNpobyBaHHSA cTabinbHOCTI). BBeaeHHs 3MiH
nNpoTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHS; 3MiHu |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTteo. 3miHa
BUPOGHMKa BUXiQHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,
abo 3miHa B1pobHMKa (BKMoYarouu, ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) APl (3a BigcyTHoCTI
cepTudikaTa BignoBigHOCTI €Bponeichbkin dhapmakonei y
3aTBEPAKEHOMY AOCHLE)(3MiHM 00 3aX0AiB, NOB'A3aHMX 3
koHTponem A®I, abo gogaBaHHsA AiNbHUUI, Ae
NPOBOAMTLCA KOHTPOSL/BUMNPOBYBaHHSA cepii) -
[opnaBaHHs anbTepHaTMBHOI AiNbHULI, e NPOBOAUTLCA
KOHTponb/BUNpobyBaHHs cepii (3mMiHa nonsrae B
popasaHHi Roche Diagnostics GmbH, Nonnenwald 2,
82377 Penzberg, Germany y skocCTi anbTepHaTUBHOI
OiNsHKY BignoBiganbHoi 3a BUNpobyBaHHs Ha HasiBHICTb
BipyCiB y pigvHi Ans nonepeaHbLoro 36MpaHHs KNiTUHHUX
kynbTyp (PHCCF),koHTponi B npoueci BUpOoGHMLUTBA, Lo
BVKOPVCTOBYETbLCS Mif Yac BUPOOHMLTBA Aito4oi
peyoBuHU. BBegeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns
3aTBepKEHHST; 3MiHu | Tuny - 3miHM 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. MpoekTHWIA NpocTip Ta
nicnsapeecTpauiiHuin NPOTOKON ynpasBniHHA 3MiHaMW.
BunyuyeHHs 3aTBEpaKEHOro NPOTOKOMY YNPaBniHHS
3MiHaMmn Ans rotToBOro Mikapcbkoro 3acoby - BunyyeHHs
3aTBEPKEHOr0 NPOTOKOMY YNpaBniHHA 3MiHaMU Ans
roTOBOro NiKapCbKoro 3acoby (Lo nonsrae y BuAaneHHi
3aTBEPAKEHOrO NaHy ynpaBniHHA XXUTTEBUM LIMKIIOM
nicnsa 3aTBepaxeHHsi (PALM post approval life cycle
management), BKIMOYAKO4YN KOHTPOMbHE BUNPOOYBaHHS,
NPU3HAYEHOro AN ONUCY TOrO, IKUM YMHOM 3asiBHUK
Gyae kepyBaTu 3MiHaMu LIiNbOBMX NapameTpiB
BUPOBHMYOro NpoLiecy B Mexax MPOeKTHOro NpocTopy,
NOB'A3aHOro 3 BUPOOHMYMM NPOLLECOM FOTOBOIO
nikapcbkoro 3acoby. BBeaeHHst 3MiH NpoTsirom 6-tu
MiCsILiB Micnsi 3aTBEPAKEHHS

31.

FEKCAKCUM® /
HEXAXIM

BAKLIMHA ansi
NPODIIAKTUK

cycneHsisa ans
iH’ekuin; no 0,5 mn (1
[03a) B nornepeaHso
3aMOBHEHWX LUNpULIAX

CaHodi
Mactep

DdpaHUuis

BMPOGHMLUTBO
roToBOro
Hepo3dacoBaHoro
NPOAyKTY,

PpaHuisi/
YropwuHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minHu |
Tuny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo

3a
peuerimom

UA/13080/01/01




22 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1 OUDTEPII, 3 1-et0 (abo 2-ma) 3arnoBHEHHS, BUKOPUCTOBYETLCS Y npoueci BupobHuutea ADI (iHwwi
NMPABLIA, OKpeMUMM ronkamu, BTOPUHHE 3MiHM Y MeToAax BUNpoOyBaHHS (BKIOYaOUM 3amiHy
KALUJTIOKY no 1 wnpuuy B nakyBaHHs, abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOrO
(ALENIONAPH KapTOHHIl ynakoBLi; KOHTPOSb SIKOCTI, npoaykTy) 3amiHa cepii cTaHgapTHOro 3pasky 3 batch
un no 0,5 mn (1 gosa) B BMNYCK Cepin: RG236150 Ha batch VF298378 ans BU3Ha4eHHs BMICTY
KOMMOHEHT), nonepegHLo CaHodpi Macrep, 3anunLLKOBOro 61Myayoro cMpoBaTKOBOrO anboyMiHy
FENMNATUTY B 3anoBHEHUX LWNpuuax dpaHuis; (BCA) meTogoM iMyHOEPMEHTHOO aHanisy y
PEKOMBIHAHT | 3 1-eto (abo 2-ma) BMPOBOHMLTBO Inactivated Vero Trivalent Poliovaccine Bulk. Tepmin
HA, OKPEMUMMU Frofnikamu, roToBOro BBEeAEHHS 3MiH - moTuin 2023 poky
noniomMienITyY | no 1 wnpuuy B Hepo3adacoBaHOro
IHAKTUBOBAH | craHgapTHo- NpOAYyKTY, BTOPUHHE
ATA EKCMOPTHIN ynakoBsLi, nakyBaHHS
3AXBOPKOBAH | sika micTutbes y (Wnpuum), KOHTPOSb
b, KapTOHHI kopoOLi 3 SIKOCTI, BUMYCK
CNPUYUNHEHU iHCTpyKUieto ans cepin: CaHoi
X MeauyHoro Mactep, PpaHuis;
HAEMOPHILUS | 3actocyBaHHsi; no 0,5 BTOPUHHE
TMNY B mn (1 gosa) B nakyBaHHsi, BUMYCK
KOH''OFOBAH nonepegHLo cepin: CaHodi-
A, 3anoBHEHUX LUMpuuax AgeHrTic NpansiTt Ko.
AOCOPBOBAH | 3 1-et0 (abo 2-ma) Nta., Mnatcdopma
A, PIOKA OKPEMWUMMU FrOfiKamu, TOTiCTUKN Ta
no 10 wnpwuuis B AncTpubyuii y m.
KapTOHHIN ynakosLi; Bypanewr,
no 0,5 mn (1 gosa) B YropwuHa
nonepeaHLo
3aMoBHEHNX LUNpULaX
3 1-et0 (abo 2-ma)
OKPEMMVMMU TronKamu,
no 10 wnpwuuis B
cTaHfgapTHO-
EKCMOPTHIW ynakoBLi,
sKa MiCTUTbCA Y
KapTOHHIN kopobui 3
iHCTpyKLUieto ans
MeAUYHOro
3acTtocyBaHHs; o 0,5
mn (1 go3a) y
cnakoHax, no 10
riakoHiB Y KapTOHHIN
ynakosi; no 0,5 mn (1
[o3a) y onakoHax, no
10 cdnakoHiB B
cTaHaapTHO-
EeKCMOPTHIW ynakoBLi,
siKa MiCTUTbCA Y
KapTOHHI kopobui
32. | TEKCOCENT® cnpen Ans poTosoi AT "Crtoma" Ykpaina AT "Croma" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | bes UA/7900/01/01
NopoxHuHM 0,2 % no TMny - AQMIHICTpaTVBHi 3MiHW. 3MiHa HaNMeHyBaHHS peuenma

25 ry 6anoHi; no 1
GanoHy y nayui 3

Ta/abo agpecu Micua NPOBaMKEHHST OiANbHOCTI
BMPOGHMKa (BKIOYakYM, 3a HeobXigHOCTI, Micue
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk Kpaina

eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapToHY

npoBefeHHs KOHTPOTIo SIKOCTi), abo BnacHuka macTep-
chaiina Ha A®l, abo noctayansHuka API/BrxigHOro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
3aCcTOCOBYOTbCH Y BUpoOHUUTBI AD| (SKLLO 3a3HaYeHo y
[0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHoCT cepTudikaTa
BignoBigHOCTI €Bponeiickki dhapmakonei y
3aTBEPAKEHOMY A0Cbe, abo BUPOGHMKA HOBOI
AOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HaYeHO Y JOCHE)
AOMiHiCTpaTyBHA 3MiHa Ha3BW BUPOOHMKA Aito4yoi
peyoBuHM "'ekceTnamnH. BupobHunya ainbHuua Ta yci
BMPOBHWYI onepaLuii 3anuwalTbcs He3MiHHUMK. [itoya
pepakuisi: «kEUTICALS S.A.S.», ®paHuis. lNMponoHoBaHa
pegakuisi: «Curia France S.A.S.», ®paHuis

33.

FEKCOCENT®

crpen Ans poTosoi
nopoxHuHu 0,2 % in
bulk: no 25 r y 6anoHi;
no 240 6anoHis B
ALLMKY

AT "Ctoma"

Ykpaina

AT "Crtoma" YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minHu |
TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy Micus NpoBamKEHHS AisiNbHOCTI
BMPOGHMKa (BKIKO4alouW, 3a HEOOXiAHOCTI, Micue
NpPOBeAEeHHs1 KOHTPOIIO AKOCTI), abo BNacHMKa macTep-
darina Ha A®I, abo noctavanbHuka APl/BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, O
3acTOCOBYOTbCS Y BUPOOHMUTBI ADI (SIKLLO 3a3Ha4YeHo y
[0CbE Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponencokin dapmakonei y
3aTBEPAKEHOMY J0CbE, ab0 BUPOOHMKa HOBOT
[OOMOMDXHOT PEYOBUHMU (SIKLLO 3a3HAaYeHO Y AOChE)
ApmiHicTpaTuBHa 3MiHa Ha3BM BUPOGHWMKA Aito4oi
peyoBuHM ekceTnanH. BupobHuya ainbHuus Ta yci
BMPOGHMYI onepaLii 3anuwatTbes He3MiHHUMK. [itova
penakuisi: «kEUTICALS S.A.S.», ®paHuis. lNMpornoHoBaHa
pepakuisi: «Curia France S.A.S.», ®paHuis

UA/16486/01/01

34.

FENACNAH 4%

PO3YUH ANS iHDY3iN;
no 500 mny
dnakoHax
nonieTuneHoBmx; No
10 donakoHiB y
KapTOHHI kopobui; no
500 Mn y Miwkax
nnacTtukosux; no 20
MILLKIB Y KapTOHHIW
KopoOGLi

B. BpayH
Menb3yHreH
Al

HimeyuuH
a

B. BpayH Mepukan
CA

LLiBeviLapis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minHu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHoOCTI EBponenchKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaAMNoBIAHOCTIi 200 BUITyYEHHSI
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ona A®l; ona smxigHoro
marepiany/peareHTy/MpOMiIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI EBpONENCHKil
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBepAKeHoro BUpobHuka. MogaHHA OHOBMEHOro
cepTudikaTa BignoBigHoCTi €Bponeiichbkin dapmakonei
Ne R1-CEP 2010-380 - Rev 03 (3atBepmxeHo: R1-CEP
2010-380 - Rev 02) gns A®I kanito xnopuay Bif Bxe
3aTBepakeHoro BupobHuka K+S MINERALS AND
AGRICULTURE GMBH, Hime4yynHa.

3a
peuernmom

UA/13871/01/01

35.

FEMUWUTABIH
AMAKCA

MOPOLLIOK AF1s PO34UHY
ans iHdysiv no 1000
mr, 1 donakoH 3
MOPOLLKOM B

Amakca J1T[]

Benuka
Bputanis

Himeuumnna/
ITania

cepTudikauisa Ta
BUNYCK cepii:
AxBiga 'mbX,
HimeuumnHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - AOMiHICTPaTuUBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHUUi (BKMoYaroum ginbHuui ans A®I, npoMixkHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, AinbHUUi

3a
peuenmom

UA/15059/01/01




24 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopobui BMPOGHMLUTBO in ONsi NpOBeAEeHHS NaKyBaHHS, BUPOOHMKa,
bulk, nepBuHHe BigMNoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
nakyBaHHs, KOHTpOrto cepii) abo noctayanbHMKa BUXIQHOTO
KOHTPOIb cepii: MaTepiany, peareHTy abo JOMOMKHOI PEYOBUHM (SKLLO
AkTagic ITanis 3a3HayeHo y Aocbe) - BuaaneHHs BUpoGHMYOI AinbHuL,
C.n.A., Itanis LLlO BignoBigae 3a BTOpMHHe nakyBaHHsA 13, BeHyc
BTOPUHHE dapma 'M6X, HimeuumHa (Venus Pharma GmbH,
nakyBaHHs: Germany)
AxBiga 'mbX,
HimeyuunHa
36. | FTEMUNTABIH NOPOLLOK AN PO34MHY Amakca J1T[] Benuka cepTudikauia Ta Himeuuunna/ BHECEHHS 3MiH 0O peecTpaLinHnUX maTepianis: 3MiHu | 3a UA/15059/01/02
AMAKCA ans iHdysin no 200 BputaHia BUMYCK Cepil: ITania My - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT peuenmom
mr, 1 donakoH 3 AxBiga 'mbX, OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
NOPOLLKOM B HimevuunHa npoaykTy abo roToBoro nikapcbkoro 3acofy, OinbHUL
KapTOHHiI kopobui BUPOGHMLUTBO in ONst NpPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
bulk, nepsuHHe BiANOBIAANLHOrO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS
nakyBaHHs, KOHTpoOnto cepii) abo noctavanbHuMKa BUXIQHOTO
KOHTPO~b cepil: MaTepiany, peareHTy abo JOMNOMKHOI PEHOBUHM (SIKLLO
AkTagic ITanis 3a3HavYeHo y AOCbE) - BuaaneHHs BUPOOHNYOIT AinbHULI,
C.n.A., Itanis Lo BignoBigae 3a BTOpMHHe nakyBaHHs 13, BeHyc
BTOPUHHE dapma 'M6X, HimeyumHa (Venus Pharma GmbH,
nakyBaHHs: Germany)
AxBiga 'mbX,
HimeyuunHa
37. | rniyepPon cynosuTopii no 686 wmr; €Bpo Benuka INabopaTtopiyc Baci - | MopTyranis BHECEHHS 3MiH 10 peecTpaLiliHiX maTepianis: 3MiHu | 6es UA/12050/01/03
€BPO no 6 cynosutopiis y TNandkep 14 Bputanis IHaycTpia Tuny - AQMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
cTpuni; no 1 abo 2 dapmachktoTika, C.A. Ta/abo agpecu 3asiBHUKA (BnacHWKa peecTpauinHoro
CTPUNKU B KAPTOHHIN nocsigyeHHs1) - 3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
Kopoo6Li NpoTArom 6-Tn MicsLiB nicns 3aTBEpAXKEHHS
38. | reunro rpaHynu ans TOB Ykpaina KYCYM XENTXKEP IHAisa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minHu | bes UA/17055/01/01
XOTMIKC® 0parnbHOro po34yumHy 3i "TMEOPAPM MBT NTA Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
CMaKoOM YOpHOI nTa" dapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTui

cMopoaAuHM Mo Sy
cale, no 5 a6o no 10,
abo no 20 cawe y
KapTOHHIN yrnakoBLii

nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLi
ONst MEAMYHOTO 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/GionogibHMxX nikapcbknx 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUIA
npenapar (3MiHa He NoTpebye HafaHHs! KOQHWUX HOBUX
[0AaTKOBUX AaHMX) 3MiHW BHECEHI 00 iHCTPYKUiT Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTnsocTi",
"MpoTunokasaHHs", "Baaemogisi 3 iHWMMKM NikapCbKUMM
3acobamu Ta iHWi Buam B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "30aTHiCTb BNNMBaTH Ha LUBMAKICT
peakuii Npu kepyBaHHiI aBTOTPaHCNOPTOM abo iHWKMMK
mMexaHiamamu", "Cnocib 3actocyBaHHsA Ta gosu”, "Oitn"
(yTouHeHHs iHdopmalii), "MepenosysaHHs", "TobGiyHi
peakuii” 3rigHo 3 iHbopmaLi€eto LLogO0 MeANYHOTO
3acTocyBaHHS pedepeHTHOro NnikapCcbKoro 3acoby
(Kongpekc XoTpem® JIMMOH, NOPOLIOK AN OpanbHOro
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po34nHy). BBeAEHHSI 3MiHM NpoTSArom 6- Tv MicsuiB nicns
3aTBepAKeHHs. CynyTHs 3MiHa - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs
abo 3miHa(1) Ao 3060B'A3aHb Ta YMOB BUAaui
peecTpauifHOro noceig4YeHHs, Bknovaroum MNnax
ynpaBeriHHA pu3nKamu (3acTocyBaHHS TEKCTY, SKWN
NOrO[PKEHWUI 3 KOMNETEHTHUM OpraHoM) 3asiBHUKOM
HafaHo OHoBMeHWn MNnaH ynpasniHHA pusnkamu Bepcis
2.2. 3MiHN BHeceHo Ao YacTuH: | «3aranbHa
iHdbopmaisi», V «3axogm 3 MiHimizauii pusukisy, VI
«Pestome nnany ynpasniHHa pusukammy, VII «dopgatkuy,
y 3B’A13Ky 3 OHOBJIEHHSIM iHbopMaLii LOoJ0 PYTUHHUX
3axoAiB 3 MiHiMi3aUil pM3uKiB Ha NiacTaBi OHOBIEHHSA
iHdpopmalLii 3 6e3nekn pedepeHTHOro NikapcbKoro
3acoby. BBeaeHHsi 3aMiHV NpoTsarom 6- T MicauiB nicns
3aTBepMAKEeHHs. 3MiHK | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHLWi 3MiHW)
3MiHV BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "lMobivHi
peakuii” Wwoao 3BiTyBaHHSA NPo NobiYHi peakLii.
BBeaeHHs 3MiHM NpoTarom 6- Tn micauis nicns
3aTBEpPOKEHHS

39.

OANALVH L
®OCHAT

PO34MH ANis iH'EKLIN,
150 mr/mn; no 2 mn
abo no 4 mn B amnyni;
no 1 amnyniy
6nicTepi; no 1
GnicTepy B KapTOHHIl
Kopobui; no 2 mn abo
no 4 mn B amnyni B
KapTOHHiI kopobui

Mdpansep IHk.

CLA

Mdpanzep
MeHtodek4ypuHr
Benbrisa HB

Benbris

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu |
TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKITOYaKUM AinbHULI BUNYCKY cepii abo micue
NpOBEeAEHHS KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a AKY
BiANoBiAae BUPOGHWK/iMNopTep, BKIOYaK4y BUMYCK
cepiit) - AgMmiHicTpaTMBHa 3MiHa agpecu 3aTBEPAXKEHOT
BMPOGHUMYOI AinbHuui T3 Mdansep MeHodek4ypuHr
Benbris HB anst npuBeeHHs y BigNOBIAHICTL 40 aapecu
3a3HaveHoi Ha cainTi EudraGMDP. He 6yno xogHux 3miH
y Ha3Bi BUpOBOHMYOT AinbHuLi, hisMuHOMY po3TallyBaHHi
[inbHULi, NpoLeci Ta KOHTPOTi, MOB’A3aHOMY 3
BMPOGHMLTBOM Nikapcbkoro 3acoby. 3MiHM BHECEHO B
IHCTpPYKLUIil0 AN MeANYHOro 3acTOCYBaHHS MikapCbKoro
3acoby y po3gin "Micue3HaxomKeHHs BUpOOHMKa Ta
agpeca Micus NPOBaMKeHHS MOro AisinbHOCTI" 3
BiANOBIgHNMM 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTsirom 6 micsiuis
nicnsi 3aTBepOXKEHHS; 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3MiHW)
- OHOBIEHHS TEKCTY MapKyBaHHS MEPBMHHOI Ta
BTOPUHHOI YNaKOBOK Nikapcbkoro 3acoby, a came: 3MmiHa
OpPMYrOBaHHSA Y N. 4 NEPBUHHOI Ta Y N. 8 BTOPUHHOI
ynakoBku 3 "lNpua. po:" Ha "TepmiH npua.". BBegeHHs
3MiH NpOTSArom 6-TW MicsiLiB Micnsi 3aTBEPAXKEHHS

3a
peuerimom

UA/10372/01/01

40.

DXKAPOIHC®

TabneTku, BKPUTI
NniBKOBOO
060noHkKow, no 10 wmr,

BepiHrep
IHrenbxanm
IHTepHeLHN

HimeuvuuH
a

Bupo6HuuTBO,
naKyBaHHs,
MapKyBaHHS1,

Himeuunna

BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - AOMiHICTPaTuUBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHuUui (BkNoYaoum ginbHuui ans A®I, npomixHoro

3a
peuenmom

UA/14980/01/02
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y m6X KOHTPOSb SIKOCTI, npoaykTy abo roToBoro nikapcbkoro 3acofy, OinbHUL
nepdopoBaHoMy BMNYCK cepii: NS NpoBeAeHHs NakyBaHHS, BUPOOHMKa,
Gnictepi; no 1 abo 3 BepiHrep BiANOBIgaNbHOro 3a BUMNYCK Cepii, MicLie NpoBeaeHHS
Grictepu y KapTOHHIN IHrenbxanm ®apma KOHTpOrto cepii) abo noctavanbHuKa BUXIQHOTO
KopobLi Mv6X i Ko. K, matepiany, peareHTy abo JOMOMiIXKHOT PEYOBUHM (SIKLLO
HimevunHa 3a3HayYeHo y AOCbE) - BunyyeHHsa ABYX anbTepHaTUBHUX
MepBuHHE Ta AiNbHWLE ANA BTOPMHHOrO nakysaHHA ®apmilor ®apma
BTOPUHHE TopxxicTik TM6X, HimeuunHa Ta LteremaHH
nakyBaHHS, JTboHgenpakyHreH yHA JoricTiwep Cepsic e.K.,
MapKyBaHHS: HimevuunHa
PotteHgopd ®apma
'm6X, HimeuunHa
Bupo6bHuLTBO
TabneTok "in-bulk",
KOHTPOMb AKOCTI (3a
BUHATKOM TeCTY
"MikpobionoriyHa
yucroTa"), BUnyck
cepil:
Pottengopd ®apma
'm6X, HimeyynHa
41. | OXAPOIHC® TabneTkn, BKPUTI BepiHrep HimeuumH Bupo6HuLTBO, HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/14980/01/01
NniBKOBOIO IHrenbxanm a nakyBaHHs, Tnny - AQMiHICTPaTUBHI 3MiHW. BunyyeHHs BupobHuyoi peuernmom
o060noHKoto, no 25 wr, IHTEepHeLwHn MapKyBaHHS, OinbHULI (BKNtoYaroum ainbHui anst A®I, npomixxHoro
no 10 Tabnetok y m6X KOHTPOrb SIKOCTI, npoaykTy abo roToBoro nikapcekoro 3acoby, AinbHWLi
nepdopoBaHoMy BUNYCK cepii: ONsi NPOBEeAEHHS NaKyBaHHS, BUPOOHMKa,
6nicTepi; no 1 abo 3 BepiHrep BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeaeHHs!
GnicTepn y KapTOHHil IHrenbxanm ®apma KOHTpOPo cepii) abo nocTayanbHWka BUXigHOTO
Kopoo6ui v6X i Ko. KT, marepiany, peareHTy abo JONOMIKHOT pe4OBUHM (SKLLO
HimeyunHa 3a3HayYeHo y [OCbE) - BunyyeHHsa ABYX anbTepHaTUBHUX
MepBuHHE Ta AinbHUUB N8 BTOPUHHOrO nakyBaHHa ®apmilor dapma
BTOPUHHE TNopxicTik 'M6X, HimeuunHa Ta LUteremanH
nakyBaHHs, JTboHdbenpakyHreH yHa JloricTiwep Cepsic e K.,
MapKyBaHHS: HimeyunHa
PotteHgopd ®apma
'm6X, HimeuunHa
Bupo6HuuTBO
TabneTok "in-bulk",
KOHTPOMb AKOCTI (3a
BUHSATKOM TeCTy
"MikpobionoriyHa
yuctoTa"), BUMYCK
cepii:
PotteHgopd ®apma
'M6X, HimeydyunHa
42. | AUKNO®EHAK- | renb 2 %; no 30 r abo TOB «TeBa YkpaiHa BMPOGHMLUTBO 3a HimeuunHa BHECEHHS 3MiH 4O peecTpauinHux maTtepianis: 3miHn | bes UA/19275/01/01
TEBA ®OPTE 2 | 50, abo 100 rrento y YkpaiHa» MOBHWM LIMKITOM: Tuny - AOMiHICTPaTuUBHI 3MiHW. BunyyeHHs BupobHuyoi peuenma

%

Ty6i; no 1 Ty6i B
KapTOHHiI kopobui

Mepkne M'mbX,
HimevuunHa;
BTOPWHHA yNaKkoBKa:
TpaHcdapm JloricTik

OinbHULI (BKNtoYaroum ainbHuLi anst ADI, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, ginbHuLi
[ONs1 NPOBEAEHHS NaKyBaHHS, BUPOOHWMKa,
BignoBiganbHOro 3a BUNycK cepil, Micle NpoBeAeHHs!
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n 3acoby ynakoeka) noceio4yeHHs1

'M6X , HimeuyunHa

KOHTpOnto cepii) abo noctayanbHuKa BUXIQHOTO
marepiany, peareHTy abo JONOMiIKHOT PEYOBUHU (SIKLLO
3a3Ha4yeHo Yy JOCbE) - BUIyYEHHSI BUPOOHWNYMX AiNbHULb,
a came nabopaTtopii Choksi Laboratories Ltd, IHgis,
Bi4NoBiganbHOI 3a aHani3 po3mipy 4acTok, a TakoXx
Sicart, |Hais, BignosiaanbHOT 3a AOCNIMKEHHS
xapaktepucTuk A®I, ockinbku Ui komnaHii 6inblwe He
3arny4yarTbCsi 40 PYTUHHUX BUNPOOYBaHb. PYTUHHI
BUNPOOYyBaHHSA NPOBOAATLCA BUPOGHMKOM Amoli
Organics Private Limited, IHgis, sika € 3apeecTpoBaHM
BMPOGHMKOM A®I; 3miHM | Tuny - 3miHK 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHK B npoueci BUpobHuLTBa AdD|
(He3Ha4Ha 3MiHa y 3aKpuTili YacTuHI MacTep-daiina Ha
ADI) - He3HaYHi 3MiHW Y 3aKpuUTil YacTuHi MacTep-darina
Ha A®l. OHoBneHHs Biabynucs B n.3.2.S.2.3. KoHTponb
matepianie (N-xnopoaueTtun-2,6-gixnopaideHinami
BM3HAYEHO SIK KITKOYOBUI BUXIOHWIA MaTepian ans
OuknodeHaky gieTmnamiHy, OHOBNEHHA cneumdikauin Ta
MeTOAIB aHanidy Ans BUXigHMX maTtepianis) Ta
n.3.2.S.2.4. KOHTPOnb KPUTUYHUX CTafivi Ta MPOMIKHOT
npopykuii (06roBopeHHs1 KPUTUYHNX NapameTpiB, in-
process TeCTyBaHHA Ta iHTepMeaiaTiB Ans AvknodgeHaky
HaTpilo y 3B’s13Ky i3 BNpoBaaXeHHsim CEP; oHOBNEHHsI
crneundikaLin B npoueci BMpobHUUTBa ansi
AvknodeHaky Ta guknodeHaky gietunaminy,
BUNPaBIEHHsI MOMWITKW TPaHCKPUNLIT ANA AUKNodeHaky
(wet cake); 3amiHm | TMNy - 3miHu 3 sikocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuundikauiv Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX y crneundikauisix Ha AdI,
abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, Wo
BMKOPWCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(oonoBHeHHSA cneumdikaLii HOBUM NOKA3HMKOM SIKOCTi Ta
BiANOBIgHMM MeTo4oM BUNpoOyBaHHS) - 4OAaBaHHS B
crneundikadito A®I uknodeHaky gietunamiHy
BMNpoOyBaHHSA 3a NokasHWKoMm «BTparta B maci npu
BVCYLLYBaHHi». [laHe BUNpobyBaHHs BXe NpoBOAMIOCS
npu BUNpobyBaHHi cepii, ane He Byno BigobpaxeHe B
n.3.2.S.4.1.Cneuudikanis(-i); amitu | Trny - 3miHn 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXIgGHUIA/NPOMIXKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUPOGHMLUTBa AD| (BUNYYEHHSI HE3HAYHOTO NMoKa3HUKa
SIKOCTi (Hanpuknaz, BUIyYeHHs 3acTapirnioro nokasHuka))
- BUITyYEHHsI NoKasHuka «Baxki meTanmy i3 cneundikauii
A®I OuknodeHaky gieTunamiHy, y BignoBigHOCTI 40
BMMOT OHOBIIEHOi MoHorpaddii BP; aminum | Tuny - 3miHun 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BuxigHOro
marepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea API
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(He3HayHi 3MiHW y 3aTBEpKeHUX MeToaax
BUNPODYBaHHS1) - OHOBMNEHHS MeToAy BUNpobyBaHHsA ADI
OuknodeHaky gieTunamiHy 3a NokasHUKOM «3arnuLLKOBi
KiNbKOCTi OpraHivHMX po34MHHKKIBY, LLIO BKItoYae B cebe

3aMiHy po34nMHHUKa, NPOBOoNIAroToBKM CTaHAapTy Ta
BUNPOOOBYBaAHOIO PO34MHIB, HOBI XpoMaTorpadiyHi
YMOBW, Yy BignoBIigHOCTI 40 3BiTYy 3 Banigauii metoay;
3MiHn | Tuny - 3miHn 3 akocTi. A®IL. KoHTponb A®I. 3miHa
y napameTpax cneuudikadin Ta/abo gonycTtuMux Mex,
BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
BUXiAHVN/MPOMDKHUI NpOoAyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea Ad| (iHwwi
3MiHM) - 3MiHa BMMoT cneuundikauii APl 3a nokasHUKOM
«Po3nogin yacTnHok 3a po3mipom».
3aTBepaKeHO: «po3Mip YacTok, 3a sikoro 100% YacTok
npoxXoasaTb Npu NPocitoBaHHi Yepes cnto 40 meLu»
3anponoHoOBaHO: «pO3Mip YaCTOK, 3a AKOro MiHiMym 98%
YacTOK NPOXoAATb Npu NPOCitoBaHHi Yepes cuto 40
MeLL»; 3MiHuM | Tuny - 3miHn 3 skocTi. ADL. (iHWi 3MiHK) -
OHOBREeHHA po3ainy 3.2.S.3.2. Jomilkn, y 38’A3Ky i3
BKMIOYEHHAM iHbopMaLii Woao BiACYTHOCTI PU3NKY
HasIBHOCTi enemMeHTHUX gomiwok B AP, BurotoBneHoro
Brpo6Hmkom Amoli Organics Private Limited; aminum Il
TMny - 3MiHK 3 sikocTi. ADI. (iHLWi 3MiHW) - OHOBNEHHSI
MacTep-canna Ha APl [luknodeHaky gietunamiHy Big
3aTBepmkeHoro BupobHuka Amoli Organics Private
Limited. 3atBepmxero: AOPL-VAP/RDDA/AP-
BP/06/2019-09 3anponoHoBaHo: AOPL-VAP/RDDA/AP-
BP/08/2021-06

43.

AOWMEOPOI-
OAPHUUA

Tabnetku no 50 mr, no
10 TabneTtok y
KOHTYPHili YapyHKOBIN
ynakosui; no 1
KOHTYPHI YapyHKOBIW
ynakoBLi B nayi; no
10 TabneTtok y
KOHTYPHUX
YapyHKOBMX
ynakoBKax

MpAT
"®PapmaLeBTn
YHa dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnYHa
dipma "OapHnuga"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCTi abo BUNYYeHHS
cepTudikaTa BiANOBIAHOCTI €Bponelchbkin hapmakonei:
ona A®l; ona suxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHMLTBI API; AN JONOMiIXKHOI
peyoBUHYM (cepTudikaT BigNoBigHOCTI EBponeichKiii
apmakonei) - Houii ceptudikat Big Bxe
3aTBEpKEHOro BUPOOHUKA - nogaHHs Hoeoro CEP R1-
CEP 2013-285-Rev 00 Ha A®I OudbeHrigpamiHy
rigpoxnopua Bif 3aTBepaxeHoro BupobHuka Wanbury
Limited, India, Ha 3amiHy DMF Version 001: November
2016, sk HacnigoK, BUNYyYeHHs NOKa3HMKa SAKOCTi
«3anuLKoBI KiNbKOCTi opraHiYHUX PO34YMHHUKIB» Ta
oHoBreHo p. 3.2.S.4.1. Cneundikauis, 3.2.5.4.2.
AHaniTuuHi metogukn. 3miHu | Tuny - 3MiHK 3 AKOCTI.
ADI. KoHTponb AdI. 3miHa y MeToax BUNpoOyBaHHS
A®I abo BMxigHOro MaTepiany/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETHLCS Y NPOLIECI

3a
peuerimom

UA/4851/02/03
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BUpobHMUTBa AD| (HE3HAYHI 3MIHWN Y 3aTBEPAKEHNX
mMeToaax BUnNpobysaHHs) CynyTHs 3miHa - 3MiHM 3
skocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
crneungikaii Ta/abo JONyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHNA/NPOMIKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpobHmuTBa ADI (iHwi 3miHM) go p. 3.2.5.4.2.
AHanituuHi metogmukm Ta 3.2.S.4.1.Cneumdikauis Ha
nitoyy pevoBuHy OudpenrigpamiHy rigpoxnopua BHeCEHO
HEe3HayHi 3MiHM Ta peAakuifiHi yTOYHEHHSA 40 po3ainis
"laeHTndikauia B" (BHeceHO nuLue pefakuinHi npaBku)
Ta "CynpoBigHi JoMiLLKM" (METOAMKY Ta HOPMYBaHHS
TecTy "CynpoBigHi 4OMILLKM" NpuBeAeHO Y BiANOBIAHICTb
Ao sumor moHorpadii EP "Diphenhydramine
hydrochloride" Ta matepianis BupobHuka APl
44. | QU®EPENIH® NopoLLOoK no 22,5 mr INMCEH dpaHuis Bupo6HuLTBO, LLseviuapis/ BHECEHHs1 3MiH JO peecTpauiiHux maTtepianis: amiHn | Ba peuenmom UA/9454/01/02
Ta PO3YMHHUK Ans DPAPMA nepBuHHE PpaHuis/ Tuny - 3MiHM 3 aKocTi. [0ToBMI Nikapcbkui 3acib.
CcycneHsii gns iH'ekuin nakyBaHHs, Himeyumna KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
3 MPOSIOHrOBaHNM KOHTPOSb SKOCTi Ta napameTpiB cneundikauii Ta/abo JonycTUMmUX Mex
BVBINIbHEHHAM; 1 BMNpobyBaHHSA Ha roTOBOro MiKapCbKOro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
bnakoH 3 NOPOLLKOM y CTabinbHICTb: bopMyntoBaHHA KPUTEPItO NPUAHATHOCTI 3a MOKa3HUKOM
KOMMNIEKTI 3 NOPOLLIOK: «loeHTndikauis» (metog TLUX) y cneundikauii; amiHu I
PO34YMHHUKOM (BOAA Oebiodhapm Picepy Tmny - 3MiHM 3 siKoCTi. [oTOBUI Nikapcbkmin 3aci6. 3miHn
Ons i 'ekuin) no 2 mn eHg MaHydakuypuHr y BUPOGHMUTBI. 3MiHM y npoLieci BUPOGHMLTBA roTOBOIO
B amnyni Ne 1, 1 C.A,, Weenuapis; nikapcbKoro 3acoby, BKMIOYaUM MPOMIKHWIA NPOAYKT,
Bnicrepom, Lo Bupo6HuLTBO, 1110 3aCTOCOBYETLCS NPV BUPOBHMLTBI rOTOBOrO
MiCTUTb 1 Wnpuy ans nepBUHHE nikapcbkoro 3acoby (cyTTeBa 3MiHa y npoueci
iH'eKUi Ta 2 iH'eKUinHi nakyBaHHs Ta BUPOGHMLTBA, Ska MOXe MaTu iCTOTHUI BNWB Ha SKICTb,
oMKW Y KapTOHHIW KOHTPOIb SKOCTI: 6esneky Ta epeKTUBHICTb NikapCcbkoro 3acoby) - 3miHa y
KopoobLi PO3YUHHUK: npotieci BUpobHMUTBA, a came OnNTuMi3aLis koHdirypauii
CEHEKCI, ®paHuis; BUNPOMIHIOBaHHS LLNSXOM 36iNbLUEHHSI MOTYXHOCTI
3IrorPia XAMEJTbH 6roKy BUMPOMIHIOBAHHS LUNSXOM BMNPOBaAXKEHHSA HOBMX
MM6X, HimeuuunHa; NOTY)XHOCTEN ANS raMmma- Ta PeHTreHiBCbKOro
BTopuHHe BUMNPOMIiHIOBaHHS Ha cTagii PiHilHa ctepunisauia M3
nakyBaHHs Ta
Bunyck cepii: IMCEH
®APMA BIOTEK,
PpaHuis
45. | OIOKOP 160 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/8318/01/01
NNiBKOBOIO YKPAIHA" Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y peuenmom

obornoHkot, no 160
mr/12,5 mr, no 10
Tabnetok B GnicTepi;
no 1, no 3, no 4 abo
no 9 Gnictepis y navui
3 KapTOHY

napameTpax cneundikadi Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneuudikauisix Ha AdI, abo
BUXiAHWA/NPOMiXXHUI NpoayKT/peareHT, Lo
BVIKOPVCTOBYIOTBCSA Y npoveci BupobHuuytea A®I (iHwwi
3MiHW) - 3MiHa Yy cneundikauii BxiogHoro koHTpono AdI
BancaptaHy BupobHuuTtBa “Zhejiang Huahai
Pharmaceutical Co., Ltd", Kutan (koHTponb chizuko-
XiMiYHMX NoKa3HUkiB sikocTi «CynbgaTHa 3onay,
«3anuLUKoBI KiNbKOCTi OpraHiYHUX PO34MHHUKIBY,
NPOBOAMTLCH B PEXUMI MOHITOPUHTY, ane He piawe 1
pasy Ha pik. B iHWNX BUnagkax pe3ynbTaTvi KOHTPOIO
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nepeHocsTbeA i3 cepTudikaty SkocTi BUpobHuka AdI B
AnanitnyHmn 38iT TOB «®apma Ctapt»). 3minm | Tuny -
3MmiHun 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI EBpONENCHKIN
apmakonei/MoHorpadii. MogaHHs HoBoro abo
OHOBJIEHOro cepTudikarta BiAnoBi4HOCTIi 200 BUyYEHHSs
cepTudikaTta BignoBigHOCTI €Bponenchkin dhapmakonei:
ons A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI EBpPONENChKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHMKa - BBEAEHHSI OHOBIIEHOIO
CEP Ne R1-CEP 2010-072-Rev 02 gns A®| BancaptaH
Bif] BXXe 3aTBepaKeHoro BupobHuka “Zhejiang Huahai
Pharmaceutical Co., Ltd", Kutain. (3atBepmpkeHo: Ne R1-
CEP 2010-072-Rev 01) Y oHoBneHi Bepcii CEP
BigGynucb HacTynHi 3amiHu: 1. P. BUpobHMUTBO KiHLEBWUIA
NpoAayKT: AodaHa Ao4aTKoBa cTafia rpaHynsuii;
BMPOGHWYMIA NpoLieC cTagin CMHTe3y byB ONTMMI3OBaHWN
019 3MEHLLEHHS KiNbKOCTI AesKuX BUXIOHUX MaTepianis,
6e3 3MiHM cTagil CMHTE3y.

2. P. Bupo6HMUTBO NpoMmixkHUiA NpoaykT: 36inbweHo
HOPMyBaHHsI BMIiCTY a3ugy y BUXigHOMY (MPOMiXXHUIA
NpoayKT) BancapTaHi, BiANOBIAHO CkoperoBaHa
KOHLIeHTpaLis BunpobyBaHoro pos4mHy. HopmyBaHHs
Asungy y KiHLEBOMY NpOAYKTi 3anuwaeTbest 6e3 3miH. 3.
P. Cneumdikauis Ta meToan KOHTpOm0: 3MEHLLEHO
HopmyBaHHs Anst gomiwok NDMA ta NDEA fo He
6inbLe 0,03 ppm (6yno NDMA He 6inbe 0,300 ppm Ta
NDEA He 6inbwe 0,082 ppm) BianoBigHO 3MiHEHWIA
MeToa KoHTporto 3 MX-MC Ha M'X-MC/MC. OJoaaHo
KOHTPOMb MyTareHHoi gomiwku 5-(4’-(aangomeTun)-[1,1-
GicbeHin]-2in)-1H-teTpason (AZBT) (CAS 152708-24-2)
metogom PX-MC/MC (He Ginblue 4,7 ppm) BignosigHo
po ICH M7 (meTtogwnka HaBegeHa B CEP). 3minum | Tuny -
3miHu 3 skocTi. APIl. KoHTponb A®l. 3miHa y
napameTpax crneundikadi Ta/abo JonyCTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, Lo
BVIKOPVCTOBYIOTBCSA Y npoLeci BupobHuuytea A®I (iHwwi
3MiHW) - BHECEHHS 3MiH 40 PeEeCTpaLiiH1X MaTepiarnis Ha
nikapcbkuiA 3acib, y 38’A3Ky 3 BBEAEHHAM J04aTKOBOrO
noKa3HuKa KOHTPono «3aranbHa KirnbKiCTb MyTareHHUX
pomiwok» B APl BancaptaH Bupo6Huka « SECOND
PHARMA CO., LTD.», Kutan, a came AONOBHEHHS
BignosigHoi ClNL Ha ADI NpMMITKOIO LWOoA0 AOMILIOK «5»
- Cyma BCiX MOTEHLNHO MyTareHHUX JOMILLIOK,
nepepaxoBaHux y CEP, Bkntovatoumn: Asug, 4-
OpommeTun-2-umaHobideHrin, 4',4’-gpubpommeTnn-2-
umnaHobicpeHin, 5-(4’-(asngomeTun)-[1,1’- BicpeHrin]-2in)-
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1H-teTpason. 3mitm | Tuny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponenckkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignosigHoOCTi abo
BUITyYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnchKin
capmakonei: gna A®l; gnsa BuxigHoro
marepiany/peareHTy/NpOMIXHOIO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponenchbKii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOr0 BUPOOHUKA - nogaHHs oHoBneHoro CEP
Ne R1-CEP 2014-008-Rev 01 anst A®l BancapTtaH Big
BXe 3aTBepmpkeHoro BupobHmnka « SECOND PHARMA
CO., LTD.», Kutan. (3atBepaxeHo: Ne R1-CEP 2014-
008-Rev 00). Y Hosin Bepcii CEP Bigbynucb HacTynHi
3MiHuK: 1. 3MiHEHO HOpMYBaHHS - A5t NOKa3HWKIB HaTpIto
asug, 4-6pommeTun-2-umnaHobideHiny, 4',4'-
anbpommeTun-2-umaHobicheHin 3aMeHLeHo 40 He
GinbLwe 4,6 ppm ans nokasHukie N-HitposognmeTtunamix
(NDMA), N-Hitposoanetunamit (NDEA) go He GinbLue
0,03ppm 2. [logaHo NokasHUKWN KOHTPOSIO AOMILLKKN 5-(4'-
(asngomeTun)-[1,1’- GicdeHin]-2in)-1H- TeTpason (He
GinbLue 4,6 ppm), 3aranbHa KinbKiCTb MyTareHHUX
aomiwok (He Ginbwe 15,625 ppm).
3MiHu | TUny - 3miHu 3 skocTi. APl. KoHTponb A®I. 3miHa
y meTofax BunpobysaHHa A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y npoueci BupobHuutea AP (iHLwi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) APl abo BUXiAHOrO/MPOMiXXHOIO
NpoAyKTY) - BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepiarniB Ha nikapcbkuii 3acib, a came BBe4EHHS
anbTepHaTVBHOI METOAWKM BU3HAYEHHS MOKa3HWKIB
koHTponto A®I BanbcaptaH N-HiTposognmeTunamiH Ta
N-HiTpo3ognetunamin po3pobneroi TOB «Papma
CrapT».

46.

OIOKOP 80

TabneTku, BKpUTI
NniBKOBOKO
o6onoHkoto, no 80
mr/12,5 mr, no 10
TabneTtok B 6nicTepi;
no 1, no 3, no 4 abo
no 9 Gnictepis y navui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLliiHux maTepianis: 3miHu |
Tmny - 3MiHn 3 gkocTi. A®l. KoHtponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMKUX MEX,
BM3HaYeHuX y cneuudikauisix Ha AdI, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoueci BupobHuutea API (iHwwi
3MiHW) - 3MiHa Yy crneuundikaLii BxiaHoro koHTponto AdI
BancaptaHy Bupo6HuuTBa “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutait (koHTponb ¢isuko-
XiMiYHMX Noka3HukiB sikocTi «CynbgaTHa 3onay,
«3anuLUKOBI KiNbKOCTi OpraHiYHUX PO34NHHUKIBY,
NPOBOAMTLCA B PEXMMI MOHITOPUHIY, ane He pigwe 1
pa3sy Ha pik. B iHWKMX BUNagkax pe3ynbTaTi KOHTPOSO
nepeHocATbCS i3 cepTudikaTy SKocTi BUpobHuka AdD| B
AHanitnyHui 38iT TOB «®apma CtapT»). 3miHu | Tvny -

3a
peuenmom

UA/8318/01/02
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3miHun 3 akocTi. CepTudikar BignosigHocTI/lE-
cepTudikat BiANOBIAHOCTI EBpONENCHKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikarta BiaAnoBigHOCTI 200 BUIyYEHHSs!
cepTudpikaTta BignosigHOCTI E€Bponenchbkin hapmakonei:
ans A®l; ansa suxigHoro
marepiany/peareHTy/NpOMiIKHOrO MPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHOT
peyoBuHM (cepTudikat BignoBigHOCTI €Bponenchbkii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA - BBEEHHS] OHOBINIEHOMO
CEP Ne R1-CEP 2010-072-Rev 02 gns A®| BancapTaH
Bif] BXXe 3aTBepaKeHoro BupobHuka “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutan. (3aTtBepmxeHo: Ne R1-
CEP 2010-072-Rev 01) Y oHoeneHii Bepcii CEP
BigGynucb HacTynHi 3amiHu: 1. P. BUpobHMUTBO KiHLEBWUIA
NPOAYKT: A0AAHa [oAaTKOBa CTafis rpaHynsuii;
BUPOBHMYMI NpoLiec cTagit cuHTesy 6yB ONTUMI30BaHWI
015 3MEHLLEHHS KiNbKOCTI AesKuX BUXIOHUX maTepianis,
6e3 3miHn cTagin cuHTesy.

2. P. BUpo6GHULTBO NpoMixHUI npogykT: 36inbLeHo
HOPMYBaHHS1 BMICTY a3uay Y BUXiGHOMY (MPOMiKHMIA
NpoayKT) BancapTaHi, BiANOBIAHO CKOperoBaHa
KOHLIeHTpaList BunpobyBaHoro po34mHy. HopmyBaHHs
A3ungy y KiHLEBOMY NpOAYKTi 3anuwaeTbcs 6e3 3miH. 3.
P. Cneumdikauis Ta MeToan KOHTPOIO: 3MEHLLEHO
HopMyBaHHSA Ans gomiwok NDMA Ta NDEA go He
6inbLwe 0,03 ppm (6yno NDMA He 6inbwe 0,300 ppm Ta
NDEA He 6inbwe 0,082 ppm) BiANOBIAHO 3MiHEHWIA
meTop koHTponto 3 NX-MC Ha M’X-MC/MC. JogaHo
KOHTPOMb MyTareHHoi Aomilku 5-(4’-(aangomeTnn)-[1,1’-
Bicbenin]-2in)-1H-tetpason (AZBT) (CAS 152708-24-2)
meTogom PX-MC/MC (He GinbLue 4,7 ppm) BignosigHo
po ICH M7 (meToavka HaBegeHa B CEP). 3minu | Tuny -
3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneundikadi Ta/abo JonycTUMNX Mex,
BM3Ha4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BVIKOPVCTOBYIOTBCSA Y npoveci BupobHuutea API (iHwi
3MiHW) - BHECEHHSI 3MiH 10 peEeCTpaLiiHuX MaTepianis Ha
nikapcbkuii 3acib, y 3B’A3Ky 3 BBEAEHHSAM A0A4ATKOBOrO
noKa3HuKa KOHTPOnto «3ararnbHa KinbKiCTb MyTareHHUX
pomiwok» B A®| BancaptaH BupobHuka « SECOND
PHARMA CO., LTD.», Kutan, a came JONOBHEHHS
BignosigHoi ClNL Ha A®| NpuMITKOIO LWOoA0 AOMILIOK «5»
- Cyma BCiX NOTEHUIAHO MyTareHHUX JOMILLIOK,
nepepaxoBaHux y CEP, Bkntoyatoumn: Asug, 4-
OpommeTun-2-umaHobideHrin, 4’,4’-gpubpommeTnn-2-
umaHobideHin, 5-(4’-(asangomeTnn)-[1,1’- GicbeHin]-2in)-
1H-teTtpazon. 3miHu | TUNY - 3miHu 3 akocTi. CepTudikar
BignosigHocTi/[E-cepTudikaT BiANoOBIgHOCTI
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€Bponewckki hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BignoBigHoOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: gna A®l; gnsa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBReHun cepTudikaT Bif yxe
3aTBepOKeHoro BUpoGHUWKa - nogaHHs oHoBneHoro CEP
Ne R1-CEP 2014-008-Rev 01 anst A®l BancapTtaH Big
BXe 3aTBepaxeHoro BupobHuka « SECOND PHARMA
CO., LTD.», Kutai. (3aTBepmkeHo: Ne R1-CEP 2014-
008-Rev 00). Y Hosin Bepcii CEP Bigbynucb HacTynHi
3MiHW: 1. 3MiHEHO HOpPMYBAaHHS - A5 MOKA3HWKIB HATPIl0
asug, 4-6pommeTnn-2-umnaHobideHiny, 4°,4'-
anbpommeTun-2-umaHobicheHin aMeHLeHo 40 He
OinbLwe 4,6 ppm ans nokasHukis N-HitposognmeTtunamix
(NDMA), N-Hitpo3oguetunamin (NDEA) oo He 6inblue
0,03ppm 2. [logaHo NokasHUKW KOHTPOSIO AOMILLKKN 5-(4'-
(asnpomeTwnn)-[1,1’- BicpeHin]-2in)-1H- TeTpason (He
GinbLue 4,6 ppm), 3arasnbHa KinbKiCTb MyTareHHUX
OOMILOK (He Binble 15,625 ppm).
3Minn | TUny - 3miHm 3 gkocTi. APl. Kontponb A®I. 3miHa
y MeTofax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHM Yy MeToAax BUNPoOByBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) APl abo BUXiAHOrO/MPOMiXXHOIO
NpoAyKTy) - BHECEHHS 3MiH 4O peecTpaLinHnx
maTepianiB Ha nikapcbkuii 3acib, a came BBeAEHHSI
anbTepHaTVBHOI METOAMKM BU3HAYEHHS NOKa3HMKIB
koHTponto A®| BanbcaptaH N-Hitpo3ogumetunamiy Ta
N-HiTpo3oguetunamiH po3pobneHoi TOB «Papma
CrapT».

47.

LI®OPC 80

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, 5 mr/80
mr, no 10 TabneTok y
6nicTepi; no 1 abo 3
GnicTepu B KapTOHHIN
nayui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3minHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudcpikaT BignoBiaHOCTI EBpONENCHKiIl
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudgikaTa BignosiaHOCTI abo BUMYYEHHS
cepTudcpikaTa BignoBigHOCTi €Bponeiichbkin dhapmakonei:
ans A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHUUTBI ADl; Ans fonoMixXHOI
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBMNeHW cepTudikaT Big yxe
3aTBEpPAKEHOro BUPOOHYKa - BBEAEHHS OHOBIEHOIO
CEP Ne R1-CEP 2010-072-Rev 02 gns A®| BancapTtaH
BiJ BXe 3aTBEpaXeHOro BUpobHWKa “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutan. (3atBepmxeHo: Ne R1-
CEP 2010-072-Rev 01) Y oHoBneHili Bepcii CEP
BiABYNMCh HAcCTyNHi 3MiHW:

3a
peuerimom

UA/12365/01/02
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1. P. Bupo6bHMUTBO KiHLEBWUI NPOAYKT: AoAaHa

JopaTtkoBa cTagis rpaHynsuii; BMpobHuuniA npouec
cTagin cuHTe3y 6yB onTUMI30BaHUIA A11S1 3MEHLUEHHS
KiNbKOCTi AesKMX BUXigHUX maTepianis, 6e3 amiHu cTtagin
CUHTE3Yy.
2. P. BUpoBHULTBO NpOMiXKHUIA NpogyKT: 36inbLieHo
HOPMYBaHHS1 BMICTY a3ugy Y BUXiGHOMY (MPOMiKHWN
NpoayKT) BancapTaHi, BiANOBIAHO CKOperoBaHa
KOHLIeHTpaLis BunpobyBaHoro po34mHy. HopmyBaHHs
A3ungy y KiHLeBOMY NpoayKTi 3anuwaeTbcs 6e3 3MiH.
3. P. Cneundikauis Ta METOAM KOHTPOMIO: 3MEHLLEHO
HopMmyBaHHs Anst gomiwok NDMA ta NDEA o He
Ginbwe 0,03 ppm (6yno NDMA He 6inble 0,300 ppm Ta
NDEA He 6inblie 0,082 ppm) BianoBiaHO 3MiHEHWIA
MeToA kKoHTporto 3 FX-MC Ha M'X-MC/MC. JoaaHo
KOHTPOMb MyTareHHoi gomiwkn 5-(4’-(asngomeTtun)-[1,1’-
Bicbenin]-2in)-1H-tetpason (AZBT) (CAS 152708-24-2)
metogom PX-MC/MC (He GinbLe 4,7 ppm) BignosigHo
no ICH M7 (meTtoguka HaBegeHa B CEP). 3minHum | Tuny -
3miHu 3 akocTi. A®l. KonTponb A®I. 3miHa y
napameTpax crneundikaui Ta/abo JonyCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXiAHMN/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwi
3MiHM) 3MiHa y cneumdikaLii BxigHoro koHTponto AdI
BancapraHy Bupo6HuuTBa “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutait (koHTponb ¢hi3nko-
XiMiYHMX Noka3HukiB sikocTi «CynbgaTHa 3onay,
«3anuLUKOBI KiNbKOCTi OpraHiYHUX PO34YNHHUKIBY,
NPOBOAMTLCA B PEXMMI MOHITOPUHIY, ane He pigwe 1
pasy Ha pik. B iHWKX BUNagkax pesynbTaT KOHTPOMo
nepeHocaTbCS i3 cepTudikaTy SKocTi BUpobHuka AdD| B
AHanituuHun 3BiT TOB «®apma CtapTt») 3miHum | Tuny -
3MiHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI €BpONENCHKin
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignoBiaHOCTI abo BUNYYEHHS
cepTudpikaTa BignoBigHOCTI €Bponeinchkint hapmakonei:
ans A®l; ans BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPWCTOBYIOTBCS Y BUPOOHMUTBI APl; Ansg fonoMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBMeHW cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA - nofaHHs oHoBrneHoro CEP
Ne R1-CEP 2014-008-Rev 01 anst A®I BancapTaH Big
BXe 3aTBepakeHoro BupobHuka « SECOND PHARMA
CO., LTD.», Kutan. (3atBepmkeHo: Ne R1-CEP 2014-
008-Rev 00) Y Hosin Bepcii CEP Bigbynucb HacTynHi
3MiHK: 1. 3MiHEHO HOpPMYBaHHS - Ar1s1 OKA3HWKIB HATpIto
asug; 4-6pommeTnn-2-umnaHobidenin; 4',4’-

anbpommeTun-2-umaHobideHin 3MeHLWEHO A0 He
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OinbLue 4,6 ppm ans nokasHukie N-Hitposo-
anmvetunamii (NDMA), N-HitposoaueTtunamin (NDEA)
0o He 6inbwe 0,03ppm 2. [logaHo NOKa3HMKM KOHTPOSO
nowmiwka 5-(4’-(asugomeTtun)-[1,1’- GicdeHin]-2in)-1H-
TeTpason (He GinbLe 4,6 ppm), 3aranbHa KinbKicTb
MyTareHHMX JOMILLOK (He Ginble 15,625 ppm).
3MmiHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb APL. 3miHa
y napameTpax cneuudgikauii Ta/abo JonycTMMmnx Mex,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
BMKOPVCTOBYIOTbCA Y Npoueci BupobHuuytea A®I (iHwwi
3MiHK)

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis Ha
nikapcbKkui 3acib, y 38’A3Ky 3 BBEAEHHAM J04ATKOBOrO
nokasHuKa KOHTPOIo «3aranbHa KifnbKiCTb MyTareHHUX
powmiwok» B A®| BancapTtaH BupobHuka « SECOND
PHARMA CO., LTD.», Kutan, a came JONOBHEHHS
BignosigHoi ClNL Ha ADI npMMiTKOO LLOA0 AOMILLOK «5»
- Cyma BCiX NOTEHLiNHO MyTareHHUX JOMILLIOK,
nepepaxoBaHux y CEP, Bkntovatoumn: Asug, 4-
GpommeTun-2-umaHobideHrin, 4’,4’-gubpommeTnn-2-
umnaHobideHin, 5-(4’-(asmgomeTun)-[1,1’- GicdbeHin]-2in)-
1H-teTpason. 3miHu | TUNY - 3miHn 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTopax BunpobyBaHHs AdI
abo BuxigHoro matepiany/npoMixHoro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECI
BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkntoyaroum 3amiHy abo gonosHeHHs1) A®I abo
BWXiAHOro/NPOMIDKHOrO MPOAYKTY) BHECEHHS 3MiH 0
peecTpaLiiHx MaTepianiB Ha nikapcbkuii 3acib, a came
BBEAEHHSA anbTepHaTUBHOI METOANKN BU3HAYEHHS
nokasHukis koHTponto A®P| BanbcaptaH N-
HitposogumeTtunamin (NDMA) Ta N-HiTpo3o-gueTtunamin
(NDEA) po3pobneHoi TOB «®apma CtapT» Ha OCHOBI
meTopy, BBefeHoro BupobHukamm Ad| «Zhejiang Huahai
Pharmaceutical Co., Ltd», Kutan Ta «< SECOND
PHARMA CO., LTD.», Kutaii. 3miHu | Tuny - 3miHu 3
skocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiANoBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo OHOBMEHOrO cepTudikaTta
Bi4NOBIigHOCTI abo BUNy4eHHs ceptudikara
BignoBigHOCTI €Bponevickkin hapmakonei: ansa A®l; ans
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; Ans
OOMOMDKHOT peyoBMHM (cepTudikaT BigNoBiAHOCTI
€sponevicbkint hapmakonei) - OHoBMNeHW cepTudikaT
Bifl y>Ke 3aTBepakeHOro BUpobHYKa - BBEAEHHS
oHoBneHoro CEP Ne R1-CEP 2002-072-Rev 09 gnsa A®l
AmnoauniHy GecinaTy Big BXe 3aTBEpOXEHOrO
BUpobHMKa «Glochem Industries Private Limitedy, IHgis.
(3atBepmxkeHo: Ne R1-CEP 2002-072-Rev 08) Y
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oHoBreHin Bepcii CEP Bigbynuce HacTynHi 3miHu, LWo
CTOCYIOTbCSI MPOMiXKHMX NpoaykTiB ADI: 1. 36inbLIeHHst
pO3Mipy cepii NPOMiKHOro NpoAyKTy dhTanimigo
amnoauniHy, BupobHuuTea Lofty Laboratories Ha Il Ta IV
cTapii BupobHuyoro npouecy APl amnoauniny 6ecinary;
2. Po3WmMpeHHs MeX HOpMYBaHHS YUCTOTH,
XropoueTony Ta eTunauerary y cneumdikadii Ha eTun
4- xnopaueroaverTar;

3. BkntoueHHs HopMyBaHHS A1 HEBILOMOT AOMILLKM Npw
RRT 0,79 y npomixHin cneundikavii amnoamniny
becinaty, cragis-IV(B);

4. 3miHa Ha3BM BUPOBOHMKa BMXiQHOrO MaTepiany eTun 4-
xnopaueToaueTaty; 5. BunyyeHHst Deacel Chemical
Industries Ltd, sik BUpoGHWKa BUXigHOro maTepiany Ans
eTun 4- xnopaueTtoaueTart; 6. lNepernsaa KinbkocTi
MOHoeTaHonamiHy 3 0,996 MonsapHOro BiAHOLWEHHS 4O
1,02 MONSpHOro BiAHOLLEHHS Y Mpoueci BUpobHMLTBa
amnogunidy 6ecinaty, ctagis |.

48.

OIPOPC XL

TabneTtkn, BKpUTI
NniBKOBOKO
o6onoHkoto, 10 mr/160
mr, no 10 TabneTok y
6nictepi; no 1 abo 3
GricTepu B KAPTOHHIN
navui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Ctapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BponenchKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOro cepTudikarta BiaAnoBigHOCTIi ab0 BUNyYEHHSs
cepTudikaTta BignoBigHOCTI €Bponencbkin hapmakonei:
aona A®l; ona suxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI APIl; anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEpAKEHOro BUPOOHYKa - BBEAEHHS OHOBMEHOrO
CEP Ne R1-CEP 2010-072-Rev 02 gnst A®| BancapTtaH
Bif BXe 3aTBepaXeHoro BupobHuka “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutan. (3atBepmxeHo: Ne R1-
CEP 2010-072-Rev 01) Y oHoBneHilt Bepcii CEP
BiABYNMCb HacTyMHi 3MiHW:

1. P. BupoGHMLTBO KiHLEBWUIA NPOAYKT: AofaHa
popaTtkoBa cTagis rpaHynsuii; BMpobHuuniA npouec
cTagivi cuHTe3y 6yB ONTUMI3OBaHUIA AM1S 3MEHLLEHHS
KINbKOCTi Alesiknx BUXiAHUX MaTepianis, 6e3 3miHu cTagin
CUHTE3Yy.

2. P. Bupo6HMUTBO NpoMmixkHUIA NpoayKT: 36inbLeHo
HOPMYBaHHsI BMICTY a3ugy y BUXiGHOMY (MPOMiXHUIA
NpoAyKT) BancapTaHi, BiAnNoBiAHO cCkoperoBaHa
KOHLIeHTpaLis BUnpobyBaHoro po3ymHy. HopmyBaHHs
A3unay y KiHLEeBOMY NPOAYKTi 3anvwaeTbcsi 6e3 3MiH.
3. P. Cneundikauis Ta METOAM KOHTPOSH: 3MEHLLEHO
HopmyBaHHs anst gomiwok NDMA ta NDEA fo He
GinbLe 0,03 ppm (6yno NDMA He 6inble 0,300 ppm Ta
NDEA He 6inbwe 0,082 ppm) BianoBigHO 3MiHEHWIA
MeToA KoHTporto 3 MX-MC Ha M'X-MC/MC. JoaaHo
KOHTPOnb MyTareHHoi gomiwkn 5-(4’-(asugomeTtun)-[1,1’-

3a
peuernmom

UA/12365/01/03
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GicbeHin]-2in)-1H-tetpason (AZBT) (CAS 152708-24-2)
meTogom PX-MC/MC (He 6GinbLue 4,7 ppm) BianosigHo
no ICH M7 (meTtoguka HaBegeHa B CEP). 3minum | Tuny -
3MmiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo JonycTUMKUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWMI/MPOMDDKHWUIA NPOOYKT/peareHT, Lo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea A®| (iHwi
3MiHM) 3MiHa y cneundikaLii BXigHoro koHTposnto AdI
BancaptaHy Bupo6HuuTBa “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutan (koHTponb chi3nko-

XiMiYHMX NokasHuKiB sikocTi «CynbdaTHa 3onay,

«3anuLWKoBI KiNbKOCTi OpraHiYHNX PO3YNHHUKIBY,
NPOBOANTLCHA B PEXUMI MOHITOPUHTY, ane He piawe 1
pasy Ha pik. B iHWKX BUNagkax pesynbTaT KOHTPOo
nepeHocsTbeA i3 cepTudikaty skocTi BUpobHuka AdI B

AHnanitnynmn 3BiT TOB «®apma CrapTt») 3miHu | Tuny -
3MiHun 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI €BpONENChbKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 200 BUNYyYEHHSs
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei:
ans A®l; ans BuxigHoro
maTepiany/peareHTy/NpOMiXXHOIo NPOAYKTY, L0
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; aonst fonoMixxHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI €BPONENChKil
dapmakonei) - OHoBNeHu cepTudikaT Bif yxe
3aTBepOKeHOro BUpoGHUWKa - noaaHHs oHoBneHoro CEP
Ne R1-CEP 2014-008-Rev 01 anst A®I BancapTtaH Big,
BXe 3aTBepakeHoro BupobHuka « SECOND PHARMA
CO., LTD.», Kutan. (3atBepmkeHo: Ne R1-CEP 2014-
008-Rev 00) ¥ Hosin Bepcii CEP Bigbynucb HacTynHi
3MiHK: 1. 3MiHEHO HOpPMYBaHHS - A11s1 MOKA3HWKIB HATpIlo
asug; 4-6pommeTun-2-unaHobidpeHin; 4°,4’-

AnbpommeTUn-2-4maHobiceHin 3MeHLLIEHO A0 He

GinbLe 4,6 ppm ans nokasHukis N-HiTposo-
anmetunamid (NDMA), N-HitposoaueTtunamiH (NDEA)
Ao He 6inbwe 0,03ppm 2. [lonaHo NOKa3HWKM KOHTPOITHO
nowmiwka 5-(4’-(asugomeTtun)-[1,1’- 6ideHin]-2in)-1H-
TeTpason (He binbLwe 4,6 ppm), 3aranbHa KinbKicTb
MyTareHHUX JOMILLOK (He Ginblue 15,625 ppm).
3MiHn | TUny - 3miHm 3 akocTi. APl. KoHTpone A®I. 3miHa
y napameTpax cneuudikalii Ta/abo AonycTUMmUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoleci BUpobHuuTea API (iHLi
3MiHN)

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis Ha
nikapcbkuiA 3acib, y 38’A3Ky 3 BBEAEHHSIM 404ATKOBOrO
noKa3HuKa KOHTPOSo «3aranbHa KirnbKiCTb MyTareHHUX

aomiwok» B APl BancaptaH BupobHmka «SECOND
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PHARMA CO., LTD.», Kutan, a came g0ONoBHEHHS
BignosigHoi ClL Ha A®I NpuMITKOIO WOoA0 AOMILIOK «5»
- Cyma BCiX MOTEHLNHO MyTareHHUX JOMILLIOK,
nepepaxoBaHux y CEP, Bkntoyatoumn: Asug, 4-
6pommeTun-2-umaHobideHrin, 4’,4’-gubpommeTmn-2-
umnaHobicpeHin, 5-(4’-(asmgomeTun)-[1,1’- BicbeHin]-2in)-
1H-teTpason. 3miHu | TunNy - 3miHn 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y MmeTogax BunpobyBaHHs AdI
abo BMXigHOro matepiany/npomixxHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMUTBa A®I (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(BKntovaoum 3amiHy abo gonoBHeHHs1) APl abo
BWXiAHOro/NPOMiXKHOrO NMPOAYKTY) BHECEHHS 3MiH O
peecTpauinHMX MaTepianis Ha nikapcbkui 3acid, a came
BBEJEHHS anbTepHaTMBHOT METOAUKN BU3HAYEHHS
nokasHukiB koHTponto A®| BanbcaptaH N-
HitposognmeTtnnamin (NDMA) Ta N-HiTpo3o-gueTtunamin
(NDEA) po3po6neHoi TOB «®apma CtapT» Ha OCHOBI
mMeToay, BBeaeHoro BupobHukamm AdI «Zhejiang Huahai
Pharmaceutical Co., Ltd», Kutan ta « SECOND
PHARMA CO., LTD.», Kutair. 3minu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BigMNoBigHOCTI abo BUny4eHHs cepTudikata
BignoBigHOCTI €Bponewickbkin dapmakonei: ana A®l; ans
BMXiQHOro matepiany/peareHTy/NpoOMiXXHOTO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUpoBOHMLTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkinn apmakonei) - OHoBMNeHW cepTudikaT
BiJ ke 3aTBEPAXXEHOro BUpOBOHUKa - BBEAEHHS
oHoBneHoro CEP Ne R1-CEP 2002-072-Rev 09 ansa A®l
AmnoguniHy 6ecinaTy Big BXe 3aTBEpOXEHOrO
BUpoGHMKa «Glochem Industries Private Limited», IHgjs.
(3aTtBeppxeHo: Ne R1-CEP 2002-072-Rev 08) Y
oHoBreHin Bepcii CEP Biobynunce HacTynHi 3miHu, LWo
cTocyTbCs NpoMidkHUX NpoaykTiB ADI: 1. 36inbLIeHHs
pO3Mmipy cepii NPOMIKHOrO NPOAYKTY bTaniMigo
amnoguniHy, BupobHuuTea Lofty Laboratories Ha lll Ta IV
cTagii BupobHuyoro npouecy A®l amnoguniny 6ecinary;
2. Po3WwmMpeHHst MeX HOpMYBaHHS YUCTOTH,
XriopoueTony Ta eTunaueTtaTy y cneundikadii Ha eTun
4- xnopaveToauerTar;

3. BkrnoyeHHst HOpMyBaHHS Ans HEBIAOMOT AOMILLKU Npur
RRT 0,79 y npomixHii cneumdikauii amnoamniHy
6ecinarty, cragis-1V(B);

4. 3miHa Ha3BW BUpOBOHMKa BMXiQHOrO MaTepiany eTun 4-
xnopaueToauetarty; 5. BunyueHnHs Deacel Chemical
Industries Ltd, sik BUpoGHMKa BUXigHOro MaTepiany Ans
eTun 4- xnopadeToauetart; 6. [Nepernag KinbkocTi
MoHoeTaHonamiHy 3 0,996 MonspHOro BiAHOLWEHHS A0
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1,02 MONsIPHOro BiAHOLLEHHS Y NpoLecCi BUpOoOHULTBA
amnoaunivy 6ecinaty, ctagis |.
49. | OOPAMIUUH TabneTtkn, BKpUTI TOB "YOPN[ YkpaiHa yorPng MEQUUMH TypeuuunHa BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3miHu | 3a UA/14899/01/01
NNiBKOBOIO MEONUNH" IJIAY CAH. BE Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, no 3 000 TIDK. A.LL. dapmakoHarnsagy. 3MiHW y KOpPOTKil XapakTepucTuui
000 MO no 10 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
TabneTok y bnictepi; 1 ANst MEAMYHOrO 3aCTOCYBaHHS
6nictep B kapTOHHIN reHepuyHUX/ribpuaHNx/6ionoaibHMX nikapcbkux 3acobis
KopobLi nicns BHECEHHS TiEl camoi 3MiHN Ha pechepeHTHUI
npenapar (3MiHa He NoTpebye HafaHHS XXOAHWX HOBUX
[0AaTKOBUX AaHMX) 3MiHW BHECEHI 00 iHCTPYKUii Anst
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ainu
"B3aemogisi 3 iHW1MK nikapcbkuMm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmeocTi 3acTocyBaHHs",
"Mo6ivHi peakuii" 3rigHo 3 iHpopmaLieto Wwoao
ME[MNYHOro 3acToCyBaHHs pechepeHTHOro NikapCcbKoro
3acoby (PoBamiuuH®, TabneTtku, BKpUTi 060NOHKOI0, N0
3 000 000 MO). BBeaeHHs 3amiH npoTsArom 6-Tn MicsiLiB
nicnsi 3aTBepaXKEHHS
50. | AYCTAPIH® Kancynu m'ski no 0,5 AT Ykpaina AN CA peuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | - UA/18477/01/01
mr; in bulk: no 10 "KNIBCbKNA TMny - 3MiHKM 3 AKkocTi. FoToBMIA NikapcbkMin 3aci6.
Kancyn y énicrepi, no BITAMIHHW KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
320 abo no 1040, abo 3ABOO" napameTpiB cneuudikauin Ta/abo AoNycCTUMNX MeX

no 1120 GnictepiB y
KopobLi

roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHK) - BUNYYEHHS
nokasHukiB skocTi "CepeaHsa TeopeTuyHa Maca BMICTy
kancynu" 3i cneundikauii J13; 3minn | Tny - 3miHn 3
sikocTi. [oTOBWIN Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIHO SIKOCTi TOTOBOrO MikapCbKoro 3acoby
(3amiHa abo gogaBaHHA AiNbHULI, Ha K 30iINCHI0ETLCS
KOHTpOnb/BUNPoOyBaHHSA cepii) - AoAaBaHHS
anbTepHaTUBHOI TabopaTopii AN KOHTPOo cepii 3a
nokasHUKoM MikpobionoriyHa uuctota ansa N3
OYCTAPIH®, kancynu m'aki no 0,5 mr in bulk: QACS Ltd
Antigonis 1, 144 51, Metamorfosi Greece; 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuiA 3aci6 (iHLWi 3MiHK) -
[o[aTkoBe nakyBaHHs npoAdykTy in bulk Big BupobHuka
FAMN CA, Mpeuis; 3miHu | Tuny - 3miHn 3 sikocTi. [oTOBUMI
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y MeToax BMNpobyBaHHsI rOTOBOIO
nikapcbkoro 3acoby (iHWi 3MiHM y MeTodax BUNpobyBaHb
(Bkntovaoumn 3amiHy abo AOMOBHEHHS)) - HE3HAYHI 3MiHK
y meToaax BunpobysaHHs Ha J13 IYCTAPIH®, kancynu
M'ski no 0,5 mr in bulk, Wwo ctocyeTbes: - 3amiHN
ayTtactepuay poboyoro ctaHgapTy Ha aytactepuay C3;
- YTOYHEHHS BUKNageHHs p. laeHTudikadis (aogaHo
cnekTpanbHuii gianasoH 190-350 HM); KOHKpeTM3aLis y
po3gini Po3unHeHHs (gopaHo Tabnuuto 3 kputepisimu
OUiHKM BUNpobyBaHb Yy BiANoBiaHOCTI 3 BUMoramu EP,
YTOYHEHO MPUroTYBaHHS cepeoBULLA PO3YMHEHHS); -
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

PO3LIMPEHHS Aiana3oHy pO3YMHIB NOPIBHAHHA ANS
kanibpysaHHs y po3gini CynposigHi gomiwku(metoq 1):
[o4aHo po3ynH, wo eignosigae 0,1 % poboyoi
KOHLeHTpauil gomiwkun A); - y po3aini CynposigHi
Oomiwwku (Metog 2) 4oAaHo po3yunH nnauebo; -
KOPEKTYBaHHS y BUKIaAeHHi hopMynm obpaxyHKy y
po3ainax KinbkicHe BU3Ha4YeHHs (ayTactepug 1a
6yTunrigpokcuTonyon); 3MiHu | Tuny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpoBHMYOT AinbHULI (BKNHOYaoum
OinbHuui gans A®I, npomipkHOro npogykTy abo roToBoro
nikapcbkoro 3acoby, AinbHULi AN NPoBeAEHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBigansHoro 3a BUMycK
cepin, mMicLe NpoBedeHHs1 KOHTPOro cepii) abo
noctavanbHuKa BMXiQHOTO maTtepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SIKLLO 3a3Ha4Y€eHO Y [OChE) -
BUNYYEHHS anbTepHaTMBHOI AiNbHULI ANS BUNYCKY cepil
Ta BTOpyHHOro nakysaHHA: RAFARM HELLAS SA Thesi
Poussi Hantzi 19002, Paiania, Athens Greece i3
MaTepianis peecTpauiiHoro gocke BUpobHuka J13

51.

OYCTAPIH®

kancynu m'aki no 0,5
mr; no 10 kancyn y
Gnictepi; no 3
Gnictepn y navui

AT

"KUIBCHKMN

BITAMIHHAM
3ABOL"

Ykpaina

AT "KUIBCbKUN
BITAMIHHUN
3ABO[", YkpaiHa
(BMpOBHMLTBO 3
npoaykuii in bulk
"I'AlN CA", peuis)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minHu |
Tmny - 3MiHM 3 siKocTi. FoToBUI Nikapcbknit 3aci6. 3miHn
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHn, Lo CTOCYHTbCS
BUMYCKY Cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKOro

3acoby (3amiHa abo gofaBaHHs AOinbHUL, Ha KA
3[iNCHIOETLCSI KOHTPONb/BUNPOGYBaHHS cepii)
[0[aBaHHS anbTepHaTMBHOI NabopaTopii Ans KOHTPOMo
cepii 3a noka3HMKoM MikpobionoriyHa unctota - QACS
Ltd Antigonis 1, 144 51, Metamorfosi Greece no
MaTepianis peecTpauiiHoro goceke. 3MiHu | Tuny - 3MiHn
3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikadlin

Ta/abo [onyCTMMMX MEX roTOBOro NikapCbKoro 3acoby

(iHWi 3MiHW) BUNYy4eHHs Noka3HukiB sikocTi "CepeaHs
TeopeTuyHa maca BMICTy kancynu" 3i cneuudikadii 113.
3MiHn | TUny - 3miHK 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.

KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSA rOTOBOrO MikapCbKoro 3acoby

(iHwWi 3mMiHM y MeTopax BuNpobyBaHb (BKITHOYa4M 3amiHy
abo [OMOBHEHHS)) HE3HAYHI 3MiHM Y MeTofax
BunpobysaHHs Ha J13 OYCTAPIH®, kancynu m'siki no 0,5

MT, L0 CTOCYETbLCS: - 3aMiHW AyTactepugy poboyoro

cTaHgapTy Ha aytactepugy C3; - yTOUHeHHs

BMKNaAeHHs p. |aeHTUdikauis (LogaHo cnekTpanbHui

nianasoH 190-350 HM); kOHKpeTU3auisa y po3gini

Po3unHeHHs (qoaaHo Tabnuuto 3 KpUTEPISMU OLIHKK
BunpobyBaHb Yy BignosiaHocTi 3 BuMoramu EP, yTouHeHo
NMpUroTyBaHHS CEPEAOBMILLA PO3YUHEHHS); - PO3LUMPEHHS

JianasoHy po34MHiB NOPIBHSAHHSA ANs KanibpyBaHHs y
po3gini CynposiaHi Aomiwku(meTog 1): 4oAaHO PO3UMH,
wo signoeigae 0,1 % pobo4oi koHLEeHTpaLUil AoMiwku A);

- y po3gini CynpoBigHi gomiwku (MeToA 2) gogaHo

3a
peuerimom

UA/18478/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO34MH Nnauebo; - KOPEKTYBaHHS y BUKMNAOEHHI
opmynun obpaxyHky y po3ainax KinbkicHe BU3Ha4YeHHs!
(myTacTtepvpg Ta 6yTunrigpokcutonyon). 3minm | Tuny -
AZMiHIiCTpaTuBHI 3MiHW. BunyyeHHs BUpOGHMYOT
OinbHUUi (BkMovaroum ginbHuui ans A®l, npomMixkHoro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, ginbHuLi
ONsi NpOBeAEeHHS NaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs!
KOHTpOrto cepii) abo noctayanbHuKa BUXIQHOTO
MaTepiany, peareHTy abo JOMNOMKHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y JOCbE) BUNYYEHHS anbTepHaTUBHOI
OiNbHULI 4Ns BUNYCKY cepii Ta BTOPUHHOIO NaKyBaHHS:
RAFARM HELLAS SA Thesi Poussi Hantzi 19002,
Paiania, Athens Greece i3 MmaTepianis peectpauiiHoro
nocbke BupobHuka J13
52. | EBPAHTUN Kancynm AciHo ®apma Leenuapi | Takega 'MG6X, micue HimeuyunHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu | 3a UA/9943/01/01
NPOJIOHrOBaHOI Aji Al A BMPOGHMLUTBA Tmny - 3MiHK 3 SKocTi. [oTOBMIA NiKapCbkuiA 3aci6. 3MiHK peuernmom
TBepai no 30 mr; no 50 OpaHieHbypr y BUpOBHMLTBI. 3MiHM ¥ Npoueci BUpOOHULITBA rOTOBOIrO
abo no 100 kancyn y nikapcbKkoro 3acoby, BKtoYaoyy NPOMIKHUIA NPOAYKT,
cdnakoHi; no 1 LLIO 3aCTOCOBYETLCS NPV BUPOOHULTBI TOTOBOrO
(bnakoHy B KApPTOHHIN nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoueci
Kopobui BMPOGHMLUTBA) BnpoBamxeHHst 4o4aTKOBOro Ta
eKBiBaneHTHOro TexHornoriyHoro obnagHaHHs (Precision
coater) Ans nepLioro etany NoKpUTTS rpaHyn ans
BMpo6HuuTBa 13 E6paHTnn, kancynu
53. | EBPAHTUN Kancynm AciHo ®apma Lsenuapi | Takepa M'MG6X, micue HimeyumHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu | 3a UA/9943/01/02
NPOnOHroBaHoi Aii Al A BMPOGHMUTBA TMny - 3MiHK 3 siKoCTi. FoTOBMIA NiKapCbkui 3aci6. 3MiHK peuenmom
TBepai no 60 mr; no 50 OpaHieHbypr y BUPOGHMUTBI. 3MiHM y npoLieci BUpOOHULITBa FOTOBOrO
abo no 100 kancyn y nikapcbKoro 3acoby, BKIOYaUM NPOMIKHUIA NPOAYKT,
cnakoHi; no 1 LLIO 3aCTOCOBYETLCS NPU BUPOBHULTBI FOTOBOrO
riakoHy B KapTOHHil nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
KopobLi BUpPOOHMLTBA) BnpoBamkeHHs 4o0aTKOBOro Ta
€eKBiBaneHTHOro TexHornoriyHoro obnagHaHHs (Precision
coater) Ans nepLioro etany NOKpUTTS rpaHyn ans
Bupo6HuuTBa 13 E6paHTun, kancynu
54. | EH3UCTAN N TabneTkn, BKpUTI ToppeHT IHAgis ToppeHT IHAis BHECEHHS 3MiH 10 peecTpaLliiHux maTepianis: 3miHu | 3a UA/13355/01/01
060onoHKot, dapmacbioTika dapmachbtoTikanc Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
KULLKOBOPO34MHHi, MO nc Nt Ntp cbapmakoHarnsigy. BeegeHHs abo 3miHv oo

10 TabneTtok y
Gnictepi, no 2
GnicTepn B KapTOHHIN
ynakoBLi

y3ararnbHeHVX AaHnX Npo cuctemMy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHWUX AaHMX NPO cucTeMy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganeHoI 3a 34icCHeHHs dhapMakoHarnaay;
KOHTAKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
3[iNCHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHA hapMakoHarnsgy (BKYakym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cucTeMu cpapmakoHarnsgy) 3MiHa KOHTaKTHOT 0cobu

3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.

[itoua pegakuisi: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pegakuisi: Onyshchuk Liudmyla




42

[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0coOu
3asBHUKA, BiANOBIAanbHOI 3a hapmakoHarnsg B YKpaiHi
55. | EHTEPOXEPMI | cycneHsis opancHa Ne | TOB "Onenna YkpaiHa CaHodpi C.p.n. ITanis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | bes UA/15608/01/01
HA® ®OPTE 5: no 5 mn y chnakoi; Xenckea TUny - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3acib. peuenma
no 5 cnakoHis, Ykpaina" Cuctema koHTelHep/3akynoptoBanbHuii 3acib. 3miHa
3'eAHaHNX Mixk coboto PO3Mipy YyNakoBKWM FOTOBOIO Nikapcbkoro 3acoby (3miHa
nonieTMneHoBow KiNbKOCTi 0AVMHMUb (Hanpuknag TabneTok, amnyn ToLo)
nepemMmnyKoto, y KaceTi B ynakosLi:) - 3MiHa nosa Adiana3oHoM 3aTBepaKeHnX
B KAPTOHHI KopobLi; po3MipiB ynakoBku - [logaBaHHA AOAATKOBOIO BUAY
Ne 10; Ne 20 (10x2): nakyBaHHsi Ne5: no 5 mn y conakoHi; no 5 conakoHis,
no 5 mn y donakoHi; no 3’€AHaHNX MiX COBOI0 NMONIETUNIEHOBOIO NEPEMMUYKOI, Y
10 donakoHis, KaceTi B KApTOHHI kopobui, 3 BianoBigHMMM 3MiHaMK o
3'eAHaHNX Mixk coboto po3giny “Ynakoska” MKA J13, 6e3 3MiHM NepBUHHOIO
nonieTuneHoBo nakyBanbHOro matepiany. 3MiHM BHECEHO B iHCTPYKLIitO
nepeMmnYKolo, y KaceTi; ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby y
no 1 abo 2 kacetn B po3ain «Ynakoskay» 3 BiANOBIAHMMMW 3MiHAMW Y TEKCTi
KapTOHHIN kopobui MapKyBaHHS! yMakoBKM Mikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-T MicsLiB NiCNs 3aTBEPIKEHHS
56. | EPNIOTUHIB TabneTkn, BKpUTI KPKA, o.4., CnoseHis KOHTpOb cepii Ta CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | 3a UA/18714/01/01
KPKA NniBKOBOI 0BONOHKOO HoBo mecTo, BMNYCK cepii: XopsarTis Tuny - 3MiHK 3 aKkocTi. [0ToBMI Nikapcbkun 3acib. peuernmom
no 25 wmr; no 10 KPKA, a.a., Hoso CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
Tabnetok y 6nictepi, mecTo, CrnoBeHis ymoBax 306epiraHHsi roTOBOro nikapcbKoro 3acoby
no 3 6nictepn y BMPOGHMLTBO «in (36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOIO MiKAPCLKOro
KopoobLi bulk», nepsuHHe Ta 3acoby) - [ins ToproBoi ynakoBku (MiATBEPKYETbCS
BTOPUHHE AaHNMKN pearbHOro Yacy) - 36inbLUEHHS TEPMiHY
nakyBaHHs, npuaaTHOCTI FOTOBOrO NiKapCbKoro 3acoby.
KOHTPOrb cepii Ta 3aTBepaXeHo: 2 poku. 3anponoHoBaHO: 3 poku. 3MiHK
BUNYCK cepii: BHECEHO B IHCTPYKLUi0 ANt MEAUYHOTO 3aCTOCYBaHHSA
KPKA-GAPMA nikapcbkoro 3acoby Ao po3ainy « TepmiH npuaaTHOCTI».
0.0.0., XopBarTis BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
BTOPUHHE 3aTBEPKEHHS; 3MiHN | TUNY - AGMIHICTPaTUBHI 3MiHW.
nakyBaHHs: 3miHa kogy ATX - 3MiHK BHECEHO B iHCTPYKLIiO ANs
KPKA, a.4a., Hoeso MeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby Ao
mecTto, CrnoBeHis po3ainy «®apmakotepaneBTuyHa rpyna. Kog ATX»
BiZNOBIOHO 0 MibXHapoaHoro knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). BeegeHHsi 3amiH
nNpoTArom 6-T1 MicsAUIB NicNs 3aTBepAXKEHHS
57. | EPNIOTUHIB TabneTtkn, BKpUTI KPKA, a.4., CnoBeHis KOHTPOrb cepii Ta CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/18714/01/02
KPKA NniBKOBOK 0BONOHKOH HoBo mecTO BUMYCK cepii: XopsarTis Tuny - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkuii 3acib. peuenmom

no 100 mr; no 10
Tabnetok y 6nictepi,
no 3 Gnictepu y
KopobLi

KPKA, a.a., Hoso

MecTo, CrnoBeHis

BMPOGHMLTBO «in
bulk», nepBuHHe Ta

CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi roTOBOro NikapCbKoro 3acoby
(36inbLUeHHs TEpMiHY NPUAATHOCTI FOTOBOIO MiKapCbKOro
3acoby) - [Inst TOproeoi ynakoBku (MiATBEPKYETLCS

BTOPUHHE OaHNMKN pearbHOro 4acy) - 36inbLUEeHHS TEPMiHY
nakyBaHHs1, NpUAATHOCTI FOTOBOrO NikapcbKoro 3acoby.
KOHTpOnb cepii Ta 3aTBepaXeHo: 2 poku. 3anpornoHoBaHo: 3 poku. 3MiHK
BUNYCK cepii: BHECEHO B iHCTPYKLUIi0 ANt MEAUYHOTO 3aCTOCYBaHHS
KPKA-®APMA nikapcbkoro 3acoby Ao po3ainy « TepMiH npuaaTHOCTI».
[0.0.0., XopBaris BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
BTOPUHHE 3aTBEPKEHHS; 3MiHN | TUNY - AQMIHICTPaTUBHI 3MiHW.
nakyBaHHs: 3miHa kogy ATX - 3MiHM BHECEHO B IHCTPYKLUIilO Ans
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KPKA, a.4a., Hoso MeONYHOro 3acTocyBaHHS NikapcbKkoro 3acoby oo
mecTto, CrnoBeHis po3giny «®apmakotepanesTuyHa rpyna. Kog ATX»
BiNOBIgHO 40 MixxHapogHoro knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). BeeaeHHs 3miH
nNpoTsArom 6-T1 MicsAUIB NicNsA 3aTBEpPAXKEHHS
58. | EPNNIOTUHIB TabneTtkn, BKPUTI KPKA, o.4., CnogBeHisi KOHTPOrb cepii Ta CnogeHisi/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | 3a UA/18714/01/03
KPKA NniBKOBOI 0BOMNOHKOK Hoso mecTo BMNYCK cepii: XopsarTis TNy - 3MiHK 3 SKOCTi. FOTOBMIA nikapcbkuii 3acio. peuernmom
no 150 mr; no 10 KPKA, a.a., Hoso CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
Tabnetok y 6nictepi, mMecTo, CrnoBeHis ymoBax 36epiraHHsi roTOBOrO fikapCbKoro 3acoby
no 3 Gnictepn y BUPOBHMUTBO «in (36inbLUEHHA TepMiHY NPUAATHOCTI TOTOBOIO JlikapCbKoro
Kopoo6ui bulk», nepeuHHe Ta 3aco0y) - [inA ToproBoi ynakoBku (MiATBEPMAKYETbCS
BTOPUHHE OaH1MU pearnbHOro Yacy) - 36inblUEHHsSI TEPMiHY
nakyBaHHs, npuaaTHOCTI FOTOBOrO NikapCbKoro 3acoby.
KOHTpOb cepii Ta 3aTBepaXeHo: 2 poku. 3anponoHOBaHO: 3 POKN. 3MiHU
BUMYCK Cepil: BHECEHO B iHCTPYKLiO 4Nst ME4MYHOro 3aCTOCYBaHHS
KPKA-®APMA nikapcbKkoro 3acoby o posginy «TepMiH npuaaTHOCTI».
[0.0.0., XopBaris BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
BTOPUHHE 3aTBEPAKEHHS; 3MiHN | TUNY - AOMIHICTpaTUBHI 3MiHW.
nakyBaHHS: 3miHa kogy ATX - 3MiHM BHeCeHO B iHCTPYKLUilo 4ns
KPKA, o.4., HoBo MEeOUYHOro 3aCTOCYyBaHHsI Nikapcbkoro 3acoby oo
mecTo, CrioBeHis po3giny «®apmakotepaneBTuyHa rpyna. Kog ATX»
BiNOBIgHO 40 MixXHapodHoro knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). BeegeHHs 3miH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
59. | EPOTOH® Tabnetku no 50 wmr; no MPAT YkpaiHa BignoBiganbHWIM 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/4652/01/01
1 abo no 2, abo no 4 "OITOPAPM" BMPOBHMLTBO, Tuny - AQMiHiICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
Tabnetku y 6nictepi; nepBUHHE, BTOPUHHE Ta/abo agpecw 3asiBHVKa (BNacHWKa peecTpauiiHoro
no 1 Gnictepy B nayui nakyBaHHs, nocBiAYeHHs) - 3MiHa agpecu 3asBHVKa. BBeaeHHS 3miH
3 KapToHy; no 4 KOHTPOIb Ta BUMYCK NpoTArom 6-Tn MicsLiB nicns 3aTBepOXKEeHHS
Tabnetku y 6nictepi; cepil:
no 2 6nictepu B nayui MPAT
3 KapTOHY "OITOPAPM",
YkpaiHa
BignoBiganbHUN 3a
BMPOBHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs1,
KOHTPOSb SIKOCTi:
TOB "Actpadpapm",
YkpaiHa
BiAnoBiganbHWI 3a
BUPOGHULTBO,
nepBUHHE, BTOPUHHE
naKyBaHHs,
KOHTPOIb SIKOCTI:
MAT "BitamiHn",
YkpaiHa
60. | EPOTOH® Tabnetkn no 100 wmr; MPAT YkpaiHa BignoBigansHWIM 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/4652/01/02
no 1 abo no 2, abo no "OITOPAPM" BMPOGHMLTBO, Tuny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom

4 Tabnetku y bnicTepi;

nepBUHHE, BTOPUHHE

Ta/abo agpecw 3asiBHMKA (BNacHWKa peecTpauiiHoro




44 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 Gnictepy B navwi nakyBaHHS, NOCBiAYEHHS) - 3MiHa agpecy 3asBHUKa. BBeaeHHst 3MmiH
3 KapToHy; no 4 KOHTPOIb Ta BUMYCK npoTArom 6-Tn MicsLiB nicnsa 3aTBEpAXKEHHS
Tabnetkn y Gnictepi; cepii:
no 2 Gnictepu B nayui MPAT
3 KapTOHY "OITOPAPM",
YkpaiHa
BignoBiganbHUN 3a
BMPOBHMLTBO,
nepByHHE, BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI:
TOB "Actpachapm",
YkpaiHa
BiAnoBiganbHWM 3a
BUPOGHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs1,
KOHTPOMb AKOCTI:
MAT "Bitaminn",
YkpaiHa
61. | XXKEHbLUEHIO KOpeHi (cybcTaHuis) y TOB YkpaiHa MelicoH Kutai BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3miHu | - UA/17021/01/01
KOPEHI MiLLKax "Cymuditodha (NMiannyHraHr) K., Tmny - AQMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
nonieTuneHoBux B pmauis" nTo. Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI
KOpobBKax KapTOHHMX BMPOGHMKa (BKIOYakoun, 3a HeobXigHOCTI, Micue
ons NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuKa mactep-
capmaLeBTUYHOro aina Ha ADI, abo noctayanbHuka AdI/BuxigHoro
3aCTOCYBaHHS maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCH Y BUPOOHULTBI AD| (AKLLIO 3a3HaYeHo y
[ocbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHoCTi €Bponenchki papmakonei y
3aTBEPAKEHOMY 0CbE, abo BUPOOHMKA HOBOI
[OOMNOMIXKHOT pe4oBUHU (SIKLLO 3a3Ha4YeHO y JOChE) -
3MiHa agpecu BUpobHMUTBa ADI 6e3 3MiHK
MiCLIe3HaXOMKEHHS BUPOOHMYOI JinbHUL, Y 3B'A3KY 3
aAMiHICTpaTUBHUMM 3MiHAMK TepUTOpianbHNUX OAUHULL
KuTato. Takox yTOYHEHHS Ha3BW BUpOBHUKa BigMNoBiAHO
[0 OHOBJIEHOI NiLeHsil
62. | 30BIPAKC kpem 5 %, no2ry makcoCmiTKn Benuka "makco OnepeWiLuHC Benuka BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3MiHu | 6e3 UA/8629/01/01
Ty6i, no 1 1y6i y ANH Bputanis HOK Jimiten BpuTtaHis Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
KapTOHHiI kopobLyi KoHcblomep cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN
Xenckep (HOK) dapmakonei/moHorpadii. MogaHHa HoBoro abo
TpengiHr OHOBIEHOro cepTudgikata BignosigHoCTi abo BUNYYEHHS
Timiteq cepTudpikaTa BignoBigHOCTI E€BponeNnckkini hapmakonei:

ona A®l; ona suxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUpObHUUTBI APIl; ons onoMikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €EBpoNEnChKili
dapmakonei) - OHoBMeHW cepTudikaT Big yxe
3aTBEpKEHOro BMpobHuKa - MNogaHHA OHOBNEHOro
cepTudikaty BignosigHocTi € Ne R1-CEP 1998-029-




45

[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

Rev 09 (3atBepmxeHo Ne R1-CEP 1998-029-Rev 08)
ans A®| AuuknoBipy Bif BXe 3aTBEpAXEHOro BUPOOHUKa
Mylan Laboratories Limited (Unit 7), India, y 38’a3ky 3i
3MiHOI Ha3BM BMPOOHWMKa i3 Suven Life Sciences
Limited, India Ha Suven Pharmaceuticals Limited, India
Ta BUNyYeHHs BUpobHuka Mylan Laboratories Limited
(Unit 9), India (B YkpaiHi AaHi BUpOOHUKM He Bynu
3apeecTpoBaHi Ta He BUKOPUCTOBYBANMCh K BUPOBHMKM
A®I); OHOBMNEHHSA faHWX AOBroCTPOKOBUX AOCNIAXKEHb
cTabinbHocTi (60 micsauiB) 3 anbTepHaTUBHOK
30BHILLHBOIO YNAKOBKOK

63.

30®ETPOH

TabneTkn, BKpUTI
o6onoHkKot, no 8 mr
no 5 Tabnetoky
Gnictepi; no 2
GrnicTepu y KapTOHHIMN
KopobLi

dapmacaiiHc
IHK.

KaHaga

dapmacantHc IHk.

KaHaga

BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu |
TMny - 3MiHKM Wwopo 6eanekn/edeKTMBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrnimkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHniA nepiog, abo sik pesynbTat
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIAHO A0
nnaHy negiatpuyHmx gocrnimkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVWM OpraHoMm)
3MiHK BHeceHo A0 IHCTPYKLii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ainis:
"OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii" woano
6e3nekn 3aCTOCyBaHHS Ail040i pe4OBMHM OHAAHCETPOH
BignoBigHo Ao pekomenaauin PRAC

3a
peuerimom

UA/5762/01/02

64.

IBYNPO®EH

TabneTkn, BKpUTI
o06onoHkoto, no 200 mr
no 10 Tabnetok y
6nictepi; no 1 abo 3,
abo 5 bricTtepis y
nadui 3 KapToHy

AT
"BITAMIHN"

Ykpaina

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minHu |
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
0N MeQUYHOro 3acToCyBaHHS Ha MiacTasi perynsipHo
OHOBOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B micnspeecTpauiiiiin nepiod, abo Ak pesynbTtar
OLiHKM 3BITY 3 JOCNiAKeHb, NPOBEAEHWX BiANOBIgHO A0
nnaHy negiaTpuuHmx gocnimxkers (PIP) (3miHy
Y3ropKEeHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM OpraHoM)
3MiHU BHeCeHi o iIHCTPYKLUii Anst MeguyHoro
3acTocyBaHHs NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaar” wonao 6e3nekn 3acTocyBaHHS 4it0HOi PEYOBUHM
ibynpodbeH BignosiaHo ao pekomeHaauin PRAC. 3miHn
BHECEHi O KOPOTKOI XapakTepUCTUKUN ANst MeQNYHOTo
3acTocyBaHHS NikapCcbKoro 3acoby y po3ain
"8acTocyBaHHs Mig Yac BariTHOCT Ta roayBaHHs rpyaat”
Loao 6esnekn 3acTocyBaHHSA Ait040i PEHOBUHMN
ibynpodbeH BignosiaHo Ao pekomeHaauin PRAC.
BBegeHHs 3miH npoTtarom 3-x MicauiB nicns
3aTBEPAKEHHS

6e3
peuenma

UA/8817/01/01

65.

IBYNPO®EH

TabneTku, BKPUTI

My6niyHe

YkpaiHa

My6nivyHe

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu |

bes

UA/3304/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NniBKOBOK akuioHepHe aKuioHepHe TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenma
o6onoHkoto, no 200 TOBapUCTBO TOBapUCTBO dapmakoHarnsagy. 3MiHa y KOpoTKili XapakTepucTui
mr; no 10 TabneTok y "HaykoBo- "HaykoBo- nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUT
Gnictepi; no 5 BUPOBHMYMI BUPOGHMYMIA LEHTP Ona Megu4yHoro 3aCTocyBaHHA Ha NigcTaBi perynspHo
6nicTepis y nauui LEeHTp "BopLuariscbkui OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
"BopLuariscbk XiMiko- pocnigpkeHb 3 6e3nekun 3acTocyBaHHS NiKapcbKoro
NI XiMiKO- thapmMaLeBTUYHUI 3acoby B nicnspeecTpaLiiHuiA nepiog, abo sk pesynbtat
dapmaueBTuy 3aBog" OLLiHKM 3BiTY 3 JOCNIgKEHb, NPOBEAEHMX BiAMNOBIAHO A0
HWI 3aBog” nnaHy negiatpuyHmnx gocnimkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMNOBHOBaXXEHNM OpPraHoM) -
3MiHU BHECEHO A0 iHCTPYKUii ANA Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaato” BignoeigHo oo pekomeHgauin PRAC. BeegeHHs
3MiH NPOTAroM 6-T MicsLiB NicNs 3aTBEPIXKEHHS
66. | IBY®EH® CyCneH3isl oparbHa 3 dapmaneBTuy Monbwa dapmaueBTUYHUIA Monblwa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/12829/02/01
®OPTE NOMYHUYHUM HWI 3aBOA, 3aBofj Tmny - 3MiHK 3 SKocTi. [oTOBMIA NiKapCbkuiA 3aci6. 3MiHK peuenma
apomarom, no 200 "MOJIb®APM "TMONIb®APMA" y BUpOGHMLTBI. 3MiHM ¥ npoueci BUpOoOHULITBA rOTOBOrO
mr/5 mn no 40 a6o no A" CA. C.A. Bigain Megana nikapcbKkoro 3acoby, BKtoYaoyy NPOMIKHUIA NPOAYKT,
100 mn y donakoHi; no B Cepapgai LLIO 3aCTOCOBYETLCH NPYU BUPOBHMLTBI FOTOBOIO

1 conakoHy 3i
LINPULIOM-4,03aTOPOM
Y KapTOHHI kopobui

nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoueci
BMPOBHMUTBA BOAHOI CycneHsii Ansi nepopanbHoro
3aCTOCYBaHHS) - He3Ha4yHa 3MiHa B NpoLEeCi
BupobHuuTBa N3, a came gogaBaHHs cTagii
npocitoBaHHs (NonepeaHs NiagroToBka akTUBHOI
cybcTaHuii - npocitoBaHHHA Yepes cuTo 1,2-2,3 mm);
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpobyBaHHA roTOBOIO fikapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNPODYBaHHS) - He3Ha4YHa 3MiHa y MeTogAj
BunNpobyBaHHs 13 3a nokasHukoM «KinbKicHWA BMICT
ibynpodeHy», a caMe yTOYHeHO iHdopMaLito npo
NPUroTyBaHHA 2-X 3paskiB CTaHAAPTHOrO PO3YWHY,
AopaHo hopmyny Anst po3paxyHKy koedilieHTa Biaryky
(RF), cepeaHboro koediuieHTa Biaryky (MRF), BiaHoCHY
pisHuuUo koediuieHTa Biaryky (DRF) Ta oro 3Ha4eHHs
«He binblwe 2,0%», OHOBNEHO hopmMyny Ans
po3paxyHky BMICTy ibynpodpeHy; 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTtodax BUNpobyBaHHSA
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNpPobyBaHHS) - He3HayHa
3MiHa y meTogi BunpobyBaHHs J13 3a noka3HMKOM
«KinbkicHuii BMIiCT HaTpito 6eH30aTy», a came yTOUYHEHO
iH(bopMaLito MPO NPUroTyBaHHSA 2-X 3paskiB
CTaHAapTHOrO PO34MHY, AoAaHo opMynu Ans
po3paxyHky koediuieHTa Biaryky (RF), cepegHboro
koediuieHTa Biaryky (MRF), BigHOCHY pi3HuL0
koediujieHTa Biaryky (DRF) Ta oro 3HayeHHs «He
6inbLwe 2,0%», oHOBNEHO dopmyny ANsi po3paxyHKy
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JliKapcbK020
3acoby
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3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMICTY HaTpito 6eH30aTy; 3MiHu | Tuny - 3MiHK 3 AKOCTi.
['oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpPAKEHUX MeToAax BUNPOBYBaHHS) - HE3HAYHI
3MiHM y MeTogai BunpobyeaHHs 113 «lgeHTudikauis
ibynpodeHy», a came 3MiHEHO MOCUMNAHHS Ha OHOBIEHI
MeTOAN BUNPOBYBaHHS BU3HAYEHHS KinbKICHOrO BMICTY
ibynpodeHy Ta HaTpito 6eH3oaTy; 3MiHu | Tuny - 3MiHK 3
siKkocTi. [oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTtogax BunpobyBaHHA
roTOBOrO flikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpOKEHMX MeTofax BUNPobyBaHHS) - HE3HaYHiI
3MiHM y meToai BunpobysaHHs 13 «laeHTudikauisa
HaTpito 6eH30aTy», a came 3MiHEHO NOCUNaHHSA Ha
OHOBMEHi MeToau BUNPoOYyBaHHS BU3HAYEHHS
KifTbKICHOrO BMICTY iBynpodpeHy Ta HaTpito 6eH3oaTy

67.

INAPIC

PO34MH NS iH eKuin,
150 mr/1 mn; no 1 mn
y dnakoHi; no 1
dnakoHy y Kopobui

HosapTic
dapma Al

Lsenuapi
A

KoHTponb sikoCTi
(BioaHanis):
Hosaptic ®apma Al’,
Lsenuyapis; Bunyck
cepii: HoBapric
dapma 'M6X,
HimeuumnHa;
BupobHuuTBO,
KOHTPOMb SKOCTI (3a
BUKIMOYEHHSAM
BioaHaniay),
nepBUHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHsi:
HosaprTic ®apma
LWtenH AT,
LLIseinapisa

Lseviuapis/
Himeyumna

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu Il
Tmny - 3MiHm 3 sikocTi. ASl. BupobHMLTBO. 3MiHN B
npoueci BupobHmuTea AP| (3mMiHa CTOCYETLCS aKTUBHOI
peyoBMHM GionNoriYHOro/iMyHONOrYHOIO NOXOMKEHHS abo
BUKOPUCTAHHS XiMiYHUX AD| y BUPOBHMLTBI NikapCbKoro
3acoby 6ionoriyHOro/iMyHONoriYHOro NOXOAXXEHHS, sika
MOX€e MaTy 3Ha4YHWI BMAUB Ha siKicTb, 6e3neky Ta
eheKT1BHICTb Nikapcbkoro 3acoby, i He CTocyeTbCst
NPOTOKOMY) 3MiHN Y NPOLIECi KyNbTUBYBaHHS KITiTUH
LitoY40T pevoBUHU ANs NOKpaLLEHHS NPoAYyKTUBHOCTI
nonepeaHbLOro NPoLecy BKIOYaE: ONTUMi3auis
UinboBux/aiana3soHiB LLiNbHOCTI XXUTTE3AATHUX KITITUH
(VCD) (y mexax BanigoBaHUX NPUAHATHUX diana3oHis) y
KINbKOX KPUTUYHMUX TOYKaXx nig yac npouecy
KyNbTUBYBaHHS KNiTWUH; ONTUMIi3aLis cTpaTerii KOHTPOIto
pH (Bkntovatoum goaaBaHHs gpyroro 3cyBy pH) ans
ctabinisauii perynsuii pH y 6iopeakTopi ocCHOBHOro
eTany (y Mexax BanigoBaHux AONyCTUMUX AianasoHiB);
apanTauia cTparerii JoAaBaHHS roKo3n Ans
NOM’SAIKLLIEHHS MPUCYTHOCTI MOBHICTIO rMiKO3UMbOBaHOIO
BapiaHTy B napTigx A®Il; -oHoBneHHs 3acobiB Ta
obnagHaHHs 3.2.A.1 ans BupobHuLTBa J13; OHOBMEHHS
OaHux nNpo cTabinbHOCTb;pefaKLinHi 3MiHM B MOAynsxX
3.2.5.2.2,3.2.5.2.6,3.2.5.7.3

3a
peuerimom

UA/14525/02/01

68.

IHOAHPUKC
FEKCA™/INFA
NRIX HEXA™
KOMBIHOBAH
A BAKLIMHA
ans
MPO®INAKTUK
U OUGTEPI,
NPABLIS,
KALLSTIOKY

cycneHsis (DTPa-
HBV-IPV) ons iH’exuin
no 0,5 mn (1 posa) Ta
niogpinizat (Hib); 1
nonepeaHLo
HanoBHEHWN
0HOPa30BUI LINPUL,
(no 0,5 mn (1 gosa)) y
KOMMMEKTi 3 ABOMa
ronkamu Ta prnakoH 3

nakcoCmitKn
anH Ekcnopt
TimiTen

Benvka
BpuTaHis

makcoCmiTKnsH
Bionogxikans C.A.

Benbrisa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) A®| abo BUXiAHOrO/NMPOMiXXHOIO
npoaykTy) 3miHa Tetanus Toxoid bulk in-house
reference standard Ha purified bulk reference standard,
SKUIA BUKOPUCTOBYETHLCS Af151 BUHAYEHHSI BMIiCTY

3a
peuerimom

UA/16235/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(ALENIONAPH niocpinisatom (Hib) BinbHoro Tetanus Toxoid meTogom BEPX y active
un ans 1 gosu, wo substance Hib conjugated bulk. 3aTBepaxeHo: batch
KOMMOHEHT), 3MiLLyOTbCS nepeg, CWNO0915A16/ATTOAUA247. 3anponoHoBaHo: batch
FENATUTY B, BUKOPUCTaHHAM SSG0632A02/ATTOHUAO015
noniomMieNITY | (wnpuu 3 ronkamm
TA 3aKpuUTi ryMOBUMMN
3AXBOPKOBAH | koBnaykamwu); Ogi
b, ronku (ogHoro
36YOHUKOM po3mipy), Wwnpuy Ta
AKUX € rakoH repMeTU4HO
HAEMOPHILUS | 3anakoBaHiy
INFLUENZAE nNnacTUKoBUn
TANY B KOHTelHep; no 1 abo
no 10 nnacTMkoBMx
KOHTENHepIB y
KapTOHHiI kopobLyi; 1
nonepeaHLo
HanoBHEHWN
0HOPa30BUI LMWL,
(mo 0,5 mn (1 posa)) y
KOMMMeKTi 3 ABOMa
ronkamu Ta ¢nakoH 3
nioginizatom (Hib)
ona 1 goau, wo
3MilWyoTbCs nepes
BMKOPUCTAHHSAM
(wnpwy, 3 ronkamu
3aKpUTi TyMOBUMM
KOBMaykamu); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
dNaKkoH repMeTu4HO
3anakoBaHi y
nnacTUKoBUM
KOHTenHep; no 1 abo
no 10 nnacTMKoBux
KOHTeNHepiB y
KapTOHHI kopobui
69. | IHGAHPUKC™ cycnensisa (DTPa-IPV) nakcoCmiTKn Benvka makcoCmiTKnsinH Benbris BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/15832/01/01
INB XIB / ans iH’ekuii no 0,5 mn AnH Ekcnopt BpuTaHis Bionogxikans C.A. Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y peuenmom
INFANRIX™ (1 posa) Ta niodpinisart Timiteq meTofax BunpobysaHHa A®Il abo BuxigHoro
IPV HIB (Hib); cycneHsis maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
KOMBIHOBAH (DTPa-IPV) ons BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
A BAKLUUHA iH’ekuii no 0,5 mn (1 3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
anda no3sa) Ta niodinisat abo gonoBHeHHs1) APl abo BUXiAHOrO/MPOMiXKHOIO
NPO®INAKTUK | (Hib); cycneHsis npoaykTy) 3amiHa BHYTHILLHbOrO €TanoHHOro cTaHaapTy
1 OUDTEPII, (DTPa-IPV) ans Tetanus Toxoid (TT) bulk in-house reference standard,
NPABLUA, iH’ekuini no 0,5 mn (1 SIKUN BUKOPUCTOBYETLCS ANSi BUSHAYEHHSI BMICTY
KALLIIOKY [o3a) y nonepeaHso BinbHoro TT 3a gonomoroto BEPX y koH'toroBaHOMY
(ALENONAPH HanoBHEHOMY NPOMiXKHOMY MPOAYKTY Aito4oi pedoBmHU Hib conjugated
nun O[HOpa3oBOMY bulk, cepis CWNO0915A16/ATTOAUA247, Ha Tetanus
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n 3acoby ynakoeka) noceio4yeHHs1
KOMMOHEHT), wnpuui Ne 1y Toxoid (TT) purified bulk reference standard, cepis
MONIOMIENITY | komnnekTi 3 ABoma SSG0632A02/ATTOHUAO015
TA ronkamu Ta niodinisat
3AXBOPKOBAH | (Hib) y cdonakoHi Ne 1,
b, LLO 3MiLLYOTLCS
36YOHUKOM nepeg
AKUX € BUKOPUCTAHHAM; Mo 1
HAEMOPHILUS | nonepeaHbo
INFLUENZAE HanoBHEHOMY
TANY B OAHOPa30BOMY
LINPpULY Y KOMMAEKTi 3
ABoma ronkamu Ta 1
¢nakoHoMm 3
niodinizatom (Hib) y
BaKYYMHill CTEPUNbHIn
ynakosui; no 1
BaKyyMHill CTEpUIbHI
YNaKoBLi Y KAPTOHHIN
Kopobui
70. | KAOCINA® NOPOLLOK AN TOB "Pow YkpaiHa Bupo6HuLTBO CLWA/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3miHu Il 3a UA/13770/01/01
KOHLIEeHTpaTy Ans YkpaiHa" Hepo3dacoBaHOI LLseviuapis/ Tmny - 3MiHK 3 akocTi. A®l. BupobHuuTBO. 3MiHa peuenmom
PO34mMHY Ans iHdY3in npoayKLii, NnepBuUHHE Himeyumna BUPOGHMKA BUXIOHOTrO/MPOMIDKHOIO NPOAYKTY/peareHTy,
no 100 wr; 1 cpnakoH 3 nakyBaHHsi: lNaTeoH LLIO BUKOPUCTOBYIOTLCS Yy BUPOBHUYOMY npoueci AP,
NOPOLLKOM B MaHydekTypuHr abo 3miHa BMpobHUKa (BKMoYaoum, e HeobxigHo, micue
KapTOHHiI kopobui Cepsicus, JIJICi, npoBeaeHHs! KOHTporto sikocTi) ADI (3a BiacyTHOCTI
CLUA; cepTudikaTa BiANoBiAHOCTI €Bponewichbkin dapmakonei y
®.XodbpmaHH-Ts 3aTBepAKeHOMY Aocke)(3MiHa B ADI GionoriyHoro
Pouw NTa, noxomxeHHs abo BuxigHoMy
LLisenuapis; marepiani/peareHTi/npoMiXXHOMY NMPOAYKTI, L0
BTopuHHe BUKOPWUCTOBYIOTECH AN BUPOOHMLTBA
nakyBaHHs: 6ionoriyHoro/iMmyHonori4Horo fnikapcbkoro 3acoby )
®.XocbdpmaHH-Ia BBeaeHHs BUpobHuKa npomixkHoro npoaykty A®I
Pow Nra, (TpacTty3aymab) ans BMpobHULTBA Aito40i peYOBUHM
LLisenuapis; TpacTty3ymab emTaHcuH, Lonza Biologics Tuas Pte Ltd.,
BunpobyBaHHs 35 Tuas South Ave. 6, 637377 Singapore (BupobHuutso
KOHTPOIO AKOCTi: NPOMDKHOI CMPOBUHM TpacTy3ymaby Anst BUpObHMLTBA
Pow ®apma AT, nitoY0i pevyoBUHM TpacTydymaby emTaHcuHy. KoHTponb B
HimeyumHa; Pow npoveci BUpobHMUTBA, BUNPOBYBaHHSA KOHTPOSIO SKOCTI
HiarHocTuke MM6X, (BnpobyBaHHs Ha BionoriyHe HaBaHTaXEHHSsI Ta
HimeuuunHa; €HOOTOKCUHM Mif Yac BUMYCKY) NPOMiKHOT CUPOBUHM
®.XocbpmaHH-Ta TpacTydymab. 36epiraHHsi poboyoro 6aHky KriTuH Ta
Pow Jltg, 36epiraHHsi TPOMiXXHOI CUPOBUHN TpacTy3ymab.
LLisewvuapis; Bunyck 3aTBepokeHuii BUpobHUK NpoMixHOT npoaykuii Roche
cepii: ®.XoppmaHH- Singapore Technical Operations Pte. Ltd. (RSTO)
Na Pow N1A, BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
LLisevinapis 3aTBEPOKEHHS
71. | KAOCINA® NOpOoLLOK ANg TOB "Pow YkpaiHa BupobHuLTBO CLWA/ BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3miHu Il 3a UA/13770/01/02
KOHLeHTpaTy Ans YkpaiHa" Hepo3adhacoBaHoI LLisenuapis/ Tuny - 3MiHn 3 sikocTi. A®l. BupobHmuTBo. 3MiHa peuenmom
PO34MHY AN iHGY3in npoAayKuii, nepBuHHe HimeuunHa BUPOGHMKa BUXIAHOMO/MPOMIXXHOIO NPOAYKTY/peareHTy,

no 160 mr; 1 conakoH 3
NMopOLIKOM B

nakyBaHHsi: MNaTeoH
MaHydeKTypuHr

LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMYOMY npoueci API,
abo 3miHa BUpobHUMKa (BKMYakum, e HeobxigHo, micue
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KapTOHHil kopobui Cepsicus, JIJICi, NpoBeAeHHs KOHTposto skocTi) APl (3a BigcyTHOCTI
CLUA; cepTudikaTa BiANoBiAHOCTI €Bponeichbkin dapmakonei y
®.XoppmaHH-J1s 3aTBEepAKeHoMy aocbe)(3miHa B API GionoriyHoro
Pow INTa, NOXOMKEHHS abo BMXigHOMY
LLisenuapis; marepiani/peareHTi/npoMixXHOMY NPOAYKTI, LLO
BTopuHHe BVIKOPVCTOBYIOTbCS AN BUPOOHMLTBA
nakyBaHHsi: GionoriyHoro/imyHonoriYHoro nikapcbkoro 3acoby )
®.XobdpmaHH-Is BBeneHHs BUpobHuKa npomixkHoro npoaykty Ad|
Pow Jitg, (TpacTy3ymab) anst BUpobHULTBA Ait040i peHOBUHM
LLBsenuapis; TpacTy3ymab emTaHcuH, Lonza Biologics Tuas Pte Ltd.,
BunpobyBaHHs 35 Tuas South Ave. 6, 637377 Singapore (BupobHuutso
KOHTPONIO SIKOCTi: NPOMIXKHOI CUPOBUHMW TpacTy3ymaby Ans BUpobHMUTBaA
Pow ®apma AT, LitoY40T pevyoBMHU TpacTy3ymaby emTaHCUHY. KOHTporb B
HimeuyumHa; Pow npoueci BUpoBbHMLUTBA, BUNPOGYBaHHSA KOHTPOIHO SKOCTI
HiarHocTuke MvbX, (BUNpobyBaHHA Ha GionoriyHe HaBaHTaXXEHHs Ta
Hime4vuuHa; €HOO0TOKCMHU MiZ Yac BUNYCKY) NPOMIKHOI CUPOBUHM
®.XodbdpmaHH-Ia TpacTydymab. 36epiraHHs poboyoro 6aHky KniTuH Ta
Pow ITg, 36epiraHHsi NPOMiXXHOT CMPOBUHM TpacTy3ymab.
Lsenuapis; Bunyck 3aTtBepokeHuin BUpOGHMK NpoMidkHOT npoaykuii Roche
cepii: ®.XodbdpmaHH- Singapore Technical Operations Pte. Ltd. (RSTO)
Na Pow N1A, BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
LLisenuapis 3aTBEpPOAKEHHSA
72. | KAIEHOYNU HacTorka no 40 mn y MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 6e3 UA/8039/02/01
HACTOMKA driakoHax CKIsHUX "®ITOPAPM" TMny - AOMiHICTpaTuUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
abo nonimepHmx Ta/abo agpecy 3asiBHVKa (BnacHWKa peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa agpecy 3asBHUKA. 3MiHN BHECEHI B
po3ain "Micue3HaxoaXeHHs 3asBHUKA" B iIHCTPYKLitO Ans
ME[IMYHOrOo 3aCTOCYBaHHs NikapCbKoro 3acoby y 3B"A3Ky
3i 3MiHOI agpecy 3asBHVIKa. BBeaeHHs 3MiH MpoTArom
6-TW MicAaUiB Nicns 3aTBEPAXEHHS
73. | KAM®OPHA po34mnH oninHni 10 %, MPAT Ykpaina MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | bes UA/0590/01/01
oniAa HawwkipHui no 30 mn y "OITOPAPM" Tuny - AQMiHICTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHS peuenma
CKNSHWX chriakoHax Ta/abo agpecw 3asiBHVKa (BnacHWKa peecTpauiiHoro
NOCBIOYEHHS1) - 3MiHa agpecu 3asiBHUKA. 3MiHN BHECEHI B
po3ain "MicLe3HaxomKeHHs1 3asiBHUKA" B iIHCTPYKLtO Ansi
ME[MYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby y 3B"s3Ky
3i 3MiHOIO agpecu 3asiBHWKA. BBegeHHs 3MiH NpoTsirom
6-TK MicAUiB nicnsa 3aTBEpAXKEHHS
74. | KAPTAH PO34MH opanbHui 1 OEMO CA Ipeuis OEMO CA Mpeuis BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3minu |l 6e3 UA/15595/02/01
r/10 mn no 10 mn B dapmMacbloTUK dapmacbioTukan Tuny - 3MiHn 3 skocTi. A®l. BupobHuuTBo. 3miHa peuenma
amnyni; no 10 amnyn y an Inpactpi IHpacTpi BMPOGHVKa BMXiQHOrO/MPOMIXXHOIO NpoAyKTy/peareHTy,
KapTOHHIN navui LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci A,
abo 3miHa BUpobHMKa (BKMOYarouu, ae HeobxigHo, micue
npoBefeHHs KOHTpornto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkiin dhapmakonei y
3aTBEPAKEHOMY A0ChE)(BBEAEHHSI HOBOrO BUPOOHMKA
A®I| 3 HapaHHsAM macTep-danna Ha APl) SmiHn
BUpoGHMKa ADI (IleBokapHiTuHy 100 Mr), BBEAEHHS
HOBOro BMpo6HWKa API(neBoKapHITUHY), 3aTBEPAXKEHO:
Chengda Pharmaceuticals Co.,Ltd, China (Kutan),
3anponoHoBaHo: Chengda Pharmaceuticals Co., Ltd,
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China (Kutan); Liaoning Koncepnutra Co., Ltd.,
China/Kutan

75.

KATAPIA

rpaHynu no 4,0 r/5,6 r;
no 5,6 r rpaHyn B
calue; no 6 cawe B
KapTOHHil kopobui

TOB
«MEOPAPM
nTo»

YkpaiHa

Kycym Xentxkep
Met 1

IHgia

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu |
TUny - 3MiHK 3 SKOCTi. FOTOBMIA nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLui 3MiHu)
3aTBEepAKEHi MeToau KOHTporto sikocTi M3
npeacTaBneHo YKpaiHCLKOK MOBO. 3MiHM | Tuny -
3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3miH1) OHOBNEHHS TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKM
nikapcbkoro 3acoby. BeeaeHHsi 3MiH mpoTarom 6-tu
MicsLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK 3
sikocTi. [oToBMI nikapcbkuii 3acib. Onuc Ta cknag. 3miHa
y Cknagi (AoMOMIKHUX peYOBMHAX) rOTOBOrO MiKapCbKOro
3aco0by (iHLWi 3MiHM) BUNPaBNEHHS HEKOPEKTHOro
nepeknagy Ha ykpaiHCbKy MOBY CMakoBOi Jo6aBKu
XypaenuHa 191121 (3atBepaxeHo: cmMakoBa fobaBka
kntokBa 191121; 3anponoHoBaHo: cMakoBa fobaBka
xypaBnuHa 191121) 3miHm BHeceHi y po3again "Cknag"
(AOMOMDKHI pEYOBMHW) B IHCTPYKLiIO ANt MEAUYHOTO
3acTocyBaHHs nikapcbkoro 3acoby. BeeaeHHs 3amiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepaXeHHs

6e3
peuenma

UA/12090/01/01

76.

KNIBAC 10

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 10 mr;
no 10 tabnetok y
6nicTepi; no 1 abo 3,
abo 9 bricTepiB y
KapTOHHIN navui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEOUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnsipeecTpauiiHuin nepiod, abo sk peaynbtart
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIOHO OO
nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM OpPraHoM) -
3MiHM BHeCEHO A0 iHCTPYKUii AN MeaM4Horo
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "B3aemogis
3 iHWKMK nikapcbknuMKU 3acobamu Ta iHLWi Buan
B3aemogin" BiANoBiAHO A0 OHOBMEHOI iHdopMaLlii 3
©esneku fjtoyoi pe4oBmHU. BBeaeHHs 3MiH npoTarom 6-
TV MiCALIB 3 aTW 3aTBEPOKEHHS

3a
peuerimom

UA/12971/01/01

77.

KNIBAC 20

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 20 mr;
no 10 tabnetok y
6nictepi; no 1 abo 3,
abo 9 brnicTepiB y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ans MEQUYHOTO 3acTOCYBaHHSA Ha MiAcTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnapeecTpaLiiHui nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNigXeHb, NPOBEAEHMX BiANOBIAHO 40
nnaxy negiatpuyHux gocnimkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHNM OpraHoM) -
3MiHWM BHECEHO A0 iHCTPYKLUii AN MegnyHoro

3a
peuenmom

UA/12971/01/02
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3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain "Baaemogis
3 iHWKMK nikapcbknuMKU 3acobamu Ta iHLWi BUam
B3aeMogin" BiANOBiAHO 40 OHOBMEHOI iHGopMaLlii 3
6e3neku fitoyoi pedoBuHW. BBeaeHHs1 3MiH NpoTarom 6-
TV MiCALIB 3 aTW 3aTBEPOKEHHSA

78.

KNnoanoEH

renb, 10 mr/r; no 45 rB
Ty6i; no 1 Ty6i y
KapTOHHiI kopobui

TOB «YOPNA
MEOMLINH»

YkpaiHa

K.O. CITABIA ®APM

C.P.JL.

PymyHis

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3MiHu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. 3MiHW y KOpPOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ONst MEAMYHOrO 3aCTOCYBaHHS
reHepuYHNX/ribpnaHnx/6ionogibHMx nikapcbknx 3acobis
nicnga BHECEHHS Tiel camol 3MiHW Ha pedepeHTHUI
npenapar (3MiHa He NoTpebye HafaHHS XOAHUX HOBMX
[0AATKOBUX AaHNX) - 3MiHWM BHECEHO A0 iHCTPYKLii Ans
MELMYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ainu: "MpoTtunokasaHHs", "OcobnmeBocTi
3actocyBaHHs", "3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHsa rpygato”, "MobiyHi peakuii” 3rigHo 3
iHdbopmauieto Woao MegmMyHOro 3acTocyBaHHS
pedepeHTHOro nikapcekoro 3acoby (BOJIbTAPEH
EMYJIbIENb, emynbrens 4nsi 30BHILLHBOIO
3acToCyBaHHs).

BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

6e3
peuenma

UA/10810/02/01

79.

KNOAU®DEH

renb, 50 mr/r; no45ry
Tybax; no 1 Ty6i y
KapTOHHiI kopobui

TOB «YOPIA
MEOMLINH»

Ykpaina

K.O. CNTABIA ®APM

C.P.J.

PymyHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
ONst MEAMYHOrO 3aCTOCYBaHHS
reHepu4YHUX/ribpuaHnx/GionoaibHux nikapcbkunx 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUIA
npenapar (3miHa He noTpebye HagaHHSA XOOHUX HOBUX
[04aTKOBUX AaHWX) - SMiHWM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTneocTi",
"MpoTunokasaHHs", "OcobnmBocTi 3acTocyBaHHs",
"BacTtocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHsA Ta 4o3mM" 3rigHO 3
iHdbopMaLieto Woa0 MeaNYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (AUKIAK® MEJlb,
rens). BBegeHHs 3miH npoTarom 6-Tu MicsiLiB nicns
3aTBEpPAKEHHS!

6e3
peuenma

UA/13861/01/01

80.

KOPBANON®

Tabnetkn no 10
Tabnetok y 6nictepi;
no1,3a6o5
GnictepiB y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu |
Tuny - 3MiHn 3 sikocTi. A®Il. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3mMiHM napameTpis
crneundikai Ta/abo 4ONYCTUMUX MEX, 3a3HAYEHUX Y
crneundikauisx, ans 6esnocepeaHboi ynakoBku AdI
(BUNYYEHHS HE3HAYHOIO NoKa3HWKa crneumdikawii
(Hanpvknag BUMYyYeHHS 3acTapinoro nokasHuka)) 3aMiHu
0o peectpadiiHoro gocke 113 Kopsanon®, tabnetku,
noB’si3aHi 3 BHeCeHHsM 3MiH Ao A®I ETunosui edip a-

6e3
peuenma

UA/2554/02/01
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81. | KPAMI

3ENEHIHA

Kpanni opanbHi; no 25
MA 'y donakoHax

MPAT
"®ITOPAPM"

YkpaiHa

MPAT "®ITOGAPM"

YkpaiHa

©pomisoBanepiaHoBoi kncnotu, p. 3.2.S.6. Cuctema
KOHTeNHep/3akynoptoBarnbHuUi 3acib, a came 3i
crneungikaLii Ha hnakoHM 3 OpaHXeBOro ckna 3
KOHYCHOO rOpSIOBMHOMO i NpUTEPTO NpobKoto

Ta po3mipu NpobKku, T. S1. 3a3HaYeHi NOKa3HWKN €

(hbnakoHiB Ta NpoboK 3anuULaeTLCA HE3MIHHUM. 3MiHM |
TMny - 3MiHK 3 akocTi. A®Il. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acio. 3MiHM napameTpiB
cneumdikauin Ta/abo JonycTMMNX MEX, 3a3HaYEHUX Yy
crneunikauisx, ans 6esnocepenHboi ynakosku AdI
(oonoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM Ta
BiANOBIOHMM METOAOM BMNPOBYBaHHS) - 3MiHW 0O
peecTpauinHoro gocbe 13 noe’s3aHi 3 BHECEHHSIM 3MiH
0o A®l ETunosuin edip a-6pomizoBanepiaHoBoi
kucroty, p. 3.2.S.6. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3acib, a came BHECEHHSI
nokasHuka «ligponiTnyHa CTinKiCcTb» y cneuundikadito
ANs BXiAHOTO KOHTPOIIO Ha (hrakoHW 3 OpaHXeBOro ckna
3 KOHYCHO FOpPfIOBMHOLO, 3rigHO 3aranbHoi cTaTTi 3.2.1.
CKnsiHi KOHTeNHepW anst hapmaleBTUYHOro
3actocyBaHHs, ODY. 3miHn | Trny - 3miHm 3 sikocTi. ADI.
CucTtemMa koHTelnHep/3akynoptoBanbHuiA 3acit. 3miHn
napameTpiB cneuudikauin Ta/abo AonNyCTUMKUX MEX,
3a3HadeHux y cneundikadisix, ons 6esnocepenHbOl
ynakoBku A®| (oonoBHeHHs cneumdikaLii HoBUM
NOKa3HMKOM Ta BigNOBIAHMM METOAOM BUNPOBYBaHHS) -
3MiHM A0 peecTpauinHoro aocke 13 nos’sa3aHi 3
BHECEHHAM 3MiH o AP| ETunosuin edip ?-
6pomisoBanepiaHoBoi knucnotu, p. 3.2.S.6. Cuctema
KOHTeWHep/3aKynoproBarbHUIA 3acib, a came BHECEHHS
nokasHuka «lponyckaHHs ceiTna» Ao cneumdikauii ons
BXiZJHOrO KOHTPOJSO Ha (PrakoHU 3 OpaHXEBOro CKna 3
KOHYCHOO rOpriOBMHOI0, 3rigHO 3aranbHoi cTaTtTi 3.2.1.
CknsHi KOHTeVHepy AN hapMaueBTUYHOTo
3acTocyBaHHs, JdY

MPOMOHYETHLCS BUITYYUTH MOKA3HUKW: PO3Mipu cpriakoHa

HEKPUTUYHUMM | He BNNMBatOTb Ha sikicTb ADIL. MaTepian

82. | KCO®PNY3A®

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 20 wmr,

TOB «Pouu
YkpaiHa»

YkpaiHa

BUNYCK cepii
roToBOro

LLisenuapis/
CLUA/

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TUny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS!
Ta/abo agpecw 3asiBHMKa (BNacHWKa peecTpauiiHoro
NOCBIOYEHHS) - 3MiHA agpecy 3asiBHUKA. 3MiHN BHECEHI B
po3ain "Micue3HaxoaxeHHs 3asBHMKa" B iIHCTPYKLUito Ans
MEAMYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby y 3B's3Ky
3i 3MiHOIO agpecy 3asiBHVKA. BBegeHHs 3MiH NpoTsirom
6-TK MicAUiB Nicnsa 3aTBEPAXEHHS

6e3
peuenma

UA/8872/01/01

no 2 a6o no 4
Tabnetku y 6nictepi,

no 1 6nictepy y

nikapcbkoro 3acoby:

®.XodhpdpmaHH-J1s
Pow NTa,

AnoHis

LLiBeviuapis;

BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - AQMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHSI QisNbHOCTI
BMPOOHWKa/imnopTepa rotoBoro nikapcbkoro 3acoby,

BKITHOYAKOUM AiNbHULL BUNYCKY cepii abo micue

3a
peuenmom

NPOBEAEHHSI KOHTPOIHO SIKOCTI. (AISNbHICTb, 32 Ky

UA/18056/01/01
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep

n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayui

nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BKIIOYa04M
BUNPOBYBaHHs
KOHTPOMIO AKOCTi B
npoueci
BMPOOHMLTBA:
Lapn KopnopenwH,
CLUA;
BMPOGHMLTBO
nikapcbkoro 3acoby,
BKIIOYa04M
KOHTPOIb B NPOLIECI
BUPOGHMLTBA,
BMNPOOYBaHHS
KOHTPOIIO SKOCTI
npu BUMycKy Ta
cTabinbHocCTi:
LioHori ®apma Ko.,
JItg. Cetcy MnaHrT,
AnoHia
BMNPOOyBaHHSA
KOHTPOIMIO AKOCTI
npu BUMycKy Ta
cTabinbHOCTI (3a
BUKIIOYEHHAM
MikpobionoriqyHoi
4YncToTH);

. Xohpman-I1s
Pouw NTa,
LLIseinapisa
BUNpPOOYBaHHs
KOHTPOIIO AKOCTI
npu BUMycky Ta
cTabinbHoCTi (Tinbkn
MikpobionoriyHa
yucToTa:
®.XodbpmaHH-Ia
Pouw NTa,
LLiBenuapis

BignoBigae BUPOOHMK/IMNOPTEP, HE BKITHOYAOUN BUMYCK
cepiit) - 3miHa agpecu BUPOGHWUYMX AiNbHULb,
isnbHICTb, 3a AKy Bignosigae BUPOGHMK/iMNopTep, He
BKITHOYAK04M BUMYCK cepii, a came BnpobHuka LUioHori
dapwma Ko., Jirg. Cetcy MNnaHT (ans noromkeHHs
penakuii agpecu 3asHavyeHHOoI B MaTepianax
peecTpauUinHOro 4OCbe Ta peaakLito 3a3HadyeHy B
MoTtouHomy canTi 3 peectpauieto J13 B CLLUA (FDA), i
[aHa 3MiHa He NnoB’si3aHa 3i 3MiHOK agpecy (MoTo4Ha
pefakuis TakoX € KOPEKTHO, Pi3HWLSA Nonsarae B PisHUX
cnocobax HanmcaHHs). BBeaeHHs amiH npotarom 6-tu
MicsliB nicns 3aTBepKeHHST; 3MiHu | Tuny - 3MiHn 3
siKkocTi. [oToBMI Nikapcbknii 3acib. KOHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikain
Ta/abo AoNYCTUMMX MEX roTOBOrO ikapCbKoro 3acoby
(iHWi 3MiHK) - HeaHauHi 3MiHM B cneuudikadii roToBoro
nikapcbkoro 3acoby, 3 MeTor audepeHuiauii Mix
mMeTogom BEPX, WO BMKOPUCTOBYETLCA ANSA BU3HAYEHHA
nokasHukis «CynpoBigHi omiwkny» Ta metogom YBEPX,
LLIO BUKOPUCTOBYETbLCS A1 BUSHAYEHHS
«loeHTudikauisy, «KinbkicHe BU3HaYEHHAY,
«OpHopigHICTb 4030BaHMX OAMHULLY . BBEAEHHS 3MiH
NpOTArom 6-T MiCALIB MicNsi 3aTBEPOXKEHHST; 3MiHM |
Tuny - 3MiHK 3 sikocCTi. [O0TOBMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNpobyBaHHs) - HeaHauHi 3amiHM B cneumdikauii
roTOBOro Nikapcbkoro 3acoby ans 1. «BMict Boamy,
«PosunHeHHs» - pegakuinHi npasku. BeegeHHs 3MiH
NpOTArom 6-T MicsLIB MiCNs 3aTBEPOXKEHHS; 3MiHM |
TMny - 3MiHK 3 gKocTi. [oTOBMIA NiKapCbkuiA 3aci6. 3MiHKn
y BUpOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo CTOCYTbCS
BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo goaaBaHHA AiNbHWLI, Ha SKin
3AINCHIOETLCS KOHTPOMb/BUNPOOYBaHHSA cepii)-
BBegeHHs ginbHuui ®. Xodbdman-Ia Pow 14,
Bypwmicser, 4303 KaicepayrcT, LBenuapis
BiANOBiAanbHOI 3a BUNPOOYBaHHSA KOHTPOMIO Mpu
BUMYCKy Ta cTabinbHOCTI (32 BUKIMOYEHHSAM
MikpobionoriyHoi YicToTH), BBEAEHHS 3MiH NnpoTsrom 6-
TV MiCAILiB nicnsa 3aTBepKeHHs (ans no3yeaHHsA 20 mr);
3MiHu Il Tuny - 3MiHK 3 sikocTi. FoTOBMIA NMikapcbkuii
3aci6. 3MiHM y BUpoOHMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYOTbCS BUMYCKY Cepii Ta KOHTPOSIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo JogaBaHHs AinbHUL,
Ha SKiN 30iACHIOETLCSA KOHTPOIb AKOCTI/BUNPOGYBaHHA
cepii gns 6ionoriyHoro/iMyHonoriYHOro nikapcbkoro
3acoby, Ta byab-sIKoi AinbHULI, Ha kil 3aCTOCOBYETLCS
GionoriyHui/imyHoONoriYyHniA MmeToa BUNpobyBaHHS) -
BBegeHHs AinbHULI Ha KN 30iNCHI0ETbCS
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMNPOOYBaHHS KOHTPOSb SIKOCTi MPW BUMYCKY Ta
cTabinbHOCTI (Tinbku MikpobionoriyHa ynicToTa)
BBepgeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPOKEHHS
83. | KCODITY3A® TabneTku, BKPUTI TOB «Pouw Ykpaina BUMYCK cepii LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | 3a UA/18056/01/02
NniBKOBOK YkpaiHa» roToBOro CLIA/ TMNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
o6onoHkoto, no 40 wmr, nikapcbkoro 3acoby: Anoria Ta/abo agpecu Micus NPOBaMKEHHS QisnNbHOCTI

no 1 a6o no 2
Tabnetkn y Gnictepi,
no 1 Gnicrepy y
KapTOHHIN navui

®.XobdpmaHH-Is
Pow INTa,
LLisenuapis
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
BKJTOYAI0YN
BMNPOOYBaHHS
KOHTPONIO SIKOCTi B
npoveci
BUPOGHMLTBA:
Lapn KopnopenwuH,
CLUA
BUPOBHMLUTBO
nikapcbkoro 3acoby,
BKJTIOYA04N
KOHTPOrb B NPOLIECi
BUPOGHMLTBA,
BMNpPOOyBaHHS
KOHTPOIMHO SIKOCTI
npu BUMYCKy Ta
CcTabinbHOCTI:
LWioHori ®apma Ko.,
Nta. Cetcy MnakHrT,
AnoHis
BUNpPOOYBaHHs
KOHTPOIMHO SIKOCTI
npu BUMYCKy Ta
cTabinbHocTi (3a
BUKIMOYEHHSAM
MikpobiomnoriyHoi
4YNCTOTU), NEPBUHHE
Ta BTOPUHHE
naKyBaHHs,
BKIHOYaK0YN
KOHTpOrb B NpoLeci
BUPOOHMLTBA,
BUNYCK cepii
roToBOro
nikapcbKkoro 3acoby:
. Xodppman-Is
Pouw NTa,
LLiBenuapis

BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKITHOYAK04M AiNbHUL BUNYCKY cepii abo micue
NPOBEAEHHST KOHTPOIK SKOCTI. (AiSNbHICTb, 3@ sKY
BiAnoBigae BUPOGHMK/iIMNopTep, He BKIOYa4M BUMYCK
cepin) - 3miHa agpecy BUPOBHUYMX LiNbHULb,
OisnbHICTb, 3a AKy Bignosigae BUpOGHMK/iMnopTep, He
BKJT04AK04M BUMYCK Cepii, a came BMpobHuka LioHori
dapwma Ko., Jltg. Cetcy MNnaHT (48 NOrompkeHHs
penakuii agpecu 3asHavyeHHoi B MaTepianax
peecTpaLiiHOro 4OChe Ta pefakL;iio 3a3HavyeHy B
MoTtoyHomy caiiTi 3 peectpauieto J13 B CLLUA (FDA), i
[aHa 3MmiHa He noB’si3aHa 3i 3MiHoK agpecy (MoToYHa
peAakuis TakoX € KOPEKTHO, PI3HNLA NOMnsArae B pisHMX
crnocobax HanucaHHs). BBegeHHst 3MiH NpoTaroM 6-tu
MicsliB nicns 3aaTBepaKeHHs; 3MiHn | Tuny - 3MiHn 3
sKocTi. [oToBMI Nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikaLliv
Ta/abo AoNYyCTUMMX MEX rOTOBOTO NikapCbKoro 3acoby
(iHWi 3MiHW) - He3HayHi 3MiHKM B cneumdikaLlii rotoBoro
nikapcbkoro 3acoby, 3 MeTot AndepeHiauii Mixk
meTtogom BEPX, Lo BMKOPUCTOBYETLCA ANt BUSHAYEHHS
nokasHukis «CynposigHi gomiwkun» Ta metogom YBEPX,
LLIO BUKOPUCTOBYETBCS AN BUSHAYEHHSI
«lpeHTudikauis», «KinbkicHe BUSHaYEHHS,
«OpHOpIgHICTb [030BaHUX OAMHULLY . BBEAEHHS 3MiH
NpOTArom 6-Tu MicsILB NicNs 3aTBEPOXKEHHS; 3MiHN |
Tuny - 3MiHK 3 sikocTi. [OTOBWMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeTofax BUNpoOyBaHHS roTOBOrO MikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BMNpoOyBaHHS) - He3aHauHi 3miHM B cneumdikauii
roTOBOro fikapcbkoro 3acoby ans 1. «Bmict Bogn»,
«PosunHeHHs» - pegakuinHi npasku. BBegeHHs 3MiH
NpOTArom 6-T MicALIB MicNsi 3aTBEPOKEHHST; 3MiHM |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapcbkuiA 3aci6. 3MiHK
y BUpPOGHMUTBI. 3amiHa abo BBeAEeHHS 40OaTKOBOI
[inbHULi BUPOOHULITBA AN YacTUHN abo BCbOro
BUPOGHMYOro NpoLEecy roTOBOro NikapcbKoro 3acoby
(BinbHWUS ANst BTOPUHHOTO NakyBaHHS) - [logaBaHHsi
AinbHui . XocbdmaH-Ja Pow JlTa, Bypmiceer, 4303
Kawncepayrcr, LLBenuapis BignosiganesHoi 3a BTOPUHHE
nakyBaHHsi, Nig Yac nakyBaHHsi MPONOHOBaHWIA BUPOBHUK
3[AINCHIOE KOHTPOSb JAHOro NPOLECy, LLO € CKNagoBo

yHKLUii nakyBaHHs Ans go3yBaHHa 40 mr. BBeaeHHsi
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[TponoBkeHHs goaaTKa 2

Ne
n/

JliKapcbK020

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUNPOOYBaHHSA
KOHTPOIIO SKOCTI
npu BUMYCKy Ta
CTabinbHOCTI (TiNbkK
MikpobionoriyHa
yncroTa:
®.XoppmaHH-J1s
Pow JTg,
LLisenuapis

3MiH NpOTSArom 6-Tu MicsiLiB Micnsi 3aTBEpPAKEHHS (ans
AosyBaHHA 40 Mr); 3miHW | Tuny - 3MiHK 3 AKOCTI.
[oToBMI NikapcbkuiA 3aci6. 3miHKM y BUpoBHMUTBI. 3amiHa
abo BBeAEeHHA 40AAaTKOBOI AinNbHULI BUpOOHULTBA A4Ns
YacTWHW abo BCbOro BUPOGHMYOro NpoLiecy roToBOro
nikapcbkoro 3acoby (ginbHUUA AN NepBUHHOTO
nakyBaHHs1) - [logaBaHHs ginbHuui ®. XoddpmaH-J1a
Pow I7a, Bypwmicser, 4303 KaricepayrcT, Lseviuapis
BignoBigansHoI 3a NEPBMHHE NaKyBaHHs, Mg Yac
nakyBaHHs1 MPONOHOBaHWI BUPOBHWK 3AiNCHIOE KOHTPOIb
AaHoro npotecy, Wo € cKnagoBot YHKLUiT NaKyBaHHS
ona nosysaHHA 40 Mr. BBegeHHsA 3MiH NpoTArom 6-Tu
MicsuiB nicns 3aaTBepoKeHHs (ans go3ysaHHsa 40 Mr);
3MiHn | Tuny - 3miHK 3 akocTi. [oToBMI Nikapcbkui 3acib.
3MiHM y BUpOBHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTBCS BUMYCKY Cepii Ta KOHTPOSIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo goAaBaHHSA BUPOOHKKa,
Lo Bignoeigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum KOHTponb/BUNpobyBaHHs cepii - BBegeHHs
AinbHui ®. XocpdmaH-Ja Pow Jlta, Bypmicser, 4303
KancepayrcT, Lsenuapia BignosiganbHOI 3a BUNYCK
cepii, BKNoYa4um BUNpobyBaHHsi KOHTPOSIO SIKOCTi Npur
BWMYCKy Ta CTabinbHOCTI (32 BUKIOYEHHAM
Mikpo6ionoriyHoi YMCTOTH) NikapcbKoro 3acoby
Kcodnysa ans 40 mr. 3MiHM BHECEHO B iHCTPYKLiO ANs
ME[MNYHOro 3aCTOCyBaHHs y po3ain «Micue3HaxomKeHHs
BMPOGHMWKa Ta agpeca Micusi IpoBagXeHHSs! Aoro
isANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS! yMakoBKU MiKapCbKoro 3acoby (AoAaBaHHs
BUPOGHMYOI AinbHUUi Ans TabneTtok no 40 mr).
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBepAKEHHS (Ansa o3yBaHHA 40 mr); 3miHm Il Tuny -
3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y
BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMYCKy Cepii Ta KOHTPOMO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHA AiNbHWLI, Ha SKin
30iNCHIOETBCS KOHTPOIb SIKOCTI/BUNPOGYBaHHS cepii aons
GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby, Ta
Oyab-AKOi AiNbHULI, Ha 5K 3aCTOCOBYETHLCS
GionoriyHui/imyHonoriYHUiA MeToa BUNpobyBaHHS) -
BBedeHHs OinbHULI Ha SKild 30IACHIETLCS
BUMNPOBYBaHHS KOHTPOSb SIKOCTi NPU BUMYCKY Ta
cTabinbHoCcTi (Tinbku MikpobionoriyHa yncrota) ®©
XodhdmaH-J1s Pow Jitg, MpeHsaxepwtpacce 124, 4070
Basenb, LBenuapis. BBegeHHst 3MiH npoTtarom 6-tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.

84.

JIA®EPOBIOH

®

cynoautopii no 150
000 MO; no 3
cynoautopiino 1ry
KOHTYPHIili YapyHKOBIN
ynakosui; no 1

TOB "®3"
BIO®APMA"

YkpaiHa

TOB "03"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |l
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMmUX MeX,
BM3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIAHWIN/NPOMDKHWUIA NpOAYKT/peareHT, Lo

6e3
peuenma

UA/13779/01/01




57 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTYPHI YapyHKOBI BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHuuTea AP (iHwwi
ynakoBLi B mayui 3 3MiHn) OHoBneHHs cneundikadii Ha A®I IHTepdepoH
KapTOHY; No 5 anba-2B pekombiHaHTHWI NoanHN. 3anponoHOBaHO
cynosutopiiB no 1ry nogasaHHs n. "lgeHTudikauis, metogom OCH-TMAM,
KOHTYPHIil1 YapyHKOBIN "laeHTndikauis, MeToaoM KynbTypu KMiTUH",
ynakosui; no 1 abo no "MikpobionoriyHa ynMctoTa", BUry4eHo NyHKTH
2 KOHTYPHi YapyHKOBI (KOHTPOSOKTHCA BUPOOHUKOM Mpu BUPOBHNULTBI ADI)
yMNaKkoBKW B nayi 3 "Binku 6atbkiBcbkoi kniTuHK", OHK BekTopa abo
KapTOHY B6aTbKiBCbKOI KNITUHWU" BiANOBIAHO A0 BUMOT AitoYoi
MoHorpadii 1110 EP Ta Bumor 3aranbHux ctaTemn
85. | NA®EPOBIOH cynosuTopii no 500 TOB "®3" Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3minu |l bes UA/13779/01/02
® 000 MO; no 3 BIO®APMA" BIO®APMA" Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y peuenma
cynosutopiino 1ry napameTpax crneundikaui Ta/abo JonyCTUMUX MEX,
KOHTYPHIili YapyHKOBIN BM3HaYeHuX y cneuudikauisx Ha Adl, abo
ynakosui; no 1 BUXIOHWMI/MPOMIDKHWUIA NpOaYKT/peareHT, LWo
KOHTYPHI YapyHKOBIN BUKOPUCTOBYIOTLCS Y npoueci BupobHuuTea ADI (iHLwi
ynakoBLi B mayui 3 3MiHn) OHoBneHHA cneundikauii Ha A®I IHTepdepoH
KapTOHY; No 5 anbda-2B pekoMBiHaHTHWUIA NtognHKU. 3anponoHoBaHO
cynosutopiiB no 1 ry nogaeaHHs n. "lgeHtudikadis, metogom OCH-MAM,
KOHTYPHIili YapyHKOBIN "laeHTudikauis, MeToaoM KynbTypu KiTUH",
ynakosui; no 1 abo no "MikpobionoriyHa ynMctoTa", BUry4eHo NyHKTU
2 KOHTYPHi YapyHKOBI (KOHTPONIOTHCA BUPOOHUKOM Mpu BUPOGHULTBI ADI)
yMaKoBKW B nayi 3 "Binkn 6aTbkiBCbkOI KNiTHK", AHK BekTopa abo
KapTOHY B6aTbKiBCbKOI KNITUHWU" BiANOBIAHO A0 BUMOT AjtoYoi
MoHorpadii 1110 EP Ta BuMor 3aranbHux ctatem
86. | TA®EPOMAKC | cynosutopii no 1 000 TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3minu |l 3a UA/13779/01/03
000 MO, no 3 "BIO®APMA" "BIO®APMA" Tuny - 3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y peuenmom
cynosutopiino 1ry napameTpax cneuudikauivi Ta/abo AonyCTUMMUX MeEX,
KOHTYPHIili YapyHKOBIN BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
ynakosui; no 1 BUXiAHWA/NPOMIXXHWI NpoJyKT/peareHT, Lo
KOHTYPHIili YapyHKOBIN BMKOPVCTOBYIOTBCSA Y npoueci BupobHuuytea A®I (iHwi
ynakoBLi B mayui 3 3MiHn) OHoBneHHA cneundikauii Ha A®I IHTepdepoH
KapToHy; no 5 anbda-2B pekombiHaHTHUIA NtoAnHK. 3anponoHoBaHO
cynosutopiiB no 1 ry nopasaHHs n. "laeHTudikauisi, metogom ACH-TMAT™,
KOHTYPHili YapyHKOBIN "laeHTundikauis, MeToaoM KynbTypu KiTuH",
ynakosui; no 1 abo no "MikpobionoriyHa yncrora”, BUNy4eHO NyHKTK
2 KOHTYPHI YapyHKOBI (KOHTpONIOITLCA BUPOBHUKOM Npu BUPOOHULTBI ADI)
yMaKoBKU B nayi 3 "Binkn 6aTbkiBcbKOI KNiTNHK", HK BekTopa abo
KapTOHY B6aTbKiBCbKOI KNITUHWU" BiANOBIAHO [0 BUMOT Aito4oi
MoHorpadii 1110 EP Ta Bumor 3aranbHux ctatemn
87. | NA®EPOMAKC | cynosuTtopii no 3 000 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX MmaTepianis: 3minu |l 3a UA/13779/01/04
000 MO, no 3 "BIO®APMA" "BIO®APMA" Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y peuenmom

cynosutopiino 1ry
KOHTYPHili YapyHKOBIN
ynakosui; no 1
KOHTYPHIili YapyHKOBIN
ynakoBLi B nayi 3
KapToHy; no 5
cynosuTopiiB mo 1 ry
KOHTYPHili YapyHKOBIN
ynakosLi; no 1 abo no

napameTpax cneundikaii Ta/abo JonyCTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, Lo
BVIKOPVCTOBYIOTBCSA Y npoLeci BupobHuuytea A®I (iHwwi
3MmiHn) OHoBneHHA cneundikauii Ha A®I IHTepdepoH
anbda-2B pekombiHaHTHUIA NtoAnHU. 3anponoHOBaHO
noaasaHHs n. "lgeHTudikauis, metogom OCH-TMAM,
"lpeHTudpikauisa, MeTogom KynbTypu KNiTuH",
"MikpobionoriyHa YncTora", BUNy4EHO NYHKTK




58
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
2 KOHTYPHi YapyHKOBI (KOHTPOSIOKTHCA BUPOOHUKOM Mpu BUPOBHMLTBI ADI)
yMaKkoBKW B nayi 3 "Binku 6atbkiBcbkoi kniTuHK", OHK BekTopa abo
KapTOHY B6aTbKiBCbKOI KNITUHWU" BiANOBIAHO A0 BUMOT Aito4oi
MoHorpadii 1110 EP Ta Bumor 3aranbHux ctaTemn
88. | NEBILUUTAM po3uunH opanbHuin, 100 | TOB "ACIHO Ykpaina Bvpo6HuuTBO, MopTtyranis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | 3a UA/11396/02/01
mr/mn no 300 mn y YKPAIHA" ynakoBkKa: TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
dnakoHi; no 1 dapmanabop- dapmakoHarnsagy. 3MiHM y KOPOTKil XapakTepucTui
dnaKkoHy y KOMMNIeKTi MpoayToc nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta IHCTPYKUIi
3 MipHUM LUNPULIOM Y dapmachboTikoc, ANA MEeAMYHOro 3aCTOCyBaHHS
KapTOHHIN ynakoBLii C.A., MNoptyranis reHepuYHMX/riopnaHmx/6ionogiGHMX nikapcbknx 3acobis
AHanis Ta Bunyck nicnsi BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUI
cepint: npenapar (3miHa He noTpebye HagaHHsA XO4HWUX HOBMX
bnydapma - [04aTKOBUX AaHuX) - 3MiHM BHECEHO 0 iHCTPYKLIi ons
IHaycTpia MEeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
dapmachkioTika, po3ginu: "®apmakonoriyni BnactueocTti”, "MokasaHHs",
C.A., MNoptyranis "B3aemogisi 3 iHWM1MK nikapcbkMMm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmeocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaato”, "Cnocib 3actocyBaHHs Ta gosu”, "Oitn",
"MoGivHi peakuii" 3rigHo 3 iHpopmaLieto Wwoao
MeAMnYHOro 3acTocyBaHHsi pedepeHTHOro Nikapcbkoro
3acoby (KEMMPA, po3unH opanbHuid, 100 mr/mn).
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
89. | NEBOTUPOKC nopoLLoK (cybcTaHuis) AT "®apmak” YkpaiHa MenTtigo 'M6X HimeuunHa BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3miHu | - UA/0630/01/01
WH HATPIIO B MilLKax NnoABifiHMX Tuny - 3miHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
nonieTuneHoBux Ans cepTudikaT BignoBiaHOCTI EBpoNenchbKil
BUPOOHMUTBA capmakonei/moHorpadii. MogaHHa HoBoro abo
HEeCTepUnbHNX OHOBIEeHOro cepTudikarta BignoBigHOCTI abo BUNYyYeHHS
nikapcbknx hopm cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ans A®l; ansa BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyoBUHY (iHLWI 3MiHW) NpUBEAEHHsT pedakuii po3giny
«YMmoBu 36epiranHsa» y MKA go Bumor, ski 3a3HayeHo B
3aTBEpOKEHI Bepcii cepTudikarta signosigHocTi € Ne
R1-CEP 1998-048-Rev 05
90. | NEPKAHIAMNI TabneTkn, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a UA/16977/01/01
H-TEBA NNiBKOBOIO YkpaiHa» OynHuus AT Tuny - 3MiHK 3 sikocCTi. [O0TOBMI Nikapcbkuii 3acib. peuenmom
o6ornoHkoto, no 20 mr KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
no 14 Tabnetoky MeTofax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby
GnicTepi; no 2 abo no (iHWi 3MiHKM y MeTogax BUNpobyBaHb (BKMOYao4n 3aMiHy
4 6nictepn B KOpOOGLi abo fonoBHeHHS)) BBeaeHHSA anbTepHaTMBHOIO MeToay
KOHTPOIIO 3a nokasHukom "OfHOPIAHICTE A030BaHMX
oavHULB" (paxpaxyHKOBO-BaroBuin MeTon),
3aTBEPKEHUI MeTOp - METOA, MPSIMOr0 BU3HAYEHHS.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHS!
91. | NEPKAHIAMNI TabneTkn, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a UA/16977/01/02
H-TEBA NniBKOBOO YkpaiHa» OynHuug AT Tuny - 3MiHK 3 sKocTi. [0TOBMI NikapcbKkni 3acib. peuernmom

060noHkKoto, no 10 mr

KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 14 Tabnetok y MeTofax BUNpobyBaHHSA roTOBOro fikapcbKoro 3acoby
6nictepi; no 2 abo no (iHWwi 3miHM y MeToaax BunpobyBaHb (BKIOYaym 3amiHy
4 6nictepu B kOpOOLj abo gonoBHeHHS)) BBegeHHA anbTepHaTUBHOIO MeToay
KOHTPOIMIO 32 NokasHMKoM "OfHOPIAHICTb 4030BaHMX
oAMHNLB" (PaxpaxyHKOBO-BaroBmin MeTon),
3aTBEpPOKEHUI MeTo - METOA, NMPSIMOro BU3HAYEHHS.
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
92. | NINO®YHAOUH emMynbCis gns iHdysin B. bpayH HimeyvuuH b. bpayH Himeyumna BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3miHu | 3a UA/3853/01/02
MCT/NCT 20% no 250 mn a6o no 500 Menb3ayHreH a Menb3yHreH Arl, TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
Mn y conakoHi; no 1 Al HimeyunHa capmakoHarnsgy. BeegeHHs abo 3miHm oo
a6o no 10 dnakoHiB y (BMPOGHULTBO, y3aranbHeHUX A4aHux Npo cuctemy dapmakoHarnsgy
KapTOHHiI kopobui nepBuHHA Ta (BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTeEMY
BTOPWHHA ynaKkoBKa, dapmakoHarnsgy, 3MiHa yroBHOBaXeHOi ocobu,
BUNycCK cepii); BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
Bb.bpayH KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa ansi
Menb3ayHreH AT, 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
Himeyunna BigMiHHa Bif, YNOBHOBaXkeHOI 0cobu, BignosiganbHoi 3a
(koHTpOnb cepii) 3iicHeHHs dhapmakoHarnsgy (BKMYaryn KOHTaKTHI
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cuctemn chapMakoHarnsgy) 3MiHa yrnoBHOBaXXEHO!
ocobu 3asiBHMKA, BignoBigansHoi 3a hapMakoHarnsg.
Hitouwa pepakuis: Dr. Marco Junginger. lNponoHoBaHa
pegakuis: Maiikn Mapuwnep / Michael Marschler. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa KOHTaKTHOI
ocobu 3asiBHUKa, BiAMNOBiAanbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoua pegakuis: NebegnHeup €nusaseTta
PomanisHa. MNponoHoBaHa peaakuis: Muxavnok MapuHa
CraHicnagiBHa. 3MiHa KOHTAKTHUX JAaHUX KOHTAKTHOI
ocobu 3asiBHUKa, BiANOBiAanbHOI 3a hapmakoHarnsg B
YkpaiHi
93. | NMNITAK pPO34MH Ans iH'ekuin, 2 INinomeg Al Lsewuapi BignoBsigae 3a LLIsenuapis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | 3a UA/17856/01/01
Mr/mMn no 5 mny A BTOPUHHE HimeuunHa Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
dnakoHi; no 5 nakyBaHHs, dapmakoHarnsagy (iHwi 3miHM) OHOBMEHHS TEKCTY
riakoHiB Yy KapTOHHIN KOHTPOrb SIKOCTi Ta MapKyBaHHs1 BTOPUHHO| YNakoBKW fikapcbKoro 3acoby
KopoobLi BUMYCK cepii:
Tinomepn AT,
LLisenuapisi;
BUPOGHMUTBO "in
bulk", nepuHHe
nakyBaHHs Ta
NPOMDKHUI
KOHTPOIb
BUMYLLEHUX Cepint:
[aynT ®apma
BonbdpaTwayseH
'm6X, HimevyynHa
94. | NO3APTAH- TabneTkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa/ BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3miHu | 3a UA/16398/01/01
TEBA NniBKOBOO YkpaiHa» dapmMaLeBTUYHUIA IcnaHis Tuny - 3miHn 3 skocTi. CepTudikaT BignosigHocTi/l E- peuernmom

060noHKoto, no 12,5

3aBo TeBa,

cepTudikat BigNOBIAHOCTI €BpoNenchbKin
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

mr; no 10 TabneTok y
GnicTepi; no 3
Grictepu y KapTOHHIMN
KopobLi

YropwwHa; Tesa
®apma C.JLY.,
IcnaHia

dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudikaTta BignoBiaHOCTI abo BUMYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakoneri:
ans A®l; ansa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpKEHOro BMPOOHUKa - MNogaHHS OHOBREHOro
cepTudgikaTa BignoBigHOCTI €Bponeiickkin hapMmakonei
ans A®l JNlozaprany kanito Ne R1-CEP 2010-139-Rev 03
(nonepeaHs Bepcis CEP R1-CEP 2010-139-Rev 02) Big,
BXe 3aTBepapkeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 38’a3ky 3i
3BY)XE€HHSIM JONYCTUMOrO BMICTY HITPO30AOMILLOK A0
Mexi «He Ginbwe 0,03 ppmy; 3MiHn | TMNy - 3MiHK 3
skocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BignoBigHoOCTI €Bponeiickkin hapmakonei/MmoHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUNy4eHHs ceptudikara
BignoBigHocTi €Bponeiickkin hapmakonei: ans A®l; ans
BMXiQHOro maTtepiany/peareHTy/NpPoOMiXKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYHOTbCH Y BUpOBHMUTBI APIl; ans
[OOMOMDXHOT peqoBMHU (cepTudikaT BignoBiaHOCTI
€Bponevicbkinn apmakonei) - OHoBMNeHW cepTudikaT
BiJ, y>Ke 3aTBepDKeHOro BUpobHuka - MNMogaHHs
OHOBIEHOro cepTudikaTa BignoBigHOCTI €EBPONENCHKIl
dapmakonei gna AP| Jlozaptany kanito Ne R1-CEP
2010-139-Rev 04 (nonepepaHs Bepcia CEP R1-CEP
2010-139-Rev 03) Big Bxe 3aTBEpAXEHOr0 BUPOOHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd. (China), y
3B’A3Ky i3 JoAaBaHHAM Mexi «He binble 10,0 ppm» ans
aoMiwkn AZLS; 3miHu | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs AdI
abo BuxigHOro martepiany/npoMixXHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkrtoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BVXiAHOro/NpOMIDKHOTO NMPOAYKTY) - [loaaBaHHsA
BUpoGHMKoM ADI Zhejiang Huahai Pharmaceutical Co.,
Ltd. (China) meTony Ans BUSHAYEHHS 3arMLLIKOBUX
posunHHukiB B A®I JlosapTaH kanito, onMcaHomy y
nitodomy ceptudpikati CEP A®l INosapTaH kanito Big,
BUpobHuka Teva Pharmaceutical Industries Ltd. (R1-
CEP 2011-105-Rev 03); 3miHu | TUny - 3MiHK 3 AKOCTi.
ADI. KoHTponb AdI. 3miHa y MeToax BUNpoOyBaHHS
A®I abo BMxiaHOro MaTepiany/npomixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUpoGHMUTBa ADI (iHLWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkrtoyaro4um 3amiHy abo gonosHeHHs) ADI abo
BUXiAHOro/MPOMIXKHOIO NPoAykTy) - JlogaBaHHs
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BHYTPILLHBOrO METOAY BM3HAYEHHS PO3MOAiny YacTUHOK
3a po3mipom, BanigosaHoro Teva Pharma S.L.U.; 3minHn |
TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTuddikat BignoBigHOCTI EBpONENCHKIN
apmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BianoBigHOCTI ab0 BUIyYEHHSs!
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakoneri:
ons A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBPONENCHKii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPKEHOr0 BMPOOHUKa - MNogaHHS OHOBNEHOro
cepTudikaTa BigNoBiAHOCTI €Bponenchbkin dapmakonei
ons A®l JlosapTaHy kanito Ne R1-CEP 2010-139-Rev 05
(nonepeaHs Bepcis CEP R1-CEP 2010-139-Rev 04) Big,
BXe 3aTBepaxeHoro BmpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 38’A3Ky 3 T!M, L0
nowmiwka AZLS BupaneHa 3 CEP Ta cneumdikauii
KiHLeBOI NiKapCbKOi PEYOBMHW, OCKiNlbkn BoHa byae
KOHTPOMOBATUCh SIK HEYTOYHEHA AOMILLKa Ha piBHI
«NMT 0.10%» nig 4Yac BunpobyBaHHsi cCnopigHEHNX
PEYOBUH Yepe3 OHOBMNEHHS knacudikauii AZLS sk
HeMyTareHHoi (knac 5) gomillkn. BBegeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

95.

JIO3APTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 25 wmr;
no 10 Tabnetok y
6nicTepi; no 3
GnicTepn y KapTOHHil
KopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmaLeBTUHHUIA
3aBof TeBa,
YropwwHa; Tea
®apma C.J.Y.,
IcnaHia

YropwuHa
IcnaHia

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHoOCTI EBpoNEnChKil
cdapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCTi abo BUNYYeHHS
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ans A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHUUTBI APl; Ans gonomMixHoT
peyoBuHM (cepTudikat BigNoBiAHOCTI €BpONeEnChKin
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBepAKeHoro BUpobHuka - MoaaHHst OHOBREHOro
cepTudikaTa BignoBigHOCTi €Bponerichbkin dapmakonei
ansa A®l JlosaptaHy kanito Ne R1-CEP 2010-139-Rev 03
(nonepepaHs Bepciss CEP R1-CEP 2010-139-Rev 02) Big
BXe 3aTBepaxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 38’si3ky 3i
3BY)KEHHSIM [OMYCTUMOro BMICTY HiTPO30AOMILLOK A0
Mexi «He binbe 0,03 ppmy»; 3miHu | TUNy - 3miHuM 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikat
BignoBigHocCTi €Bponeickkini hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
BignoBigHocTi €Bponeicbki hapmakonei: ans AdDI; ana
BVXiAHOrO Marepiany/peareHTy/MPOMIXKHOTO NPOAyKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUpOBHULUTBI ADI; ans

3a
peuerimom

UA/16398/01/02
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI

3a po3Mipom, BanigosaHoro Teva Pharma S.L.U.; 3miHu |

BMKOPWCTOBYIOTBCS Y BUPOOHMUTBI APl; Ansg fonoMikHOT

€sponeicbkin bapmakonei) - OHoBneHWn ceptudikaT
Bifl y)Xe 3aTBepaxeHoro BupobHuka - NogaHHA
OHOBJEHOro cepTudikarta BianoBigHOCTI €BpoNenchKin
dapmakonei ana A®I Jlozaprtany kanito Ne R1-CEP
2010-139-Rev 04 (nonepeaHs Bepcis CEP R1-CEP
2010-139-Rev 03) Big BXe 3aTBEPAKEHOr0 BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd. (China), y
3B’A3KY i3 JloAaBaHHAM Mexi «He binbwe 10,0 ppm» gns
nomiwkn AZLS; 3amiHm | Tuny - 3mMiHm 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs API
abo BMXigHOro matepiany/npomixxHOro
NpoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpobHuUTBa A®I (iHWi 3MiHM y MeToaax BUNpobyBaHHSA
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiQHOrO/NPOMIDKHOIO NPoAyKTY) - [logaBaHHs
BnpobHuKkom API Zhejiang Huahai Pharmaceutical Co.,
Ltd. (China) meToay Ans BU3Ha4YEHHS 3arnnLKOBUX
po3unHHUkiB B A®I JlozapTaH kanito, onncaHomy y
nitovomy ceptudpikati CEP A®I JlosapTaH kanito Big,
BnpobHuka Teva Pharmaceutical Industries Ltd. (R1-
CEP 2011-105-Rev 03); 3amiHu | Tuny - 3MiHM 3 sIKOCTI.
A®I|. KoHtponb A®I. 3miHa y MeToaax BUNpobyBaHHA
A®I| abo BuxigHOro maTtepiany/npoMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkntoyaroum 3amiHy abo gonosHeHHs) ADI abo
BWXiAHOro/NpoMmixKHOro NpoaykTy) - [logaBaHHs
BHYTPILLHBOro MeToAY BU3HAYEHHS PO3Moiny YacTUHOK

Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI €BpONENCHKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCcTi abo BUNYYeHHS
cepTudpikaTa BignoBigHOCTI €Bponenchkint hapmakonei:
ans A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo

peyoBuHM (cepTudikat BignoBigHOCTI €BpoONeEChKi
dapmakonei) - OHoBMeHu cepTudikaT Bifg yxe
3aTBEpKEHOro BMpobHUKa - MNogaHHA OHOBNEHOro
cepTudikaTa BignoBigHOCTi €Bponerichbkin dapmakonei
ansa A®l JlosaptaHy kanito Ne R1-CEP 2010-139-Rev 05
(nonepenHs Bepcia CEP R1-CEP 2010-139-Rev 04) Big
BXe 3aTBepaxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 38’si3ky 3 TuM, L0
powmiwka AZLS BupaneHa 3 CEP Ta cneumdikauii
KiHLLeBOI IiKapCbKOi peYOBMHWM, OCKiNlbKM BOHa Oyae
KOHTPOMIOBATUCh SK HEYTOYHEHa AOMILLKa Ha PiBHi
«NMT 0.10%» nig 4ac BunpobyBaHHsi CNOPiAHEHUX

PEYOBUH Yepe3 OHOBNEHHS knacudikauii AZLS sk
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HemyTareHHoi (knac 5) gomiwwkn. BeegeHHs 3miH
NpoTArom 6-Tn MicsAUIB NicNsA 3aTBEpPAXKEHHS
96. | NO3APTAH- TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/16398/01/03
TEBA NniBKOBOO Ykpaina dapmaLeBTUYHNIA Icnanis Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/l E- peuernmom

o6onoHkoto, no 50 wmr; 3aBog Tesa, cepTudikaT BiANOBIAHOCTI EBpONENChHKIN

no 10 Tabnetok y YropLmHa; dapmakonei/moHorpadii. MogaHHA HoBoro abo

6nictepi; no 3 Tesa ®apma C.J1.Y., OHOBIEHOro cepTudikaTa BigNoBiAHOCTI abo BUMYYEHHS

6nictepu y KapTOHHil Icnanis

Kopobui; no 9
GnicTepiB y KapTOHHIN
KopobLi

cepTudpikaTta BignosigHOCTI €Bponenchkint hapmakonei:
ans A®l; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; Ans 4ONOMIKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHu cepTudikar Big yxe
3aTBEpAKEHOro BMPOOHuMKa - NogaHHA OHOBMEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiickkin hapMakonei
ons A®l JlosapTaHy kanito Ne R1-CEP 2010-139-Rev 03
(nonepeaHs Bepcis CEP R1-CEP 2010-139-Rev 02) Big
BXe 3aTBepapkeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 3B’a3ky 3i
3BY)XXEHHSAM [0MYyCTUMOrO BMICTY HITPO30OAOMILLOK A0
Mexi «He Ginbwe 0,03 ppmy; 3MiHn | TMNy - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiANOBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs cepTudikata
BignoBigHOCTI €Bponevickkin hapmakonei: ansa A®l; ans
BUXiHOTO MaTepiany/peareHTy/MpoMiKHOIO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkinn papmakonei) - OHoBMNeHWn cepTudikaT
Bifl y)Xe 3aTBepeHoro BUpobHuka - MoaaHHs
OHOBJIEHOro cepTudikarta BianoBigHOCTI €BPONENCHKIN
dapmakonei gna AP| Jlozaptany kanito Ne R1-CEP
2010-139-Rev 04 (nonepepgHs Bepcis CEP R1-CEP
2010-139-Rev 03) Big Bxe 3aTBEpAKEHOr0 BUPOOHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd. (China), y
3B’A3KY i3 JoAaBaHHAM Mexi «He binbwe 10,0 ppm» ans
nomiwkn AZLS; 3amiHm | Tuny - 3miHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs AdI
abo BuxigHoOro matepiany/npoMixxHoro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y MPOLECI
BUpoGHMUTBa ADI (iHLWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkntovaroumn 3amiHy abo gonosHeHHs) ADI abo
BWXiAHOro/NPOMIDKHOTO MPOAYKTY) - [loaaBaHHA
BUpoGHMKoM ADI Zhejiang Huahai Pharmaceutical Co.,
Ltd. (China) meToay Ansi BU3HAYEHHS 3aNULLKOBUX
posunHHukiB B A®I JlosapTaH kanito, onMcaHomy y
nitodomy ceptudpikati CEP A®l INosapTaH kanito Big,
BMpoGHMKa Teva Pharmaceutical Industries Ltd. (R1-
CEP 2011-105-Rev 03); 3miHu | TUny - 3MiHK 3 AKOCTi.
ADI. KoHtponb AdI. 3miHa y MeToax BUNPOoOyBaHHS
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

A®I abo BuxigHOro MaTepiany/npomixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMLTBa ADI (iHWi 3MiHWM Yy MeTogax BUNpobyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) AP| abo
BVXiAHOro/NpoMipKHOrO NPoAyKTy) - [loaaBaHHsA
BHYTPILLHBOrO METOAY BM3HAYEHHS PO3MOAINY YacTUHOK
3a po3Mipom, BanigosaHoro Teva Pharma S.L.U.; aminHn |
Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/l'E-
cepTuddikat BignoBigHOCTI €BpONENCHKI
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOro cepTudikarta BiaAnoBigHOCTIi ab0 BUNyYEHHSs
cepTudikarta BignoBigHOCTI €EBponencbkin hapmakonei:
ana A®l; ansa BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponechbKin
dapmakonei) - OHoBRNeHW cepTudikaT Bif yxe
3aTBEPKEHOro BUPOOHUKa - MNogaHHS OHOBNEHOro
cepTudikaTa BignoBigHOCTI €Bponeiickkin hapMakonei
ans A®l JNlozaptany kanito Ne R1-CEP 2010-139-Rev 05
(nonepeaHs Bepcis CEP R1-CEP 2010-139-Rev 04) Big,
BXe 3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 38’A3Ky 3 TUM, L0
nowmiwka AZLS BupaneHa 3 CEP Ta cneumdikauii
KiHLLeBOI NikapCcbKOi peYOBMHM, OCKiNbKM BoHa Oyae
KOHTPOMIOBATUCh SK HEYTOYHEHa AOMiLLIKa Ha PiBHI
«NMT 0.10%» nig 4yac BunpobyBaHHA cnopiaHEHNX
pPEeYOBMH Yepe3 OHOBIMEHHS knacudgikauii AZLS sk
HemyTareHHoi (knac 5) gomiwwkn. BBegeHHs 3miH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

97.

JIO3APTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 100
mr; no 10 TabneTtok y
Gnictepi; no 3
GnicTepn y KapTOHHil
KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmMaLeBTUYHUIA
3aBof TeBa,
YropwwHa; Tesa
®apma C.JLY.,
IcnaHia

YropuuHa/
Icnanis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBpoNenchbKil
dapmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBIAHOCTIi ab0 BUIyYEHHSs
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ona A®l; ona suxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI EBponeNchKiii
dapmakonei) - OHoBNeHuI cepTudikaT Bif yxe
3aTBepAKeHoro BUpobHuKa - MoaaHHsi OHOBREHOro
cepTudikaTa BignoeigHocTi €Bponeiichbkin dapmakonel
onsa A®l JlosapTaHy kanito Ne R1-CEP 2010-139-Rev 03
(nonepepaHs Bepciss CEP R1-CEP 2010-139-Rev 02) Big
BXE 3aTBepAxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (China), y 3B’A3Ky 3i
3BY)KEHHSIM [OMYCTUMOro BMICTY HITPO30AOMILLOK 10
Mexi «He binbe 0,03 ppmy; 3miHu | TUny - 3miHK 3
skocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BigNOBIgHOCTI €Bponewnchbkin dapmakonei/MoHorpadii.

3a
peuernmom

UA/16398/01/04




65 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata

BiANoBigHOCTI abo BUMy4eHHs1 cepTudikata

BUXiAHOrO MaTepiany/peareHTy/MpoMiKHOIO NPOAYKTY,
L0 BUKOPUCTOBYIOTLCS Y BUPOGHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI
€Bponeiickkin hapmakonei) - OHoBneHu cepTudikaT
Bifl yxe 3aTBepMKeHOro BMpobHuka - MNogaHHs
OHOBJEHOro cepTudikarta BianoBigHOCTI €BpoNenchKin
dapmakonei gns API Jlozaptany kanito Ne R1-CEP
2010-139-Rev 04 (nonepepaHs Bepcia CEP R1-CEP
2010-139-Rev 03) Big BXXe 3aTBEPAXEHOr0 BUPOOHWMKa
Zhejiang Huahai Pharmaceutical Co., Ltd. (China), y
3B’A3Ky i3 AoAaBaHHAM Mexi «He binble 10,0 ppm» ans
nomiwkn AZLS; 3amiHm | Tuny - 3miHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meTogax BunpobyBaHHsA AdI
abo BuxigHOro martepiany/npoMiXXHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECI
BUpoGHMLTBa ADI (iHWi 3MiHWM Yy MeTogax BUNpobyBaHHS
(Bkrtovaroumn 3amiHy abo gonosHeHHs) ADI abo
BUXiQHOro/NPOMIXKHOIO NPOoAyKTY) - [logaBaHHs
BupobHmkom AdIl Zhejiang Huahai Pharmaceutical Co.,
Ltd. (China) meToay Ans BU3HAYEHHS 3anMLLIKOBUX
posumnHHukie B A®I JlosapTaH kanito, onMcaHomy y
pitodomy ceptudpikati CEP A®I INosapTaH kanito Big,
BUpobHuka Teva Pharmaceutical Industries Ltd. (R1-
CEP 2011-105-Rev 03); 3miHu | Tuny - 3miHu 3 sKoCTi.
ADI. KoHTponb API. 3miHa y MeTogax BUNpobyBaHHS
A®| abo BuxigHOro MaTtepiany/npoMixXHoOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECi
BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkrtoyaroum 3amiHy abo gonosHeHHs) ADI abo
BWXiAHOro/NpoMmixKHOro NpoaykTy) - [logaBaHHs
BHYTPILLHBOro MeToAYy BU3HAYEHHS PO3NOoAiny YaCcTUHOK
3a po3Mipom, BanigoBaHoro Teva Pharma S.L.U.; 3minHn |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBiaHOCTI EBponenchKil
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBI4HOCTIi 200 BUIyYEHHSs
cepTudcpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBuHM (cepTudikaT BignoBigHOCTI €BpONEChKin
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBepAKeHoro BUpobHuka - MoaaHHsi OHOBREHOro
cepTudikaTa BignoBigHOCTI €Bponerichbkin dapmakonei
onsa A®l JlosapTaHy kanito Ne R1-CEP 2010-139-Rev 05
(nonepepaHs Bepciss CEP R1-CEP 2010-139-Rev 04) Big
BXe 3aTBepaxeHoro BupobHuka Zhejiang Huahai

BignoBigHoOCTI €Bponevickkin hapmakonei: ans A®l; ons

Pharmaceutical Co., Ltd. (China), y 3B’3Ky 3 T!M, L0




66 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nowmiwka AZLS BupaneHa 3 CEP Ta cneumdikauii
KiHL,eBOI nikapcbKoi pe4oBWHM, OCKiNbku BoHa byae
KOHTPOMOBATUCh SIK HEYTOYHEHA AOMiILLKa Ha piBHI
«NMT 0.10%» nig Yac BunpoOyBaHHS CMOPiaHEHNX
PEYOBUH Yepe3 OHOBMNEHHS knacudikauii AZLS sk
HemyTareHHoi (knac 5) gomiwwkn. BeegeHHs 3miH
npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS
98. | MABTEPA® KOHLieHTpart Ans TOB «Pouw Ykpaina BnpobHuuTBO Himeuumna/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3minu |l 3a UA/14231/02/01
PO34MHY A5 iHGYSIn, YkpaiHa» Hepo3adhacoBaHoi LLseviyapis/ My - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
100 mr/10 mn; no 10 NPOAYKLi, NepBUHHE CLWA tapmakoHarnagy. 3MiHu y KOpOTKil XxapakTepucTumLi
My donakoHi; no 2 nakyBaHHs, nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
NakoHN B KAPTOHHIN BTOPUHHE Ansi MEQUYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
kopobui; no 50 mny nakyBaHHs, [aHMMWN 3 AKOCTI, AOKMIHIYHUMM, KIiHIYHUMX gaHUMK Ta
dnakoHi; no 1 BMNpPOOyBaHHS AaHnMm 3 apmakoHarnsgy - 3MiHu BHeceHo A0
(bnakoHy B KAPTOHHIN KOHTPOSO SIKOCTI, IHCTPYKUIT ANA MeaNYHOro 3acToCyBaHHS NikapCbKOro
KopobLUi BUNyck cepii: Poww 3acoby go posainis "OcobnmBocTi 3acTocyBaHHsA",
HiarHocTtuke Mm6X , "3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHs
Hime4vuuHa; rpyaato” (BHECEHHsI [OOATKOBUX 3KACTEPEKEHD),
BTopuHHe "Cnocib 3acTocyBaHHsi Ta fo3u" BiANoBiAHO A0
nakyBaHHs, marepianis peecTpauinHoro Aocbe. BBegeHHs 3MiH
BMNPOOYBaHHSA npoTSArom 6-Tu MicAUiB Nicnsa 3aTBepAXEHHS
KOHTPONIO SIKOCTi,
BMNYCK cepii:
& . XopdpmaHH-J1s
Pouw NTa,
LLiBeviLapis;
Bupo6HuuTBO
Hepo3adacoBaHoI
npoaykLuii, nepBuHHe
nakyBaHHs:
[>XxeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPOIMHO SIKOCTI
npu BUMYCKY 3a
nokasHukamm
BakTepianbHi
€HOOTOKCHHY,
CTepunbHiCTb:
JNNa6op NC CE enp
Ko. KI', HimeyunHa
99. | MABTEPA® KOHLieHTpaT Ans TOB «Pouu YkpaiHa Bupo6HuuTBO Himeuumna/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/14231/02/01
PO34MHY AN iHGY3in YkpaiHa» Hepo3dhacoBaHoI LLisenuapis/ Tuny - AgMiHicTpaTuBHI 3MiHW. 3miHa kogy ATX - 3MiHu peuenmom
no 100 mr/10 mn; no NPOAYKLii, NepBUHHE CLLA BHECEHO [0 iHCTPYKLUiT ANst MeQUYHOro 3acTOCyBaHHS
10 mn y cpnakoHi; no 2 nakyBaHHs, nikapcbkoro 3acoby Ao po3sginy "®apmMakoTepaneBTUYHa
riakoHV B KApTOHHIN BTOPUHHE rpyna. Kog ATX." BignoBigHo 40 MiXHapogHoro
kopobui; no 50 mny nakyBaHHs, knacudikatopy BOO3: 3aTBEpOKEHO:
cdnakoHi; no 1 BUNpPOOYBaHHS AHTUHeonnacTU4Hi 3acobu. MoHOKNOHanbHi aHTUTINa.
rakoHy B KapTOHHIW KOHTPOSIO AKOCTI, Kopg ATX LO1X C02. 3anponoHoBaHo:
Kopoo6ui BUNYCK cepii: AHTVMHeonnacTnyHi 3acobun. MoHoKoHanbHi aHTuTina Ta

Pow [JiarHocTuke

KOH’loraTi aHTuTina 3 nikapcbkum 3acobom. IHribiTopu
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

'm6X, HimeuunHa
BTopuHHe
nakyBaHHs,
BUNPOOYBaHHSA
KOHTPOSIO AKOCTI,
BUMYCK Cepii:
®.XoppmaHH-J1s
Pow JTg,
LLisenuapis
BupobHMLTBO
Hepo3dhacoBaHoi
npoayKuii, NnepBuUHHE
nakyBaHHs:
[xeHeHTek IHK.,
CLUIA
BunpobyBaHHs
KOHTPOIIO SKOCTI
npu BUMYCKY 3a
nokasHukamm
BakTepianbHi
€HOO0TOKCUHY,
CTepunbHicTb:
Jlabop JIC CE eHp
Ko. KI', HimewunHa

CD20 (knactep gudepeHuitoaHHsa 20). Kog ATX LO1F
AO01. BBegeHHs 3MiH NpoTsirom 6-Tu MicsuiB nicns
3aTBEPOKEHHS

100.

MABTEPA®

KOHLIeHTpaT Ans
PO34MHY Ans iHDY3In,
100 mr/10 mn; no 10
My donakoHi; no 2
riakoHV B KApTOHHIN
kopobui; no 50 mn y
cdnakoHi; no 1
rakoHy B KapTOHHIW
KopoobLi

TOB «Polu
YkpaiHa»

YkpaiHa

BupobHuLTBO
Hepo3adpacoBaHoI
NpoAyKLii, NepBuUHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO AKOCTI,
BUMYCK cepii:
Pow [iarHocTuke
'MG6X, HimeuunHa
BTopuHHe
nakyBaHHs,
BUNPOOYBaHHS
KOHTPOIO SKOCTI,
BUNYCK cepii:

& . XopdpmaHH-J15
Pouw NTa,
LLiBenuapis
Bupo6HuuTBO
Hepo3dpacoBaHoiI
npoaykLuii, nepBuHHe
nakyBaHHsI:
[xeHeHTeK IHK.,
CLUA
BunpobyBaHHs

HimeuuunHa/
LLIsenuapis/
CLA

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMIA Nikapcbkuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOro NnikapCbKoro 3acoby

(36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku (MiATBEPAKYETLCS
AaHVMK pearnbHoro Yacy) - 36inbLIeHHS TeEpMiHY
NpWAATHOCTI rOTOBOTO NiKapcbKoro 3acoby
3aTBepaxeHo: 2 poku 6 Micauis
3anponoHoBaHo: 3 pokv 3MiHM BHECEHI B iHCTPYKLitO Ans
MeAMYHOro 3acTOoCyBaHHS NikapCbkoro 3acoby y po3ain
"TepmiH npugaTtHocTi". BBegeHHs 3MiH NpoTsrom 6-tu
MicaLiB nicns 3aTBepKEHHST; 3MiHM | Tuny - 3MiHM 3
sikocTi. A®l. BupobHmuTBO. 3MiHM BUNpoGyBaHb abo
OonycTMMMUX MeX Yy npoueci BupobHuutea AdI, wo
BCTaAHOBIEHi y cneundikauisix (4oaaBaHHSA HOBOTO
BMNPOOYBaHHA Ta AOMYCTUMMX MeX) - [loaaBaHHs
aHaepobHoro GioHaBaHTaXeHHs B IKOCTi HOBOTO
BMUNPoByBaHHs, O 3aCTOCOBYETLCA Nif Yac
BMpoGHMUTBa ADI. JlimiT Anst GioHaBaHTaXeHHs
BCTaHoOBMEHO K < 10 KYO/10 mn. BBeaeHHs 3miH
NpOTArom 6-Ty MiCALIB MicNsi 3aTBEPOXKEHHS; 3MiHM |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHMUTBO. 3MiHM
BMNpobyBaHb abo JoNyCTUMUX MEX Y NpoLeci
BUpobHMUTBa ADI, 1110 BCTAHOBNEHI Y cneuudikavisx
(mogaBaHHSA HOBOro BMNPOBYBaHHS Ta AOMYCTUMUX MEX)
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KOHTPOIHO SIKOCTI
npu BUMYCKy 3a
nokasHukamm
BakrepianbHi
E€HOO0TOKCUHMY,
CTepunbHicTb:
Jlabop NIC CE eHp
Ko. KI', HimeuunHa

- DopaBaHHs meTogy CDC (KomnnemeHT3anexHa
LMTOTOKCUYHICTb) ANS BU3HAYEHHST aKTUBHOCTI
(6ionoriyHnn MeTo KinbKICHOrO BU3HAYEHHS!) B SIKOCTI
HOBOro BMNpoOyBaHHs, L0 3aCTOCOBYETbCS Mif Yac
BMpoGHMUTBa ADI. JlimiT BcTaHoBNEHW sk 0,8 — 1.3 x
104 ognHUUbL/MI. (KpUTEPIN NPUAHATHOCTI 3anuwaeTbCcs
Takum, sikum ByB y cneumdikauii ans APl Ha Bunyck).
BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBEepAKEHHS; 3MiHK | Tuny - 3miHK 3 akocTi. API.
Bupo6HMLTBO. 3MiHK BUNpobyBaHb abo JOMYyCTUMMX
MeX y npoueci BupobHuutea A®I, Wo BCTaHOBNEHI y
cneumdikauisix (BUMy4eHHS HECYTTEBOIO BUNPODOYBaHHs)
- BunyyeHHsi HeaHayHoro BUNpobyBaHHA Ha Ginok A nig
Yyac BMpobHuuTBa ADI. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsiLiB nicnsi 3aTBepKeHHS; 3MiHu | Tuny - 3MiHK 3
sikocTi. A®l. Bupo6HuLTBO. 3MiHK BUNpobyBaHb abo
A0onyCcTMMMUX MeX Yy npoueci BupobHuutea A®I, wo
BCTaHOBIEHI y cneundikaLisix (BUny4YeHHs1 HeCYTTEBOTO
BUNpoOyBaHHs) - BunyyeHHs He3HaYHOro BUNpoOyBaHHS
y npoueci Bupo6bHuutea A®I, a came IMJIP TecT Ha
napBOBIpYC rPU3yHiB AN 3paskiB Ha cTagii prior to
harvest. BBeaeHHs 3MiH npoTarom 6-Tu micauis nicnsa
3aTBepMKeHHS; 3MiHu | Tuny - 3miHn 3 akocTi. API.
Bupo6HuuTBO. 3MiHM BUNpobyBaHb abo gonycTMux
MeX y npoueci BupobHuuTtea A®I, Lo BCTaHOBIMEHI y
cneuudikauiax (qogasaHHA abo 3amiHa BUNpobyBaHHS
3a pesynbTaTtamv JocnimkeHb 3 6e3neku abo sikocTi) -
3amiHa MeToay BM3HAYEHHS MApBOBIPYCIB rPU3yHIB
meTogom 324K Ta meToAy Ha NapBOBIpYyC rpM3yHiB
meTogom MNP, Wwo BUKOPUCTOBYIOTLCA Mif Yac
BMpOoGHMUTBa AD| Ha MeTo BU3HAYEHHS NapBOBipyCiB
rpuayHis MNJIP y peansHomMy 4aci. BBegeHHs 3aMiH
NpOTArom 6-T MicsILB NicNs 3aTBEPOXKEHHS; 3MiHN |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBO. 3MiHM
BMNpobyBaHb abo AONYCTUMMX MEX Y NpoLeci
BUpobHMUTBa ADI, 1110 BCTAHOBNEHI ¥ cneuudikavisx
(nopaBaHHs abo 3aMiHa BUNpobyBaHHS 3a
pe3ynbTatamu gocrimkeHb 3 6e3nekn abo AKocTi) -
BeeneHHs metopy MNJIP y peansHomMy yaci ans
BM3HAYEHHs MikonnasMu, 4oAaTKOBO A0
KynbTypanbHOro MeToay Ta MeToAy iHOUKaTOpPHOI
KNITUHHOT KyNbTYypW, L0 3aCTOCOBYETLCSA Mif, Yac
BMpoGHMUTBa ADI. BBeaeHHst 3MiH NpoTsiroM 6-Tu
MicsILiB nicnsi 3aTBepAKEeHHS; 3MiHu | Tuny - 3miHn 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXiIgGHUIA/NPOMIKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUPOGHMLTBa ADI (3BY>KEHHS AONYCTUMUX MEX,
BM3HaYeHUX y cneumdikadii) - 3By)XeHHSI MeX KpuTepiiB
NPUNHATHOCTI KOHUEeHTpaUii 6inka, y cneumdikauii APl 3
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<10 mr/mn go 50-60 mr/mn.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS; 3MiHK | Tuny - 3miHK 3 akocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneuudikadin

Ta/abo [oNyCTUMUX MEX, BU3HAYEHUX Y cneuumdikaLisx
Ha A®I, abo BMXigHUA/NPOMIXKHUIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(AonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM SIKOCTI Ta
BigNoOBigHMM MeTo4oM BMNpobyBaHHS) - [logaBaHHs
meToay Lys-C nenTugHoro kapTyBaHHs SK
anbTepHaTUBHOroO MeToay iaeHTudikauii 4o aitodoro

MeToay TPUNTUYHE NENTUAHE KapTyBaHHS A0

cneumndikauii A®I. Jlimit BcTaHOBRNEHWI sk “Mo3nTuBHa
iBeHTnYHiCTL”. PepakuinHi 3MiHM B MeToAi ineHTudikaLii
roTOBOrO fikapcbKkoro 3acoby. BBeaeHHs 3MiH NpoTarom
6-TK MicAaUiB nicna 3aTBepAXeHHS; 3MiHW | Tuny - 3MiHK 3
sKocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cnewuundikadin
Ta/abo AoNYyCTUMMX MeX roTOBOrO fikapcbKoro 3acoby
(3BY>XEHHSA AONMYCTUMUX MEX) - 3BY>KEHHS MeX Ans
nokasHuka «Heeugnmi yactku» B cneundikauii M3 npu
BUMYCKY Ta BUNPOOYBaHHi CTabifnlbHOCTi 3 KpUTEPIto
«BignosigatoTb gitounm Bumoram USP/EP» go kputepiis
NPUNHATHOCTI: YacTkn < 10 MkM/Ha KoHTelHep = 3000;
YacTku = 25 Mkm/Ha koHTenHep 2300. BBeaeHHs 3miH
NpOTArom 6-Tu MicsILiB Micnsi 3aTBEpXKEHHS; 3MiHu |
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib.

KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyndikai Ta/abo AoNyCTUMUX MEX
roTOBOrO NMiKapCbKOro 3acoby (3BY)XEeHHS AOMYCTUMUX

MeX) - 3By>KeHHs Mex cneumdikauii T3 ans nokasHuka
«MoHomep» 3 =97 % no = 97,5 % (Bunyck) Ta 3 = 96 %
0o 2 96,5 % (npoTsirom TepmiHy npuaaTHOCTi) Ta
3BY)EHHS Mex crneuundikauii APl ans kputepiis
npurHATHOCTI «MoHoMmep» Big 96 % 8o 96,5 %
npoTArom TepMiHy npuaaTHocTi. PepakuiviHi npaBku oo
MeTOAMK KOHTporto (aeTanisauis metoay MNpo3sopicTb
/onnecueHTHICTb), AofAaBaHHs nocunaHHs Ha USP, JP
ans nokasHukiB pH; OcmonsnbHicTb; bakTepianbHi
€eHOO0TOKCUHU; Bnanmi yactku; HeBngumi 4acTku.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS; 3MiHuM | TUny - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikadi Ta/abo

[OMyCTUMUX MEX rOTOBOTO MikapCbkoro 3acoby

(BUMYYEHHST HE3HAYHOIO MOKa3HWKa (Hanpuknag
3acTapinoro NokasHuka, Takoro sik 3anax Ta cMak, abo

ineHTudikauia 6apBHUKIB Y1 cMakoBMX 406ABOK)) -
[MpuBegeHHs T. BakTepianbHi eHAOTOKCMHMHA BUMYCK OO0
Bumor USP<85>, EP.2.6.14 JP4.01 npuBeaeHHs T.

CrepunbHicTb Ha Bunyck go sumor USP<71>, EP.2.6.1
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JP4.06. Buny4yeHHs KOHTPOSb 3a JaHHUMW MNOKa3HMKaMm1
Ha TepMiH npuaaTHocTi. BBeaeHHs 3MiH npoTsarom 6-Tu
MicsiLiB nicnsi 3aTBepaKEHHS; 3MiHu | Tuny - 3MiHK 3
sIKocTi. [oToBMI Nikapcbknii 3acib. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTodax BUNpobyBaHHS
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHMX MeToAax BUNpobyBaHHs) - HeaHauHi
3MiHM B npoueaypi TECTYBaHHS BUOUMMX YACTOK Ansi
BUMYCKY Ta KOHTPOSO CTabinbHOCTI (3MiHa npunagis Ta
KinbKoCTi 3paska), npueeaeHHst TecTy Visible particles go
Bumor USP<790>, EP.2.9.20 JP6.06. BeegeHHs 3MiH
NPOTArom 6-Tu MicAUIB NicNA 3aTBEPAXKEHHS; 3iHK | TNy
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro fikapcbKkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOIO NikapCcbKoro 3acoby (iHLwi 3MiHK
y MeToaax BunpobyeaHb (BKNoYakyy 3amiHy abo
A0noBHEHHS)) - [lonoBHeHHs crneumndikauii M3 Ha
cTabinbHiCTb BUNPOBGYBaHHAM Ha MPOHUKHEHHS renito
ONS BU3HAYEHHS LiNiCHOCTi 3aKpUTTS KOHTeHepa Ha
[04aToK 4O 3apeecTpoBaHoro Tecty. BeegeHHs amiH
NpoTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHS; 3MiHK |
TMny - 3MiHK 3 AKOCTI. OTOBWIA NikapcbKuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI abo
ymMoBax 36epiraHHsi FOTOBOro NikapCbKoro 3acoby (3miHa
y 3aTBepXXeHOMY NpoTokoni cTabinbHocTi) - [loaaBaHHs
4acoBOi TOYKM 36 MiCALIB 4O PIYHOrO MPOTOKOMY
cTabinbHOCTi Ta OHOBIEHHSI MPOTOKOMY CTabinNbHOCTI
'N3; peTanisauis Woao NPOBEeAEHHST KOHTPOIO
(3a3HayeHHs, LWo BMNPOobyBaHHsSi NPOBOAUTLCA MNP
BUNYCKY i NPOTSAAroM TepMiHy NpUAaTHOCTI 3rigHO 3
OHOBIEHVM MPOTOKONOM cTabinbHOCTi. BBEAEHHS 3MiH
NpOTArom 6-Ty MiCALIB MicNsi 3aTBEPOXKEHHS; 3MiHM |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHsi rOTOBOrO fikapCbKoro 3acoby (3miHa
y 3aTBEpAKeHOMY NpoTOKonNi cTabinbHOCTi) - 3MiHM o
3aTBepOKeHOro npoTokony ctabineHocTi M3 ans
BUAANEHHs MPOMIKHMX YaCOBUX TOYOK CTabiNbHOCTI 3
piuHoro npoTokony (3 0, 3, 6, 9, 12, 18, 24, 30 micauis
0o 0, 12, 24, 36 micsiyiB). BBeaeHHs1 3MiH npoTarom 6-Tu
MicsILiB nicnsi 3aTBepAKEHHS; 3MiHu | Tuny - 3miHK 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®I, abo BUXigGHNIA/NPOMIKHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECI
BUPOGHMUTBa AD| (BUNYYEHHS HE3HAYHOTO MOKa3HUKa
SIKOCTi (Hanpuknaz, BUIyYeHHs 3acTapinoro nokasHuka))
- BUJTy4Y€HHS1 HE3Ha4YHOro napameTpy TectyBaHHA CHOP
3i cneumndikauii Ha Bunyck AdI, WO BUKOPUCTOBYETLCS B
npoueci BupobHuuTea A®l. BBeaeHHs1 3MiH NpoTsrom 6-
TV MicsliB nicnsi 3aTBepaXeHHs; 3MiHu | Tuny - 3MiHu 3
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skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo 4ONYCTUMUX MEX, BUHAYEHUX Y
crneungikauiax Ha A®l, abo BUXIgHUIA/NPOMIKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLEC
BMpobHMUTBa ADI (iHWi 3miHK) - 3amiHa TecTy SDS-
PAGE (enektpodopes 3 HaTpito gogeuuncynbgaTtom y
noniakpunamigHomy reni) Ha CE-SDS (kaninsipHui
enekTpodopes 3 HaTpito gofdeumncynbgaTom) y
cneundikauii APl ans BUSHaAYEHHsT YACTOTH, Ta AK
HacnigoK 3MiHW pefakuUinHOro xapakrepy B Metoaui
KOHTPOIIO SIKOCTi FOTOBOTO Nikapcbkoro 3acoby 3a
nokasHukom «4Yuctotar; 3miHu Il Tuny - 3MiHM 3 SKOCTI.
AO®I. KoHTponb ADI. 3miHa y napameTpax cneuudikadin
Ta/abo [oMyCTUMUX MEX, BU3HAYEHNX Y cneumdikaulisx
Ha A®I, abo BMXigHUA/NPOMIXKHWIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuutea AdI
(Buny4yeHHs napameTpa cneuudikadii, Skui Mmoxe maTu
cyTTEBUIA BNMB Ha sikicTb ADI Ta/abo roToBoro
nikapcbkoro 3acoby) - BunyyexHnsi tecty SDS-PAGE 3i
cneuudikauii A®l Ha TepmiH npuaaTHOCTI Ta 3i
cneundikadii IM3; 3minun Il Tuny - 3MiHM 3 sikocTi. AL,
KoHTponb A®l. 3MiHa y napameTpax cneuudikadin
Ta/abo [oMyCTUMUX MeX, BU3HAYEHNX Y cneumdikaulisx
Ha A®I, abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(Buny4eHHs napameTpa cneuudikadii, Skui Mmoxe maTu
CyTTeBUI BNUB Ha sikicTb ADI Ta/abo rotoBoro
nikapcbkoro 3acoby) - BunyyeHHs napameTpy nutoma
aKkTuBHicTb TecTyBaHHA CDC (bionoriyHnin meton
KinbkicHoro Bu3HadeHHs1 PLA) 3i cneumdikauii Bunycky
A®I, 110 BUKOPUCTOBYETHCS B Npoueci BupobHuutea AdI

101.

MEOAKCOH JK

NMOPOLLIOK Ta
PO3YMHHUK ANs
pPO34nHy Ans iH'ekuin 1
r; no 1 cdonakoHy 3
nopotukom Ta 1
amnynoto 3
PO3YMHHUKOM
(ninokaiH, po3unH ans
iH'ekuin, 10 mr/mn, no
3,5 mn B amnyni) y
GnicTepi; no 1
GnicTepy B KapTOHHIl
KopobLi

Mepokewmi
nTa

Kinp

BUPOBHMLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
Mepokemi (Pa lcT)
NTA., (AcenTik
LiedanocnopuH
daciniti), B'eTHam;
PO3YUHHWK:
BMPOGHMLUTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
roToBOro
nikapcbkoro 3acoby:

B'etHam/Kin
p

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
Tuny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ANA MeAUYHOro 3acTOCYBaHHS Ha NiACTaBi perynspHo
OHOBINIOBaHOIO 3BiTYy 3 6e3neku nikapcebkoro 3acoby, abo
JocrimpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiHuin nepiod, abo sik pesynbTtar
OLiHKM 3BITY 3 JOCNigXeHb, NPOBEAEHMX BiONOBIAHO 40
nnaxy negiatpuyHux gocnimkers (PIP) (3miHy
Y3roXXEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM OPraHoM) -
3MiHU BHeCeHi o iIHCTPYKLUiT Ans MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii" BignoBiagHO 4o oHOBMEHOI iHpopMalii 3 6e3neku
nitovoi pevoBuHW. MNpeacTtasneHi 3aMiHM B iHdopmallii 3
6e3neku LWoA0 BHECEHHS 3MiH Ta JOMNOBHEHb Y po3zini
NPOEKTY IHCTPYKLIi ANs MeANYHOro 3aCTOCYBaHHS
«[MoGivHi peakuii» Ha niactasi pekomeHaauii PRAC, wo
po3milLieHi Ha odpilitHoMy canti EMA, MoxXyTb ByTu
peKkoMeHAoBaHi Ao 3aTBEP/PKEHHSI Ta BHECEHHS B

3a
peuerimom
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Mepokemi JIT[
(AMNynbHUN
IH" exuinHWn 3aBog),
Kinp; BUpo6bHMLTBO
32 MOBHVM LIMKITOM:
Mepokemi JIT[,
(3aBog C), Kinp

IHCTPYKUil0 4Nst MEAUYHOTO 3aCTOCYBaHHS fikapCbKoro
3acoby.

BBepneHHs 3miH npoTarom 3-x Micsauie nicns
3aTBEPIKEHHS; 3MiHM | TMny - 3MiHK Wwoao
6e3neku/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHu y
KOPOTKi XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHS! Ta iHCTPYKUii ANS MEAMYHOrO 3aCTOCYBaHHS
reHepuYHMX/ribpuaHnx/GionodibHUx nikapcbkux 3acobis
nicns BHECEHHS TiEl camoi 3MiHWN Ha pedbepeHTHUI
npenapar (3mMiHa He NoTpebye HafaHHS XXOAHMX HOBUX
[0AaTKOBMX AAHMX) - 3MiHM BHECEHI 40 iHCTPYKUii Anst
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
"dapmakonoriyHi BnactusocTi", "lMpoTunokasaHHs",
"B3aemogisi 3 iHW1MK nikapcbkumm 3acobamm Ta iHLwi
Buamu B3aemogin”, "OcobnmeocTi 3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3un”, "MobivHi peakuii” 3rigHo 3
iHbopMmaLieto LLoao MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Rocephin, powder
for solution for injection or infusion, 1 g). BBeaeHHsi 3amiH
nNpoTArom 3-X MiCALIB Micnsi 3aTBEPAXKEHHS; 3MiHM | Tuny
- 3MiHN Wwopno G6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm) - 3MiHK BHECeHO 4o
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby y po3ain "lMNo6iyHi peakuii" BianosigHo 0o
OHOBMEHOI iHdopmaLlii 3 6e3nekun Ailo4oi pe4oBUHN.
BBeneHHs 3miH npoTArom 3-x MicauiB nmicnsi
3aTBEpPOKEHHS

102.

MEOOLIE®

MOPOLLOK A5 PO34NHY
ons iH'ekuivnno 1r; 1
abo 10, abo 100
riakoHiB 3 MOPOLLKOM
Y KapTOHHI kopobui

Mepokemi
nTa

Kinp

BMPOGHMLUTBO 3a
MOBHWUM LIMKIIOM:
Mepokemi T,
(8aBog C), Kinp;
BUPOBHMLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
Mepokemi (Pa lcT)
NTA.,(AcenTik
LiedanocnopuH
daciniti), B'eTHam

Kinp/B'eTHa
M

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
ANs MEAUYHOTO 3acTOCYBaHHA Ha NiACTaBi perynspHo
OHOBINIOBaHOIO 3BiTYy 3 6e3neku nikapcebkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHA Nikapcbkoro
3acoby B micnapeecTpauiiiniin nepiod, abo Ak pesynbTtar
OLiHKM 3BITY 3 JOCNigKeHb, NPOBEAEHMX BiANOBIgHO A0
nnaHy negiaTpuyHux gocnimxkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHNM OpraHoM) -
3MiHU BHeCeHi o iHCTPYKLUiT Ans MegnyHoro
3aCTOCYBaHHSA fikapcbKoro 3acoby y po3gin
"OcobnmBocCTi 3acTocyBaHHA", BIAMOBIAHO 4O OHOBIEHOT
iHcpopMmawii 3 6e3nekn Ajto4oi peHoBUHN CTOCOBHO
KpoBOBWNMBIB. BBegeHHs 3MiH npoTarom 3-x micsauis
nicnsa 3aTBepAXXeHHs; 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS
Ha niacTaBi perynsipHo OHOBMIOBAHOrO 3BiTy 3 Ge3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT OuiHKK

3a
peuernmom

UA/0776/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3BITY 3 fOCNigKeHb, NPOBEeAEHNX BIANOBIAHO 4O NnaHy
neaiaTpuyHux gocnigpkes (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YTNOBHOBaXXEHUM OpraHom) - 3MiHu
BHECEHIi [0 iHCTPYKLIi ANns MegMYHOro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ain "Mo6ivni peakuii”
BiZNOBIQHO 1O OHOBMEHOI iHhopMaLii 3 6e3nekn aitoyoi
PEYOBUHM CTOCOBHO remaTypii. BBeaeHHs1 3MiH npoTarom
3-x micsiLiB nicns 3aTBEpKEHHS; 3MiHK | Tuny - 3MiHK
wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - 3MiHWM BHECEeHi A0 iHCTPYKLii Ans MeanyYHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii” Wwoao 3BiTyBaHHS Npo NoGiyHi peakLii.
BBegeHHst 3MiH NpoTarom 3-x Micauis 3 gatu
3aTBEKEHHS

108.

METEOCNA3MI
n

kancynu no 10 kancyn
y 6nicTepi; no 2 abo
no 3 Gnictepn y
KapTOHHil kopobui

JlabopaTopii
Marwioni
CniHgnep

dpaHuis

BUPOBHMLUTBO
Hepo3dacoBaHoI
NpoAyKUii:
IabopaTopii ManeHik
BepHiH, ®paHuis;
nepBuHHA Ta
BTOPWHHA yNaKkoBKa,
KOHTPOIb SIKOCTI,
BiAnoBiganbHWM 3a
BUMYCK cepii:
Na6opaTopii Maioni
Cninanep, ®paHuis

dpaHuia

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPo CUCTeEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHv1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
30iACHEHHS1 hapMakoHarnsgy (BKMoYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLieHHi macTep-thanna
cucTeMu chapmakoHarnsigy) 3miHa ynoBHOBaXeHOT
ocobu 3asBHMKA, BiANoBiaanbHOI 3a 30iNCHEHHS
dapmakoHarnsgy. [itova pegakuis: Amelie Legrand.
MponoHoBaHa pepakuis: Sylvie Cismondo. 3miHa
KOHTaKTHUX JaHMX YNMOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BiANOBIAANbLHOI 3a 3AiCHEHHs dhapmakoHarnsagy. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoI 3a
34iicHeHHs dhapmakoHarnagy B YkpaiHi. [irova
pepakuis: Lknsapesuy Irop OnekcaHaposuy.
MponoHoBaHa pepakuis: Lanka OneHa BonognmupisHa.
3MiHa KOHTaKTHMX JaHWX KOHTaKTHOI 0cOBU 3asiBHUKA,
BiZNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay B
YkpaiHi. 3miHa Micus 3aiMCHEHHs OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa micue3Haxo4KeHHs1 MacTep-
danna cuctemu papmakoHarnsgy

6e3
peuenma

UA/8767/01/01

104.

MINICTAH
CUHYC

KanneTu, BKPUTI
obonoHkoto, no 10
Kannet y 6nictepi; no
2 6nictepu y nayui 3
KapTOHY

Mini Xenckepe
Nimiten

Benvka
BpuTaHis

Bingonac Xenckepe
Mpisat NimiTeq

IHaisa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
Tuny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
AN MeAUYHOro 3acTOCYBaHHS Ha NiACTaBi perynspHo
OHOBJIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpauiliHuin nepiod, abo sik pesynbTtar
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiAMNOBIOHO 4O
nnaHy negiatpuyHux gocnimxexs (PIP) (3MiHy

6e3
peuenma

UA/6459/01/01




74

[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Y3rO[>KEHO 3 KOMNETEHTHUM YNOBHOBa)XEHVM OpraHoMm)
3MiHV BHECEHO B IHCTPYKLIiO AN MEAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby 4o po3ainis
"B3aemogisi 3 iHWMMKM nikapcbkuMm 3acobamm Ta iHLi
BuAau B3aemogin", "OcobnmeocTi 3acTocyBaHHS"
BigMNoOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6e3neku
3acTOCyBaHHS [it040i peq4oBUHM NikapcbKoro 3acoby
105/ MOKCOTEHC TabneTku, BKPUTI TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a UA/19027/01/01
NniBKOBOK "APTEPIYM "Kuismegnpenapat” TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbkuMin 3aci6. peuenmom
o6onoHkoto, no 0,2 mr, nTo" CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 10 tabnetok B ymoBax 36epiraHHsi roTOBOro nikapcbkoro 3acoby
Gnictepi, no 2 (36inbLUEHHs TepMiHY NPUAATHOCTI TOTOBOIO flikapCbKoro
Gnictepu B nayui 3acoby) - [Inst Toproeoi ynakoBku (MiATBEPMAKYETLCS
AaH1MKN pearnbHOro Yacy) 36iNbLUEHHS TepMiHy
npuaaTHOCTI FOTOBOIO NikapcbKoro 3acoby
(3aTBEpOKEHO: TEPMIH NpmuaaTHOCTI 1,5 poky;
3aMpornoHOBaHO: TEPMiH MPUAATHOCTI 2 Poku). 3MiHN
BHECEHI B iIHCTPYKLit0 ANs MeanYHOro 3acToCyBaHHs!
nikapcbKkoro 3acoby y po3ain "TepmiH npugaTHOCTI".
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
106.| MOKCOTEHC TabneTkn, BKpUTI TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | 3a UA/19027/01/02
NniBKOBOIO "APTEPIYM "KviBmegnpenapat” Tuny - 3MiHK 3 aKkocTi. [0ToBMI Nikapcbkui 3acib. peuernmom
o6onoHkoto, no 0,4 wr, nto" CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 10 Tabnetok B ymoBax 306epiraHHsi roTOBOro nikapcbkoro 3acoby
GnicTepi, o 2 (36inbLUEHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKAPCLKOro
Gnictepu B nayui 3acoby) - [ins ToproBoi ynakoBku (MiATBEPAKYETbCS
AaHNMKN pearnbHOro Yacy) 36iNbLUEHHS TepMiHy
NpUOATHOCTI FOTOBOTO JiKapCbKOro 3acoby
(3aTBEpOKeHO: TepMiH npuaaTHocTi 1,5 poky;
3aMpornoHOBaHO: TEPMiH MPUAATHOCTI 2 poku). 3MiHN
BHECEHI B iHCTPYKLiIO AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTi".
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEpPOKEHHS
107.| HA3EXAJEP crpew HasanbHui, Uwunna JlTg. IHAis Lunna Jlrg. IHgia BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/16788/01/01
cycneHsig 50 mkr/ano3y Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom

no 18 r (140 pos)
CycneHsii y rakoHi 3
[03yBanbHUM
HacocoMm-
posnunioBaveM Ta
KoBna4kom, no 1
dNaKkoHy y KapTOHHIN
ynakoBLi

cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHux AaHux Npo cuctemy cbapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHVX NPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEeHHs hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHuUKa Ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHA hapMaKkoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cucTeMu hapmakoHarnsigy) 3miHa yrnoBHOBaXeEHOT
ocobu 3asBHUKA, BiANOBIAanNbHOI 3a hapMakoHarnsag.
[itoua pepakuis: Dr. Kabil Kalathingal. NponoHoBaHa
pegakuis: Ms. Shobha Pillai. 3miHa KOHTaKTHMX AaHUX
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

peecmpayiliHo2o

Homep

noceio4yeHHs1

YNOBHOBa)EHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
apmakoHarnsag. 3miHa KOHTaKTHOi 0cobu 3asBHUKa,
BifgnoBiganbHoi 3a dhapmakoHarnag B YKpaiHi.
[Litova pepakuis: Zinchenko Liudmyla Valeriivna.
MponoHoBaKra pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg B YKpaiHi.
3miHa micue3HaxoOXeHHs macTep-thanina cuctemu
capmakoHarnsgy Ta horo Homepa. 3MmiHa micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy

108.

HAMNPO®®

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 275 mr
no 10 tabnetoky
6nictepi; no 1 abo 2
GricTepu B KApPTOHHI
KopobLi

TOB "YOPIJ
MEOMLNH"

Ykpaina

yorPng MEOMLMH

INAY CAH. BE
TIOK. A.LLL

TypeuunHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu |
My - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
OinbHUU (BKMOYaoum ginbHuui ans A®Il, npomixHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, QinbHUL
ONst NPOBEAEHHS NaKyBaHHS, BUPOGHMKa,
BiANOBIgaNbHOro 3a BUMYCK Cepii, MicLie NpoBeaeHHS
KOHTPOIIO cepii) abo nocTayanbHUKa BUXIAHOTO
MaTepiany, peareHTy abo JOMNOMKHOI PEYOBUHM (SIKLLO
3a3HayeHo y AoCbe) - AOMiHicTpaTMBHA 3MiHa Y 3B'A3KY 3
BUMYYEHHSM 3aTBepMxXeHoro BupobHuka 113 Biocdapma
Inay CaH. Be Tigx. A.LL., TypeuumHa/ Biofarma llac San.
ve Tic. A.S., Turkey, BignoBiganbHOro 3a BUPOGHULITBO,
BWMYCK Cepill, NPOBEAEHHS KOHTPOIIO SKOCTi Cepin,
nepBUHHE Ta BTOPUHHE NaKyBaHHs. 3anuiiaeTcst
anbTepHaTUBHUIA BUPOOHUK, KOTPUIA BUKOHYE BCi
dyHKUii, Wwo 1 Bunyyvennn (YOPIO MEOWLIH INAY
CAH. BE TIDXK. A.LL., TypeuunHa/ WORLD MEDICINE
ILAC SAN. VE TIC. A.S., Turkey). 3miHn BHeceHi y
po3ainu "BupobHuk" Ta "Micue3HaxomkeHHs BUpOGHMKa
Ta agpeca MicLsa NpoBapKeHHsi Noro AisnbHOCTI" B
IHCTPYKLUil0 ANs MeAUYHOro 3aCTOCYBaHHS Y 3B"A3KY 3
BUIYYEHHSAM OHIET 3 BUPOOHNYMX AiNbHULb Ta K
Hacnigok - BUNy4YeHHs TEKCTY MapKyBaHHS! yNakoBKU
nikapcbkoro 3acoby Ans BignoBigHOT BUPOBHUYOI
ninbHUUi. BBegeHHs 3MiH npoTsirom 6-Tu MicauiB nicns
3aTBEPOKEHHS

3a
peuerimom

UA/12506/01/01

109.

HAMPO®®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 550
Mr, no 10 TabneTtok y
Gnictepi; no 1 abo 2
GnicTepu B KapTOHHIN
KopoOGLi

TOB "YOPIA
MEOMLNH"

YkpaiHa

yopng MEAVLIMH

INIAY CAH. BE
TIDK. A.LLL

TypeyuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn |
Tvny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpobHuyoi
OinbHULI (BKNtoYaroum ginbHuui anst A®I, npoMixxHoro
npoAykTy abo roToBOro nikapcbkoro 3acoby, AinbHUL
ONsi NpOBEeAEeHHS NaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
KOHTpOMHO cepii) abo nocTayanbHWka BUXigHOIO
MaTepiany, peareHTy abo JOMOMDKHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y AoCbe) - AOMiHICTpaTMBHA 3MiHa y 3B'A3KY 3
BUINYyYEHHSIM 3aTBepaeHoro BupobHuka 13 Biodapma
Inay CaH. Be Tigx. A.LL., TypeyunHa/ Biofarma llac San.
ve Tic. A.S., Turkey, BignoBigansHoro 3a BUPOGHMLITBO,
BUNYCK Cepilnt, NpoBeAEeHHS KOHTPOIIO SIKOCTi cepin,
nepBUHHE Ta BTOPUHHE NaKyBaHHs. 3anuiiaeTcs
anbTepHaTUBHUIA BUPOGHUK, KOTPUIA BUKOHYE BCi

3a
peuenmom

UA/12506/01/02
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dyHKLi, Wwo n Bunyydenun (YOPIO MEOVLINH ITAY
CAH. BE TIDK. A.LL., TypeuunHa/ WORLD MEDICINE
ILAC SAN. VE TIC. A.S., Turkey). 3miHV BHeceHi y
po3ainu "BupobHuk" Ta "Micue3HaxomkeHHs1 BUPOOHWMKa
Ta agpeca Micus NPoBafXeHHs Moro AisanbHOCTI" B
IHCTPYKLUIitO ONA MeaQNYHOro 3acTOoCyBaHHS Y 3B"S3Ky 3
BUJTYYEHHSIM OfHIET 3 BUPOOHMUNX AiNbHULb Ta K
HacnifoK - BUNMyYeHHs! TEKCTY MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby Ans BignoBigHoi BUPOBHUYOT
OinbHWUi. BBeaeHHs 3MiH npoTsirom 6-Tu MicauiB nicns
3aTBEPOKEHHS
110.| HEBIKAPO Tabnetku no 5 mr, no ToppeHT IHAis ToppeHT IHgia BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | 3a UA/3333/01/02
10 TabneTok y dapmackioTika dapmachbioTikanc TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
GnicTepi; no 2 nc nta Iita dapmakoHarnsay. Beegerns abo 3aminn o
BnicTepn B KapTOHHIN y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
ynakosui; no 10 (BBEOEHHS y3aranbHEHWX AaHKX NPO CUCTEMY
Tabnetok y bnictepi; dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
no 5 Gnictepis, BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
3'eQHaHNX B OOWH, Y KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHv1Ka ons
KapTOHHIN ynakoBLj 34iicHeHHs hapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bif, YNOBHOBaXeHOI 0cobu, BignoBiganbHoi 3a
3iicHeHHs hapmakoHarnsgy (BKMYarym KOHTaKTHI
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cucTeMu chapmakoHarnsgy) - 3MiHa KOHTaKTHOT ocobu
3asiBHMKa, BignoBiganeHoi 3a dhapMakoHarnsag B YkpaiHi.
Litoua pepakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asiBHUKA, BiANoBiAanbHoi 3a papmakoHarnsg B YKpaiHi
111 HEMPOBIOH TabneTkn, BKpUTI Mi enp Oxi HimeyuuH Mi eng Oxi Xenc ABCTpist BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minHu | 3a UA/5409/01/01
o6ornoHkoto; no 10 Xenc a Ocrtpisi TM6X eHp Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
TabneTtok y 6nictepi; hxepmani Ko. Ol cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN
no 2 6nictepn y vm6X

KapTOHHiI kopobui

dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCTi abo BUNYYeHHS
cepTudpikaTa BignoBigHOCTI €Bponenchbkint hapmakonei:
ona A®l; ona suxigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTBECS Y BUpObHUUTBI API; ons onoMikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI EBponeNchKiii
dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepKeHOro BUPOGHUKa - MOAaHHSA OHOBIEHOMO
cepTudikaTa BignoBigHOCTi €Bponeiichbkin dapmakonei
Ne RO-CEP 2013-165-Rev 01 (3atBepmxeHo: RO-CEP
2013-165-Rev 00) ans gitoyoi pevoBuHn Pyridoxine
hydrochloride Big Bxe 3aTBEpaXeHOro BUpOBHUKa
Jiangxi Tianxin Pharmaceutical Co., LTD. 3minu | Tuny -
3MiHn 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchbKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BianoBigHOCTI 200 BUITyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ans A®l; ansa BuxigHoro

marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBReHWn cepTudikaT Bif yxe
3aTBepOKeHOro BUPoGHUKa - MoAaHHSA OHOBMEHOrO
cepTudgikaTa BignoBigHOCTI €Bponeiickkin dhapMakonei
Ne R1-CEP 2011-205-Rev 00 (3atBepmxeHo: RO-CEP
2011-205-Rev 01) ons gitoyoi pevoBuHU
Cyanocobalamin Big Bxe 3aTBepg)KeHoro BUpobHuka
Hebei Huarong Pharmaceutical Co. Ltd. 3minu | Tvny -
3MmiHun 3 skocTi. CepTuddikat BignosigaHocTI/lE-
cepTudikat BignoBigHOCTI €BpoNENChbKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 260 BUNYyYEHHSs
cepTudikaTta BignoBigHoCTIi €Bponelnchkin dhapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKin
dapmakonei) - OHoBneHu cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOMO
cepTudikaTa BignoBiAHOCTI €Bponewchbkin dapmakonei
Ne R1-CEP 2013-165-Rev 00 gns gito4oi pevoBmHn
Pyridoxine hydrochloride Big Bxe 3aTBEpaXeHOro
BMpobHuKa Jiangxi Tianxin Pharmaceutical Co., LTD.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTI
€Bponenicbkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikata BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®I; onsa BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, L0
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; aonst fonoMixxHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONEChKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
cepTudikaTa BignoBigHOCTi €Bponerichbkin dapmakonei
Ne R1-CEP 2011-205-Rev 02 ans gito4oi pe4oBrHM
Cyanocobalamin Big BXe 3aTBepAXEHOro BUPOOHMKa
Hebei Huarong Pharmaceutical Co. Ltd. 3miHu | TUny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudpikaT BignoBiaHOCTI EBponenchKil
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOro cepTudikaTta BiANoBIAHOCTIi 200 BUIyYEHHSs
cepTudcpikaTa BignosigHocTi €Bponeiichkini hapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpPONENChKil

capmakonei) - OHoBneHun cepTudikar Big yxxe




78

[TponoBkeHHs goaaTKa 2

Homep

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

peecmpayiliHo2o
noceio4yeHHs1
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3aTBepOKeHOro BUPo6HMKa - MoAaHHs OHOBMEHOrO
cepTudikaTa BignoBiAHOCTI €Bponenchbkin dapmakoner
Ne R1-CEP 2011-205-Rev 01 ans gito4oi pe4oBrHM
Cyanocobalamin Big Bxe 3aTBepgKeHoro BUpobHuka
Hebei Huarong Pharmaceutical Co. Ltd. 3minu | Tuny -
3MmiHun 3 akocTi. CepTudikart BignosigHocTi/lE-
cepTudikat BignoBigHOCTI EBpONENCHKIN
apmakonei/mMmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaAnoBigHOCTI 200 BUNYyYEHHSs
cepTudikaTta BignoBigHOCTI €Bponewnchkin dhapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOI
peyoBuHM (cepTudikat BigNoBIAHOCTI €BpONENCHKin
capmakonei) - OHoBneHu cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MoAaHHS OHOBMEHOro
cepTudikaTa BignoBiAHOCTI €Bponenchbkin dapmakonei
Ne R1-CEP 1998-140-Rev 04 (3atBepaxeHo: R1-CEP
1998-140-Rev 03) ans gito4oi pe4oBmHU
Cyanocobalamin Big BXe 3aTBepAXeHOoro BupobHuka
Sanofi Chimie. 3MiHu | Tuny - 3MiHK 3 sIKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€Bponewicbkin dapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNEHoro cepTudikaTa BignoeigHoCcTi abo
BUINyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®I; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO

BUKOPUCTOBYOTbCS Y BUpoOHUUTBI APIl; onst gonoMixxHoT

peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONEnChKin
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBEepAKEHOro BUpobHYKa - NoJaHHSA OHOBIIEHOrO
cepTudikaTa BignoBigHOCTI €Bponerchbkin dapmakonei
Ne R1-CEP 1998-140-Rev 05 ans fito4oi pe4oBrHM
Cyanocobalamin Big Bxe 3aTBepKeHOro BUpobHuKa,
KM 3MiHVB Ha3BY (3aTBepmxeHo: Sanofi Chimie;
3anponoHosaHo: EUROAPI FRANCE)

3a

UA/6564/01/01

112.

HE®AITbXUK

PO34MH ANS iH'EKLN,
20 Mr/2 mn, no 2 mn B
amnyni; no 5 amnyn Ha
NigaoHI B KAPTOHHIN
ynakoBLi

BIOKOOEKC

DpaHuis

BIOKOAEKC,
®paHuis
(BignoBiganbHWi 3a
BUMNYCK cepii);
OEJNTb®APM TYP,
®paHuia
(BpOBHMLTBO)

®paHuia

BHECEHHS 3MiH 10 peecTpaLliiHux maTepianis: 3miHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeeneHHs abo 3amiHu fo
y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiA4noBiganbHoOI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTaKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YkpaiHi, KO BOHa

BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a

3AiNCHEHHA hapMaKkoHarnsgy (BKMYakym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHI MacTep-anna

cucTeMu chapmakoHarnsgy) 3MiHa KOHTakTHOT 0cobu

YNOBHOBaXXEHOI 0COOM 3asiBHMKA, BignoBiganbHol 3a
34iicHeHHs1 dpapmakoHarnagy B YkpaiHi: Oirova

peuenmom
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
peaakuis: Lknapesny Irop OnekcaHgpoBuy.
[MponoHoBaHa pepakuisi: Lanka OneHa BonognmupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobun
YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
3[iNCHEeHHs hapmakoHarnagy B YKpaiHi
113.| OKPEBYC® KOHLeHTpaT 4ns TOB «Polu YkpaiHa BUPOBHMLUTBO Himeuuunna/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu |l 3a UA/16278/01/01
PO34MHY AN iHY3in YkpaiHa» HeposdacoBaHoi LLisenuapis Tuny - 3MiHW Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
no 300 mr/10 mn; no npoaykLii, nepsuHHe dapmakoHarnsagy. 3MiHW y KOpPOTKil XapakTepucTuui
10 mn y dpnakoHi; no 1 nakyBaHHs, nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
NaKkoHy y KapTOHHIN BMNpPoOYBaHHS ANsi MEQUYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KopobLi KOHTPOIMIO AKOCTI: OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
Pow [iarHocTuke OaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0 TEKCTY
'M6X, HimeuyumnHa; IHCTPYKUIT ANA MeanYHOro 3acTocyBaHs NikapcbKoro
BUPOBHMLUTBO 3acoby ao posainis "OcobnmBoCTi 3acTocyBaHHA",
Hepo3dacoBaHoI "Mo6iyHi peakuii”. BBeaeHHs 3MiH NpoTArom 6-Tm Micsuis
npoayKLii, NnepBuUHHE nicnga 3aTBepAXEHHSA
nakyBaHHs1,
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: ®.XodbdpmaHH-
Na Pow N1A,
LLisenuapis
114.| OKCAMNIH® TabneTkn, BKpUTI TOB Ykpaina KYCYM XENTXKEP | IHgis/YkpaiH BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minHu | 3a UA/11096/01/01
NNiBKOBO "epdapm MBT NTA, Ingis; a Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
o6ornoHkoto, no 300 mr nTno" AnbTepHaTUBHWNI dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTui

no 10 Tabnetok y
GnicTepi; no 3
Bnictepn y KapTOHHIN
yrnakoBLi

BUPOBHWK, LLIO
3AINCHIOE BTOPUHHE
nakyBaHHs,
KOHTPOrb SKOCTi Ta
Bunyck cepii: TOB
"KYCYM ®APM",
YkpaiHa

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ANs MEeAMYHOro 3aCTOCyBaHHS
reHepuYHNX/ribpnaHmx/6ionogibHMx nikapcbknx 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUIA
npenapar (3miHa He noTpebye HagaHHsA XO4HWUX HOBUX
[0AaTKOBUX AaHMX) 3MiHM BHECEHO A0 IHCTpyKUii ans
MEeOUYHOro 3aCTOCYyBaHHsI Nikapcbkoro 3acoby oo
po3ginie "3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaat” Ta "lMNobiyHi peakuii” BignosigHo Ao
OHOBIeHOT iHdopMmaLii pecbepeHTHOro NikapCbKoro
3acoby TPUNTENTAJT 300 mr, TabneTku, BKpUTI
nniskoBot 060mnoHkow. CynyTHsi 3MiHa - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta bapmakoHarnsany. BHeceHHs
abo 3miHa(1) oo 3060B'A3aHb Ta yMOB BMAaYi
peecTpauiiHoro noceigvyeHHs, Bkrtovarouu MNnax
yrpaBniHHA py3nKaMm (3aCTOCYBaHHSA TEKCTY, AKUN
NMOroXXeHW 3 KOMNeTeHTHUM opraHoM) HagaHo
OHoBreHun MNMnaH ynpaeniHHS pusnkamm Bepcisa 2.1.
3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHpopmadisy, |l
«Cneumdikauis 3 6e3nekm» (mogyns CVIII «Pestome
npobnem 6e3nekn»), lll «MnaH 3 dbapmakoHarnsgy», V
«3axoam 3 miHimisauii puaukiBy, VI «Pestome nnaHy
ynpaBniHHA pusmkamuy, VIl «dogaTtkuy y 38’a3Ky 3i
3MiHaMmu B nepeniky npobnem 3 6e3neku Ha niacTasi
OHOBIEHOI iHchbopmaLlii 3 6esnekn Ailoyoi peYOBUHM, LLIO
6yna ony6nikoBaHa Ha canti EMA. BBeeHHs 3MiH
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NpOTArom 6-Tu MicsLiB nicnsi 3aTBepaKeHHS. 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynsipHo
OHOBOBaHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrigpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiod, abo sk pesynbtaT
OLHKM 3BiTY 3 4OCiAXeHb, NPOBEAEHMX BiANOBIAHO A0
nnaHy negiatpuyHmnx gocnimkeHs (PIP) (3MiHy
Y3ropkKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHVMM OpPraHoM)
3MiHW BHECEHO [0 IHCTPYKLUiT ANg MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato"woao 6esnekn 3acTocyBaHHs 4ilo4oi pevyoBUHU
okckapbaseniH BignosigHo 0o pekoMeHaauin PRAC.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHu)
3MiHN BHECEHO A0 IHCTPYKLIT ANS MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy "MoGiyHi
peakuii” BignoBigHO 40 OHOBMEHOI iHhopMmalii 3 6e3neku
3aCcTOCyBaHHS NikapcbKkoro 3acoby. BeBeaeHHs 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBEPAXKEHHS

115.

OKCANIH®

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 300
mr; in bulk: Ne 10x240:
no 10 Tabnetok y
6nicTepi; no 240
GnicTepiB y KapTOHHIW
KopobLi

TOB
"epndapm
nto"

YkpaiHa

KYCYM XENTXKEP
neT N7

IHgia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
Tuny - 3MiHK Wwopo H6esnekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPyKUil
ONst MEAMYHOrO 3aCTOCYBaHHS
reHepu4HMX/ribpnaHnx/GionoaibHux nikapcbkux 3acobis
nicns BHECEHHS TiE camoi 3MiHW Ha pedepeHTHUI
npenapar (3miHa He noTpebye HafaHHS XXOLHUX HOBMX
[o[aTKoBMX AaHnx) 3MiHM BHeceHo Ao IHCTpykLii ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ginie "3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat” Ta "lMNobiyHi peakuii” BignosigHo Ao
OHOBJIEHOI iHgbopMmalLii pedepeHTHOro fikapcbkoro
3acoby TPUNEMNTAI 300 mr, TabneTku, BKPUTI
nniBkoBot 060moHkow. CynyTHsi 3MiHa - 3MiHM Woa0
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BHeceHHs
abo 3miHa(1) o 3000B'A3aHb Ta YMOB Buaaui
peecTpauiiHoro noceigvyeHHs, Bkrtovarouu MNnax
ynpaeniHHA pyU3vkamu (3aCTOCYBaHHS TEKCTY, SKUIA
NOroJ>KeHU 3 KOMNETEHTHUM opraHom) HapgaHo
OHoBreHun MNMnaH ynpaeniHHS pusnkamm Bepcisa 2.1.
3MiHu BHeceHo Ao YacTuH: | «3aranbHa iHpopmadisi, 11
«Cneumdikauis 3 6e3nekn» (mogyne CVIII «Pestome
npobnem 6e3nekn»), lll «MnaH 3 papmakoHarnsgy», V
«3axoau 3 MiHimizauii pusukie», VI «Pestome nnaHy
ynpaBniHHA pusmkammy, VIl «dogatkuy y 38’a3Ky 3i
3MiHaMu B nepeniky npobnem 3 6e3neku Ha nigcTasi

UA/15766/01/01
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OHOBIEHOI iHchopmalii 3 6esneku Aitoyoi pevoBUHM, LLIO
6yna ony6nikoBaHa Ha canti EMA. BBegeHHs 3MiH
NpoTArom 6-Tu MicsLiB nicnsi 3aTBepaKeHHSA. 3MiHK |
My - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
O MeQUYHOro 3acTocyBaHHS Ha MigcTaBi perynsipHo
OHOBIOBAHOrO 3BiTYy 3 6e3nekn nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHSA NiKapcbKoro
3acoby B nicnspeecTpauiiHuiA nepiog, abo sk pesynbTart
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIOHO 4O
nnaHy negiatpuyHmx gocrnimkeHs (PIP) (3MiHy
Y3ropkeHo 3 KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHWN BHECEHO A0 IHCTPYKLIT Ans Mean4Horo
3acTocyBaHHSA Nikapcbkoro 3acoby 4o posainy
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaao” oo 6esnekn 3acTocyBaHHS Ailo4oi pevyoBUHN
okckapbaseniH BignosigHo oo pekomeHgauin PRAC.
BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHK)
3MiHW BHECEHO A0 IHCTPYKLUiT ANg MeanyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3aainy "lMobiyHi
peakuii” BignoBigHO 40 OHOBMEHOI iHhopMmalLii 3 6e3neku
3acTOCyBaHHs1 Nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTsArom 6-Tn MicsAUIB NicNsa 3aTBEpPXKEHHS

116.

OPTO®EH

TabneTkn, BKpUTI
060noHkoto,
KWLLIKOBOPO34MHHI MO
25 mr no 10 TabneTok
y 6nicTepi; no 1 abo 3
6nictepn y nayui 3
KapTOHY

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha MNiacTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrimkeHb 3 6e3neky 3acToCyBaHHS Mikapcbkoro
3acoby B nicnsipeecTpauiiHuin nepiod, abo sik pesynbTtar
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIOHO OO
nnay negiaTpuyHux gocnimxers (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHVUM OpraHom)
3MiHM BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHsa" Ta "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaar” wono 6esnekm
3aCTOCyBaHHSA Ailo4oi pevyoBUHN AMKNOodeHaK BigNoBIAHO
o pekomeHaauin PRAC.
3MiHU BHeCeHi O KOPOTKOI XxapakTepucTUK A4S
ME[IMYHOrO 3aCTOCyBaHHs NikapcbKkoro 3acoby y po3ginu
"MpoTunokasaHHs" Ta "3acTocyBaHHs Mig Yac BariTHOCTI
Ta rogyBaHHs rpyaar” Wwoao 6esnekn 3acTocyBaHHs
LitoY0i pevyoBMHN AnknodeHak BignoBigHo A0
pekomMeHpauin PRAC. BBegeHHst 3MiH npoTsirom 3-x
MiCsILIiB Micnsi 3aTBEPOKEHHS

3a
peuerimom

UA/4819/01/01

117.

OTUNAKC®

Kpanni BywHi no 16 ry

BIOKOAEKC

PpaHuis

BIOKOAEKC

PpaHuia

BHECEHHS 3MiH 40 peecTpauiinHmx matepianis: 3miHu |

bes

UA/5205/01/01
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118.

O®INOKAIH-

cdnakoHi; no 1
dnakoHy pasom 3
NnacTUKOBOD
KpanenbHULeo y
KapTOHHi kopobui

Masb no 15rabo 30 r

MpAT

Ykpaina

TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnsigy. BeenerHs abo 3MiHn go
y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHVX Npo CUCTeEMY
chapmakoHarnsgy, amiHa ynoBHoBa)eHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBH1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
34iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKkTHOT ocobu
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BigNoBiganbHOI 3a
3[iNcHeHHs dhapmakoHarnagy B Ykpaidi: [itova
peaakuis: Lknapesny Irop OnekcaHgpoBuy.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobun
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
34iNCHeHHa dhapmakoHarnsgy B YkpaiHi

MponoHoBaHa peaakuis: Lanka OneHa BonognmupisHa.

peuernma

noceio4yeHHs1

OAPHULUA®

y Ty6i; no 1 1y6i y
navui

"dapmaneBTu
YHa bipma
"NapHuug"

MpAT
"®apmMaueBTUYHa
cipma "dapHuua”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoONENChbKi
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii APY abo €sponelicbkoi hapmakonei, abo
iHWOI HauioHanbHoi bapmakonei aepxasu €C (iHLwi
3MiHN)- 3amiHn y n. 3.2.P.4.1. Cneuundikauia Ta 3.2.P.4.2.
AHaniTU4HIi MeToauKK, a came: 3a3HavyeHo BUMOTU
crneundikaLii Ta aHaniTMYHIi METOAMKM Ha AOMOMIDKHY
peYoBMHY Norokcamep BignosigHo Jo €
«Poloxamers»; 3MiHu | TUny - 3MiHK 3 sikocTi. ADI.
BupobHuutBo. 3MiHa BUPOGHMKa BUXIAHOrO/MPOMIKHOIO
NpoAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpo6HMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(BKntoyaroun, oe HeobxigHo, MicLie NpoBeaEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
BignoBigHoCTi €Bponenchki hapmakonei y
3aTBEPAKEHOMY A0CbE)(3anponoHOBaHWIN BUPOOHNK
HanexuTb Ao Tiei camoi BUpOBHUYOI rpynuy NignpuemMcTs,
LLIO 1 3aTBEPIKEHUI) - 3MiHa BUPOBHUYOI AinbHuLi ADI
OdpriokcaumH, Ha 3amiHy 3aTBEepKEHIN AiNbHUL, TOro X
camoro 3aTBepaxeHoro BupobHuka ZHEJIANG EAST-
ASIA PHARMACEUTICAL CO., LTD., CHINA (6e3 3miHn
crnocoby BupobHuutea Adl). 3ateBepaxeHo: Economic
Development Zone of Sanmen County, China
BanponoHoBaHo: Coastal Industrial City, Pubagang
Town, Sanmen County, Zhejiang (317100), China.
3MiHu | Tuny - 3miHn 3 sikocTi. A®L. KoHTponb A®L. 3miHa
y napameTpax cneuudikadii Ta/abo AonycTUMmUX MeX,
BM3HaYeHuX y cneuudikauisx Ha Adl, abo

BUXIAHWIN/NPOMDKHWUIA NpOAYKT/peareHT, Lo

3a
peuerimom

UA/7088/01/01
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BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUNYYEHHSA HE3HAYHOrO MOKa3HMKa SKOCTI (Hanpuknag
BUITyYEHHS 3aCTapifioro NokasHuKa))- BUNyYeHHs
po3ainy "Baxki meTanu" 3i cneumdikauii A®I srigHo ICH
guideline Q3D on elemental impurities Ta Risk
Assessment on elemental impurities; 3miHn | TMny -
3MmiHn 3 skocTi. ADI. KoHTponb A®PI. 3miHa y MmeTogax
BMNpobyBaHHs APl abo BuxigHOro
maTepiany/npoMixXHOro NPOAYKTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuutea AdD|
(He3HayHi 3MiHM y 3aTBEpKEHNX MeToAax
BUNpoOyBaHHSA) - akTyanisauis n. 3.2.S.4.2. AHaniTUYHi
MeTOAMKM Ans aitodoi pedouHn OdhrnokcaumH 3a
nokasHukom "CynpoBifHi AOMiLLKK", a came: MeToanKY
KOHTpOMIO 3anuiieHo 6e3 3miH, ane AONOBHEHO AaHUMKN
Npo TEPMiH NPUAATHOCTI PO34YNHIB, BHECEHO pefaKLinHi
npasku; 3MiHn | TUny - 3MiHn 3 axkocTi. A®Il. KoHTponb
Ad®l. 3miHa y meTogax BunpobyBaHHs ADI abo
BUXiZHOrO MaTepiany/NnpoMiXXHOro NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuuytea AP (iHwwi
3MiHM y MeToAax BUNpobyBaHHSA (BKNOYaloun 3amiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOMO
npoaykTy) - - akTyanisauia n. 3.2.S.4.1 Cneumdpikauisa Ta
3.2.S.4.2 AHaniT4Hi MeToauKN Ans LitoY4oi pe4yoBmHU
OdbnokcauyH 3a nokasHukom "MeTaHon i eTaHon", a
came: MeToaUKy KOHTPOIO 3anuiueHo 6e3 3miH, ane
[AOMOBHEHO AAHVIMW NPO TEPMIH NPMAATHOCTI PO34MHIB,
BHECEHO pefakuinHi npaBku.

CynyTHS 3miHa
- 3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMKUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMiXXHWI NpoayKT/peareHT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwi
3MiHN);
3MiHn | Tuny - 3MiHn 3 gxkocTi. A®Il. CtabinbHicTb. 3miHa
nepiody NOBTOPHMX BUNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHsa Al (3a BigCyTHOCTI y
3aTBEpKEHOMY JOChbE cepTudikarta BiAnoBigHOCTI
€Bponelicbkiii hapmakonei, Lo BKtoYae nepioq
NOBTOPHOro BUNpPobyBaHHs) (nepiof NOBTOPHOIO
BUNpobyBaHHsA/nepioa 36epiraHHs) - 3miHa ymoB
36epiraHHst ADI - - npuBeaeHHs1 yMOB 36epiraHHs aitoyoi
peyoBuHM OcbnokcauuH ipmn Zhejiang East-Asia
Pharmaceutical Co., Ltd., China, y BignoBigHicTb go
akTyanbHux MaTepianis dipmu-BupobHuka cybecTaHuii 3
BigMNOBIOHWMM NiATBEPAKEHHAM OOCHIOKEHHAMMN
cTabinbHOCTi Ha BeCb 3asBNEHNN TEPMiH MPUAATHOCTI;
3miHu | TUny - 3miHm 3 sikocTi. A®l. CtabinbHicTb. 3miHa
nepiofy NoBTOPHKX BUNpobyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHsa A®I (3a BigcyTHOCTI ¥
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3aTBEpAKEHOMY A0ChE cepTudikaTta BignoBigHOCTI
€BponeNncbkin hapmakonei, LWo BKtoYae nepiog
NMOBTOPHOro BMMNpPobyBaHHS) (Nepiog NOBTOPHOroO
BUNpoOyBaHHs/nepiog 36epiraHHs) - 36inbLweHHs abo
BBEJEHHS nepiofly NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCHIKEHb Y
peanbHOMy Yaci - NpUBEAEHHSI TEPMiHY NePEKOHTPOIHO
Aitoyoi pevosuHn OcbnokcaumH dipmmn Zhejiang East-
Asia Pharmaceutical Co., Ltd., China, y BignoBigHicTb o
aKTyanbHWUX maTepianie dipMu-BnpobHMKa cybcTaHLuii 3
BiANOBIOHVM NiATBEPAKEHHAM OOCHISKEHHAMMN
cTabinbHOCTI Ha BECb 3asIBNEHWI TePMiH NPUAATHOCTI.
3aTtBepaxeHo: 3 roga. 3anponoHoBaHo: 4 poku; 3MiHK |
Tuny - 3MiHK 3 aKocTi. [0ToBMI Nikapcbkui 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHMX MeTofax
BUNPOOYBaHHS) - HE3HAYHI 3MiHW Y ONUCI METOAMKM
BUNpoOyBaHHs 113 3a nokasHukom "CynpoBigHi
OOMILLKM", @ came: MeTOAMKY KOHTPOSO 3anueHo 6e3
3MiH, ane AOMOBHEHO AaHUMU LLOAO TEPMIHY
npuaaTHOCTI PO3YMHIB,BHECEHO YTOYHEHHS Y 3BSA3KY i3
3aMiHO0 cknaay nikapcbkoro 3acoby Ta BHECEHO
penakuinHi npaeku, siki opopMneHi BignosigHo Ao
pekoMeHaauin Ta ctunictukn AOY; 3miHu | Tuny - 3miHn
3 gkocTi. FoToBuI nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKW rOTOBOrO MikapCbKoro 3acoby (BUMyYeHHs
YNaKOBKM MEBHOMO PO3Mipy) - 3anponoHOBaHO
BUYYEHHS HacTyMHUX BUAiB ynakoBkK, a came: no 500 r
Ta no 1000 r y 6aHkax. Ak HacniaoK, He3Ha4Hi 3MiHK y
cneumdikaui Ta Metogax koHTpornto 13 3a nokasHukom
«Maca BMicTy ynakoBku». 3MiHV BHECEHI B po3ain
"YnakoBka" B IHCTPYKLUIilO ANS MEANYHOrOo 3aCTOCYBaHHS
nikapcbKoro 3acoby y 3B"A3Ky 3 BUIyYEHHSAM NEBHOIO
PO3Mipy YNakoBOK, SIK HACMIAOK - BUIMYYEHHS TEKCTY
MapKyBaHHS BifMNOBiAHNX YNaKOBOK.
CynyTHS 3miHa
- 3miHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acid. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaLii Ta/abo JoNyCTUMMX MEX FrOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHwM);

- 3miHu 3 skocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax
BUMNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpXKEHNX METOAaX BUNPOBYBaHHS);
3MiHn Il Tuny - 3MiHK 3 AKocTi. [OTOBMI MikapcbKWi
3aci6. Onuc Ta cknad. 3miHa y cknaai (4onoMiKHUX
peYoBMHAX) rOTOBOrO fikapcbKoro 3acoby (iHLui
[OMOMIKHI pe40oBUHU) - AKICHI ab0 KinbKiCHi 3MiHU LWoA0
OfHiei abo feKiNnbKoxX 4ONOMiIXKHUX PEYOBWH, SIKi MOXYTb
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3Ha4yHO BMNMHYTK Ha Be3neky, sikicTb abo edheKTUBHICTL
roTOBOIO NMiKAPCLKOro 3acoby - BHECEHHS 3MiH [0
po3giny «Cknagy, a came: 3aMiHEHO AONMOMiXKHY
peYoBUHY Mosiokcamep (NpokcaHon 268) Ha AONOMDKHY
peyoBuMHY nornokcamep (nonokcamep 338), BUpobHuKa
BASF, Hime4unHa; 3anponoHoBaHO He3Ha4He KiflbKiCHe
KOPWUryBaHHS 3@ paxyHOK OCMOTUYHO aKTUBHOIO
AOMNOMDKHOIO KOMMOHEHTY Makporon 400
119.| NAHFACTPO® Tabnetkn Canpos CnoBeHis BUPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHn | 3a UA/13512/01/01
racTpopesucTeHTHi no | dapmacbioTika bulk", ynakoBka, TypeyuunHa/ TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuMin 3aciO. peuenmom
20 mr; no 7 TabneTok n3 a.a. TECTYBaHHS, BUMYCK PymyHis CucTtema KoHTenHep/3akynoproBarnbHuii 3acib. 3miHa
y 6nicTepi, no 2 abo 4 cepil; ynakoBka, Oyab-AKol YacTMHWU MaTepiany NePBMHHOI YNaKOBKM, LLO
GricTepu B KApPTOHHIN BUNyck cepii: Jlek He KOHTaKTye 3 FOTOBUM fikapCbkuM 3acobom
Kopobui; no 14 dapmaueBTU4Ha (Hanpvknag konip KpULEeYoK 3 KOHTPOMeMm MepLLIOro
TabneTtok y Gnictepi, KoMnaHis a.4a., BiAKPUTTS, KOMIp KOQOBUX Kifeub Ha amnynax,
no 1 abo 2 6nictepu B CnogeHis; KOHTelHepa ANns ronok (pisHi Buam nnacrmacu) (3miHa,
KapTOHHiI kopoOLi BUPOOHMLTBO "in sika He BMNMMBaE Ha KOPOTKY XapakTEePUCTUKY NiKapCbKOro
bulk", ynakoBka, 3acoby) - 3miHa B YaCTWHi NepPBMHHOrO NaKyBanbHOro
TECTYBaHHs: marepiany, Wo He KOHTaKTYE 3 NikapCbknM 3acobom:
eHBeoH Inak Canan NOKPUTTS ANSA HAHECEHHS OPYKY Ha antoMiHIEBi G onba3i
Be TikapeT A.C., ons 6nictepy, WO MICTUTb HITPOLENono3y 3MiHIETLCS
TypeyumHa; Ha NOKPUTTS, L0 HE MICTUTb HITPOLIENoNo3un. Takox
TectyBaHHs: C.K. 3anponoHOBaHO OHOBUTU MOTOYHI 3apeecTpoBaHi
Canpos C.P.N., crneundikauii antomiHieBoi dponbri, Wo6 BOHU BKIOYanm
PymyHis; nvwe napamMeTpu, WO CTOCYTLCA SKOCTI honbrn, K
BUPOOHMLTBO "in YyacTuHy rnmobanbHoi rapMoHi3adii cneumdikadii wono
bulk", TecTyBaHHs: 6e3HiTpouentonosHoi donbr. Kputepii npuiHaTHOCTI
CaHpos pyn antoMiHieBoi hornbru 3anuiaoTbCs HE3MIHHUMK. 3MiHa
Carnuk YpyHnepi He BMNMMBaE Ha LiNiCHICTb Ta 3aX1CHi BACTUBOCTI
Inaknapi CaH. Be NepBUHHOI YNakoBKu
Tik. A.C., TypeyunHa
120.| NAHFACTPO® TabneTtku CaHpos CnoBeHisi BUPOOHMLTBO "in CnoseHisi/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | 3a UA/13512/01/02
racTpopesucTeHTHi no | dapmacbioTika bulk", ynakoBka, TypeuumnHa/ Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib. peuenmom
40 wr; no 7 TabneTok n3 a.a. TECTYBaHHS, BUNYCK PymyHis CucTemMa koHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa

y bnicTepi, no 2 abo 4
GnicTepu B KapTOHHIN
Kopobui; no 14
Tabnetok y 6nictepi,
no 1 abo 2 6nictepu B
KapTOHHiIl kopobui

cepii; ynakoBka,
BUNyck cepii: Jlek
dapmMaueBTUYHa
KOMNaHis a.Aa.,
CrnoBeHis;
BUPOGHMUTBO "in
bulk", ynakoBka,
TECTYBaHHs:
eHBeoH Inak CaHai
Be TikapeT A.C.,
TypeyuunHa;
TecTyBaHHs: C.K.
Canpgos C.P.1.,
PymyHis;
BUPOGHMLUTBO "in
bulk", TecTyBaHHs:
CaHngos pyn

OyOb-9KOi YaCTUHWN MaTepiany NepBUHHOI YNaKoBKH, LLIO
He KOHTaKTye 3 rOTOBMM NiKapCbkuM 3acobom
(Hanpwvknag konip KpULLEYOK 3 KOHTPOSeM MepLLOro
BiOKPUTTSA, KOMip KOOOBUX Kineub Ha amnynax,
KOHTEeWHepa Ans ronok (pisHi BUau nnactmacu) (3miHa,
sika He BMNNMBae Ha KOPOTKY XapakTepUCTUKY NiKapCbKoro
3acoby) - 3MiHa B YaCTVHi MEPBUHHOIO MaKyBarnbHOro
mMarepiany, Lo He KOHTaKTYye 3 NikapcbknM 3acobom:
NOKPUTTSA AN HAHECEHHSI OPYKY Ha antoMiHieBIn (onb3i
ons énictepy, WO MICTUTb HITPOLENONo3y 3MiHIETLCS
Ha MOKPUTTS, WO He MICTUTb HITpoLentono3n. Takox
3anpornoHOBaHO OHOBUTU MOTOYHI 3apeecTpoBaHi
creundikauii antomiHieBoi dponbru, Wwo6 BoHM BKIOYaNm
nyLe napameTpu, Lo CTOCYHTLCA SIKOCTi onbrn, sk
YacTuHy rmobanbHoi rapmoHisadii cneyudikadii woao
©esHiTpouentonosHoi donbrn. Kputepii npuiiHATHOCTI
antoMiHieBoi onbrv 3anvarTbCs He3MiHHUMKU. 3MiHa




86 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Carnuk YpyHnepi He BMMMBae Ha LiNiCHICTb Ta 3aXMCHi BNacTUBOCTI
Inaknapi CaH. Be NepBUHHOI YMaKoBKN
Tik. A.C., TypeuunHa
121/ NAHKPEATUH rpaHynu (cybcTaHuis) TOB Ykpaina HesnHr CiHosim Kutan BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3minn |l - UA/14352/01/01
Y Milkax "TepHodapm" dapmacsbtoTikan Ko. Tuny - 3MiHK 3 akocTi. A®I. (iHwi 3miHM) oHoBneHHs JM®
nonieTuneHoBmx nTa (version: 21 date: may 25.2022) Big Bupo6HuKa
NoABIMHWX ANs naHkpeaTuHy «Deyang Sinozyme Pharmaceutical Co.,
BMPOOHMLUTBA Ltd», Kutawn, Ta sk Hacnigok 3amiHn y cneuudikadii Ta
HeCTepUnNbHUX meTogais KoHTposnto y MKA Ta y posgini «TepmiH
nikapcbknx popm NpuAAaTHOCTI» (3aTBEPAXEHO: 2 POKU; 3anpornoHOBaHoO: 3
pOoKM)
122.| NENOPCIH® cupon no 100 mny AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMx maTepianis: 3miHu | 6e3 UA/16343/02/01
dnakoHi; no 1 Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y peuenma
dnakoHy 3 403y4MM meTofax BunpobysaHHa A®Il abo BuxigHoro
cTakaHoM y nayui 3 maTepiany/npoMixXHOro NPOAYKTy/peareHTy, Lo
KapTOHY BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHW y 3aTBEpKEHNX MeToAax
BUNPOBYBaHHS) BHECEHHS 3MiH 4O METOAiB KOHTpONs
AQI, a came-3miHa meToay aHanisy TecTy «BTpara B
Maci npy BMUCYyLLYBaHHi» 3 meTogy [AdY 2.2.32 Ha meToa
oY 2.8.17-BM3HaYEHHsI BTPATK B Maci npu
BUCYLLYBaHHI eKCTpakTiB. B MeToauui BU3Ha4eHHs
BiAGynucsa 3amiHmn, a came:
-3MEeHLLYETLCA TemMnepaTtypa npu sikin BinbyBaeTbCst
BucylyBaHHA A®Il 3 120 °C Ha 105 °C
-30inbLuyeTbes Yac BucywwyBaHHS APl 3 2 roguH Ha 5
roavH
3aTBepaxeHo: BtpaTa B maci npuv BucywysaHHi (A®Y,
2.2.32,2.8.17). He 6inbwe 5,0 %. 0,5 r cybecTaHuii
cywaTb npu Temnepatypi 120°C npoTarom ABOX rOAWH.
3anponoHoBaHo: Brparta B maci npu BucyLuyBaHHi (OPY,
2.8.17). He 6inblwe 5,0 %. 0,5 r cybcTaHuii cywatb npn
Temnepatypi 105°C npoTsirom n'aTu roguH
123/ NEHTAKCUM® | nopowok Haemophilus CaHodi PpaHuis MOBHU LMKN PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minHu | 3a UA/13010/01/01
BAKUUWHA OANA | influenzae tvny b Ta MacTep BUPOOHMLTBA, YropwuHa Tmny - 3MiHun 3 sikocTi. A®I. KoHTponb ADL. 3miHa y peuenmom
NPO®INAKTUK | cycneHsia ans iH’ekuin 3arnoBHEHHS Ta mMeToaax BunpobyBaHHsa A®Il abo BuxigHoro
U QNG TEPI, (0,5 mn1); no 1 niodpinisauis MaTepiany/npoMixKHOro NPoAyKTy/peareHTy, Lo
NPABLA, NaKkoHy 3 MOPOLLKOM (dbnakoHw), BMKOPVCTOBYETbLCS y npoueci BUpobHuuTea AP (iHLwi
KALLIIOKY Ta 1 nonepeaHbLO BTOPUHHE 3MiHM Y MeTofax BUNPOOYBaHHS (BKIOYaUM 3aMiHy
(ALUENONAPH 3arnoBHEHOMY LUMPULLY nakyBaHHs, abo gonoBHeHHA) APl abo BUXiAHOrO/MPOMIXKHOIO
un (0,5mn) 3 KOHTPOIb SIKOCTI, npoaykty) 3amiHa cepii cTaHgapTHoro 3pasky 3 batch
KOMMOHEHT), NPUKPINMEHO0 rONKot BUNYCK cepii: RG236150 Ha batch VF298378 onsi BU3Ha4eHHs BMICTY
noniomMienITy | (abo 2 okpemnmm CaHodpi Macrep, 3anULLKOBOro 61M4ayoro CMpoBaTKOBOrO anbOyMiHy
IHAKTUBOBAH | ronkamu), Lo MiCTUTb PpaHLuist; BTOPUHHE (BCA) meTogoM iMyHObepMEHTHOro aHanisy y
ATA CycneHsito ans nakyBaHHsi, BUMYCK Inactivated Vero Trivalent Poliovaccine Bulk. TepmiH
BAKUMWHA ONA | iH’ekuin, B kKapTOHHIN cepii: CaHodi- BBEZIEHHS 3MiH - moTuin 2023
NPO®INAKTUK | kopobui; no 1 AseHTic NpawsiT Ko.
U IHOEKLIA, riakoHy 3 NOPOLLIKOM Ita., Mnatdopma
CNPUYMHEHWN | Ta 1 nonepefHbo noricTkv Ta
X 3arnoBHEHOMY LUMPULLY AnCcTpubyLii y m.

HAEMOPHILUS

(0,5mn) 3

Byganew,
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TAany B
KOH’IOTOBAH

A!
ALICOPBOBAH
A

NPUKPINIEHOIO FOrKOo0
(abo 2 okpemumu
rornkamu), wo MicTUTb
CycneHsito ans
iH'ekuin, y
cTaHpgapTHO-
EeKCMOPTHIN ynakosLi,
sKa MiCTUTbCS Y
KapTOHHiIl kopobLi (3
iHCTpyKUieto ons
MeanNYHoro
3acTOCyBaHHs)

YropwmHa

124.

NEHTAJTIH-
»C

Tabnetkv no 10
Tabnetok y bnictepi;
no 1 Gnictepy B navwi
3 KapToHy; no 10
TabneTtok y 6nictepax

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Ctapt”

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu |
Tmny - 3MiHK 3 gKocTi. [oToBMI Nikapcbkui 3aci6. Onuc
Ta cknag. 3miHa y cknagi (4onoMiKHUX peqoBUHAX)
roTOBOro NiKapcbkoro 3acoby (iHLi 3MiHWM) BHECEHHS
3MiH A0 peecTpauiiHix maTtepianis gocbe Ha 13, a
came KOpeKTHe HamnmcaHHsA Ha3Bu fil040i PpeYOBUHU
KogeiHy docdaTy remirigpaTty y po3sgini «Cknag Ha ogHy
Tabnetky» MKA 13 Ta y BCix peecTpauiiHmx
DOKyMeHTax ans yHidikauii iHdbopmauii y Bcix
[OKyMeHTax nignpuemcTaa. Lia 3miHa Hece nuwe
pPeAaKUinHuiA XapakTep i He CTOCYEeTbCH 3MiHU SKOCTi Ta
KiNbKOCTi Aito40i peqoBUHN. 3MiHWM BHECEHI y po3ain
"Cknag" (mitodi peyoBMHM) B IHCTPYKLIIO ANs Megu4YHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ta sk Hacniaok -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS yNakoBK/
nikapcbkoro 3acoby.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHs. 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBWMI
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikadiv Ta/abo
AOMYCTUMMX MEX roTOBOIO Nikapcbkoro 3acoby (iHLui
3MiHN)
3MiHa NepioaNYHOCTI KOHTPOIO NMOKa3HUKa
«MikpobionoriyHa YicToTa» Ta AogaBaHHs BignosigHol
npumiTkn y cneumaikadito M3 — «KoHTponb nokasHuka
«MikpobionoriyHa YncToTa» 34INCHIOETLCS Ha NepLLii
cepii B poui i He pigLue, HiX Ha KoxHin 10-i cepii».
MpeacTasneHi pesynbtati koHTponto 200 cepii
npenapaTty AEMOHCTPYIOTb BiAMNOBIAHICTb BUMOram
cneundikadii 3a n. «MBY».
3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo AonNycTUMUX MeX
roTOBOro Mikapcbkoro 3acoby (iHLi 3MiHK) 3MiHa
OopMyIOBaHHSA BUMOT 40 NMOKa3HUKIB « PO3YMHEHHSA» Ta
«Onucy», a came: - npMBeAeHHs1 (POPMYOBaHHSA BUMOT
[0 nokasHuka «Po3uynHeHHsI» BiANoOBiAHO A0 €4MHOro
dopmaTy B KpaiHax peecTpauii Ta BUKIIOYEHHS
iHdbopMaLis N0 KPpUTEPIM NPUNHATHOCTI CTYNEHIO

3a
peLenTom

UA/2617/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO34YMHEHHS NO TPLOM PIBHAM, OCKIfTbKM Lii BUMOTH
onucaHi y Y 2.9.3, Ha sike 4aeTbCs NOCUNaHHS B

3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6.

npoaykuii npuseaeHa y poagini 3.2.P.5.1. 3minun | Tuny -

OHOBJIEHOro cepTudikaTta BiANoBIAHOCTIi 200 BUIyYEHHSs
cepTudcpikaTa BignoBigHOCTI E€Bponeinchkini hapmakonei:

BMKOPWCTOBYIOTbCS Y BUpObHUUTBI APIl; ans onoMikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkil

cneuudikaLii Ta MeTogax KOHTPOrto; - 3 onucy TabneTok
BuaaneHo gpasy «3a 30BHILLHIM BUIMSAOM MatoTb
Bignosigatv BuMoram AdY ctarta « TabneTtku»»,
OCKiNbKN BOHa HeEMae iHOPMaLINHOIO 3MICTY; BHECEHI
peaakuinHi 3MiHM Jo onucy TabneTku, siki He CTOCYHTbCSA
30BHILLUHLOTO BUrNAAy Tabnetku. 3MiHW BHECEHI B po3ain
"OCHOBHI (hi3nKo-XiMiYHi BnacTUBOCTI" B IHCTPYKLitO A4S
MeAMYHOro 3aCTOCYBaHHS! NikapCbKoro 3acoby.
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
3MiHu | TMny - 3MiHuM 3 siKocTi. [oTOBMIA Nikapcbkuii 3acib
3MiHM y BUPOBOHMUTBI (iHLUI 3MiHW) BHECEHHSA 3MiH A0
peecTpauinHoro Jockbe, a came 3MiHa NePIOANYHOCTI
NPOBEAEHHA KOHTPOMIO B PYTUHI ANSA CyMiLui
KanibposaHoi, Macu kanibposaHoi Ta Macu Ans
TabneTyBaHHS.
3MiHu | TUny - 3MiHmM 3 sikocTi. [oTOBMIA NikapcbkMin 3aci6.
3MiHM y BUPOOHMUTBI (iHLUI 3MiHW) BHECEHHSA 3MiH A0
peecTpauinHoro ocbe, a came 3MiHa NpoBeAEHHSA
KOHTPOSO NOKa3HWKIB B PYTUHI Ta Banigauii
TEXHOIOri4YHOro npoLecy Ans TabneTok
Hepo3dacoBaHumX.
[MpoBeaeHHs KOHTPOMIO NOKa3HWKIB B PYTUHI ANs
Tabnetok Hepo3dacoBaHux. 3MiHu | Tuny - 3MiHK 3
sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI
(iHwWi 3miHK) 3miHa cTpaTerii koHTponto 113 noe'szaHa 3
TWM, LLIO KOHTPOIb NokasHuka "laeHTudikauia" (metoa
TWX)» nepeHocKTbCS 3 HEpO3dhacoBaHoi NPoAyKLUii Ha
'N3. KoHTponb nokasHuka "lgeHTudikauis" (metoq
BEPX)» 3anuwaeTbcst Ha Hepo3adhacoBaHi MpoayKLii.

3MiHu y BUPOBHMUTBI (iHWi 3MiHK) 3MiHa dhopmaTy
po3ginie 3.2.P.3.3,3.2.P.34,3.2.P.3.51a3.2.P.5.1,a
came MNpOorMoHYETLCA BuaaneHHsi 3 posginis 3.2.P.3.3,
3.2.P.3.4 ta 3.2.P.3.5 iHdopMaLii LWoao KOHTPOSo
roTOBOI NPOAYKLIl, y 3B’A3Ky 3 NPMBELAEHHAM O0
dopmaty 3T[. IHdOopMaLis LLOAO KOHTPOMO FOTOBOI

3MiHn 3 axocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI €BpONENCHKI
dapmakonei/moHorpadii. MogaHHa HoBoro abo

aona A®l; ona suxigHoro
MaTepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0

dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBEpPAKEHOro BUPOGHMKA. BHECEHHS 3MiH A0
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peecTpaLiiHnx MmaTepianis Ha J13, y 3B'A3Ky 3 TUM, L0
BMpobHuKkom A®I kopeiny docdaT remirigpar,
komnaHieto Sanofi Chimie, France, HagaHo OHOBMEHY
Bepcito CEP Ne R1-CEP 1997-118-Rev 10 3amicTb
3aTBepakeHoi paHiwe CEP Ne R1-CEP 1997-118-Rev
09. Y paHin Bepcii CEP Bigbynacb 3miHa 3asBHUKa 3
Sanofi Chimie, France Ha FRANCOPIA, France.
Micue3HaxomkeHHs1 BUpOBHMYOT AinbHWLi, npouec
BUPOBHMLTBA Ta skicTb AP| 3anuwaoTbCst HE3MIHHUMMU.
3MiHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€Bponecbkin dapmakonei/MoHorpadii. 3miHn,
NnoB's3aHi 3 HeobXiAHICTIO NpMBeAEeHHS Yy BigNOBIAHICTb
0o moHorpadii A®Y abo €sponericbkoi hapmakonei,
abo iHWoi HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneumdikauisix, nos'asaHa 3i amiHamu B PV,
abo €Bponelicbkin hapmakonei, abo iHWiN HauioHanbHiIn
capmakonei gepxaeun €C) BHECEHHS 3MiH 80
peecTpauinHnx maTepianis Ha J13, y 3B'A3ky 3
HeOoOXiAHICTIO NpuBeaeHHs cneundikavii BXigHOro
koHTponto A®I KogeiHy docdart remirigpat
BUpobHMLTBa «Macfarlan Smith Limited», CnonyyeHe
KoponiscTBo Ta «Sanofi Chimie», ®paHuis
(FRANCOPIA, France) y BignoBigHiCTb 40 YMHHOI
pepakuii moHorpadii € 01/2021:0074 3a nokasHUKamu:
lopeHTudikauisa Ta Nutome onTnyHe obepTaHHs.

125.

NPAOAKCA®

Kancynu Teepai no 75
mr: no 10 kancyn y
6nictepi; no 1 abo 3,
abo 6 bnicTtepiB y
KapTOHHiI kopobui

BepiHrep
IHrenbxanv
IHTEepHeLwwHN

moX

HimeuvuuH
a

BepiHrep

IHrenbxanm ®apma

m6X i Ko. KI

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu |l
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peecTpauinHoro

NocBiAYeHHs, BKMoYatoum NnaH ynpasniHHA pusukamm

(3acTocyBaHHs 3MiH(1), Aki(a) BUMaraoTb(€)
nofanbLIoro o6rpyHTyBaHHA HOBUMU AOAATKOBUM
AaHUMK, Lo MaloTb Ha4aBaTUCH KOMMETEHTHUM
OpraHoM, OCKifnbK1 BUMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM opraHom) - [ins nosyeaHb 75 mr; 110 mr
3asBHMKOM Ha/JaHO OHOBIEHWI NMaH ynpaBniHHA
pusukamu Bepcist 41.1. 3miHn BHeceHo fo yacTuH: |l
«Cneumdikauis 3 6e3nekmy, Il «MnaH 3
bapmakoHarnsgy», V «3axoau 3 miHimizauii pusukisy, VI
«Pestome nnaHy ynpasniHHsa pusukamny, VIl «dogatkm»
y 3B’A3KY 3 BUAANEHHAM BaXNuBUX iAeHTUGIKOBaAHMX
PU3MKIB, BXXITMBUX MOTEHLINHMUX PU3MKIB, @ TaKoX
BUAarneHHs BiACyTHbOI iHbopMmallii Ta y 3B'A3Ky 3
OHOBIEHHSAM JaHUX OCTATOYHOrO 3BiTY NPO AOCHIMKEHHS
NOACHKOro dhakTopy

3a
peuerimom

UA/10626/01/01

126.

NPAOAKCA®

Kancynv TBepAi no
110 mr: no 10 kancyn
y 6nicTepi; no 6
GnicTepiB y KApTOHHIW
KOpoOGLi

BepiHrep
IHrenbxanv
IHTepHeLHn

m6X

HimeyuuH
a

Bepinrep

IHrenbxanm ®apma

m6Xi Ko. KI”

Himeyunna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |l
Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
30060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro

nocBeigyeHHs, Bktoyvatoun NnaH ynpaeniHHA pyu3nkamm

3a
peuerimom

UA/10626/01/02
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(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noaanbLIoro obrpyHTyBaHHsS! HOBUMM J404ATKOBUM
AaHVMU, Lo MaloTb HaJaBaTUCH KOMNETEHTHUM
OpraHoM, OCKifnbk/ BUMaraeTbCs CyTTEBA OLliHKa
KOMMEeTEHTHUM opraHom) - [ina ao3ysanb 75 mr; 110 mr
3asBHUKOM HaflaHO OHOBIEHWI MNaH ynpaBniHHS
pusmkamm Bepcis 41.1. 3miHM BHeceHo o YacTuH: |l
«Cneuudikauis 3 6e3nekm», Il «MnaH 3
dapmakoHarnagy», V «3axoam 3 MiHimisauii pusukie», VI
«Pestome nnaHy ynpaeniHHS pusankammy, VIl «dogatkuy
y 3B’513Ky 3 BUAANEHHSAM BaXUBUX iAeHTUMDIKOBAHMX
PU3NKIB, BaXXNNMBUX NOTEHLIMHMX PU3MKIB, @ TAKOX
BUOAnNeHHs BiACYTHLOI iHpopMaLlii Ta y 3B'A3Ky 3
OHOBIEHHAM AAaHUX OCTaTOYHOrO 3BIiTY NPO AOCHIAXKEHHS
nogcebkoro daktopy

127.

NPAOAKCA®

Kancynuv Teepgi no
150 mr: no 10 kancyn
y 6nicTepi; no 3 abo
no 6 Gnictepis y
KapTOHHIN kopobLi

BepiHrep
IHrenbxanm
IHTEepHeLwHn

m6X

HimeuvuuH
a

BepiHrep
IHrenbxanm ®apma
'm6X i Ko. KI

Himeyumna

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHm Il
Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta
tapmakoHarnagy. BHeceHHs abo 3miHa(1) oo
3060B'A3aHb Ta YMOB BuAadi peecTpaLiiHoro

NocBiAYeHHs, BKMoYatoun MNnaH ynpasniHHS puavkamum

(3acTocyBaHHs 3MiH(K), ski(a) BUMaratoTb(€)
noAanbLIoro o6rpyHTYBaHHA HOBUMU AOAATKOBUM
AaHVMK, Lo MaloTb HagaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKifNbK1 BUMaraeTbCs CyTTeBa OLliHKa
KOMMNETEHTHUM opraHoMm) - [ina aosyeaHHs 150 mr
3as8BHUKOM HaflaHO OHOBIEHWI MMaH yrnpaBniHHA
pusukamu Bepcist 41.1. 3miHM BHeceHo Ao YacTuH: |l
«Cneumdikauis 3 6e3nekmy, Il «MnaH 3
dapmakoHarnagy», V «3axoam 3 miHimisauii pusukie», VI
«Pestome nnaHy ynpasniHHsa puankamny», VII «Joaatku»
y 3B’A3KY 3 BUAANEHHAM BaXnNuBUX iAeHTUdIKOBaHMX
PU3MKIB, BXKITMBUX MOTEHLINHNX PU3MKIB, @ TaKOX
BMAaneHHs BiACYTHLOI iHhopMaLlii Ta y 3B'A3Ky 3
OHOBINEHHSAM JaHUX OCTATOYHOrO 3BIiTY NP0 AOCHIMKEHHS
NACBLKOro dhakTopy

3a
peuernmom

UA/10626/01/03

128.

NPOMNAHOPM®

TabneTku, BKpUTI
obornoHkot, no 150
mr; no 10 TabneTok y
GnicTepi, no 5
GnicTepiB y KApTOHHiIW
KopobLi

NnPO.MEL.LIC
Mpara a.c.

Yecbka
Pecny6bnik
a

BUPOGHMLTBO,
nepBuHHE i
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BMNYCK cepii:
MPO.MEA.LIC
Mpara a.c., Yecbka
Pecny6nika;
BUPOGHMLTBO,
nepBuHHE i
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTi:
XBM ®apwma c.p.o.,
CnoBaubka

Yecbka
Pecny6nika/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3aci6. 3MiHK
y BUPOOHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUNYCKY Cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKoro

3aco0y (iHLWi 3MiHW) - yTOUYHEHHS onepauiin Ans Bxe
3aTBEpPKEHOrO BUPOBHMKa, LLO BiANOBIAAE 3@ KOHTPOIb
sikocTi AJIC, Yecbka Pecny6nika, ¢.p.o., Yecbka
Pecnybnika

3a
peuerimom

UA/5421/01/01
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Pecny6nika;
KOHTPOIb AKOCTI:
AJIC, Yecbka
Pecny6nika c.p.o.,
Yecbka Pecnybnika

129.

NPOMNAHOPM®

TabneTtkn, BKPUTI
obonoHkoto, no 300
mr; no 10 TabneTtok y
Gnictepi, no 5
GnicTepiB y KapTOHHIN
KopobLi

NMPO.MEA.LIC
Mpara a.c.

Yecbka
Pecnybnik
a

BUPOGHMLTBO,
nepBUHHE i
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
MPO.MEA.LIC
Mpara a.c., Yecbka
Pecnybnika;
BUPOGHMLTBO,
NEpPBUHHE i
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
XBM ®apwma c.p.o.,
CnoBaubka
Pecny6nika;
KOHTPOIb SKOCTI:
AJIC, Yecbka
Pecny6bnika c.p.o.,
Yecbka Pecnybnika

Yecbka
Pecny6nika/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3MiHu |
Tuny - 3MiHK 3 sKocTi. FoTOBWI Nikapcbkuii 3aci6. 3miHu
y BUpOOHMUTBI. 3MiHa iMnopTepa/amiHu, Lo CTOCYIOTbCA
BUWMYCKY Cepii Ta KOHTPOJSIKO SKOCTi FOTOBOrO NiKapCbKoro

3acoby (iHLi 3MiHK) - YTOYHEHHS onepaLi 4N Bxe
3aTBEPAKEHOro BUPOOHMKA, L0 BigNoBigae 3a KOHTPOrb
sikocTi AJ1C, Yecbka Pecny6rnika, ¢.p.o., Yecbka
Pecnybnika

3a
peuernmom

UA/5421/01/02

130.

NPOMNAHOPM®

TabneTku, BKpUTI
obornoHkoto, no 150
mr, no 10 TabneTok y
6nicTepi, no 5
GnicTepiB y KApTOHHIW
KopobLi

MPO.MEL.LC
Mpara a.c.

Yecbka
Pecny6bnik
a

BUPOGHMLTBO,
nepBUHHE i
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
MPO.MEL.LIC
lMpara a.c., Yecbka
Pecny6nika;
BUPOGHMLTBO,
nepBuHHE i
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI:
XBM ®apwma c.p.o.,
CrnioBaubka
Pecnybnika;
KOHTPOIb AKOCTI:
AJNC, Yecbka
Pecny6bnika c.p.o.,
Yecbka Pecnybnika

Yecbka
Pecny6nika/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn |
TMny - 3MiHK 3 gKocTi. [oTOBMIA NiKapcbkuiA 3aci6. 3MiHK
y BUPOOHMLTBI. 3MiHM BUNpobyBaHb abo gonycTummnx
MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
BMPOGHMLITBA rOTOBOTO Nikapcbkoro 3acoby (iHLLi 3MiHK)
- BHECEHHS 3MiH B KOHTPOIb Mif Yac BUpobHMLTBA
roToBOrO fikapCbKoro 3acoby, 3okpema: 3amiHa KpuTepito
NPUHATHOCTI 3a nokasHukoM «Coated tablets diameter»

3a
peuernmom

UA/5421/01/01

131.

NPOMNAHOPM®

TabneTku, BKPUTI
NniBKOBOO
obornoHkot, no 150
Mr, no 10 TabneTok y

MPO.ME[L.LIC
Mpara a.c.

Yecbka
Pecny6bnik
a

BUPOGHMLTBO,
NepBUHHE i
BTOPUHHE
nakyBaHHs1,

Yecbka
Pecny6nika/
CnoBaubka
Pecnybnika

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 SKocTi. [oToBMI Nikapcbkui 3aci6. Onvc
Ta cknag (iHwWi 3MiHW) YTOYHEHHs A0 nikapcbkoi dhopmm
[0 BCiX po3ainiB peecTpauinHoro 4ocbe, 3 BigNoBigHMMM

3a
peuenmom

UA/5421/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 5 KOHTPOSb SKOCTI, 3MiHamu B p. «Cknag nikapcbkoro 3acoby», «YnakoBkay,
6nicTepiB y KapTOHHIN BMNYCK cepii: «Onucer», «KinbkicHe BU3Ha4YeHHsA nponadeHoHy» MKA
KopobLi NMPO.MEA.LIC J13. 3miHn BHeceHi y po3gin "Nikapcbka hopma"” B
Mpara a.c., Yecbka IHCTPYKLUIitO ANA MeANYHOro 3aCTOCYBaHHS NMikapCbKOro
Pecnybnika; 3acoby Ta sk HacmMigokK - y TEKCT MapKyBaHHS1 YNakoBKu
BUPOGHMLTBO, nikapcbkoro 3acoby. BBeaeHHsi 3MiH npoTarom 6-tu
NEepBUHHE i MicAUiB Nicnsa 3aTBepAXEHHS.
BTOPWHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
XBM ®apwma c.p.o.,
CnoBaubka
Pecny6nika;
KOHTPOMb SKOCTI:
AJIC, Yecbka
Pecny6nika c.p.o.,
Yecbka Pecnybnika
132.| NPOMNAHOPM® | Tabnetku, BKpUTI MPO.ME[L.LIC Yecbka BUPOGHMLTBO, Yecbka BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/5421/01/02
NniBKOBOIO Mpara a.c. Pecny6nik nepBuHHE i Pecny6nika/ Tmny - 3MiHKM 3 sikocTi. FoToBUI Nikapcbkuii 3aci6. Onnc peuenmom
obornoHkoto, no 300 a BTOPUHHE CnoBaubka Ta cknag (iHwWi 3MiHW) YTOYHEHHs A0 nikapcbkoi hopmu
mr, no 10 TabneTok y nakyBaHHs, Pecnybnika [0 BCiX po34iniB peecTpauiiHoro 4ocke, 3 BignoBigHNMMM
6nicTepi; no 5 KOHTPOIb SKOCTI, 3MiHamu B p. «Ckrnag nikapcbkoro 3acobyy, «YnakoBkay,
GnicTepiB y KApTOHHIW BMNYCK cepii: «Onuce», «KinbkicHe BU3Ha4YeHHsA nponadeHoHy» MKA
Kopobui NMPO.MEL.LIC 3. 3miHn BHeceHi y po3gin "Mikapcbka hopma” B
lMpara a.c., Yecbka IHCTPYyKLUil0 ANs MeAUYHOro 3aCTOCYBaHHSA MikapCbKoro
Pecny6bnika; 3acoby Ta Sk HaCMifoK - Y TEKCT MapKyBaHHS YNaKkoBKu
BUPOGHMLTBO, nikapcbkoro 3acoby. BeegeHHsi 3MiH npoTsarom 6-tu
nepBuHHE i MicsiLiB micnst 3aTBepOXKEHHS.
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SIKOCTi:
XBM ®apwma c.p.o.,
CnoBaubka
Pecnybnika;
KOHTPOMb SKOCTI:
AJIC, Yecbka
Pecny6bnika c.p.o.,
Yecbka Pecnybnika
133.| NIPONO®POIn- eMynbCia Ans iHgysin, B. BpayH HimeyumH Bupo6HuuTBO, HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/8172/01/01
NINYPO 1% 10 mr/mn, no 20 mn B Menb3yHreH a nepBuHHA Ta Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
amnyni; no 5 amnyn y Al BTOPWHHA yrakoBKa, dapmakoHarnsagy. BeegerHs abo 3amiHn fo

KapTOHHIN kopobui; no
50 mn a6o no 100 mn
y dnakoHi; no 10
riakoHiB Y KapTOHHIN
Kopoo6Li

BUNYCK cepii
cnakoHiB: b. BpayH
Menb3yHreH AT,
HimeuuuHa;
KoHTponb cepii
briakoHiB:

B. BpayH
Menb3yHreH Arl',
HimeywumnHa; MoBHMIA
LMK BUpoBHMLTBA

y3aranbHeHux AaHux Npo cuctemy bapmakoHarnsgy
(BBEAEHHS y3aranbHeHUX AaHUX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXkeHoi ocobu,
BiA4noBiganbHOI 3a 34iCHEeHHs hapMakoHarnaay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHUKa Ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
30iACHEHHs1 hapMakoHarnsay (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
cuctemn papmakoHarnagy) 3miHa yrnoBHOBaXKEHOI
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

amnyn: b. bpayH
Menb3yHreH Arl,
HimevuunHa

ocobu 3asiBHKKa, BignoBigansHoi 3a hapMakoHarnsag.
Hitouwa pepakuis: Dr. Marco Junginger. lNponoHosaHa
pegakuis: Marikn Mapwnep / Michael Marschler. 3miHa
KOHTaKTHMX JaHMX YNOBHOBa)XeHOi 0CobM 3asiBHMKA,
BignoBiganbHoI 3a hapMakoHarnsag. 3miHa KOHTaKTHOI
ocobu 3asBHMKa, BignoBigansHoi 3a hapMakoHarnsg B
YkpaiHi. [itoya pegakuis: NlebegmHeub €nnsaseTa
PomanisHa. MNponoHoBaHa peaakuis: Muxavniok MapuHa
CraHicnagiBHa. 3MiHa KOHTAKTHUX Aa@HUX KOHTaKTHOT
ocobu 3asBHMKa, BignoBigansHoi 3a hapmakoHarnag B
YKpaiHi

134.

NPOCTUH €2

renb BariHanbHum, 1
Mr/3r,no3re
nonepegHb0o

HarnoBHEHOMY LUMPULY;

no 1 wnpwvuy B
KapTOHHIN kopobLi

NOANIEP
IHK.

CLIA

Mdbansep
MeHodek1ypuHr
Benbria HB

Benbria

BHECEHHS 3MiH 40 peecTpauinHMx maTepianis: 3miHu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrimkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHniA nepiog, abo sik pesynbTat
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIOHO 4O
nnaHy negiatpuyHmx gocnimkers (PIP) (iHwi 3MiHW)
3MiHM BHeceHo [0 IHCTpykUii ons MegnyHoro
3acTocyBaHHS fikapcbkoro 3acoby Ao po3ainis
"MNpoTmnokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmu
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
"MobiuHi peakuii" BignoBiaHo go iHdopmadii 3 6e3neku
Aitoy4oi pevyoBrHU. BBeaeHHs 3MiH NpoTArom 6-Tn micsauis
nicns 3aTBepAXKEeHHs

3a
peuerimom

UA/10048/01/01

135.

PAMI
CAHOO3®

Tabnetkv no 2,5 wmr;
no 10 tabnetok y
Gnictepi; no 3
GnicTepu B KapTOHHIN
KopoobLi

Canpos
dPapmacbioTika
n3 a.n.

CnogBeHisi

JNlek C.A., Nonbwa
(BMPOOHMLTBO 3a
NMOBHUM LIMKIOM);
Jlek C.A., Nonbwa
(nakyBaHHs1, BUMyCK
cepii)

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHn |
Tuny - 3MiHK 3 sKocTi. [0ToBMI Nikapcbkui 3acib.
CucTema KoHTenHep/3akynoptoBanbHui 3acio. 3miHa y
MeToAax BUNpobyBaHHA NEPBUHHOI yNakoBKW FOTOBOIO
nikapcbkoro 3acoby (He3HauHi 3MiHW y 3aTBepAXKEHUX
mMeTofax BUNpobyBaHb) - BHECEHHS 3MiH [0 PO3Ainy
peecTpauinHoro gocke 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHuWI 3acib y 3B8’A3Ky 3i 3MiHO npoueaypi
BMNpobyBaHHA ANs MaTepiany NepBUHHOIO NaKyBaHHS
(Al/Al blister) N3, a came:

- He3HauYHi 3MiHW y 3aTBepAXeHin npoueaypi
BUNPOOYBaHHS;

- 3MiHa MeToAy, SIKUIA BUKOPUCTOBYETHLCS AN
BM3HAYeHHSs LUMPUHU Gonbr (OHOBMNEeHa npoueaypa
BMNpobyBaHb BKMOYAE BUMIPIOBAHHS LUMPUHU DOMbIv
Ha penpeseHTaTMBHMX 3pa3skax; BuaaneHHs
po3paxyHKoBOI (hopmynu;
3MiHn | Tuny - 3MiHK 3 sKkocTi. [oToBMI Nikapcbkuin 3acib.
CucTeMa KoHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa y
MeToAax BUNpobyBaHHS NEPBUHHOI yNakoBKW FOTOBOrO
NiKapcbKoro 3acoby (He3HaYHi 3MiHW y 3aTBEPAKEHNX
MeTofax BUNpPoOyBaHb) - BHECEHHS! 3MiH 10 po3ainy

3a
peuernmom

UA/11299/01/01
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

peecTpauiiHoro gocke 3.2.P.7. Cuctema koHTenHep/
3aKynoproBanbHWi 3aci6 y 3B’A3ky 3i 3MiHOK npoueaypi
BUNpobyBaHHsA Ans MaTepiany NepBUHHOIO NaKyBaHHS
(Al/Al blister) M3, a came:
- HE3HaYHI 3MiHW y 3aTBEPAXEHIN npoueaypi
BUNPOOYBaHHS;

- 3MiHa MeToZay, SKUA BUKOPUCTOBYETBLCS ANSA
rpaBiMeTpu4HOro Bu3HadeHHs G.S.M. (oHoBneHa
npouenypa BUNpobyBaHb BKIOYAE JOCHIMKEHHS

penpe3eHTaTUBHUX 3paskiB nnoweto 6nmnsbko 20 cmM2
Ons rpaBiMeTpMYHOro BU3HadeHHst G.S.M.; BuaaneHHsi
po3paxyHkoBoi hopmynu). PegakLuiiHi BUNpaBneHHs y
cneumdikauii antomiHieBoi onbru 4ns KpULKm
NoB’sI3aHi 3 y3rog)XeHoto rnobanbHoto cneundikadieto, a
came [ofaHo 3ayBaXeHHs! Npo Te, Lo donbra He
MIiCTUTb HiTpouentonoan. (donbra 4ns KPULWKK He
3MiHeHa, OCKINnbKv A1 YyNaKoBKU L€l MpoayKuji
BMKOPVCTOBYETbLCSI MNiBKa AN KPULLKU, LLIO HE MICTUTb
HiTpOLIentonosu)

136.

PAMI
CAHO3®

Tabnetkun no 5 mr; no
10 TabneTok y
Gnictepi; no 3
Gnictepn B KapTOHHIN
Kopobui

CaHpo3s
dapmackioTika
n3 a.n.

CnoBeHisi

Jlek C.A., Nonbwa
(BUPOBHMLTBO 3a
NOBHUM LIMKIOM);
Jlek C.A., Nonbwa
(nakyBaHHs1, BUNYyCK
cepii)

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbKuii 3aci6.
Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3miHa y
mMeToAax BUNpPobyBaHHA NEPBMHHOI yMaKoOBKM FOTOBOIO
nikapcbkoro 3acoby (He3HauHi 3MiHW y 3aTBEepAXKEHUX
MeToAax BUNpobyBaHb) - BHECEHHSA 3MiH A0 po3ainy
peecTpauinHoro gocke 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHWI 3acib y 3B8’A3Ky 3i 3MiHO npoueaypi
BMNPOOYBaHHS Ana maTtepiany NepBUHHOMO NaKyBaHHSA
(Al/Al blister) T3, a came:

- HE3HauYHi 3MiHW y 3aTBepAXeHin npoueaypi
BUNPOOYBaHHS;

- 3MiHa MeToAy, SKUA BUKOPUCTOBYETLCA ANA
BM3HAYeHHSs LUMPUHKU Gonbr (oHoBMNeHa npoueaypa
BMNPOOYBaHb BKIOYAE BUMIPIOBAHHS UMPUHMN (hOSbMv
Ha penpeseHTaTUBHKX 3pa3sKkax; BuaaneHHs
po3paxyHKoBOI hopmynu;
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
CucTema KoHTenHep/3akynoptoBanbHui 3acio. 3miHa y
MeToAax BUNpobyBaHHS NEPBUHHOI yNakoBKW FrOTOBOrO
nikapcbkoro 3acoby (He3HauHi 3MiHW y 3aTBEepaAXKEHUX
MeTofax BUNpobyBaHb) - BHECEHHS 3MiH [0 PO3Ainy
peecTpauinHoro gocbe 3.2.P.7. Cuctema koHTenHep/
3aKynoproBarnbHuWi 3acib y 3B8’a3Ky 3i 3MiHO npoueaypi
BMNpobyBaHHA ANs MaTepiany NepBUHHOIO NaKyBaHHS
(Al/Al blister) N3, a came:

- HE3HauHi 3MiHU y 3aTBepAXeHin npouenypi
BUNPOOYBaHHS;

- 3MiHa MeToAy, KU BUKOPUCTOBYETLCA AfS
rpaBiMeTpUYHOro Bu3Ha4eHHs G.S.M. (oHoBneHa
npotenypa BUNpobyBaHb BKIHOYAE JOCMIMKEHHS
penpeseHTaTUBHMX 3paskie noLleto 6rmsbko 20 cm? ans

3a
peuerimom

UA/11299/01/02
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

rpaBiMeTprYHOro Bu3HayeHHs G.S.M.; BuganeHHs
pospaxyHkoBoi popmynu). PeaakuinHi BunpaBneHHs y
cneumdikaLii antoMmiHieBoi onbrn AN KPULLIKA
NOB’A3aHi 3 y3rogkeHoto rmobanbHo cneundikalieto, a
came [0o[aHo 3ayBaXeHHs Mpo Te, Wwo ¢onbra He
MIiCTWUTb HiTpouentonoan. (donbra 4ns KPULWKK He
3MiHeHa, OCKiNnbKM A YNakoBKW L€l npoayKuii
BMKOPVCTOBYETbLCS MIliBKA A1 KPULLIKK, LLIO HE MICTUTb
HiTPOLIENono3n)

137.

PAMI
CAHOO3®

Tabnetku no 10 mr; no
10 Tabretok y
Gnictepi; no 3
GricTepu B KApPTOHHIN
KopobLi

Canpos
dapmacbioTika
n3 Aa.Aa.

CnogBeHisi

JNlek C.A., Nonbwa
(BMPOBHMLTBO 3a
NOBHUM LIMKIOM);
Jlek C.A., Nonbwa
(nakyBaHHS1, BUMYCK
cepii)

Monbwa

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3MiHu |
Tuny - 3MiHK 3 aKkocTi. [0ToBMI Nikapcbkui 3acib.
Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3MiHa y
mMeToAax BUNpobyBaHHA NEPBUHHOI YMaKOBKW rOTOBOIO
nikapcbkoro 3acoby (He3HayHi 3MiHW y 3aTBEpPOXEHNX
mMeToAax BUNpobyBaHb) - BHECEHHSA 3MiH A0 po3ainy
peecTpauiiHoro gocke 3.2.P.7. Cuctema koHTenHep/
3aKynoproBasbHWI 3acib y 38’A3Ky 3i 3MiHOK npoueaypi
BMNPOOYBaHHS ANa maTtepiany NepBUHHOMO NaKyBaHHSA
(Al/Al blister) M3, a came:

- HE3HAYHI 3MiHW y 3aTBEPXKEHIN Npoueaypi
BUNPOOYBaHHS;

- 3MiHa MeToAy, KU BUKOPUCTOBYETHLCA AN
BM3HaYeHHS LIMPUHKM donbrn (OHOBMEHa npoueaypa
BMNPOOYBaHb BKIOYAE BUMIPIOBAHHS UMPUHMN (hOSbIv
Ha penpeseHTaTUBHMX 3paskax; BUAaneHHs
pO3paxyHKoBOi hopmMynu;
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
CucTemMa koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
mMeToAax BUNpobyBaHHA NEPBUHHOI YMAaKOBKM FOTOBOIO
nikapcbkoro 3acoby (He3HauHi 3MiHV y 3aTBEepAXKEHUX
MeToAax BUNpobyBaHb) - BHECEHHSA 3MiH A0 po3ainy
peecTpauinHoro gocke 3.2.P.7. Cuctema koHTenHep/
3aKynoproBarnbHuWi 3acib y 38’A3Ky 3i 3MiHO npoueaypi
BMNPOOYBaHHS Ana maTtepiany NepBUHHOIO NakyBaHHS
(Al/Al blister) T3, a came:

- HE3HaYHi 3MiHW y 3aTBepAXeHin npouenypi
BUNPOOYBaHHS;

- 3MiHa MeToAy, SKUA BUKOPUCTOBYETHLCS AN1A
rpaBiMeTpuUYHOro Bu3Ha4deHHs G.S.M. (oHoBneHa
npoueaypa BUNpobyBaHb BKIOYAE AOCHIAKEHHS
penpeseHTaTMBHUX 3pa3kiB nnoLelo 6rnmnssko 20 cm?
ANs rpaBiMeTPUYHOro BM3HaveHHs G.S.M.; BuganeHHs
po3paxyHkoBoi popmMynu). PeaakuiiHi BUNpaBneHHst y
cneumdikaii antoMiHieBoi onbrn AN KpULLKK
noB’si3aHi 3 y3rogxkeHoto rnobansHoto cneuudgikadieto, a
came [0[aHO 3ayBaXeHHs Npo Te, Wo donbra He
MICTUTb HiTpoLentonosu. (donbra AN KPULLKU He
3MiHeHa, OCKiNnbkv A YyNakoBKW L€l NpoayKuii
BUKOPUCTOBYETLCS MNiBKa AN KPULLKK, LLO HE MiCTUTb
HiTpOLIENONo3u)

3a
peuernmom

UA/11299/01/03

138.

PEMEHC®

Kpanni opanbHi, no 20

Pixapa

ABcTpis

Pixapa bittHep Al

AscTpisa

BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu |

bes

UA/2164/02/01
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

mn abo 50 mn, abo
100 mn y donakoHax-
KpanenbHuusX; no 1
(bnakoHy B KApPTOHHIN
ynakoBLi

BittHep Al

TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI EBpONENCHKin
dapmakonei/MoHorpagii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBeaeHHS Y BigMNoBigHICTL OO
MoHorpadii AdPY abo €sponevicbkoi hapmakonei, abo
iHWOI HauioHanbHoi chapmakonei aepxxasu €C (3miHa y
cneumdikalisix, nos'sidaHa 3i amiHamu B 1Y, abo
€Bponelicbkiit hbapmakonei, abo iHLWiN HauioHanbHin
dapmakonei gepxasu €C) npuBefeHHs cneuudikauii
nito4oi pevoBmHKM Sepia D12 y BignoBigHicTb 4O BUMOr
Himeubkoi lomeonatuyHoi ®apmakonei (GHP), gitove
BUAaHHs. 3MiHK | Tuny - 3miHn 3 skocTi. ADI.
Bupo6HMLTBO. 3MiHK B npoueci BUpobHuuTBa API (iHLwi
3MiHN)

BHeCeHHs 3MiH B 11.3.2.S.2.3. «KoHTponb MaTepianie», a
came JoaaBaHH4 iHbopMaLii Wwoao 4o4aTKkoBOro Micus
BMPOLLYBaHHSI POCNIMHHOTO matepiany Lachesis:
Surinam (South America) Ta Valence (France, Europe),
3aTBepakeHo: Peru. 3miHu | TMny - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaTt BignoBigHoCTi
€Bponecbkin dapmakonei/MoHorpadii. 3miHu,
NnoB'A3aHi 3 HeOOXiAHICTIO NpMBeaEeHHS Y BigNOBIAHICTbL
Ao moHorpadii APY abo €sponeiicbkoi hapmakonei,
abo iHWoi HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneuundikauisix, nos's3aHa 3i 3miHamu B Y,
abo €Bponelicbkin hapmakonei, abo iHLWiN HauioHanbHi
apmakonei aepxasu €C) npuBeaeHHs cneumdikadii
nitovoi pevosuHK Lachesis D12 y BignosigHicTb 4o
BuMor Himeubkoi FomeonaTtunyHoi ®apmakonei (GHP),
faitove BMaaHHs

peuernma

139.

PEMEHC®

Tabnetku, no 12
TabneTtok y bnictepi;
no1,2,3abo4
GnicTepn y KapToHHIl
KopobLi

Pixapa
BittHep Al

ABcTpis

Pixapa BittHep Al

ABCTpIs

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minHu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBpoNenchbKil
papmakonei/MmoHorpadii. 3miHW, noB'sA3aHi 3
HeOoOXiAHICTIO NpuBeaEHHS Yy BigMNOBIQHICTE OO
MoHorpadii APY abo €sponeicbkoi hapmakonei, abo
iHWOT HauioHanbHoI hapmakonei aepxasu €C (3miHa y
cneumndikalisix, nos'sidaHa 3i amiHamu B 1OV, abo
€Bponelicbkiit hapmakonei, abo iHLWiN HauioHanbHin
apmakonei aepxasu €C) npuBeaeHHs cneuudikauii
nitoyoi pevosuHn Sepia D12 y BignosigHicTb 4o BUMOT
Himeubkoi MlomeonatuyHoi dapmakonei (GHP), gitove
BuAaHHs. 3MiHu | Tuny - 3miHu 3 sikocTi. API.
BupobHuuteo. 3MiHn B npoueci BupobHuuTea AP (iHLui
3MiHN)

BHECEHHS 3MiH B 11.3.2.S.2.3. «KoHTponb maTepianisy, a
came goaBaHHs iHopMauii Woao A04aTKOBOrO MicLst
BMUPOLLYYBaHHS pOCNUHHOrO MaTtepiany Lachesis:
Surinam (South America) Ta Valence (France, Europe),
3aTBepakeHo: Peru. 3miHu | Tuny - 3MiHM 3 SIKOCTI.
Ceptudikat signosigHocTi/[E-cepTudikaTt BignoBigHOCTI

6e3
peuenma

UA/10052/01/01
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

€Bponecbkin dapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOBXiAHICTIO NPUBEAEHHS Y BIiAMOBIAHICT
0o MoHorpadii J®Y abo €sponerickkoi hapmakoner,
abo iHWoI HauioHanbHoI chapmakonei gepxasu €C
(3miHa y cneumdikauisix, nos'a3aHa 3i 3miHamu B APV,
abo €Bponelicbkin hapmakonei, abo iHLWiN HauioHanbHi
dapmakonei gepxasu €C) npuBefeHHs cneuudikauii
Aitodoi pevosuHu Lachesis D12 y BignosigHicTb o
BumMor HimeLpbkoi MomeonatuyHoi ®apmakonei (GHP),
Aaitove BMaaHHs

140.

CAHIBA®

PO34MH ANA POTOBOI
NopoXHuHK; no 100
My pnakoHi; no 1
dNaKkoHy 3 MipHUM
CTakaH4MKOM B nauui

MpAT
"dapmaneBTu
YHa bipma
"NapHuug”

Ykpaina

MpAT
"®apmMaueBTUYHa
cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosiaHocTI/lE-
cepTuddikat BignoBigHOCTI €BpoONENChbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 200 BUNYyYEHHSs
cepTudikata BignoBigHOCTI €Bponenchkin dapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4onomixxHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKIn
dapmakonei) - OHoBneHu cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOMO
cepTudikaTa BigNoBiAHOCTI €Bponenchbkin dapmakonei
CEP R1-2005-238 Rev 02 Big Bxe 3aTBEpPOKEHOrO
BUpOGHMKa AD| rekceTUanH KU 3MiHUB HaMEeHYBaHHS
3 EUTICALS SAS, FRANCE Ha CURIA FRANCE SAS,
France, 6e3 3miHV BUpOBHUYOI NroLLaaku.
3atBepaxeHuin: CEP R1-2005-238 Rev 01
3anponoHoBaHui: CEP R1-2005-238 Rev 02

6e3
peuenma

UA/16981/01/01

141.

CAHIBA®

crpew Ans poToBoi
NOPOXHMHK; No 50 mn
y dbnakoHi; no 1
bnakoHy 3 HacafKoo-
posnunioBavemM B
nayui

MpAT
"®apmaneBTn
YyHa dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYHa
dipma "OapHuuga"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHn |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI €BpONENCHKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCTi abo BUNYYeHHS
cepTudpikaTa BignoBigHOCTI €Bponenchbkint hapmakonei:
ona A®l; ona suxigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTBECS Y BUPOOHUUTBI APl; Ansg onoMikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichkil
dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepKeHOro BUPOGHUKa - MOAaHHSA OHOBIEHOMO
cepTudikaTa BignoeigHoCTi €Bponeiichbkin dhapmakonei
CEP R1-2005-238 Rev 02 Bif Bxe 3aTBEpOXEHOTO
BUpOGHMKa AD| rekCeTUANH SKMUIN 3MIHUB HalMeHYBaHHS
3 EUTICALS SAS, FRANCE Ha CURIA FRANCE SAS.,
France, 6e3 3miHV BUpOBHUYOI nnoLLaaku.
3aTtBepoxeHun: CEP R1-2005-238 Rev 01
3anponoHoBaHnuii: CEP R1-2005-238 Rev 02

6e3
peuenma

UA/16981/02/01

142.

CEPOBIOA®

iHransauis nig TMckom,
cycnexsis, 25
Mkr/go3sy, no 120 gos B

Uwnnna Jitg,

IHAis

Lunna 4. (OHiT II)

IHaisa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu |
TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsiny. BeegerHst abo 3MiHu go

3a
peuenmom

UA/12936/01/01
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[TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
antoMiHieBomy y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTEeWHepi 3 (BBEAEHHSA y3ararnbHEHWX AaHWX NpPo CUCTeMy
[03yl04MM KranaHoM; dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
no 1 KOHTEeNHepy, AKUiA BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
Mae KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHUKa Ans
noninponineHoBuin 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
posnuntoBay i3 BigMiHHa Bif, YNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
3aXMCHUM KOBMaYKoM, 3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
Y KapTOHHIln kopobui naHi) Ta/abo 3aMiHM y po3milLieHHi MacTep-channa
cuctemn chapmakoHarnagy) 3MiHa yroBHOBaXKEHOT
ocobu 3asBHUKA, BiAMOBIAaNbHOI 3a hapMakoHarnsag.
[itoya pepakuisa: Dr. Kabil Kalathingal. MNponoHoBaHa
peaakuisi: Ms. Shobha Pillai. 3miHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOI ocobu 3asBHUKA, BiAMOBIAANLHOI 3a
capmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignoBiganbHoOI 3a hapmakoHarnag B YkpaiHi. Hitova
pegakuisa: Zinchenko Liudmyla Valeriivna. NMponoHoBaHa
pegakuisi: Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu 3asiBHUMKa,
BiANoBiAanbHOI 3a hapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
143.| CUMBIA® Kancynm MpAT YkpaiHa BankaHgapma- Bonrapis BHECEHHS 3MiH 40 peecTpauinHMx maTepianis: 3miHu | 3a UA/18442/01/01
KULLKOBOPO3YWHi "®apmaLreBTn OynHuus A TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
TBepai, no 30 mr; no 7 YHa dipma y BUpOOHMLTBI. 3MiHM BUNpobyBaHb abo gonycTummnx
Kancyn y 6nicrepi, no "OapHuus”

4 6nictepu B nayui

MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
BMPOOHMLTBA rOTOBOTO NikapcbKoro 3acoby (BUyYeHHs
HeCcyTTeBOro BUNpobyBaHHS B nNpoLeci BUpobHULTBA)
BMPOOHWK roTOBOrO Nikapcbkoro 3acoby nNponoHye
BMKMIOUUTM MeToA «Onmc» Ha NPOMIDKHUX eTanax
dopMyBaHHS NeneT Ta NOKPUTTS NeneT 3aXUCHUM
Lwapom. BBeeHHs 3MiH npoTArom 6-Tu micAuiB nicns
3aTBepOKeHHs. 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBWMI
nikapcbkuii 3aci6. 3mMiHM y BUPOOHULUTBI. 3MiHM
BMNpobyBaHb abo JOMYCTUMMX MEX, BCTAHOBNEHUX Y
cneuudikauisix, nig Yac BUPOGHMLITBA rOTOBOrO
nikapcbKoro 3acoby (BUNyYeHHs1 HECYTTEBOIO
BUNpobyBaHHs B NpoLeci BUpOOHULTBA) BUPOBHMK
roTOBOrO NMiKapCbKOro 3acoby NPOMOHYE BUKIOYNTH
meToa «Boga» Ha MpoMixHMX eTanax opMyBaHHs
neneT Ta MOKPUTTS NeneT 3aXMCHUM Liapom. BeeaeHHs
3MiH NPOTArom 6-Tn MicsLiB Nicns 3aTBepKEHHS. 3MiHU
| Tuny - 3MmiHn 3 sKocTi. FoTOBMI Nikapcbkuin 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHM BUNpobyBaHb abo AonycTUMKX
MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
BUPOOHMLTBA FOTOBOTO JiKapCbKOro 3acoby (BUy4YeHHs
HeCyTTEBOro BUNPOOyBaHHS B NpoLieci BUpoOHULTBA)
BMPOOHVK roTOBOrO flikapCbKoro 3acoby nponoHye
BUKIMIOYUTM MeTOA, «BMICT AynoKCeTMHY» Ha MPOMIXHMX

eTanax (popMyBaHHsi NeneT Ta NoKpUTTS nenet
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[TponoBkeHHs goaaTKa 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3axucHMM Lwapom. MNpoTe «BmicT gynokceTuHy» byae
nepeBipeHo Ha eTani BUPOOGHNYOro NpoLiecy Ha nenertax
3 KMLLKOBOPO34MHHO 060MnoHkKo. BBeaeHHS 3miH
npoTsArom 6-T1 MicsiLiB Nicns 3aTBepAKEHHS
144 CUMBIA® Kancynm MpAT Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minHu | 3a UA/18442/01/02
KULLKOBOPO34MHI "dapmaneBTu Oynnuvus A Tmny - 3MiHK 3 siKocTi. FoToBUI Nikapcbkmin 3aci6. 3miHn peuenmom
TBepai, no 60 mr; no 7 YyHa dipma y BUPOOHMUTBI. 3MiHK BUNpobyBaHb abo gonycTuMmnx
Kancyn y 6nictepi, no "NapHuus" MeX, BCTAHOBMEHWX Y cneumdikauisx, nig vyac
4 6nictepn B nayui BMPOGHMLTBA roTOBOTO flikapcbKoro 3acoby (Buny4eHHs
HecyTTeBOro BUNpobyBaHHS B npoLeci BUpobHULTBa)
BUPOBHMK rOTOBOrO NiKapCbKoro 3acoby NponoHye
BMKMIOUUTM MeToA «Onmc» Ha NPOMIDKHUX eTanax
opMyBaHHsI NeneT Ta NOKPUTTSA NeneT 3axMCcHUM
Lapom. BBeaeHHs 3MiH NpoTsArom 6-Tn micsAuiB nicns
3aTBepAKEHHS. 3MiHK | TUNY - 3MiHM 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHK
BuNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneumndikauisix, nig Yac BUPOOGHULTBA FOTOBOMO
nikapcbkoro 3acoby (BUIyYEHHSI HECYTTEBOIO
BMNpobyBaHHSA B NMpoueci BUpOOHMLTBA) BUPOBOHMK
roTOBOrO MiKapCbKOro 3acoby NPOMNOHYE BUKIMOYUTH
meTog «Boga» Ha npomibkHUX eTanax opMyBaHHS
neneT Ta MOKPUTTS MeNneT 3axvMCHVUM LiapoM. BeeaeHHs
3MiH NpOTSArom 6-T MicsiLiB Nicns 3aTBeEpPMKEHHS. 3MiHN
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3aci6. 3MiHu
y BUpOOHMLTBI. 3MiHM BUNpobyBaHb abo AonycTumumx
MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby (Buny4eHHs
HeCcyTTeBOro BUNpobyBaHHS B NpoLeci BUpobHULITBa)
BMPOGHMK roTOBOro nikapcbKoro 3acoby nponoHye
BUKIIOYNTY MeTof «BMicT AynokceTuHy» Ha MPOMDKHUX
eTanax popMyBaHHSA nemneT Ta NOKPUTTS nenet
3axvcHuM wapom. MpoTe «BmicT gynokceTunHy» 6yae
nepesipeHo Ha eTani BUpoGHMYOro npouecy Ha nenetax
3 KULLKOBOPO34MHHOK 000NOHKOK. BBEAEHHS 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBEepAKEHHS
145/ CUH®NOPUKC | cycneHsis ans nakcoCmiTKn Benuka "makcoCmiTKnsinH Benbrisa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/15363/01/01
™ BAKUUHA iH’ekuin; no 1 posi (0,5 anH Excnopt BpuTaHis Bionogxikans C.A. Tmny - 3MiHun 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y peuenmom
ansa MI) cycnensii ans Nimiten napameTpax cneuudikauivi Ta/abo AonycTUMUX MEX,
NPO®INAKTUK | iH'ekuin y nonepeaHso BMU3HaYeHuX y cneuudikauisix Ha AdI, abo
n HarnoBHEHOMY BVXiAHVIA/MPOMIKHWI NpoayKT/pearexT, Lo
NMHEBMOKOKO | cknsiHomy Lunpuui y BMKOPUCTOBYOTLCS Y npoueci BupobHuutea API (iHwi
BOI IH®EKLIT KOMMMEKTi 3 ofHieto 3MiHN)
(NONICAXAPU ronkoto abo 3 gBoMa BupaneHHs Tecty Irreversibility for Tetanus Toxoid (TT)
OHUN rornkamu Ta 6e3 ronok; (in vivo) 3i cneuudikaLii BUNycKky Ta 3 nporpamu
AHTUTEH) TA 1 nonepegHbO TECTyBaHHs cTabinbHOCTI O4MLLEHOrO NPaBLEBOro
HETUMNOBAHOI | HanosHeHwit lunpuLL 3 aHaTokcuHy (Purified Tetanus Toxoi bulk). BHeceHHs
FEMO®INbHOI | ronkoto abo asoma pefakuinHux npaBok oo po3ainy 3.2.S5.2.4
IHOEKL], rofnikamu, abo 6e3
KOH’IOFOBAH ronok y
A, iHamBigyansHoOMy
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[TponoBkeHHs goaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

ALICOPBOBAH
A

repMeTuyHo
3anakoBaHOMy
nnacTnkoBoMy
KOHTEnHepi; no 1
nnacTUKoBOMY
KOHTENHepyY Y
KapTOHHiI kopobL; no
1 posi (0,5 mn)
CycneHsii ans iH'ekuin
y nonepeaHs0
HarMoBHEHOMY
CKINSHOMY LUNpULi; No
10 wnpuuis 3 10
rornkamu abo 6e3
ronok y
iHaMBIayanbHMX
repMeTUYHO
3anakoBaHux
NnacT1KoBMX
KOHTeWHepax y
KapTOHHiI kopobLj; no
1 gosi (0,5 mn)
CycneHsii ans iH'ekuin
Yy MOHOJ030BOMY
CKMAAHOMY (hNaKoHi; No
1, 10 abo 100
riakoHiB Yy KapTOHHIN
Kopobui; no 2 go3su (1
M) cycnexsii ans
iH'ekuin y
MynbTUA030BOMY
dnakoHi; no 100
riakoHiB Yy KapTOHHIN
KopobLi

146.

CUH®JTIOPUKC
™ BAKLIMHA
ansa
NPODINTAKTUK
n
NMHEBMOKOKO
BOI IHOEKUIT
(NOJIICAXAPU
OHUA
AHTUTEH) TA
HETUNOBAHOI
FEMO®UILHOI
IHOEKLIN,
KOH’FOrOBAH
A,
ALICOPBEOBAH
A

cycneHsia ans
iH’ekuin; no 1 gosi (0,5
MI) cycneHsii ons
iH'eKLin y nonepeaHbo
HanoBHEHOMY
CKINSIHOMY LUNpUL Y
KOMMIEKTi 3 OfHiE
ronkoto abo 3 ggomMa
ronkamu ta 6e3 ronok;
1 nonepeaHLO
HanoBHEHMWN LWnpuy, 3
ronkoto abo asoma
ronkamm, abo 6e3
ronok y
iHamBigyansHOMyY
repMeTUYHO
3anakoBaHOMy

nakcoCmiTKn
AnH Ekcnopt
Nimiten

Benuka
BpuTaHis

makcoCmiTKnsanH
Bionomxikana C.A.

Benbrisa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

MeTofax BUNpobyBaHHSA roTOBOrO flikapcbKoro 3acoby

(iHwWi 3MiHKM y MeTogax BUNpobyBaHb (BKMOYao4n 3aMiHy
abo gonoBHeHHs1)) 3amiHa pigkoro KOH'KroBaHoro
ctaHpapty PS7F-PD cepii SWN1351A03 Ha
niochinizoBaHuWii kKoH'toroBaHuii ctaHaapt PS7F-PD cepii

SSG1351A01 (AO7FCJAQ071), SiKMIN BUKOPUCTOBYETLCS

0N BU3HAYeHHS NOBHOTU afcopbuii ag'toBaHTy 3a
nonomoroto Tecty ELISA. 3miu | Tuny - 3miHm 3 sikocri.
"oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUnpobyBaHHS
roTOBOro MikapcbKoro 3acoby (iHWi 3MiHM y MeToaax

BUNpobyBaHb (BKMoYayy 3aMiHy abo JONOBHEHHS))

3amiHa pigkoro koH'torosaHoro ctangapTty PS23F-PD

cepii SWN1356A03 Ha nioginisoBaHuin KOH'IOroBaHum

3a
peuerimom

UA/15363/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NnacTUKoBOMY ctangapT PS23F-PD cepii SSG1356A01 (A23FCJA049),
KOHTeWHepi; no 1 KNI BUKOPVCTOBYETLCSA A1 BUSHAYEHHS NOBHOTK
NnacTUKoOBOMY apcopbuii ag’toBaHTy 3a gornomoroto Tecty ELISA

KOHTENHepyY Y
KapTOHHIN kopobui; no
1 gosi (0,5 mn)
cycneHsii gns iH'exuin
y nonepeaHbo
HanoBHEHOMY
CKINSHOMY LUNpUL; No
10 wnpwuis 3 10
ronkamu abo 6e3
ronok y
iHOMBIQyanbHNX
repMeTu4Ho
3anakoBaHux
NNacTUKOBUX
KOHTENHepax y
KapTOHHiI kopobLyj; no
1 posi (0,5 mn)
cycneHsii gns iH'exuin
Yy MOHOJ030BOMY
CKINAHOMY ¢priakoHi; no
1, 10 a6o 100
riakoHiB Yy KapTOHHIN
kopobui; no 2 go3sn (1
MI) cycneHsii ons

iH ekuiny
MYnbTUA030BOMY
cnakoHi; no 100
riakoHiB Yy KApTOHHIN

KopobLi
147! CTONEPAH Kancynu Teepgi no 2 tOHinab, Jn CLA BUPOGHMK Monbwa/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 6es UA/4685/01/01

Mr no 4 abo 8 kancyn BignoBiganbHUN 3a LLisenuapis/ Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
y bnicTepi; no 1 yMakoBKY, KOHTPOIb IHAisa dapmakoHarnsaay (iHwi 3miHM) OHOBMEHHS TEKCTY
GnicTepy B KapTOHHIl Ta BUNyCK cepil MapKyBaHHS1 BTOPMHHOI YNaKkoBKW fikapcbkoro 3acoby: a
nauui roTOBOrO NPOAYKTY: came, onuc TepMiHy npuaaTtHocTi, po3ain "Cnocib

TOB HOC dapmauis, 3aCTOCyBaHHS Ta [03K" NpUBEAEHWI Y BiANOBIAHOCTI A0

MonbLwa; BUpobHMK 3aTBepAXeHNxX MaTepianis. TepMiH BBEAEHHS 3MiH

BignoBiganbHUN 3a nNpoTSArom 6 MicsUiB nicns 3aTBepaKeHHS

BUPOOHMLTBO,

KOHTPOMb Ta BUNYCK
npoaykty in bulk:
CgiccKo Cepsices

AT, lWsenuapis;
BUPOGHMK
BiAnoBiganbHWI 3a
BUPOGHMLTBO,

KOHTPOMb Ta BUNYCK
npoaykTy in bulk:
Crtpangc ®apma




102 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
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CaiteHc Nimiten,
IHAisA
148.| CTPE3AM® kancynu no 50 Mr no BIOKOEKC PdpaHuis BIOKOJEKC ®paHuia BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | 3a UA/2787/01/01
12 kancyn y 6nictepi, Tvny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
no 5 6nictepis y nauyui; apmakoHarnagy. BeegeHHsi abo 3amiHm oo
no 20 kancyn y y3aranbHeHVX AaHnX Npo cuctemMy dapmakoHarnsgy
6nictepi, no 3 (BBEAEHHSA y3aranbHEeHWX AaHWX NPO CUCTeEMY
6nictepu y nayui hapmakoHarnsgy, amiHa ynoBHoBaxeHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHMKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, YyNOBHOBaXxeHOI 0cobu, BignosiganbHoi 3a
3iicHeHHs dhapmakoHarnsgy (BKMYarym KOHTaKTHI
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKkTHOT ocobu
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi. [litova
peaakuist: Lknapesny Irop OnekcaHgpoBuy.
MponoHoBaHa peaakuis: Lanka OneHa BonognmupisHa.
3MiHa KOHTaKTHUX JAaHMX KOHTaKTHOI 0cobun
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiAanbHOI 3a
34iNCHeHHa dhapmakoHarnsgy B YKpaiHi
149, CYNb®AOUME | tabnetku no 500 mr TOB Ykpaina TOB "Arpodpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minHu | 3a UA/6875/01/01
3UH no 10 TabneTok B "Arpodhapm" Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib. peuenmom

Gnictepax

Cuctema KoHTenHep/3akynoptoBanbHui 3aci6. 3miHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMIEKTYIOUNX (SIKLLO 3a3HAa4YEHO B JOCHE) (BUNYYEHHS
nocrayarnbHuKa) BUITy4eHHS HaNMeHyBaHHS
nocTavanbHUKIB NakyBarnbHUKIB MaTepianis, O BHECEHI
po PeecTpauiiHoro Aocke Ha roToBWI Mikapcbkuii 3aci6.
MpuBeneHHsa oo €Bponericbkx BUMOr. [litoya peaakuis:
3aTBepaxeHi BUPOOHMKM NakyBanbHUX MaTtepianis
MniBka nonisiHinxnopupugHa 1. «kMKF-ERGIS sp. z
0.0», Monbua 2. «Bilcare Research Gmbh» HimeyunHa
3. «Klokner Pentaplast GmbH& Co KG», HimeuunHa
donbra antomiHiea MNAT «TexHonorisy», YkpaiHa
MponoHoBaHa pepakuisi. 3aTBepmxeHi BUPOOHMKM
nakyBanbHUx MaTtepianis [niBka nonisiHinxnopupugHa
Buny4eHo donbra antomiHieBa Buny4eHo. 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
papmakonei/MoHorpadii. 3miHW, noB'sA3aHi 3
HeobXiaHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadgii dY abo €sponerickkoi hapmakonei, abo
iHWoOT HauioHanbHoi hapmakonei aepxasu €C (3miHa y
cneuudikauisix, noB's3aHa 3i amiHamu B 1Y, abo
€Bponencbkin dapmakonei, abo iHWi HaLioHanNbHIN
apmakonei aepxasu €C) B cneumdikauii ans
KOHTPOIO OOMOMDKHOI peqoBuHM Kpoxmanb
KapTonnsHui 3miHn y po3aini «MikpobionoriyHa
YMCTOTa» NPMBEAEHHS Y BiANOBIAHICTb 4O BUMMOT
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mMoHorpadgii €P «POTATO STARCH». 3MiHu | Tuny -
3MiHn 3 sxocTi. CepTudikaT BignosigHocTiI/lE-
cepTudikat BignoBigHOCTI EBpONENCHKIN
dapmakonei/MoHorpagii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadgii JdY abo €sponerickkoi dhapmakonei, abo
iHWOI HauioHanbHoi chapmakonei aepxxasu €C (3miHa y
cneuudikauisix, nos's3aHa 3i amiHamu B 1Y, abo
€BponeWcbkin dhapmakonei, abo iHWi HauioHanbHiIN
dapmakonei gepxasu €C) B cneundikauii gns
KOHTPOIO AOMOMKHOT PeYOBUHM XKenaTuH 3MiHN Y
po3ainax «lgeHTudikadis», «Onuc», «pH», «MBY»,
BUITyYEHHS NokasHUKiB «3aranbHa 3onay, «[nHamiyHa
B'A3KICTbY», « Temnepartypa nnaBreHHs Aparnisy,
«Mpo3opicTb», «CTOPOHHI AoMilKkny, «CynbgaTtHa
kucnota (H2S03). BeeaeHo posainu
«EnektponposigHicTby, «[iokcug cipkny», «lNepokcnamny,
«3ani3zo», «Xpomy», «LInHk», «CTilkicTb aparnisy,
«BTpaTta B maci npu BucyLLyBaHHi». [puBeaeHHs y
BiANOBIgHICTb 40 BUMOr MoHorpadii €® « GELATIN».
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BIAMNOBIAHICT
[0 moHorpadii APY abo €sponelickkoi hapmakonei,
abo iHwWoi HauioHanbHOi hapmakonei aepxasun €C
(3miHa y cneuundikauisix, nos's3aHa 3i 3miHamu B Y,
abo €sponevicbkint dhapmakonei, abo iHLWiN HauioHanbHin
dapmakonei gepxasu €C) BUNyYeHHS NOKa3HUKa
«Baxki meTanu» 3i cneuundikauii AN KOHTpoOrno
[OOMOMDKHOI peqoBUHM KpeMHito giokcua, KonoigHun
06e3BoaHMIA- NPUBEAEHHS Y BIANOBIAHICTb 4O BUMOT
MoHorpadgii €O «SILICA, COLLOIDAL ANHYDROUS».
3MiHu | TUny - 3miHK 3 akocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb gonomipkHux peyoBrH. 3MiHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX ANA AOMOMIKHOI
peYOBUHM (iHLLI 3MiHM) 3MiHK y cneundikauii ons
KOHTPOIO A0MNOMIKXHOI peqoBuHM KpemHito giokeng
KonoigHun 6e3BogHUIA B po3ginax « PO3YnHHICTb»
BWHECEHO iHpopmaLito y po3ain «BnacTtueocTi»
BignosigHo go A®Y, 5.11. 3miHn y po3gini
«MikpobionoriyHa ysncToTa» NoB’si3aHi 3i 3MiHaMu B
dapmakonei (NpuBeaeHHs y BiANOBIQHICTb 4O BUMOT
OOY/ED 5.1.4). 3minn | TNy - 3MiHK 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaTt BignosigHoCTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXiAHICTIO NPMBEAEHHS Y BiANOBIAHICTb
0o MoHorpadii A®Y abo €sponericbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'asanHa 3i amiHamu B PV,

abo €BponeWnchkin dapmakonei, abo iHLWin HauioHanbHin




Ne
n/ JNliKapcbKo20

Haszea

®Popma sunycky

3aseHuK

Kpaina

Bupo6bHuk

104

Kpaina

[TponoBkeHHs goaaTKa 2

3acoby

ynakoeka)

(nikapcbka ¢gpopma,

3asieHUKa

eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

150.

CYXUn
EKCTPAKT

NOPOLLIOK (Cy6CcTaHLUist)
y NonieTUNneHoBMxX

TOB "dapma

YkpaiHa

expnixep

Himeyumna

dapmakonei gepxasn €C) B cneuudikauii ans
KOHTPOMIO AOMOMDKHOI peqoBuHM KanbLito cTeapat
3MiHuM y po3gini «Mikpo6ionoriyHa uncrota» -
MpuBegeHHs y BignNoBIgHICTL 40 BUMOT MoHorpadii €
«CALCIUM STEARATEY. 3MmiHu | Tvny - 3MiHM 3 SIKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHKM y BUPOBHMUTBI. 3MiHK
BunNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHMUX Y
cneuudikauisix, nia Yac BUPOBHULTBA rOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHS! HECYTTEBOTO
BMNPOOYyBaHHSA B Npoueci BUpobHuuTBa) Po3ain
"MikpobionoriyHa uncrota» BunyyeHo 3i Cneundikauii
0151 KOHTPOSO NPOMIDKHUX NPOAYKTIB, OCKiNbKM
BUpo6HMLTBO J13 BigGyBaeTbes B ymoBax GMP, wo
nepen6ayae MOHITOPUHI MiKPOBIONOrivYHOI YNCTOTH
BUPOGHMYOro obnagHaHHsi Ta BUPOBHNYMX NPUMILLEHb.
3MiHu | TUny - 3MiHuM 3 sikocTi. FoToBMIA Nikapcbkumin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo 4oNyCTUMMUX MEX
roTOBOro NMikapCbKoro 3acoby (BUIyYEHHs1 HE3HAYHOrO
nokasHuka (Hanpuknag 3acTtapinoro nokasHvika, Takoro
SIK 3anax Ta cmak, abo igeHTudikauis GapBHUKIB Un
cMakoBux 406aBoK)) po3ain «Aepocuny BUyYeHo 3i
Creuundikauii 4ns KOHTPOIO rOTOBOrO MikapCbKoro
3acoby- NpuBeaeHHs y BiAnoBigHICTb Ao BuMor EQ/PY.
3MiHu | TUny - 3miHK 3 akocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTuMmnx Mmex
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHW) 3MiHW Y TecTi
«MikpobionoriyHa uncToTay, NpMBEAEHO Y BiaMNOBIgHICT
oo sumor €/®Y 5.1.4. 3minu | Trny - 3miHKM 3 aKocTi.
oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikaLin
Ta/abo AoNYCTUMMX MEX rOTOBOrO ikapCbKoro 3acoby
(iHwWi 3miHK) TecT «OAHOPIQHICTL O30BaHUX OQUHULIb»
NpvBEAEHO Y BigNoBigHICTb Ao Bumor EP/OPY, 2.9.40

151.

NACUDIIOPU

TEFPETON®

nakeTtax ans
hapmaLeBTUYHOTO
3aCTOCYyBaHHsI
Tabnetkun no 200 mr
no 10 Tabnetok y

Crapt"

Hosaprtic

LLisenuapi

dapmaueyTile
Ekctpakte M'm6X

Hosaptic ®apma

ITania

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |

TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecu 3asiBHUKA (BNacHMKa peecTpaLiniHoro
NocBiAYEHHS) - 3MiHa agpecy 3asiBHUKA

UA/16910/01/01

GnicTepi; no 5
6nicTepiB y KApTOHHIW
KopoOGLi

dapma Al

A

C.nA

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu |
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa

napameTpiB cneyndikadii Ta/abo 4oNyCTUMUX MEX

roTOBOrO NikapcbKoro 3acoby (4ONOBHEHHS cneumdikaLii
HOBWM MOKa3HWKOM 3 BifiNoBiAHUM METOAOM
BUNpoOyBaHHS) BHeceHHs 3MiH O MeTopAiB KOHTPOMO
AKOCTi rOTOBOrO Nikapcbkoro 3acoby, a came,
[OOMOBHEHHS crieundikaLii HOBUM nokasHukoM "Hac

po3nagy" NnpoTArom TepMiHy npuaaTHocTi (He BinbLue,
Hi>K 6 XBUINWH)

3a
peuerimom

UA/9428/01/01
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152.| TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | 3a UA/15070/01/01

NniBKOBOO "®apmaneBTn "®apmaueBTniHa TUny - 3MiHK 3 SKOCTi. FOTOBWMIA nikapcbkuii 3aci6. peuenmom

060s0oHKOot0, No 5 YHa chipma cipma "[apHuus" Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3MiHa

Mr/12,5 mr/160 mr; no "OapHuus” PO3Mipy YNakoBKWM FOTOBOIO NikapcbKoro 3acoby (3MiHa

14 Tabnetok y KiNbKOCTi 0AuMHWUbL (Hanpuknag TabneTok, amnyn ToLo)

KOHTYPHI YapyHKOBIN B ynakoBLi:) - 3MiHa no3a Aiana3oHoM 3aTBepKEHMX

ynakosui, no 1 abo no PO3MIpiB YNakoBKM - OA4aBaHHSA HOBOrO PO3Mipy

2 abo no 6 KOHTYpPHUX ynakoBku: No 14 TabneTok y KOHTYpPHi YapyHKOBIN

YapyHKOBUX YMaKoBOK ynakoBLi; N0 6 KOHTYPHMX YapyHKOBMX YNaKoOBOK Y nayuli

B navui; no 7 Ne84 (14x6) 3 BignoBigHMMM 3MiHamMK 0 po3ainy

TabneToK y KOHTYPHIN “Ynakoska” MKA J13, 6e3 3MiH1 nepBUHHOrO

YapyHKOBIN ynakoBLj; nakyBanbHOro MaTepiany. 3MiHM BHECEHI B iHCTPYKLiO

no 2 a6o no 4 ONst MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y

KOHTYPHi YapyHKOBI po3ain "YnakoBka" 3 BignoBigAHMMM 3MiHaMU B TEKCTI

yNaKoBKW B MayLi MapKyBaHHSs1 ynakoBok. BBegeHHSs 3MiHW npoTsarom 6-tu

MicsUiB Nicnsa 3aTBEPAXEHHSA

153.| TIAPA TPIO® TabneTkn, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | 3a UA/15069/01/01

NniBKOBOKO "dapmaneBTu "®apmMaueBTUYHa TMny - 3MiHK 3 AKOCTi. [o0TOBMIA NikapcbKuMin 3aciO. peuenmom

o6onoHkoto, no 10 YHa chipma dipma "[apHuus" Cuctema koHTelHep/3akynoptoBarnbHuiA 3aci6. 3miHa

mr/12,5 mr/160 mr; no "NapHuug" PO3Mipy YNakoBKM roTOBOro fikapcbKoro 3acoby (3MiHa

14 TabneTok y KiNbKOCTi OAMHMLbL (Hanpuknag TabneTok, amnyn ToLo)

KOHTYPHI YapyHKOBIN B ynakoBLi:) - 3MiHa no3a Aiana3oHoM 3aTBepIKEHMX

ynakosui; no 1 abo no pO3MipiB YNakoBK/ - AOAABaHHA HOBOTO PO3Mipy

2, abo no 6 KOHTYpHMX ynakoBKu: No 14 TabneToK y KOHTYPHIi YapyHKOBIl

YapyHKOBUX YMaKOBOK ynakoBLi; N0 6 KOHTYPHUX YapyHKOBUX YNaKoOBOK Y nauyuli

B nayui, no 7 Ne84 (14x6) 3 BignoBINAHMMU 3MiHAMKN [0 PO3AiNyY

TabneToK y KOHTYPHIN “YnakoBka” MKA 13, 6e3 3miHu nepBuHHOro

YapyHKOBIN ynakoBsLi; nakyBanbHOro Matepiany. 3MiHY BHECEHi B iHCTPYKLUito

no 2 abo no 4 0N MeQMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby y

KOHTYPHI YapyHKOBI po3ain "Ynakoska" 3 BignoBigHUMMN 3MiHaMUN B TEKCTI

yNaKkoBKW B Maui MapKyBaHHSs1 ynakoBok. BBeeHHs 3MiHW npoTsirom 6-Tu

MiCsILIiB Micnsi 3aTBEPOKEHHSA

154.| TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/15070/01/01

NNiBKOBOK "®PapmaLeBTn "®apmaueBTnYHa Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom

obornoHkKoto, no 5 YHa dipma dipma "OapHnuga" dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui

mr/12,5 mr/160 mr; no "OapHuus” nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUil

14 TabneTtok y AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynspHo

KOHTYPHili YapyHKOBIN OHOBOBaHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo

ynakosLi; no 1 a6o no JocrimkeHb 3 6e3neky 3aCToCyBaHHS Mikapcbkoro

2, abo no 6 KOHTYpHKMX 3acoby B nicnsipeecTpauiiiHuin nepiod, abo sik pesynbTtar

YapyHKOBUX YNakoBOK OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiAMNOBIOHO 4O

B navui, no 7 nnaxy negiatpuyHmx gocnimxers (PIP) (3miHy

TabneTok y KOHTYPHIN Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoMm)

YapYHKOBIN ynakoBL; 3MiHM BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro

no 2 a6o no 4 3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu

KOHTYPHI YapyHKOBI "OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”

YMaKoOBKU B Nayi BiZNOBIOHO 10 OHOBMEHOI iHhopMaLii 3 6e3neku firoyoi

peyoBuHU. BBegeHHs 3MiHM NpoTaroM 6-Tu micauiB nicns
3aTBEpPOKEHHS

155.| TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3minHu | 3a UA/15069/01/01

NNiBKOBOK "®apmaueBTu "®apmaueBTnyHa Tmny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
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obonoHkoto, no 10 YHa bipma cipma "dapHuua” dapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumLi
mr/12,5 mr/160 mr; no "NapHuug" nikapcbKoro 3acoby, TEKCTi MapKyBaHHsI Ta IHCTPYKUi
14 TabneTtok y Ans MEQUYHOTO 3aCTOCYBaHHA Ha NiAcTaBi perynsipHo
KOHTYPHI YapyHKOBIN OHOBIIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
ynakosui; no 1 abo no JocrimpKkeHb 3 6e3nekn 3acToCyBaHHS Mikapcbkoro
2, abo no 6 KOHTYpPHUX 3acoby B nicnspeecTpauiiHuiA nepiog, abo sk pesynbTart
YapyHKOBUX YNakoBOK OLHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHUX Bi4NOBIAHO A0
B nadui, no 7 nnaxy negiatpuuHnx gocnimkers (PIP) (3miHy
TabneTok y KOHTYPHIN Y3rO[>KEHO 3 KOMNETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
YapyHKOBIN ynakoBLj; 3MiHV BHeCeHi A0 IHCTPYKLii Ans MeguyHoro
no 2 abo no 4 3acTocyBaHHS NikapcbKoro 3acoby y po3ainm
KOHTYPHI YapyHKOBI "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
yrnakoBKW B nayui BiZNOBIQHO [0 OHOBMEHOI iHhopMaUii 3 6e3neku aitoyoi
peyoBUHW. BBEgeHHS 3MiHM NpoTaroM 6-Tu micauiB nicrns
3aTBEpPOKEHHS
156.] TOBPAMILUWUHY | nopoLok (cy6ecTaHuis) TOB "lOpisi- YkpaiHa NiB3oH pyn ®ywkoy Kutai BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu Il - UA/18547/01/01
CYNb®AT y antoMiHieBMX Papm" PykciH Tuny - 3MiHn 3 akocTi. A®l. BupobHuuteo. 3miHa
nnsilkax ans dapmachbtoTikan Ko., BUPOGHMKa BUXiQHOrO/MPOMIXXHOIO NpoAyKTy/peareHTy,
hapmaLeBTUYHOro NTtg LLIO BUKOPUCTOBYIOTbCS Y BUpOoBHMYOMY npoueci AdI,
3aCToCyBaHHSA abo 3miHa B1pobHMKa (BKMo4arouu, ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponenchkin dapmakonei y
3aTBepAKeHOMY A0CbE)(iHLWi 3MiHK) 3MiHa
nocTayarnbHuKa BMXiQHOro peareHTy - TobpamiumH, ons
Ad| TobpamiuuHy cynbdat 3a BiacyTHOCTi cepTudikaTa
BignoBigHOCTI €Bponencekin Papmakonei
(3aTBepmxeHo: Livzon New North River Pharmaceutical
Co., Ltd, China 3anponoHoBaHo: Livzon Group Fuzhou
Fuxing Pharmaceutical Co., Ltd, China)
157.| YBIXIHOH PO34nH ANS iH'EKLN, Bionoriwe HimeuuunH Bionoriwe HimeuuunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHn | 3a UA/0018/01/01
KOMMO3UTYM no 2,2 mn B amnyni; no | XannbmitTenb a Xannbmitrenb Tmny - 3MiHun 3 sikocTi. A®I. KoHTponb ADL. 3miHa y peuenmom
5 amnyn y KOHTYpHin Xeernb 'M6X Xeernb 'M6X meTofax BunpobysaHHa A®Il abo BuxigHoro

YapyHKOBIN ynakoBsLi;
no 1 KOHTYpHin
YapyHKOBIN ynakoBLi B
KopoOLi 3 KapTOHY;

no 2,2 mn B amnyni; no
5 amnyn y KOHTYpHin
YapyHKOBIN ynakoBsLi;
no 20 KOHTYPHUX
YapyHKOBMX YMaKoOBOK
y KOpoOLii 3 KapTOHY;
no 2,2 mn B amnyni; no
5 amnyn y KOHTYpHin
YapyHKOBIN ynakoBsLi;
N0 2 KOHTYPHUX
YapyHKOBWX YMaKOBOK
y KOpobLji 3 KapTOHY

maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y npoueci BupobHuutea ADI (iHLwi
3MiHM Yy MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) APl abo BUXiAHOrO/MPOMiXXHOIO
NpoAYyKTY) - 3MiHa MeToAy BUNPo6yBaHHSA BUXiAHOTO
MaTepiany Anthrachinonum raw material 3a nokasHvMKOM
«KinbkicHe BU3Ha4YeHHs» 3 MeToay ra3oBoi
xpomaTorpadii (Ph.Eur. 2.2.28) Ha piguHHY
xpomatorpadito (Ph.Eur. 2.2.29); 3miun | Tuny - 3miHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobysaHHa A®| abo BuxigHOro
marepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHS (BKMOYaouy 3amiHy
abo gonoBHeHHA) APl abo BUXiQHOrO/MPOMIXXHOIO
NPOAYKTY) - - 3MiHa MeToAy BUNPObyBaHHS
Anthrachinonum trituration D1 3a nokasHukom «KinbkicHe
BM3HaYeHHs» 3 MeToAy rasosoi xpomaTtorpadii (Ph.Eur.
2.2.28) Ha pignHHy xpomatorpadito (Ph.Eur. 2.2.29)
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
158.| PAMLUKIIOBI NOPOLLIOK AT YkpaiHa YoHrkiHr LeHrxyaci Kutan BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | - UA/18664/01/01
P KpucTaniyHnmn "KNIBCbKWM dapmacsbtotikan Ko., Tvny - 3MiHun 3 sikocTi. A®l. CTabinbHicTb. 3miHa nepiogy
(cybeTaHuin) y BITAMIHH/I It NOBTOPHMX BUNPobyBaHb/Nepioay 36epiraHHs abo ymoB
nakeTax nofBiNHMX 3ABO" 36epiraHHst A®I (3a BigCyTHOCTI y 3aTBEPA)KEHOMY OOCHE
nonieTuneHoBnx Ans cepTucpikaTa BiANOBIAHOCTI €BpONeChbKin hapmakoneri,
dapmaLeBTUHHOIO L0 BKIOYae nepios NOBTOPHOro BUNpobyBaHHs) (nepioa
3acTocyBaHHA NOBTOPHOro BMNpobyBaHHs/Nepios 36epiraHHs) -
36inbLueHHs abo BBeAeHHS nepiogy NOBTOPHOIO
BUNpoOyBaHHs/nepiogy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCNIMpKEHb Y pearnbHOMY Yaci -
36inbLueHHs nepiogy nepekoHTponto APl 3aTBepaxeHo:
2,5 poku 3anponoHoBaHo: 3 poku
159.| ®PAPMA3OJIH Kpanni HasanbHi 0,05 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3miHu | 6e3 UA/1880/01/01
® %; no 10 mny Tmny - 3MiHK 3 gKocCTi. [oTOBMI NiKapCbkuiA 3aci6. 3MiHKn peuenma
cdnakoHi abo y y BUPOGHULTBI. 3MiHM BUNpoGyBaHb abo AonycTUMmnx
bnakoHi 3 403aTopOMm; MEeX, BCTAHOBINEHUX y cneundikauisix, nig vyac
no 1 cnakoHy B nayui BMPOBHMLITBA rOTOBOrO Nikapcbkoro 3acoby (iHLui 3mMiHK)
3 KapToHy; no 10 mn y BHECEHHs 3MiH o n. 3.2.P.3.4. KOHTPOnb KPpUTUYHUX
bnakoHi CTagin Ta NPOMIKHOT NPOAYKLi, @ caMe BUy4YEHHS
3aKyrnopeHomy PYTMHHOIO KOHTPOSO 3@ Noka3HukoM «KinbkicHe
npo6koto- BM3HayeHHs. KcunomeTasoniHy rigpoxnopuay,
KpanenbHuueto; no 1 «KinbkicHe B1n3Ha4eHHs. beHaankoHito xnopua» onsa
dnakoHy B nauui 3 npuroTosaHoro po3unHy. KoHtponbs 6yae npoBoantmcs B
KapTOHY pamMkax BanigauinHux gocnimkeHs. KoxHa cepis M3
nignsirae KOHTPOM AaHWX NOKa3HWKIB Nepen Buaaveto
[03BONY Ha peani3auito
160., ®APMA3OIJIH Kpanni HasanbHi 0,1 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minHu | 6es UA/1880/01/02
® %; no 10 mny TMny - 3MiHK 3 gKocTi. [oTOBMIA NiKapcbkuiA 3aci6. 3MiHK peuenma
dnakoHi abo y y BUpOOHMLTBI. 3MiHM BUNpobyBaHb abo AonycTumumx
nakoHi 3 4O3aTOPOM; MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
no 1 cnakoHy B nayi BMPOGHMLITBA rOTOBOTO Nikapcbkoro 3acoby (iHLLi 3MiHK)
3 KapToHy; no 10 mn'y BHECEHHSs 3MiH 0 n. 3.2.P.3.4. KOHTpOomnb KpUTUYHNX
rakoHi cTajin Ta NPoOMDKHOI NPOAYKLIii, @ came BUyYeHHs
3aKyrnopeHomy PYTMHHOIO KOHTPOIO 3a Noka3HukoM «KinbkicHe
npobkoto- BMU3Ha4YeHHs. KcunomeTasoniHy rigpoxnopuay,
KpanenbHuueto; no 1 «KinbkicHe BM3Ha4eHHs. beHsankoHito xnopua» Ans
dnakoHy B nauui 3 npurotoBaHoro po3uunHy. KoHTponb 6yae npoBoauTucs B
KapTOHY pamMkax BanigauinHux gocnimxkeHb. KoxHa cepia M3
nignsirae KOHTPOM AaHWX NOKa3HWKIB Nepen Buaaveto
[03BOMy Ha peanisadito
161.| PAPMALUNTPO | nopowok ans dapmacaiiHc KaHaga BUPOBHMLUTBO KaHaga BHECEHHS 3MiH O peecTpaLinHux maTtepianis: 3miHu | 6e3 UA/6249/01/02
H oparnbHOro PoO34unHy, IHK. Hepo3adacoBaHoOro Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenma
no 23 r NopoLUKky y NPOAYKTY, NEPBUHHE dapmakoHarnsay. 3mMiHa y KOpoTKili XapakTepucTui
naketax; no 23 r Ta BTOPUHHE nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
NOPOLLIKY Y NakeTi; No nakyBaHHs1, Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiAcTaBi perynsipHo
10 nakeTiB y KOHTPOIb SIKOCTI, OHOBJIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHiI kopobLyi BUNYCK cepii: pocrimpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
dapmacanHc [Hk., 3acoby B nicnsipeecTpauiliHuin nepiod, abo sik pesynbTtar
KaHnapa; OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiAMNOBIOHO 4O
BMPOGHMLTBO nnaHy negiatpuyHmx gocnimkers (PIP) (3miHy
Hepo3dacoBaHoro Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHoM)
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npoaykTy, NepBUHHE 3MiHu BHeceHo A0 IHCTPyKLii Ans MeanyHoro
Ta BTOPUHHE 3acToCyBaHHS fikapcbKkoro 3acoby Ao po3ainis:
nakyBaHHsi: KoHdab "B3aemogisi 3 iHWMMKM fikapcbkumm 3acobamm Ta iHLi
JlabopaTopic IHK., Buam B3aemogin”, "OcobnmeocTi 3acTocyBaHHsA" LWOAO
Kanaga 6e3nekn 3aCTocyBaHHS Aito40i peYoBMHM NapaueTamort
BignoBigHo 4o pekoMeHaauii PRAC
162.| PAPMALUNTPO | nopoLok ans dapmacariHc Kanapa dapmacarHc IHk. Kanapa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3miHu | bes UA/6249/01/01
H ®OPTE oparnbHOro Po34nHy no IHK. Tvny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenma
23 I NOpPOLLKY Y dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumLi
naketax; no 23 r nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
NOPOLLKY y MakeTi; no AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynspHo
10 nakeTiB y OHOBJIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIl kopobui pocnigpkeHb 3 6e3nekn 3acTocyBaHHS NiKapcbKoro
3acoby B micnspeecTpauiiivii nepiod, abo Ak pesynbTtar
OLHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0
nnaHy negiatpuyHmx gocrnigxers (PIP) (3MiHy
Y3ropkeHo 3 KOMMNETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
3MiHM BHeceHo o IHCTpykUii ons MegnyHoro
3acToCyBaHHS Nikapcbkoro 3acoby 4o po3aainis
"B3aemogisi 3 iHWMMK nikapCbkumm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmeocTi 3acTocyBaHHs" LWOAO0
6e3nekn 3aCTOCyBaHHS Ail04MX PEYOBYH BigMNoBIAHO A0
pekomeHgauin PRAC
163.| ®ACHIK TabneTkn, BKpUTI 3amboH ITanis 3amboH C.M.A. ITanis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHu | 6es UA/5137/02/01
obornoHkoto, no 400 C.IN.A. Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuyenma

Mr; N0 6 TabneTok y
6nicTepi; no 1
BnicTtepy y KapTOHHI
nayui

cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiAMNoBIAHOCTIi 200 BUIyYEHHS
cepTudikaTa BiANOBIAHOCTI €BponeVichKin dapmakonei:
ona A®l; ona suxigHoro
marepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BMKOPWCTOBYIOTBCS Y BUpOobHUUTBI API; Ans 4onoMikHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBEpPAKEHOro BMPOOHWMKa - NMogaHHA OHOBNEHOTO
cepTtudikaTty BignosigHocTi € Ne R1-CEP 2002-099-
Rev 06 (3atBepaxeHo Ne R1-CEP 2002-099-Rev 05)
ans A®| I6ynpodeHy Bif BXe 3aTBEpAXKEHOrO
Bupo6Huka HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD., China, Ta sk Hacnigok
3MiHa HanMeHyBaHHS BUpobHuka A®I; amim | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudgikata BignosigHoCTI abo BUNYYEHHS
cepTudcpikaTa BignosigHocTi €Bponeiichkini hapmakonei:
ans A®l; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
capmakonei) - OHoBneHun cepTudikar Big yxe
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3aTBEpKEHOr0 BMPOBOHUKa - MNogaHHS OHOBREHOro
ceptudikaTty BignosigHocTi € Ne R1-CEP 2002-099-
Rev 07 ana A®l 16ynpodeHy Big BXe 3aTBEPKEHOIO
BupobHmka HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD., China, Ta sik Hacnigok
[o[aBaHHs! HOBMX XapaKTEePUCTMK 30BHILLHBOI YNakoBKK
Ta BUMPaBMNeHHS TEXHIYHOT MOMUIKM B yMOBax
XpomaTtorpadyyBaHHs 3@ NOKA3HUKOM «3anuLIKoBi
PO3YMHHUKMY», @ CaMe: OCTaTOYHWUIA Yac BUTPUMKM Ans
nporpamu Temnepatypu ['X BunpaBneHo Ha 3 xs,
3amictb 30 xB

164.

®ENI3 C

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 10 wr,
no 10 TabneTtok y
6nictepi, no 1, 3 abo
10 6nicTepiB y
KapTOHHIN ynakoBLj

ToppeHT
dapmackioTika
nc g

IHAis

ToppeHT
dapmachbioTikanc
Ntg

IHgia

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
(BBEOEHHS y3ararnbHEeHUX AaHWX NPo CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHv1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, YNOBHOBaXeHOI 0cobu, BignosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BKMYarym KOHTaKTHI
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cucTeMu chapmakoHarnsgy) - 3MiHa KOHTaKTHOT ocobu
3asiBHMKa, BignoBiganeHoi 3a dhapMakoHarnsag B YkpaiHi.
Hitoua pepakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asiBHUKA, BiANoBiAanbHoi 3a papmakoHarnsg B YKpaiHi

3a
peuerimom

UA/16810/01/01

165.

OEHI®PEH

kancynu no 250 mr; no
10 kancyn y 6nictepi,

no 2 6nictepu y navui
3 KapTOHY

My6niyne
akuioHepHe
TOBapUCTBO

"Ximcpapm3sas
of "YepBoHa
3ipka"

YkpaiHa

My6nivyHe
akuioHepHe
TOBapUCTBO

"Ximdpapm3aasog
"YepsoHa 3sipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHKM Wopao 6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
ANs MEeAMYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHux/6ionogibHMx nikapcbkmnx 3acobis
nicns BHECEHHS TiE camoi 3MiHW Ha pedepeHTHUI
npenapar (3miHa He NoTpebye HaJaHHSA XOAHWUX HOBUX
[0AaTKOBUX AAHMX) - 3MiHM BHECEHI [0 iHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactusocTi", "lMNoka3aHHA" (YTOYHEHHS
iHopMauii), "MpoTunokasaHHsA", "B3aemMogis 3 iHWMMK
nikapcbknMu 3acobamu Ta iHWi BUAn B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHsi rpyaar”, "3aaTHicTb
BMMMBATU Ha WWBMAKICTb peakuii Npy KepyBaHHi
aBTOTpaHCnopToM abo iHWKMKU MexaHiamamu", "Cnocib
3acTocyBaHHs Ta go3n", "[itn" (yTouHeHHs iHdopmaLii),
"Mepepno3yBaHHs", "MobiyHi peakuii”, "KaTteropis
Bignycky" (6yno: bes peuenTa; ctano: 3a peuenTtom) Ta,
SIK HACMiJOK y TEKCT MapKyBaHHS CTOCOBHO KaTeropii
BigNycKy, 3rigHo 3 iHopmauieto LWoao0 MeanyHoro

3a
peuernmom

UA/18745/01/01
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n 3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHS pedepeHTHOro NnikapcbKoro 3acoby
(Noofen 250 mg cietas kapsulas).
CynyTHs1 3MiHa
- 3MiHN Wwopno 6e3nekn/eddekTBHOCTI Ta
chapmakoHarnsgy. BHeceHHsi abo 3miHa(m) Ao
30060B'A3aHb Ta YMOB BuAadi peecTpaLiiHoro
nocBigYeHHs1, BKtoyatoun [NnaH ynpasniHHS pusmkamu
(3acTocyBaHHS TEKCTY, KM MOTOMKEHUN 3
KOMMETEHTHUM OpraHoMm) - 3asiBHUKOM HagaHo
OHoBreHun NMnaH ynpaeniHHs pusnkamm Bepcisa 1.1
3MiHM BHeceHo o yacTuH: | «3aranbHa iHpopmalisi»,
CVIIl «Pestome npobnem 6e3snekn», Il «MnaH 3
tbapmakoHarnagy», IV «lMnaxum woano
nicnspeecTpauinHnx gocnigkeHb», V «3axoam 3
MiHimMi3auil puaukie», VI «Pestome nnaHy ynpasniHHs
pusunkammy», VIl «Joaatkmy». BBeaeHHSa 3MiH npoTarom 3-
X MicsiLiB nicrs 3aTBEPAXKEHHS!
166. ®PIUICTUM® PO34MH Ans iH'EKLN, TOB "3 YkpaiHa TOB "$3" YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu Il 3a UA/14300/01/01
0,3 mr (30 mnH MO)/1 "BIOGAPMA" BIO®APMA" Tmny - 3MiHun 3 sikocTi. A®l. BUpoBGHMLTBO (iHLWi 3MiHK) peuenmom
mr; no 1 mn (30 mrH OHoBneHHA pepakuii DMF Ha A®I dinrpactum
MO) (0,3 mr) abo no rpaHynounT KonoHiectumynotounii paktop (M-KCP) y
1,6 mn (48 mnH MO) OopMi KOHLIEHTPOBAHOIO PO34MHY Bif BUPOOHMKa
(0,48 mr) y «GEMABIOTECH S.A.», ApreHtuHa, 3 DMF M3S GCSF
nonepegHLo 16 vO1 08/2016 Ha DMF M3S GCSF 19v00 02/2022
HanoBHEHOMY LUMPUL;
no 1 nonepegHLo
HanoBHEHOMY LUNpULY
y 6nicTepi; no 1
Gnictepy y nayui 3
KapTOHY
167.| ®PINKO3AK Tabnetku no 50 mr no €BPO IHais OAC Jlimiten IHais BHECEHHS 3MiH IO peecTpauinHmMx martepianis: 3miHu | 3a UA/5495/01/01
4 abo no 10 TabneTok NANDKEP Tuny - 3MiHK Wwopo H6esnekn/edeKTUBHOCTI Ta peuernmom
y 6nicTepi; no 1 MPAMBIT papmakoHarnsgy (iHwi 3amiHn) 3miHM BHeceHi B
GnicTepy B KapTOHHIl NIMITEQ IHCTPYyKUilO ANs MeANYHOro 3aCTOCYBAHHS fiKapCbKOro
Kopob6Li; 3acoby y po3ain "Ynakoska". BBegeHHS 3MiH NpoTsirom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS
168.| PIHO3AK Tabnetku no 150 mr €BPO IHais OAC Jlimiten IHais BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis: 3miHu | Ne 1 - 6e3 UA/5495/01/02
no 1 Tabnetuiy NAADKEP TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma;
GnicTepi; no 1 abo no MPABIT hapmakoHarnsagy (iHwi 3miHn) 3MiHyM BHeceHi B Ne 3 - 3a
3 6nictepu B NIMITER IHCTPYKUIil0 ANst MEAUYHOTO 3aCTOCYBaHHS IlikapCbKOro peuernmom
KapTOHHiI kopobLyi 3aco0y y po3ain "YnakoBka". BBegeHHs 3MiH NpoTsirom
6-TK MicAUiB Nicns 3aTBEPAXEHHS
169.| ®PIHO3AK Tabnetku no 200 mr €BPO IHais OAC Jlimiten IHais BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3miHu | 3a UA/5495/01/03
no 2 tabnetkn y NANDKEP Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
GnicTepi; no 1 abo no MPABIT papmakoHarnsigy (iHwi amiHn) 3miHM BHeceHi B
2 6nictepu B JIMITELQ IHCTPYKLUIil0 ANs MeAMYHOrO 3aCTOCYBaHHS MiKapCbKOro
KapTOHHiI kopobLyi 3aco0y y po3ain "YnakoBka". BBegeHHS 3MiH MPOTArom
6-TW MicAUiB Nicns 3aTBEPAXEHHS
170., POPAKOPT®2 aeposonb Ang Uwnnna JTg. IHAis Megicnipei IHAis BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis: 3miHu | 3a UA/12985/01/01
00 iHransauin, 4o3o0BaHUN, JlabopaTopic MBT. Tmny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
200 mkr/6 mkr/posy; no Iro. capmakoHarnsgy. BeegeHHs abo 3miHu oo
120 pos B y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
antoMiHieBomy (BBEOEHHS y3aranbHeHWX AaHKX Npo cMcTemy
KOHTENHepi 3 dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
[03Y04MM KInanaHom,; BiAMNOBiAAnbHOI 3a 3AiNCHEHHs hbapmakoHarnsay;
no 1 KOHTenHepy, KU KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBH1Ka ons
mae 3piicHeHHs hapmakoHarnagy B YkpaiHi, KO BOHa
noninponineHosui BiAMiHHa Big ynoBHOBaXeHOT 0cobu, BianosigansHoi 3a
po3nunioBay i3 34iicHeHHs hapmakoHarnsgy (BKMoYaryn KOHTaKTHI
3aXMCHMM KOBMAYKOM, naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
Y KapTOHHI kopobui cuctemu hapmakoHarnsgy) 3miHa ynoBHOBaXEHOT
ocobu 3asBHMKa, BignoBigansHoi 3a dhapmakoHarnsg,.
[itoua pepakuisa: Dr. Kabil Kalathingal. MNponoHoBaHa
pepakuisi: Ms. Shobha Pillai. 3miHa KOHTaKTHUX AaHnX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
capmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiANoBiganbHoi 3a dpapmakoHarnag B YKpaiHi.
Litova pepakuis: Zinchenko Liudmyla Valeriivna.
MponoHoBaHa peaakuis: Onyshchuk Liudmyla
Valeriivna. 3miHa KOHTaAKTHUX JaHUX KOHTaKTHOI 0cobu
3asiBHMKa, BigNOBiAanbHOI 3a hapMakoHarnsg B YKpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-canna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3miHa mMicus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
171 ®OPATEK aepo3071b (CycrneHsis) Lwunna Itg IHAgis Lnnna Nrg. (FOHiT II) IHAis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/16649/01/01
ansa iHransauin, 12 TMny - 3MiHKM Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
MKr/gosy, no 120 nos B dapmakoHarnsgy. BeegerHs abo 3amiHn go
antoMiHieBomy y3aranbHeHVX AaHuX Npo cucTeMy dhapmakoHarnsay
KOHTeWHepi; no 1 (BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
antomiHieBomy hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
KOHTelHepy 3 BiANoOBIganbHOI 3a 34iMCHEHHNA dhapMakoHarnsay;
[03Yy04MM KInanaHom, KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
NnacTUKoBUM 34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
posnunoBayem Ta BigMiHHa Bi ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
3aXUCHMM KOBMa4KoM 3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
B KapTOHHIln kopobui OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu chapmakoHarnsigy) 3miHa ynoBHOBaXeEHOT
ocobu 3asiBHUKa, BiAMOBIiAaNbHOI 3a hapmakoHarnsag.
[itova pepakuisa: Dr. Kabil Kalathingal. NponoHoBaHa
penakuisi: Ms. Shobha Pillai. 3miHa KOHTaKTHUX AaHKX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi 3a
dapmakoHarnsg. 3miHa KOHTaKTHOI 0cobK 3asBHWMKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
[itova pegakuisi: Zinchenko Liudmyla Valeriivna.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
3miHa Micue3HaxoOoXeHHs1 MacTep-caiina cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 dhapmakoHarnsgy
172, XENNEKC® NOPOLLIOK A4S TOB "Mosi YKpaiHa BMPOBOHMLTBO 3a LLisenuapis/ BHECEHHS 3MiH 0 peecTpauiiHMX maTepianis: 3MiHu | be3 UA/15355/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AHTUKONAO oparbHOro po3ymHy 3 Xenc" NOBHUM LIMKIOM: ITania TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenma
HEO MarMHOBUM CMaKoM; Annekc ®apma CA, cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
no 4 r NopoLLKy B LLiseviyapisi; dapmakonei/moHorpadii. MogaHHa HoBoro abo
cawe; no 10 cawe B nepBuHHE Ta OHOBJIEHOro cepTudikarta BiaAnoBi4HOCTI 200 BUITyYEHHSI
KapTOHHiI kopobLy BTOPUHHE cepTudpikaTta BignosigHOCTI E€Bponenchbkin hapmakonei:
nakyBaHH4: Jlamn ans A®l; ans BuxigHoro
CaH Npocnepo marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
CIA, Itania BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; anst gonomMixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponenchbKii
capmakonei) - OHoBneHun cepTudikar Big yxxe
3aTBepAKEHOro BUPOBHMKA - MOAaHHSA OHOBEHOMO
cepTudikaTa BignoBigHOCTI €Bponeiickkin hapMakonei
Ne R1-CEP 2002-020 - Rev 09 (3atBepaxeHo: R1-CEP
2002-020 - Rev 08) gna A®Il napaueTtamony Bif BXe
3aTBepAxeHoro BMpobHuka Farmson Pharmaceutical
Guijarat Private Limited, India
173.| XENMEKC® NMOPOLLIOK ANA TOB "Mosi Ykpaina BMPOBHMLTBO 3a LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | bes UA/15354/01/01
AHTUKONAO oparnbHOro po3ymHy 3 Xenc" NOBHUM LIMKIOM: ITania TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenma
HEO JIMMOHHUM CMakomMm; no Annekc ®apma CA, cepTudikat BignoBigHOCTI €BpoNEnNchbKi
4 1 MOpOLLKY B calue; LLisenuapis; dapmakonei/moHorpadii. NMogaHHa HoBoro abo
no 10 cawe B nepBUHHE Ta OHOBJIEHOro cepTudikarta BiaAnoBi4HOCTI 260 BUNYyYEHHSs!
KapTOHHil kopobui BTOPUHHE cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
nakyBaHHsi: Jlamn ans A®l; ans BuxigHoro
CaH MNpocnepo marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
CIA, Itanis BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADl; Ans fonoMixHOI
peyoBuHM (cepTudikat BignoBigHOCTI €BpPONENChKil
dapmakonei) - OHoBRNeHu cepTudikaT Bif yxe
3aTBepOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
cepTudikaTa BignoBigHOCTI €Bponerichbkin dapmakonei
Ne R1-CEP 2002-020 - Rev 09 (3atBepmxeHo: R1-CEP
2002-020 - Rev 08) ans A®Il napaueTtamony Bif Bxe
3aTBepAxeHoro BMpobHuka Farmson Pharmaceutical
Gujarat Private Limited, India
174 XEMOMIUUH® | TabneTku, BKpUTI "Xemocpapm" Cepbisi BMPOGHMLUTBO BocHist i BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | 3a UA/1073/02/01
NniBKOBOKO Al Hepo3dhacoBaHoi epueroBuH Tvny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom
obornoHkoto, no 500 nNpoAyKLuii, nepBuHHa a/ cepTudikaT BignoBiaHOCTI EBpoNenchbKil
Mr, no 3 TabneTtkn y Ta BTOPUHHA Cepbis dapmakonei/moHorpadii. MogaHHa HoBoro abo

Gnictepi, no 1
GnicTepy B KapTOHHIl
KopoOGLi

yrnakoBKa, KOHTPOIb
AKocTi: "Xemodpapm”
0.0.0., bocHist i
[epueroBuHa;
BMPOGHMLUTBO
Hepo3dhacoBaHoI
npoaykLuii, NnepBuHHa
Ta BTOPWHHA
ynakoBka, KOHTPOrb
SIKOCTi, [03BIN Ha
BUMYCK cepii:
"Xemodapm" A,
Cepbis

OHOBJIEHOro cepTudikaTta BiaANoBI4HOCTIi 200 BUITyYEHHSI
cepTudcpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ona A®l; ona suxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI EBpONENChKil
dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBepAKEHOro BUPobHWMKa - NoAaHHSA OHOBIIEHOrO
cepTudikaTa BignoeigHoCTi €Bponeiichbkin dapmakonel
Ne R1-CEP 2007-119 - Rev 05 gns A®| asutpomiuuny (y
opMi asuTpoMiLuuHy aurigpaTy) Big BXe
3aTBepgkeHoro BupobHuka JUBILANT GENERICS
LIMITED, India; 3miHu | Tny - 3miHn 3 aKoCTi.
Ceptudikat BignosigHocTi/[E-cepTudikaTt BignoBigHOCTI
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

€Bponewckki hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BigNoBiAHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: gna A®l; gnsa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBepOKeHOro BUPOGHMKa - MoAaHHSA OHOBMEHOrO
cepTudgikaTa BignoBigHOCTIi €Bponenchkin dapmakonei
Ne R1-CEP 2007-230 - Rev 03 ana A®| azutpomiumH (y
copmi asuTpoMmiLnHy avrigpaty) Big Bxe
3aTBepakeHoro BupobHuka HEC PHARM CO., LTD,
China; aminu | Tvny - 3miHK 3 akocTi. FoToBMN
nikapcbkuii 3aci6. KoHTpornb rotoBoro fikapcbkoro
3acoby. 3miHa y MeToax BMNpoGyBaHHsSI rOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHMX
MeToAax BUNpobyBaHHS) - He3HayHa 3MiHa Yy
3aTBEpOKEHOMY METOAi BUNPoOyBaHHS 3a NOKa3HUKOM
«CynpoBigHi JOMILLKMY», @ came: Ao4aHO nepenik
cTaHAapTiB; gogaHo peareHTn meTaHon, Na2HPO4 x 2
H20; xpomaTorpaciyHi ymoBM — goaaHo TeMmnepaTypy
3paska; rpagieHT Nporpam — yTOYHEHO MOKA3HWKY;
YTOYHEHO POPMYNIOBaHHA NPUMITKN «BHUMaHWe»;
[0[aHOo Onyc po3ynHy nnauebo; TeCTOBUA PO34nH Ta
CTaHAapPTHUIN PO34MH — BHECEHO iH(bopMaLLito LWoao
PTFE memBpaHHux ¢inbTpiB; ineHTUikaLis AOMILLIOK —
BHeceHo iHdopMaluito Retention time Ta Relative
retention time; nimiTn — yTouHeHo iHopmaLito Wwoao
BpaxyBaHHS NikiB 3 BIiAHOCHNM YacoM YTPUMaHHS; 3MiHW
| Tuny - 3miHn 3 sikocTi. CepTudikaTt BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI €BpONENCHKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCcTi abo BUNYYeHHS
cepTudpikaTa BignoBigHOCTI €Bponenchkint hapmakonei:
ans A®l; ans BuxigHoro
maTepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUPOOHMUTBI API; AN 4ONOMiIXKHOI
peyoBuHM (cepTudikat BignoBigHOCTI €BpoONeEChKi
dapmakonei) - OHoBMeHu cepTudikaT Bifg yxe
3aTBepOKeHOro BUPOGHMKa - MOAaHHSA OHOBIEHOrO
cepTudikaTa BignoBigHOCTi €Bponericbkin hapmakonei
Ne R1-CEP 2007-119 - Rev 03 (3atBepmxeHo: R1-CEP
2007-119 - Rev 02) ans A®I asutpomiuuHy (y doopmi
a3nTpOMILMHY avrigpaTy) Bif BXe 3aTBepKEHOro
Bupo6Huka JUBILANT GENERICS LIMITED, India;
3MiHn | Tuny - 3miHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHoOCTi abo
BUITYYEHHS cepTudikaTa BignoBigHOCTI €EBponenchkin
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
capmakonei: gna Ad®l; gnsa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBReHun cepTudikaT Bif yxe
3aTBepOKeHOro BUPoGHUKa - MoAaHHSA OHOBMEHOrO
cepTudgikaTa BignoBigHOCTI €Bponeiickkin dhapMakonei
Ne R1-CEP 2007-230-Rev 01 (3atBepaxeHo: R1-CEP
2007-230-Rev 00) gns A®| asutpomiumH (y hopmi
asnTPOMILMHY auvrigpaty) Bif BXXe 3aTBEpyKEHOrO
BupobHmka HEC PHARM CO., LTD, China; 3miHun | Tuny
- 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNENChbKin
dapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BianoBigHOCTi abo BUIyYEeHHs!
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOT
peyoBuHM (cepTudikat BigNoBIgHOCTI €BpONENCHKin
dapmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOMO
cepTudikaTa BignoBiAHOCTI €Bponewchbkin dapmakonei
Ne R1-CEP 2007-230 - Rev 02 ana A®| azuTtpomiumH (y
opMi asuTpoMiLuHy aurigpaTy) Big Bxe
3aTBepakeHoro BupodbHuka HEC PHARM CO., LTD,
China
175, UANITUH po34nH opanbHun, 100 MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/19618/01/01
mr/mn no 30 mn'y "TexHonor" TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BW NikapCbKoro peuernmom
cnakoHi; no 1 3acoby - 3MiHM BHECEHI Loao Ha3Bu MikapcbKoro
dnakoHy 3 3acoby. 3ateepaxeHo: LUTUKONIH (CITICOLIN)
[o3yBsarnbHUM 3anponoHosaHo: LIITITUH (CILITYN)
LINpULIOM y navui 3
KapTOHY
176/ ULUTPAMOH B Tabnetku no 6 abo 10 MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minHu | bes UA/7359/01/01
TabneTok y cTpunax; "MoHdpapm" Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
no 6 abo 10 Tabnetok hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTui
y bnictepax; no 6 niKkapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKU,T
TabneTok y cTpuni; no Ansi MEOUYHOTO 3acTOCYBaHHS Ha NiacTaBi perynsipHo
2 abo 10 cTpuni y OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nayui 3 kapToHy; no 10 pocrimpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
TabneTok y cTpuni; no 3acoby B nicnsipeecTpauiiHuin nepiod, abo sik peaynbtart
2 abo 10 cTpuni y OLiHKM 3BITY 3 gOCNigXeHb, NPOBEAEHWX BiANOBIAHO A0
nayui 3 KapToHy; no 6 nnaxy negiatpuyHux gocnimkers (PIP) (3miHy
Tabnetok y 6nictepi; Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
no 2 a6o 10 Gnictepis 3MiHU BHeceHo Ao IHCTpyKLii Ans MeanyHoro
y nayui 3 KApTOHy; Mo 3acTocyBaHHS NnikapCcbKoro 3acoby Ao posginis
10 TabneTtok y "B3aemogis 3 iHWK1MKU nikapcbknuMu 3acobamu Ta iHLLi
GnicTepi; no 2 abo 10 Buau B3aemogin", "OcobnmneocTi 3acTocyBaHHSA" WoA0
GnictepiB y nayui 3 ©e3nekn 3aCToCyBaHHS Ail04MX PEYOBUH BiMNOBIAHO A0
KapTOHY pekomeHgauin PRAC.
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Ne Hasea
n/ JNliKapcbKo20
n 3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

CynyTHs 3MiHa - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(m) Ao
30060B'A3aHb Ta YMOB BuAaui peectpaLiiHoro

nocBigYeHHs1, BKtoyatoun MNnaH ynpasniHHA pusvkamm

(3acTocyBaHHS TEKCTY, KU NOTOAKEHWNN 3
KOMMEeTEHTHUM opraHoM) HagaHo oHoBneHui MNnaH
ynpaBniHHSA pusmkamu Bepcis 2.0 3miHn BHeceHo 4o
yacTtuH: Il "Cneumdikauis 3 6e3neku”, Ill "MnaH 3
dapmakoHarnagy”, V " 3axogu 3 miHimisauii pusmkis", VII
"[onaTtkn" Ha OCHOBI OHOBIEHOI iHhopMmaLlii 3 6e3neku
Lit040i pevoBUHU

177.| UNTPIK®

NOPOLLIOK A4S
oparnbHOro po34nHy no
22,13 rB cawe; no 10
calle B nauui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHuX maTepianis: 3MiHu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrimkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHniA nepiog, abo sik pesynbTat
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIOHO 4O
nnaHy negiatpuyHmnx gocnimxkeHs (PIP) (3mMiHy
Y3rO[KEHO 3 KOMMETEHTHUM YMNOBHOBaXXEHNM OpPraHoM) -
3MiHK BHeceHo A0 IHCTPYKLii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamm Ta iHLi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHS" WOAO0
6e3nekn 3aCToCyBaHHS Ail04MX PEYOBWH BiAMNOBIAHO A0
pekomeHaauii PRAC. BBegeHHs 3MiH NpoTsiroM 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHSA

6e3
peuenma

UA/15885/01/01

HavanbHuk ®apmavueBTUYHOrO

ynpaBniHHA

IBaH 3AIBOPHUX




