MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

23 BepecHd 2021 poky Ne 2034

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMmyHoOio/TOriuHMX TMpemapariB) Ta BHECeHHA 3MiHH JI0 PpeeCcTpariiHuX
MarepiasiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 10 Tlopsiaky [mep>kaBHOI peecTpariii (miepepeecTpaliii) JiKapCbKUX 3acobiB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOTO IMAMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peeCTPY JiKapChbKMX 3aco0iB
YKpaiHud J/iKapckKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>kKaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOiosnoriuHi mperapaTe) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpOJIb 38 BUKOHAHHAM LIbOT'O HaKa3y MOK/IaCTU Ha Meplioro 3acTylHUKa
Minictpa Komapiay O.O.

MiHuicTp BikTop JIAIIIKO



NMEPENIK

Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 23 BepecHsa 2021 poky Ne 2034

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)>XABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

0151 iH'EKUIN Y KAPTOHHIN

3iiCHEHHS1 ddapMakoHarsay,

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi04YeHHs1
1. riaPOX/TOPOTIA3NA, MOPOLLIOK (Cy6CcTaHuis) y TOB "dapma YkpaiHa AMOI IHAisA peecTpauist Ha 5 pokis - He UA/18968/01/01
noAgiliHMX NonieTuIeHoBMX Crapt" OPIr'AHIKC niosnsieae
naketax gns MPANBET
hapmaLeBTUYHOrO NIMITEL,
3acTocyBaHHsA
2. AEKPICTON® 500 MO Tabnetkun no 500 MO, no 10 TOB "MIBE YkpaiHa Mmi6e MM6X HimeuunHa peecTpauist Ha 5 pokis 6e3 nionsieae UA/18957/01/01
Tabnetok y 6nictepi, no 5 YKPAIHA" ApuHaiimiTTens MepiognyHicTb NogaHHA peyenma
ab6o 10 6nicTepis y nayuj perynsipHo OHOB/IKOBAHOr O 3BITY 3
6e3neku, BignoBigHO Ao Mopsagky
3[jiCHeHHsT hapmakoHariaay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’'S
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMMN Y NepiognUyYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.
3. MOMETA30OHY MOPOLLIOK (Cy6CcTaHuis) B Aypicko Kuraii Aypicko Kuraii peecTpauisf Ha 5 pokis - He UA/18975/01/01
DPYPOAT MiLLKax NoABiAHMX dapmac'toTiken dapmac'toTike niossieae
nonieTuneHoBmx ons Ko., 114, n Ko., Nta.
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
4. LE®ENIM-BICTA MOPOLLOK A1 PO3UNHY A/1A Mictpan Kenitan AHrnis nan - Icnanis peecTpaujist Ha 5 pokis 3a He UA/18974/01/01
iH'eKLi abo iHgy3in no 1000 MeHemXMeHT NTABOPATOPI MepioAnyHICTb NOAAHHS peyenmom nidnsieae
mr, no 1 a6o no 10 donakoHiB Nimiteq OC TOPJIAH, perynspHo OHOBJ/IKOBAHOrO 3BITY 3
3 MOPOLUKOM /19 PO3UUHY C.A. 6e3neku, BignoBsigHo Ao Mopsagky
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Kopoo6Ui 3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHM 300POB’A
Ykpaiuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTULT YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HayvyeHVMu y nepiognyHOCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
5. LE®ENIM-BICTA NMOPOLUOK A1 PO3UNHY A5 MicTtpan Kenitan AHrniA nan - IcnaHis peecTpavuis Ha 5 pokis 3a He UA/18974/01/02
iH'eKLi abo iHdys3in no 2000 MeHeKMeHT NABOPATOPI MepiognyHICTb NOgAHHSA peyernmom nionsieae
mr, no 1 a6o no 10 donakoHiB Nimiteq OC TOPJIAH, perynsipHo OHOBJ/TOBAHOTO 3BITY 3
3 NOPOLLKOM A/15 PO3UUHY C.A. 6e3neku, BiANOBIAHO A0 Mopaaky
ONA iH'EKUIN Y KAPTOHHIN 3[jiCHEHHs hapmakoHariaay,
Kopoo6Li 3aTBEPAXEHOr0 HakasoMm
MiHicTepcTBa OXOPOHM 300POB’'S
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULT Ykpaitu 29
ciyHs1 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 310pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHMu y nNepiognyHOCTI
NoAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
6. UMHAPU3NH nopoLUokK (cybeTaHuis) y ToBapucTBo 3 Ykpaina ®AC Nimiten, IHais peecTpauis Ha 5 pokis - He UA/18970/01/01
noABiliHMX NoNieTUIeHOBNX 06MexeHot nionsizae
nakeTtax gns BiNoBIAA/IbHICTIO
hapmaLeBTUYHOIO "®apmaueBTnyHa
3acToCyBaHHSA KOMNaHis
"3p0pos'a”

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmanieBTUYHOrO0 3a0e3neyeHHs

Isan 3AZIBOPHUX




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 23 BepecHsa 2021 poky Ne 2034

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o
3acoby yrnakoBskKa) nocBi04YeHHs1
1. BIBAVPA TabneTkun XyBasbHi Benyno, Xopsaris Brpo6HMK roToBOro peuis/ MepepeecTpavis Ha HeObMeXeHUI 3a He UA/15370/01/01
no 50 mr; no 1 a6o 4 nikn Ta niKapcbKoro 3acooby, Xopsaris TepmiH. OHOB/IEHO iHhopMaLLito peuyenmom nionseae
Tabnetkn y 6nictepi; KOCMETUKa, NepBUHHE MakKyBaHHS, BiANOBIAHO [0 pethepeHTHOro
no 1 6nictepy y o.a. KOHTPO/1b SAKOCTI: nikapcbKoro 3acoby (Biarpa, Tabnetku
KapTOHHI navui Ixenecbapm CA, XyBasibHi 50 Mr a6o 100 mr) Ta 3rigHo 3
Ipeuis; 6€3MeKot0 AOMOMiIXKHNX PEHYOBUH B
BTopvHHE nakyBaHHS, IHCTPYKLU|T A8 MeANYHOro 3acTOoCyBaHHA
BiAgnoBigabHW 3a NiKapcbKoro 3acoby y po3ginax
BUMYCK cepii: Benyno, "®apmakonorivyHi BnacTmeocTi”,
NiKn Ta KOCMEeTHKa, "Oco6nmBoCTi 3acTocyBaHHA", "Cnocio
A.4., Xopsartis 3acTocyBaHHsa Ta Ao3u" Ta "TobiuHi
peakuii”.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTULii YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBMUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMY y NepiognYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
BIBAUPA TabneTku XyBasbHi Benyno, XopBartis B1po6HWK roToBOro Ipeuis/ MepepeecTpavis Ha HeobMeXeHui 3a He UA/15370/01/02
no 100 mr; no 1 a6o nikn Ta niKapcbKoro 3acooby, Xopsaris TepMiH. OHOB/EHO iHhopMaLiito peuenmom niosnsieae
4 TabneTtkn y KOCMEeTHKa, nepBuHHE NakyBaHHS, BiANOBIAHO [0 pethepeHTHOro
6nictepi; no 1 a.o. KOHTPO/Ib AKOCTI: nikapcbKoro 3acoby (Biarpa, Tabnetku
6nictepy y [xeHechapm CA, XyBasbHi 50 Mr aéo 100 mr) Ta 3rigHo 3
KapTOHHIM nayui peuis; 6€3MeKo0 ONOMiIXHUX PEYOBUH B




Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

aHHsA

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)

BTopvHHe nakyBaHHS,
BiANOBiAabHWI 3a
BUNYCK cepii: Benyno,
NiKn Ta KOCMeTUKa,
4.4., Xopsaris

IHCTPYKLT f7151 MeUYHOrO 3aCTOCYBaHHS

nikapcbKoro 3acoby y po3ginax
"®apmakonoriyHi BnactneocTi”,
"Oco6nmMBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta go3un" Ta "TMo6iuHi
peakuii".

MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAAKY 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi toCcTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMK y NepiognYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3Mneku.

6e3

nionsieae

UA/10827/01/01

€BPO
UNTPAMOH®

Tabnetku; no 10 abo
20 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI navi

Mi6e Mm6X
ApuHaimiTT
enb

HimeyunHa

Mi6e Mm6X
ApuHaiimitTTens

HimeyunHa

HimeuunHa

MepepeecTpayis Ha HEObMEXeHNI
TepMiH. OHOBNEHO iHdhopMaLo B
IHCTPYKUIT ANA MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginax
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rofyBaHHs rpyaat”(yTOYHeHHs
iHdhopmauii), "MepenosyBaHHs", "MoGIYHI
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopmaLii 3 6e3nekun 3acTocyBaHHs
Ai0UMX PEYOBUH.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs

2007 poky 3a Ne 73/13340 (y pegaxui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMK y NepiognYHOCTI NOAaHHSA

perynspHux 3BiTiB 3 6e3neku.
MepepeecTpayis Ha HEOOMeEXeHNI

peyernma

3a

He

UA/5635/01/02

KAOYET 5/10

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO0, N0 5
mMr/10 mr; no 10

AngxoH HOC
1Nnc

CLIA

Mdpaiizep
MeHtohekyypuHr
[Loiunena MrmeX

TepMmiH. OHOBJ/IEHO iHhopMmaLlito B
IHCTPYKLUT ANA MeAUYHOro 3acTOCyBaHHA

nikapcbKoro 3acoby B po3ginax

peyerimom

niosnsicae




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHilA KOpo6Li

"apmakoTepanesTuyHa rpyna. Kog,
ATX" (pegaryBaHHsi TEKCTY 6€3 3MiHU
Kogy ATX), "MNMpoTunokasaHHs",
"B3aemogist 3 iHWMMU SlikapCbKuMun
3aco6amu Ta iHLWi BUAY B3aemMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO A0 iH(hOpMaLii CTOCOBHO
6e3neku, aka 3a3HayeHa B Martepianax
peecTpauiiHoro A0cheE.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
YKkpainuu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMKN y NepiognYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

KNABAKC OD

TabneTku
NPOJIOHroBaHoI fiji,
BKPUTI 060/10HKOIO,
no 500 mr; no 5
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI/ KopoobLi

CaH
dapmacbioT
nkan
IHoacTpi3
Nimiteq

IHgis

CaH dapmacbioTukan
IHpacTpi3 Nimiteq

IHgis

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH
OHoOBNEHO iHhopmaLilo y po3ainax
"®apmakonoriyHi BnactusocTi"
(YTO4YHEeHHs iHchopmawii),
"MpoTunokasaHHA", "B3aemogis 3
IHLIMMKM NiKapCbK1MMK 3acobamm Ta iHLWi
BMAM B3aemogijin”, "Ocob/mBocCTi
3acTocyBaHHs", "lMo6ivHI peakuii”
IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCyBaHHS
nikapcbKoro 3acoby BifgnoBigHO A0
OHOBNEHOT iHthopMaL,ii LWoao 6e3neku
3aCTOCYBaHHS fil040i PeYOBUHMN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi oCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKkpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMUTb: 3rifHO 3i CTPOKaMK,

3a
peyerimom

He
nionsieae

UA/2237/02/01




Kancynun no 150 mkr;
no 10 kancyny
6nictepi; no 1 abo
no 3 6nictepn 31
iHransiTopom B
KapTOHHIA Kopoo6Li

HosapTic ®apma
LTeliH Al, LWseiiyapis
abo
Bupo6bHMLTBO 3a
MOBHVM LMK/IOM:
Hosapric
®apmacbkiotuka C.A.,
IcnaHis; KoHTponb
AKOCTIi (3@ BUHATKOM
TecTy MiKpobionoriyHa
uucToTa):
dapmaHanituka CA,
LLBeiiuapis

po3gainax "®apmMakonorivHi
BMacTUBOCTI", "B3aemogis 3 iHWMKn
nikapcbkrMmM 3acobamm Ta iHWi B1uam
B3aemogiit”, "OcobmBoCTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta fo3mn" Ta "MobiyHi peakyii” iIHCTPyKL,i
ONS MEeAUYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby BiAMNOBIAHO A0
marepianiB peecTpauiiHoro JOChbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 34iACHEeHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii Ykpainum 29 ciuHs

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
3a3HayYeHMMK y NepiognYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3Mneku.
6. NA30/IBAH® Kancynm 3 TOB YkpaiHa BVMPOGHMLTBO, Himeuunna/ nepepeecTpawis Ha HeobMexeHwi 6e3 nionsizae UA/3430/02/01
MAKC NPOJIOHrOBAHO0 «CaHodi- KOHTPO/Ib AKOCTI, ®paHuisa TepMiH peyenma
aieto no 75 mr; no 10 ABeHTIC nakyBaHHs, OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans
Kancyny énictepi; YKpaiHa» MapKyBaHHS, BANYCK MELMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
no 1 6nictepy B cepii: 3acoby B posginax
KapTOHHIA KOpooLi BepiHrep IHrenbxaiim "®apmakoTepanesTuyHa rpyna. Koz
dapma M'mbX i Ko. K, ATX " (pegaryBaHHs TeKCTy 6e3 3MiHn
HimeuumnHa; kogy ATX), "dapmMakonoriyHi
nakyBaHHs, BNacTUBOCTI" (pefaryBaHHs TEKCTy),
MapKyBaHHS, BUNYCK "B3aemogis 3 iHWMMM NiKapCbKUMmn
cepii: 3aco6amu Ta iHWi Buan B3aemMogiin”,
[Jenbdhapm Peiimc, "Oitn" (pegaryBaHHs TEKCTY) BigNoOBIigHO
®paHuis [0 marepianis peecTpauiiHoro fOCbe.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi oCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMKN y NepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
7. OHBPE3 MOPOLLIOK ANt HosaprTic LLiBeiuapis Bupo6HuuTBO 3a LLsenuapis/ MepepeecTpavis Ha HeobMeXxeHui 3a He UA/11706/01/01
BPU3XAWNEP iHransuin, TBepai dPapma Al NOBHUM LK/IOM: IcnaHis TepmiH. OHOBJ/IEHO iHdhopmaLito y peyenmom niosnsieae




thnakoHiB, abo no 50
donakoHiB 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

BMpo6HMKa HCIC
Xebei XyamiH
dapmacbloTikas
Komnasi flimites,
Kutai)

"MokazaHHA", «dapmakoTepaneBTUyHa
rpyna» (YTOYHeHHs iHcpopmad,ii),
"®apmakonoriyHi BnactusocTi"
(monoBHeHHS iHdhopmaLii),
"Oco6nMBOCTI 3acTocyBaHHS", "
34aTHICTb BNAUBATY Ha LUBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK
mMexaHiamamu”, "Cnocib 3acTocyBaHHs
Ta [03n" (A0NOBHEHHS iHchopmaLyii),
«[lMepepo3yBaHHsA», "Mob6i4HI peakyii” ,
«HecymMicHicTb» BignoBigHO Ao
OHOBJIEHOI iHhopMaLiii 3 6e3nekn

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMY y NepiognYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
8. OHBPE3 MOPOLLIOK ANt HoBaprTic LLiBeiuapis Bupo6HuuTBO 3a LLiBeiuapis/ MepepeecTpavis Ha HeobMeXeHUi 3a He UA/11706/01/02
BPU3XAWNNEP iHransuin, Teepai dapmva Al NOBHWUM LMK/IOM: IcnaHis TepMmiH. OHOBJ/IEHO iHhopMmaLito y peuenmom nionseae
kancynm no 300 Mkr; HoapTic ®apma po3sginax "dapmMakonoriyHi
no 10 kancyny LLTeliH Al, LWseiiyapis B/acTMBoCTi", "B3aemMogis 3 iHLWIUMK
6nictepi; no 1 a6o a60 BMpo6HMLTBO 3a nikapcbkrMuK 3acobamu Ta iHLWi BUAn
no 3 6nictepn 3 1 MOBHVM LMK/IOM: B3aemogiin", "OcobamBocCTi
iHransiTopom B HoBaprTic 3acTocyBaHHs", "Cnocib 3acTocyBaHHS
KapTOHHIA KOpooLi dapmacbiotuka C.A., Ta no3un" Ta "robiuHi peakuii" iHCTPYKU,iT
Icnanis; KoHTponb A1 MeANYHOIo 3aCTOCYyBaHHA
SKOCTi (32 BUHATKOM nikapcbKoro 3acoby BifnoBigHO A0
TecTy MiKpobionoriyHa marepianiB peecTpaLiiHoro f1ocCheE.
yncToTa): MepiognyHiCTb NOAAHHA PeErynspHo
dapmaHanituka CA, OHOBJIHOBAHOTO 3BITY 3 6Ge3Mneku,
LLiBeiiuapis BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTsBepmkeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
30,0p0B’sA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHM 3[,0pOB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTpOKaMu,
3a3HayYeHVMU Y NepiognMyYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
9. TPUMEK NOpOLLOK ANs TOB YkpaiHa TOB "ABAHT", YkpaiHa MepepeecTpauis Ha HeObMeXeHUIA 3a He UA/15392/01/01
PO34nNHY A5 iH'EKLIA "ABAHT" YkpaiHa TepMiH. OHOBMEHO iHdhopMmaLito B peyenmom nionsizae
no 1000 mr no 1 (nakyBaHHs i3 hopmu IHCTPYKUIT 4719 MeAWNYHOr0o 3aCTOCYBaHHSA
hnakoHy, abo no 25 in bulk cbipmun- niKapcbKoro 3acoby y posginax
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3acoby PouediH, nopoLlok
AN PO3UMHY ANA H'EKLIA.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpSAAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi toCcTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMKN y NepiognYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmanieBTUYHOrO0 3a0e3neyeHHs

Isan 3AZIBOPHUX




NMEPENIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

BiA 23 BepecHA 2021 poky Ne 2034

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

nakeTi, BKNageHomy y
NOTPIliHWIA NamiHOBaHWiA
nakeT, WO MICTUTb
nakeTVK 3 cuikarenem,

— USV PRIVATE LIMITED, INDIA, w0 3amiHs€

nonepepHto Bepcito CEP No. R1-CEP 1997-049-
Rev 07; 3minu Il Tvny - AaHa 3MiHa NogaeTbes y
3B's13KYy 3i 3MiHamu B npoueci BUpo6HuuTea Adl,

Ne Hassa Popma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayjitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. AUrMIMET TabneTku, BKPUTI AT "dapmak” Ykpaina AT "®apmak”, YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/18279/01/01
NNiBKOBOI 060/10HKOID, MO YkpaiHa (nepBuHHe 3MiHM | TUNY - 4AaHOK 3MIHOK 3asiB/IEHO HOBY
50 mr/850 mr; no 7 Ta BTOPVHHE Bepcito CEP No. R1-CEP 1997-049-Rev 08 gns
TabneTok, BKPUTMX nakyBaHHS, BUPOGHMKa CybCTaHLii MeET(OPMIHY Tigpoxnopug,
NNiBKOBOK 060/I0HKOI0, Y MapKyBaHHS, BUNYCK — USV PRIVATE LIMITED, INDIA, L0 3amiHsie
6nictepi, no 4 6nictepn y cepii 3 npoAayKuji in nonepegHto Bepcito CEP No. R1-CEP 1997-049-
naJui i3 KapToHy bulk dpipmu- Rev 07; 3miHu Il Tuny - gaHa 3MiHa noAaeTbcs y
BMpo6HMKa OmaH 3B'A3Ky 3i 3MiHamu B npoLieci BUpo6HuLTBa AdI,
dapmacbloTukan a came y 3B'13Ky 3 OHOB/IEHHAM MacTep-gaiiny
MpogakTc KomnaHi Ha A®I (BingarninTuH) Big, BlacHWka macrtep-
NNC, OmaH) thaiiny Moehs lberica, S.L., Spain
2. AUTNIMET TabneTkn, BKpUTI AT "dapmak” YkpaiHa OmaH OmaH BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: - UA/18278/01/01
NMiBKOBOK 060/M0HKOM, MO dapmacbloTUKan 3MiHK | TUNY - 4aHOK 3MIHOI 3asB/1EHO HOBY
50 mr/850 wmr, in bulk no 20 MpogakTc Komnawi Bepcito CEP No. R1-CEP 1997-049-Rev 08 gns
K y NoslieTuIeHoBOMY nnc BMPOOHUKA Cy6CTaHLii METGIOPMIHY Tigpoxnopug
nakeTi, BK/1ageHoMY Y — USV PRIVATE LIMITED, INDIA, L0 3amiHsie
NoTpIliHWIA NamiHoBaHWiA nonepegHto Bepcito CEP No. R1-CEP 1997-049-
nakeT, L0 MICTUTb Rev 07; 3miHu |l Tuny - gaHa 3MiHa NOAAETLCA Y
nakeTuk 3 cunikarenem; 3B’513Ky 3i 3MiHam¥ B npoLieci BUpo6HuLuTBa AdI,
BKMaAEHUIA Y NNacTUKOBUIA a came Y 3B’si3Ky 3 OHOBJ/IEHHAM MaiicTep-chaliny
6apabaH Ha A®| (BingarninTuH) Big, BlacHMKa MaincTep-
thaiiny Moehs lberica, S.L., Spain
3. AWrNIMET TabneTkn, BKpUTI AT "dapmak” Ykpaina OwmaH OmaH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/18309/01/01
N/iBKOBOK 0600HKOI0, MO dapmacbloTUKa 3MiHK | TUNY - 4aHOK 3MIHOI0 3asB/1EHO HOBY
50 mr/1000 wr, in bulk no MpogakTc KomnaHi Bepcito CEP No. R1-CEP 1997-049-Rev 08 s
20 kr y nonietusieHoBomy nnc BMPOGHMKa CybCcTaHLiT MeTdopMiHy rigpoxnopug
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no 1 naawui y Kopoo6Li

nokasHunkom "KinibkicHe Bu3HaueHHs" 3 95% fo
90%. 3MiHa CTOCYETLCS /INLLE BUMOT
crneundikavii Ha TepMiH NPUAATHOCTI, BUMOTU
crneundikavii Ha BUMYCK 3a/1MLLAOTLCSA 6€3 3MiH.
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nics
3aTBEPMAKEHHS

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BKMaAEHNIA Y M1acTUKOBUIA a came y 3B’s13Ky 3 OHOBJ/IEHHSIM MacTep-chaviny
6apabaH Ha A®I (BingarninTuH) Big, BNacHWka macrtep-
thaiiny Moehs lberica, S.L., Spain
4. AUrNIMET TabneTku, BKPUTI AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a peyenmom UA/18310/01/01
NNiBKOBOK 060/10HKOID, MO 3MiHM | TUNY - 4A@HOK 3MIHOK 3as1B/IEHO HOBY
50 mr/1000 wmr; no 7 Bepcito CEP No. R1-CEP 1997-049-Rev 08 gns
TabneTok, BKPUTKX BMPO6HMKa cybCcTaHLiT MeTdhopMiHy rigpoxnopuga
NNiBKOBOI 060/I0HKOID Y — USV PRIVATE LIMITED, INDIA, L0 3amiHsie
6nictepi, no 4 6nictepn y nonepegHto Bepcito CEP No. R1-CEP 1997-049-
nauuj i3 KapToHy Rev 07; 3minu Il Tvny - AaHa 3MiHa NOAA€ETbCA Y
3B'A3Ky 3i 3MiHamu B npoLieci Bupo6HuLTBa AdI,
a came y 3B'13Ky 3 OHOB/IEHHAM MacTep-gaiiny
Ha A®I (BingarninTuH) Big BNacHnka mactep-
chaiiny Moehs lberica, S.L., Spain
5. AKTOBETH PO34nH A1 iH'eKUin, 40 TOB "Takega Ykpaina Takepa ABCTpist AscTpis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: - UA/9048/02/01
mr/mn in bulk Ne 1500: no YkpaiHa" M6X 3MiHU | TUMY - OHOBJ/IEHHSA BXe 3aTBepPKEeHUX
2 mn (80 mr) B amnyni; no MeTOZIB KOHTPOJItO AKOCTI NlikapcbKoro 3acoby, a
5 amnyn y nnactmkoBomy came: BUKNafeHHs TEKCTY AepXaBHOK MOBOIO
KOHTeliHepi; no 5 3riJHO Cy4acHWX BUMOr. BBefeHHS 3MiH
KOHTEHepIB Y 3axm1cHili NPOTArom 6-Tv MiCALIB NicNa 3aTBEPAKEHHS
Kopo6Li; no 60 3aXMCHNX
KOPO6OK y KapTOHHii
Kopo6ui; in bulk Ne 900: no
5 mn (200 mr) B amnyni; no
5 amnyn y nnacTMkosomy
KOHTeliHepi; no 4
KOHTEHepy B 3axX1CHil
Kopo6Li; No 45 3axMcHUX
KOPOOOK Y KapTOHHiiA
Kopo6ui; in bulk Ne 400: no
10 mn (400 mr) B amnyni;
no 5 amnyny
naacTKoBoMy
KOHTeliHepi; no 2
KOHTEiHEpY B 3aXMCHIlA
Kopobui; no 40 3aXMCHNX
KOPO6GOK y KapTOHHii
Kopobui
6. ANAKTUH Tabnetku no 0,5 mr, no 2 TOB "TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/9595/01/01
ab6o 8 TabneTok y nnsLwL, YkpaiHa" c.p.o. Pecny6nika 3MiHK || TUNYy - 3MiHa HWXHBOI MeXi 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
7. ANNErPA® 180 TabneTku, BKpUTI TOB "Onenna YkpaiHa CAHO®I BIHTPOI ®paHuis BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 6e3 peyenma UA/8500/01/02
Mr 060/10HKO10, 10 180 mr, Ne Xenckea IHOACTPIA - TYP3 3MiHa 3asBHVKa (BNacHvKa peecTpauiiHoro
10, Ne 20 (10x2): no 10 YkpaiHa" nocsigyeHHsn) (3rigHo Hakasy MO3 Big,
Tabnetok y 6nictepi; no 1 23.07.2015 Ne 460): 3MiH1 BHECEHO B
abo 2 6nictepu B IHCTPYKLi0 AN MeQUYHOro 3acToCyBaHHS LWoa0
KapTOHHilA KOpo6Li HaliMeHyBaHHS 3asiBHVKa 3 BiAMOBIAHNMU
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKu
niKapcbkoro 3acoby. BBefeHHS 3MiH NPOTAroM
6-TV MiCALIB MiCNA 3aTBEPLKEHHS.
8. ANOKIH-ANNb®A | niodpinizaT As18 pO34nHy TOB "Tb- HimeuyunHa AN "EH3um", YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/8668/01/01
Ans iH'ekuii no 1,0 wmr; DAPMA" Ykpaina; MpAT 3MiHM | TUMY - OHOBJ/IEHHS BXE 3aTBEPKEHUX
[ns Bupo6Huka MpAT "BIO®APMA", MEeTOZIB KOHTPOJItO SIKOCTI JlikapCbKoro 3acoby, a
"BIO®APMA", YkpaiHa, M. YkpaiHa; TOB "®3" came: BUKIafeHHA TEKCTY AepXXaBHO MOBOIO
Kuvig: 3 amnynu 3 BIO®PAPMA", 3rilHO Cy4aCHUX BUMOT; 3MiHUW | TUMNY - BHECEHHS
nioghinisaTom y KaceTHii YkpaiHa 3MmiH go Cneumdpikaujii/MeTogis BunpobyBaHHS
KOHTYPHIli YapyHKOBIi N3, 30Kkpema: BUTyYEHHSI KOHTPOSTIO 3a
ynakoBLi; no 1 kaceTHii NOKa3HNKOM "AHOMa/lbHa TOKCUYHICTL" Ta
KOHTYPHIli YapyHKOBIi "MiporeHHicTb"
ynakoBLi y navui 3
KapToHY; 4719 BUPOBHMKa
TOB 3 "BIOGAPMA",
YkpaiHa, KniBcbka 0671.,
M.Bina Lepksa: 3
hnakoHu 3 niodpinizatom y
KaceTHIili KOHTYpHIl
YapyHKoBIli ynakosui; no 1
KaceTHI KOHTYpHIl
YapyHKOBII yrMakoBLi y
nauyui 3 KapToHy; 3 amnynun
3 nioghinizaTom y KaceTHii
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 1 kaceTHii
KOHTYPHIli YapyHKOBIi
ynakoBLji y navui 3
KapToHy. [N BUpOBGHMKa
AN "En3nm™: 3 donakoHu 3
nioghinisaTom y KaceTHii
KOHTYPHili YapyHKOBIi
ynakoBLi; No 1 kaceTHiin
KOHTYPHIli YapyHKOBIi
ynakoBLi y naydi 3
KapToHy
9. AMBPOKCO/ 15 cupon, 15 mr/5 mn no 50 My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 peyenma UA/0595/01/01
MY hnakoHi akuioHepHe akuioHepHe 3MiHK | TNy - 3MiHa B yMOBax 36epiraHHs
nosimepHomy, no 1 TOBapucTBO TOBapuCTBO rOTOBOrO J1iKapCbKOro 3acoby nics nepLioro
hnakoHy pa3oM 3 JIOXKKOK "HaykoBo- "HaykoBo- PO3KpPUTTS. 3anNponoHOBAHO: B OPUTiHA/bHIN
[,03yBa/IbHOK B NavLi; no BMPOBHUYNIA BMPOGHUYUIA ynakoBLj Npu Temneparypi He BuLe 25°C. Nicns
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
100 mn y chnakoHi LeHTp LeHTp"bopLyariBcbk PO3KPUTTA h1aKOHY TEPMiH MPUAATHOCTI
nosiMepHoMy a6o 6aHLi "BopLuariBcbk WA XiMiKo- npenaparty 30 4i6 npu Temneparypi He BuULLE
nonimepHiii; no 1 hnakoHy uii ximiko- chapmaLeBTUYHWMIA 25°C. 3MiHV BHECEHi B iHCTPYKUO A5
abo no 1 6aHuj pa3om 3 thapmaueBTUy 3asof” MeAMYHOro 3acTocyBaHHsA f13 y p. "YmoBH
JNIOXKOI [,03yBasIbHOKO B HWii 3aBoa” 36epiraHHA" 3 BigMoOBIAHMMY 3MiHAMW B TEKCTI
nauuj; no 100 mny MapKyBaHHS ynakoBOK. BBeieHHs 3MiH
chakoHi cknsiHomy; no 1 NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMKEHHS
ch1akoHy pa3om 3 I0XKKO
[03yBasIbHOIO B NauLj; no
120 mn y chnakoHi
nosiMepHoMy a6o 6aHLi
nonimepHiii; no 1 hnakoHy
abo no 1 6aHuj pazom 3
NI0XKOI0 A,03yBa/IbHOI B
nauuj
10. AMBPOKCO/ 30 | cupon, 30 mr/5 mn no 50 My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 6e3 peyenma UA/0596/01/01
MY prakoHi akuioHepHe akuioHepHe 3MiHU | TNy - 3MiHa B yMOBax 36epiraHHs
nosiMmepHomy; no 1 TOBapucTBO TOBapuCTBO rOTOBOrO J1iKapCbKOro 3acoby nicsa nepLioro
h1akoHy pasoM 3 SIOKKOH "HaykoBo- "HaykoBo- PO3KpPUTTSA. 3anNponoHOBAHO: B OPUTiHA/bHIN
[03yBasIbHOK B Nadi; no BMPOGHUUNIA BMPOGHUYUIA ynakoBLj Npu Temnepartypi He BuLe 25°C. Micns
100 mn y chnakoHi LeHTp LeHTp"bopLyariscbk PO3KPUTTA hNaKoHy TEPMiH NPUAATHOCTI
nonimepHomy abo 6aHu;j "BopLyariBcbk WA XiMiKo- npenaparty 30 4i6 npy Temnepartypi He BuLle
nonimepHiii; no 1 pnakoHy niA XiMiKo- hapmaLeBTUYHNI 25°C. 3MiHu BHECEHI B IHCTPYKLIlO AN
a60 no 1 6aHLi pa3om 3 hapmaueBTny 3aBopg" MeAMYHOro 3acTocyBaHHs f13 y p. "YmoBU
JIOXKOI [,03YBasIbHOIO B HWiA 3aBog" 36epiraHHA" 3 BigMOBIgHVMY 3MiHAMW B TEKCTI
naJui; no 100 mny MapKyBaHHS yNnakoBOK. BBejeHHS 3MiH
hnakoHi cknsHomy; no 1 NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS
chiakoHy pa3oMm 3 /I0XKKO
[103yBa/IbHOIO B NavLli; no
120 mn y chnakoHi
nonimepHomy abo 6aHu;j
nonimepHiii; no 1
hnakoHy abo no 1 6aHui
pa3oMm 3 JI0XKKO0
[103yBa/IbHOWO B NauLi
11. AHTUKATAPAN NOPOLLOK A/151 OPa/IbHOTO CninbHe YkpaiHa JIABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/7810/01/01
po34urHy, no 10 nakeTukis YKpaiHCbKO- AJTKAJIA PAPMA, 3MiHU | TUNY - aAMIHICTPATUBHI 3MiHWN.
3 MOPOLLUKOM Y nayLi 3 icnaHcbke C.J. BrnyyeHHs1 BUPOOHMYOT AinbHUL (BKNHOYaOUN
KapTOHY nigNpPUEMCTBO AinbHuui gns A®l, npoMixxHOro NpoaykTy abo
"CMNEPKO roTOBOrO /liKkapCbKOro 3acoby, AiNbHULI Ans
YKPAIHA" NpoBeAEeHHS NakyBaHHS, BUPOOHMKa,

BiANoBiga/IbHOro 3a BMMNYCK Cepiit, Micue
NpoBeLeHHSI KOHTPO/IHO cepil) abo
nocTtayasibHvKa BUXIAHOro MaTepiasly, peareHTy
ab0 AONOMIXHOT PeYOBUHM (SKLWO 3a3HAYEHO Y
[0CbE) - BUTYYEHHS BUPOGHMKa ADI
(PeHinecbpuHy rigpoxnopug) “Boehringer

Ingelheim Pharma GMBH & Co KG”, Hime4yuunHa.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBepaKeHi BUPO6HUYI AiNbHWL, WO
3aIMLLNANCA — BUKOHYHOTb Ti cami dpyHKLUiT, Lo
BUyYeHa
12. BANNAHC 1,5% po34nH Ans PpeseHiyc HimeuyunHa ®peseHiyc Meagukan HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/18018/01/01
rMIOKO3U 1,25 NnepuToHeas1bHOrO Aianisy; Megukan Kep Kep OdoiunaHg 3MiHU | TUNY - BHECEHHSA YTOUYHEHb A0 Onucy
MMOnbIn no 2000 mn a6o 2500 mny [oliunang, 6X 3aTBEPAKEHOr0 METoAy BU3HAYEHHS HaTpito,
KAMbLUIO CMCTEeMi ABOKAMEpPHOro M6X Kanbujto i marHito (ICP-OES) 3 ypaxyBaHHAM
MilLiKa cTeitecelich; no 4 BMKOPUCTaHHA MoamdpikaTopiB (3a3HavyeHo — «3a
MILLKN Y KapTOHHiIl HEeOobXigHOCTI», OCKiNbKM cami mogudpikatopu, a
Kopo6ui; no 3000 mn'y TaKoX X BUKOPUCTaHHS 3a/1€XXUTb HE TiNbKK1 Big,
cucTeMi ABOKaMEPHOro MeToAy TECTYBaHHS, a TakoX i Bifl iIHCTPYMEHTY
MiLLKa cninecelidp; no 4 TeCTyBaHHS), Ta NPMBEAEHHS [0 aHa10TiYHUX
MILLIKM Y KaPTOHHIl onuciB KoMnegianbHux MeToguk (EP); amiHu |
Kopo6ui; no 5000 mn y TUNY - BBEAEHHA aNbTepHaTUBHOI METOAMKN
CHCTEMI ABOKAMEpPHOro BMNPOOYBaHHA A/181 BU3HAYEHHS aUTioMiHito B 13
MiLLKa cnineceiidp; no 2 3a OMOMOroH0 MeToAy Mac-CnekTpoMeTpil 3
MILLIKM Y KAPTOHHIl iHOYKTMBHO 3B’A3aHol0 nnasmoto (ICP-MS)3
Kopobui MEeTOH 3abe3neyeHHs 6e3nepepBHOCTI
KOHTponto 13 y BUNagKy, AKLO 3aTBEPMKEHNI
meToz (ICP-OES) He AOCTYNHWiA
13. BANTAHC 1,5% PO34nH Ans dpeseHiyc HimeuyunHa dpeseHiyc Megukan HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/16099/01/01
rNHOKO3u 1,75 NepuToHeasIbHOro Aianisy Megukan Kep Kep OdoiunaHg 3MiHU | TUNY - BHECEHHSA YTOYHEHb [0 Onucy
MMONbIN no 2000 mn a6o 2500 mn 'y [Joliunang, M6X 3aTBEPAKEHOr0 METOAY BM3HAUYEHHS HATPIlO,
KANbLJIO CcMCTeMi ABOKaMEPHOro M6X Kanbujto i marnito (ICP-OES) 3 ypaxyBaHHAM
MilLiKa cTeiecelic; no 4 BMKOPUCTaHHA MoamdpikaTopiB (3a3HavyeHo — «3a
MiLLIKa Y KapPTOHHIl Heo6XifHOCTI», OCKiNbKM cami mogudikatopu, a
Kopo6ui; no 3000 mny TaKoX X BUKOPUCTaHHS 3a/1€XNTb HE TiflbKn Big
cUCTEMi ABOKAMEPHOrO MeToAy TECTyBaHHS, a TakoX i Bifl iIHCTPYMEHTY
MiLLKa cninecelidp; no 4 TEeCTyBaHHs), Ta NPUBEAEHHS 40 aHaN0rYHNX
MiLLIKa Y KapTOHHIl onucie KomnegianbHux meToguk (EP); amiHum |
Kopo6ui; no 5000 mn'y TUNY - BBEAEHHA aU/lbTEPHATUBHOI METOANKN
cUCTeMi BOKaMepHOro BMNPOBYBaHHA A/19 BU3HAYEHHS a/ltoMiHito B 13
Milka cnineceid; no 2 3a A0NOMOro MeToAy Mac-CneKTpomeTpii 3
MiLLIKa Y KapTOHHIl iHOYKTMBHO 3B’A3aHot0 nnasmoto (ICP-MS)3
Kopobui MeTOol 3abe3neyeHHs 6e3nepepBHOCTI
KOHTponto 13 y BUNaaKy, SKLLO 3aTBEPAKEHWI
meToz (ICP-OES) He AOCTynHWiA
14. BANNAHC 2,3% po3yuH Ans PpeseHiyc HimeuunHa ®peseHiyc Meagukan HimeuunHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a peyenmom UA/18019/01/01
rNMHOKO3U 1,25 NepUTOHEeasTbHOTO Aiaslisy; Megukan Kep Kep fonunaHg 3MiHM | TUMY - BHECEHHS1 YTOUYHEHb A0 onucy
MMObIN no 2000 mn a6o 2500 mny [Joiiunang, rmM6X 3aTBEPKEHOro METOAY BU3HAUYEHHS HATPIl,
KANbLIO CUCTEMI iBOKAMEPHOro M6X KanbLjto i Marnito (ICP-OES) 3 ypaxyBaHHAM

MilKa cTeitscelich; no 4
MILLIKM Y KaPTOHHIl
Kopo6ui; no 3000 mn y

BMKOPUCTaHHSI MoguddikaTopiB (3a3HaueHo — «3a
HeoObXiAHOCTi», OCKi/Ibku cami mogudikaTopu, a
TaKOX iX BUKOPUCTAHHSA 3a/1EXUTb HE TiflbkU Bif
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cucTeMi ABOKaMEPHOro MeToAy TECTyBaHHS, a TakoX i Bifl iIHCTPYMEHTY
MiLLKa cninecelidp; no 4 TEeCTyBaHHs), Ta NPUBEAEHHSA 40 aHasI0MNYHUX
MILLKW Y KAPTOHHiIlA onucis KomnegianbHux Mmetoguk (EP); 3miHu |
kopo6uii; no 5000 mn 'y TUNY - BBEAEHHS a/IbTEPHATVBHOI METOANKM
cucTeMi ABOKaMEPHOro BUNPOOYBaHHA AN BU3HAYEHHS auTioMiHito B /13
MilLKa cninecelidp; no 2 3a 0NOMOro MeToAy Mac-CnekTpomeTpii 3
MILLIKW Y KaPTOHHIl iHAYKTVMBHO 3B’si3aHO0 nnasmoio (ICP-MS)3
KopooLi METOH 3abe3neyeHHsi 6e3nepepBHOCTI
KOHTponto [N13 y BUNagKy, AKLLO 3aTBEPMAKEHNI
meTog (ICP-OES) He AOCTynHWiA
15. BAJNTAHC 2,3% pO34unH Ans dpeseHiyc HimeuyunHa PpeseHiyc Meaukan HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/16100/01/01
rNHOKO3U 1,75 nepuTOHeasIbHOro Ajanisy Megukan Kep Kep Odoinunang 3MiHW | TUMY - BHECEHHS YTOYHEHb A0 Onucy
MMONbIN no 2000 mn a6o 2500 mn 'y Honunang M6X 3aTBEPAKEHOT0 METOZY BU3HAYEHHS HATPIlO,
KANbLJIO cUCTeMi BOKaMepHOro v6X KasnbLito i marHito (ICP-OES) 3 ypaxyBaHHSM
MilKa cTeiiscelich; no 4 BMKOPUCTaHHS MoguddikaTopiB (3a3HaveHo — «3a
MiLLIKa Y KapTOHHIl HeoObXiAHOCTi», OCKi/Ibku cami mogudikaTopu, a
Kopo6ui; no 3000 mn y TaKoX X BUKOPUCTaHHSA 3a/1€XNUTb He TifIbk1 Bif
CMCTEMi BOKAMEPHOro MeTOoAy TECTYBaHHS, a TakoX i Bif, iHCTPYMEHTY
MiLLKa cninecelidp; no 4 TeCTyBaHHS), Ta NPMBEAEHHS [0 aHa/ToTiYHUX
MiLLIKa Y KapTOHHIl onwvcis KoMmnegianbHux Metoauk (EP); 3MiHm |
Kopo6ui; no 5000 mn'y TUNY - BBEAEHHS a/IbTEPHATVBHOI METOAVKN
CMCTEeMi ABOKAMEpPHOro BMNPOGYBaHHS A1 BU3HAYEHHS astioMiHito B 13
MiLLKa cninecelidp; no 2 3a 10NOMOro MeTofy Mac-CnekTpomeTpii 3
MiLLKa Yy KapTOHHiIl iHOYKTMBHO 3B’A3aHot0 nnasmoto (ICP-MS)3
Kopoobui MeTOI 3abe3rneyeHHsi 6e3nepepBHOCTI
KOHTponto /13 y BUNaaKy, sIKLLO 3aTBEPAKEHWI
meTog (ICP-OES) He gocTynHwi
16. BANAHC 4,25 % pO34nH Ans PdpeseHiyc HimeuyunHa PpeseHiyc Megukan HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/16101/01/01
rMIOKO3U 1,75 NnepuToOHeasIbHOro Aianisy Megukan Kep Kep Odoiunang 3MiHU | TUNY - BHECEHHS YTOUYHEHb A0 Onucy
MMOnbIn no 2000 mn a6o 2500 mny [oliunang, 6X 3aTBEPAKEHOr0 MeToAy BM3HAYEHHS HaTpIto,
KANbLJIO cuCTeMi BOKaMepHOro M6X KasibLito i marHito (ICP-OES) 3 ypaxyBaHHAM

MilLiKa cTeitecelich; no 4
MiLLIKa Y KapTOHHIl
Kopo6ui; no 3000 mn'y
cucTeMi ABOKaMEPHOro
Milka cnineceid; no 4
MiLLIKa Y KapTOHHIl
Kopobui; no 5000 mn y
cMCTeMi ABOKaMEPHOro
MiLLKa cninecelidp; no 2
MiLLIKa Y KapPTOHHIl
Kopoobui

BMKOPUCTaHHA MoaudpikaTopis (3a3HaveHo — «3a
HeoObXiAHOCTi», OCKifIbkn cami mogudikaTopu, a
TaKoX iX BUKOPUCTAHHA 3aU1€XUTb HE TiflbKK Bif,
MEeTOAY TEeCTyBaHHS, & TakoX i Bif, iHCTPYMEHTY
TeCTyBaHHS), Ta NPMBEAEHHS [0 aHa10TiYHUX
onvcis KoMmnegiasibHUX MeToauk (EP); 3miHm |
TUNY - BBEAEHHS a/IbTEPHATNBHOI METOANKN
BMNPOGYBaHHSA A1 BU3HAYEHHS astioMiHito B 13
3a [I0NOMOrot0 MeToAy Mac-CrnekTpoMeTpil 3
iHOYKTMBHO 3B’A3aHot0 nnasmoto (ICP-MS)3
MeTOI 3abe3neyeHHss 6e3nepepBHOCTI
KOHTponto 13 y BUNagKy, AKLWO 3aTBEPMKEHNI
meToz (ICP-OES) He AOCTYNHWiA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
17. BANAHC 4,25% pO34nH AnA dpeseHiyc HimeuunHa ®peseHiyc Megukan HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a peyenmom UA/18020/01/01
rMIOKO3U 1,25 NnepuToHeas1bHOro Aianisy; Megukan Kep Kep Odoiunang 3MiHU | TUNY - BHECEHHSI YTOYHEHDb [10 OnuCy
MMOnbIN no 2000 mn a6o 2500 mny Hoiunanpg 6X 3aTBEPKEHOro MeToAy BU3HAYEHHS HaTpito,
KANbLUIO CMCTEMi ABOKAMEPHOro M6X Kanbujto i marnito (ICP-OES) 3 ypaxyBaHHAM
MilLiKa cTeitecelich; no 4 BMKOPUCTaHHA MoamdpikaTopiB (3a3HavyeHo — «3a
MILLIKM Y KaPTOHHIl HeOobXifHOCTI», OCKiNbKM cami mogudpikatopu, a
Kopo6ui; no 3000 mny TaKoX iX BUKOPUCTaHHS 3a/1€XXUTb HE TiNbKK1 Big,
cucTeMi ABOKaMEPHOro MeToAy TECTYBaHHS, a TakoX i Bifl iIHCTPYMEHTY
MiLLka cninecelidp; no 4 TeCTyBaHHS), Ta NPUBEAEHHS [0 aHa10TYHUX
MILLIKW Y KAPTOHHIl onucis KoMnegianbHux meToguk (EP); amiHm |
Kopo6Li; no 5000 mn 'y TUNY - BBEAEHHA aNbTepHaTUBHOI METOAMKN
CUCTEMi ABOKAMEpPHOro BMNPOOGYBaHHA A/19 BU3HAYEHHS aUlloMiHito B 13
MiLLKa cnineceiidp; no 2 3a OMOMOrol0 MeToAy Mac-CnekTpoMeTpil 3
MILLIKM Y KaPTOHHIl iHOYKTMBHO 3B’A3aHol0 nnasmoto (ICP-MS)3
Kopobui MeTOH 3abe3neyeHHs 6e3nepepBHOCTI
KOHTponto 13 y BUNagKy, AKLO 3aTBEPMKEHNI
meToz (ICP-OES) He AOCTYNHWiA
18. BAHKOMILUWH- niodhinisat 4nsa po3unHy Mictpan AHrnis BEM lnay CaH. Be TypeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a peyenmom UA/18265/01/01
BICTA Ans iHdysiin no 500 wr; 1 Kenitan Tik. A.C. 3MiHW | TUMY - BHECEHHS 3MiHW 3a MOKa3HVKOM
CK/ISIHWi (DN1akoH 3 MeHeKMeHT BakTepianibHi eHAO0TOKCUMHM Y 3aTBEPOKEHIl
niochinizaTom, MiCTKICTIO Nimiteq cneumdikalii, a came 3BY>XEHHSA 4OMNYCTUMMNX
10 MmN B KAPTOHHIi MeX, BiAnoBigHO A0 MoHorpadii USP; 3miHum I
Kopobui TUNY - BHECEHHS 3MiH LLOA0 3MiHW po3Mmipy cepil
y 3B’A3KY 3i 36i/IbLLUEHHAM 06’EMIB BUPOGHMLTBA
Ans 3a6e3neyeHHs NOTPeb Ha PUHKY
nikapcbKoro 3acoby
19. BAHKOMILUWH- nioghinisat 4nsa po3unHy Mictpan AHrnis BEM lnau CaH. Be TypeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a peyenmom UA/18265/01/02
BICTA Ans iHdysiii no 1000 wr; 1 Kenitan Tik. A.C. 3MiHM | TUMNY - BHECEHHS 3MiHW 3a MOKa3HWUKOM
CK/ISIHWiA (oNakoH 3 MeHeKMeHT BakTepiasibHi eHAOTOKCUMHM Yy 3aTBEPOKEHIl
nioghinizaTom, MiCTKICTIO Nimiteq cneumdikalii, a came 3BY>KEHHS AOMNYCTUMMNX
20 MN B KapTOHHiIl MeX, BifnoBigHo Ao moHorpadii USP; 3miHu Il
Kopobui TUNY - BHECEHHS 3MiH LLOA0 3MiHW po3Mmipy cepil
Yy 3B’A3Ky 3i 36i/IbLLUEHHAM 06’EMIB BUPOOHMLTBA
Ans 3a6e3neyeHHs NOTPeb Ha PUHKY
nikapcbKoro 3acoby
20. BEKTUBIKC KOHLEHTPAT 4151 PO3UnHY AMIXKeH HigepnaHgn AmoKeH €spona HigepnaHgmn BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/10806/01/01
Ans iHdysiii, 20 mr/mn; no €spona b.B. B.B., Higepnanau / CWWA 3MiHu | TUNYy - 3MiHK Woa0

5 My cpnakoHi; no 1
oNnakoHy B KAPTOHHIl
Kopoo6Li

(MapkyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BUMYCK cepil);
AMOKeH
MaHydekuypiHr
Nimiten, CLA

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX nNpo cucTemy
hapmakoHarssgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAANbLHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOI ocobu 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(BUpO6HMLTBO, thapmakoHarnagy 3asBHuKa Ansi 34iiCHEHHSA
nepBuHHe thapmakoHarnsay B YkpaiHi, K0 BOHa
nakyBaHHs) BiIMiHHA Bif, YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHHs hapmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLEeHHI MacTep-haiina cncremm
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi.
lMponoHoBaHa pepakuis: JaHinosa flapuca
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6U
3a8BHMKa, BiANOBiAa/IbHOI 3a hapMakoHarnsag B
YKpaiHi
21. FEEPAIH niodhinisat 4nsa po3unHy Mini Xenckepe Benuka Mydhik NNaindpcaincuc IHAis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a peyenmom UA/6630/02/01
Ans iH'ekuii no 20 wr, 1 Nimiteq BpuTaHis MpiBaT NimiTeq, 3MiHM | TUny - 3amiHa po3giny padiyHe
onakoH o6’emom 10 mn 3 0(hOpMIEHHSA YNAKOBKMN Ha po3ain MapkyBaHHS
nioghinizaTtom B ynakoBLii B MK# J13: 3anponoHoBaHo: MapKyBaHHs.
3rifiHO 3aTBEPL)KEHOrO TEKCTY MapKyBaHHS.
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby LWoA0 3a3HauYeHHs
MDKHaPOAHUX NO3HAYeHb OAMHULb BUMiPIOBaHHS
22. FEKCAKCUM® | CycneHsia Ans iH'ekuii, no CaHodpi PpaHLis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a peyenmom UA/13080/01/01
HEXAXIM 0,5 mn (1 gosa) B MacTep ®paHuia (NoBHWI YroplmHa 3MiHM | TUMY - OHOBNEHHS iHdopMaLii B po3aini
BAKUWHA AN nonepegHbL0 3arnoBHEHUX LMK BUPOOHNLTBA, 3.2.5.2.2 CTOCOBHO KpUTEpIito MPUAHATHOCTI AN
MPO®ITAKTUKUN wnpuuax 3 1-eto (abo 2- BMNyCK cepil); /10Ky NIOKYHOro TUTPY, L0 KOHTPO/IHETHLCS B
BUNDTEPII, Ma) OKpEMUMM rosikamu, CaHodi-ABeHTIC npoveci BUpobHULTBa ANTEpINHOrO
NPABLUA, no 1 Wwnpuuy B KAPTOHHIi Mpaiisit Ko. N174,, aHaTOKCUHY A5 NPUBEAEHHSA Y Bi4NOBIAHICTb A0
KALLUJTHOKY ynakosui; no 0,5 mn (1 Mnatchopma BMPOBHUYOT NPaKTUKN Ta 3 ypaxyBaHHAM
(ALEENONAPHA [03a) B nonepegHb0 NOricTkN Ta BiAMIHHOCTeM i ocobmBocTei npouecy
N KOMMOHEHT), | 3anoBHeHux wnpuuax 3 1- ancTpubyuii y m. neTokcndpikayii y yaisnsx V4 ta V16 Ha
FENATUTY B eto (abo 2-ma) okpeMmmMmn Byaanewr, BMPOGHWUIl AinbHUL Mapci n'ETyanb, ®paHuis;
PEKOMBIHAHTH rosikamu, no 1 wnpuuy B YroplmHa 3MiHM Il TNy - AoAaBaHHA Yacy BUTPUMKM
A, CTaHAapTHO-EKCMOPTHIl (BTOpUHHE (Process Holding Times) npoTsirom npouecis
noniomMienity yNakoBLi, fiKa MiCTUTbCA Y nakyBaHHs, BUMYCK OUMLLEHHS ANPTEPINHOIO aHATOKCUHY B ByaiBni
IHAKTUBOBAHA | kapTOHHii1 kopobu, 3 cepii) V10 Ha BMpO6HWUIl ainbHuui Mapci n'Etyans,
TA IHCTpYKLUi€e0 AnA ®paHuif. TepMiH BBEAEHHS 3MiH - KBiTeHb 2023
3AXBOPHOBAHb, | MeauyHOro 3actocyBaHHs;
CNPUYMNHEHUX no 0,5 mn (1 posa) B

HAEMOPHILUS
T™ny B
KOH'IOrTOBAHA,
AACOPBGOBAHA,
PIOKA

nonepeAHbO 3anoBHEHNX
wnpuuax 3 1-eto (abo 2-
Ma) OKpEMUMM rosikamu,
no 10 wnpuuis B
KapTOHHIlA ynakoBL,i; no
0,5 mn (1 gosa) B
nonepeAHbO 3anoBHEHNX
wnpuuax 3 1-eto (abo 2-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ma) OKPEMUMM FOfIKamu,
no 10 wnpuuis B
CTaHAAPTHO-EKCMOPTHIl
yMakoBLj, ika MICTUTbCS y
KapTOHHIA Kopobui 3
IHCTpYKUieto aAns
MeAMYHOro 3aCTOCYBaHHS;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
h/1aKOHIB Y KapPTOHHIN
ynakosui; no 0,5 mn (1
[03a) y dhnakoHax, no 10
h/1aKoHIB B CTaHAapTHO-
€KCMOPTHIi ynakoBLi, sika
MICTUTLCA Y KAPTOHHIl
Kopobui
23. FEKCAKCUM® | CycneHsia Ans iH'ekuii, no CaHodpi PpaHLis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a peyenmom UA/13080/01/01
HEXAXIM 0,5 mn (1 gosa) B MacTep ®paHuia (NoBHWI YropumHa 3MiHW | TUNY - AoAaBaHHA BU3HAYEHHS KiflbKOCTb
BAKUVHA ONnA nonepegHbO 3anoBHEHNX LMK BUPOBOHNLTBA, MiKpoopraHi3mis (germ count in -process control)
MPO®INTAKTUKN wnpuuax 3 1-eto (abo 2- BMNyCK cepil); y npoLeci BUpo6HULTBA A0 Ta nicns etany
BUNDTEPII, Ma) OKpEMUMM rosikamu, CaHodi-ABEHTIC niodhinizauii pobounx nocisHmx cepinn (Working
MPABLS, no 1 Wwnpuuy B KAPTOHHIi Mpaiisit Ko. N1T4,, See Lots) Clostridium tetani; 3minn Il Tuny -
KALLUTHOKY ynakosui; no 0,5 mn (1 Mnatchopma BHECEHHS 3MiH [0 npoLiecy BUPOGHMLTBA Aito4oil
(ALEENONAPHA [03a) B nonepefHb0 NOTiCTVKN Ta PEYOBMHM KOH'IOTOBAHOTO nonicaxapuay
1 KOMMOHEHT), | 3anoBHeHux wnpuuax 3 1- AncTpubyuii y m. Haemophilus influenzae Tuny b: - mogndikavis
FENATUTY B €to (abo 2-ma) okpeMmmMmn Bypanewr, Ta onTUMmi3aLis yMOB npouecy aktusauii Ta
PEKOMBIHAHTH rosikamu, no 1 wnpuuy B YropumHa 3B'A3yBaHHA NPOMiKHOro npoAykty PRP-AH; -
A, CTaHAAapTHO-EKCMOPTHIl (BTOPUHHE 3MiHM Yacy MK No4aTkoM nepemilllyBaHHS B
noniomMmienity yNakoBLi, fiKa MiCTUTbCA Y nakyBaHHs, BUMYCK pesepByapi 015 AiadinbTpaLii Ta noyaTkom
IHAKTUBOBAHA | kapTOHHii1 kopobu, 3 cepii) AiadinbTpauii Ha cTagii NPOMKHOTO NPOAYKTY
TA iHCTpyKUji€eto aAns PRP-AH Ta oHOB/EHHSI NapameTpiB npoLecy Ha
3AXBOPHOBAHb, | MeauyHOro 3actocyBaHHs; NPOMiXHMX eTanax BUPOOHULTBA AN1s CTagil
CNPUYNHEHUX no 0,5 mn (1 posa) B PRP, PRP-AH Ta PRP-T BignosigHo Ao aHasisy

HAEMOPHILUS
TMny B
KOH'IOrTOBAHA,
AACOPBGOBAHA,
PIOKA

nonepeaHbO 3anoBHEHNX
wnpuuax 3 1-eto (abo 2-
Ma) OKpEMUMW rosikamu,
no 10 wnpwuyis B
KapTOHHIA ynakoBL,i; no
0,5 mn (1 gosa) B
nonepeaHbO 3anoBHEHNX
wnpuuax 3 1-eto (abo 2-
Ma) OKpEMUMM rosikamu,
no 10 wnpwuyis B
CTaHapTHO-eKCMOPTHIi
ynakoBLij, ika MICTUTbCSA y
KapTOHHI Kopo6uji 3
iHCTpYKLUieo ans
MeZMYHOro 3aCTOCYBaHHS;

KpuTnyHocTi npouecy (PCA). BHeceHHs
pefakuifiHuX NpaBoK A0 po3ainis
peecTpavujiiHoro gocbe 3.2.5.2.2, 3.2.S.2.4,
3.2S5.25,3.25.2.6,3.2.5.4.4,3.25.7.1,
3.2.5.7.2, 3.2.5.7.3. TepMmiH BBEieHHSA 3MiH -
XOBTeHb 2022
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n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

no 0,5 mn (1 gosa) y
hnakoHax, no 10
(h/1aKoHIB y KapTOHHii
ynakosui; no 0,5 mn (1
[o3a) y donakoHax, no 10
h/1aKoHIB B CTaHJapTHO-
€KCMOPTHI ynakoBLi, sika
MICTUTBLCS Y KapPTOHHIi
Kopobui

UA/13273/01/01

24.

FAPACEK

rpaHynu gnsa opasibHol
cycneHsii no 10 mr, no 16
calle B KapTOHHIil kopoobui

ABGOTT
NabopaTopi3
X

HimeuunHa

CodpapTekc

®paHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHY | TUny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikaLii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3acoby (BHECEHHSA 3MiH Y AOCbE AN
npuBeAeHHS Yy BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 «OfHOPIAHICTb 4030BaHUX OAVHULLb»
[dY/EBponelicbkoi dhapmakonei 3amicTb
3aTBEpMKEHUX 3ara/ibHuX cTaTein 2.9.5
«OpHopigHICTL Macu» Ta/abo 2.9.6
«OpHOPIgHICTL f03M»). 3aMiHa NapameTpiB
cneuudikauii M3 «OgHopigHicTb Macu» EP
2.9.5 Ha nokasHvK «OAHOPIAHICTb 4030BaHUX
oavHuLb» EP 2.9.40 3 BignoBigH1MMN KpUTEpiEM
NpUIAHATHOCTI «Bignosigae» Ha BUMycK Ta Ha
TepMiH NpuaaTHOCTI. BBeEeHHS 3MiH NPOTAroM
6-TW MicALiB nicnsA 3aTBepAKEHHS. 3MiHM | TRy -
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI
ab0 ymoBax 36epiraHHsi rOTOBOTO J1ikapCbKOro
3aco06y (36ibLeHHs TepMiHy NPUAATHOCTI
roToBOro NikapcbKoro 3acoby) - [151a Toprosoi
ynakoBku (MiATBEPAKYETLCA AAHNMMN peaIbHOIo

yacy). 36inbLUEHHA TepMiHy npugaTHocTi 13 3

2 pokiB A0 3 POKiB. 3MiHM BHECEHO B iHCTPYKLLiO

[ONs MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y p. "TepMmiH npugaTHocTi". BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHK BUNpobyBaHb abo
O0MNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOrO
niKapcbKoro 3acoby (BUly4eHHs1 HECYTTEBOrO
BMNPOGYBaHHSA B NPOLIECI BUPOOHMLTBA).
MPOMOHYETLCA BUTYYEHHA HECYTTEBUX
BUNPO6YBaHb «OAHOPIAHICTL Macu» Ta

«KiNIbKICHE BM3HAYEHHS» B NPOLECi BUPOOHMLUTBA

6e3 peyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

N3. 3miHun | TUnY - 3MiHK 3 skocTi. AdI.
KoHTposib A®I. 3miHa y napameTpax
cneundikauiii Ta/abo AoNYyCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCSA Y Mpoueci BUpobHuytea Ad|
(monoBHeHHS cnevmdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BigMoOBIgHMM METO0M BUNPOOYBaHHS).
[JonosHeHHs cneyudikalii APl nokasHUKOM
Residual benzene < 2 ppm Ta Partical Size
Distribution D50 < 150 um, D < 400 pm 3
BiANOBIAHUMY MeToAamMK BUNPOOYBaHHSA. 3MiHN |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTposb AdL. 3miHa
y napameTpax cneuudikayiii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTBa AdPI
(3BYXEHHS JOMYCTUMMX MEX, BUHAYEHUX Y
cneuudikauii). 3BY)XEHHS OMYCTUMUX MEX Y
cneundikauii A®I 3a nokasHUKOM «Baxki
mMeTanm» 3 < 20 ppm Ao < 10 ppm. 3Mminu | TRy -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyuddikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea AdI
(BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpviknag BUIyYeHHs 3acTapifioro
nokasHuka)). BunydeHHs 3i cneuudpikauii AdI
nokasHuka Optical rotation (1% methanol)
BiANOBIAHO A0 BUMOr MoHorpadii EP, Ta He
BUMaraeTbca 419 A®I, Lo 3HaxoanTbLea y
TBEPAOMY CTaHi. 3MiHuW | TUMY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HEeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii AdY abo E€Bponeicbkoi
thapmakonei, abo iHLWOoT HaLioHa/IbHOI
thapmakonei aepxasu E€C (3miHa 'y
crneundikalisx, nos'asaHa 3i 3amiHamu B dY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaujioHasbHIli hapmakonei gepxasu €C). 3MiHa
cneuunagikauii A®I 3a nokasHukamm «KinbkicHe
BU3HAYEHHS», «ONnNC» Ta «PO3UYNHHICTb»
BiANOBIAHO A0 MoHorpadii EP. 3miHu | Tuny -
3MiHU 3 SIKOCTi. roTOBUIA NiKapcbkuid 3aci6.

KOHTpO/1b rOTOBOrO NiKapchbKoro 3acoby. 3miHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
napameTpiB cneuudikauiii Ta/abo JonyCTUMUX
MeX roTOBOro /liKkapCbKoro 3acoby (f0NOBHEHHS
cneumagikaLii HOBUM NOKA3HMKOM 3 Bif4NOBIAHNM

MeTOA0M BUNPOGYBaHHS) - [JONOBHEHHS
cneuudikauii /13 nokasHUKOM «laeHTudikauisa
pauekafoTpuily MeTofom Y®» 3 BignoBigHUM
MeTOA0M BUNPO6YBaHHA [0 3aTBEP)KEHOro
mMeToay iaeHTudikauii BEPX, wo obymoBneHo
BBEAEHHAM OiflbLL TOYHOT ifeHTudikauii APl
BiANOBIAHO A0 kepiBHMUTBA ICH Q6A. BBeageHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAXKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3miHN Yy
BMPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IUaum
Aiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (iHLi 3MiHK).
BuganeHHsa po3mipy cepii 250 kr (pilot scale)
rotoBoro J13. Po3mip cepii 1000 kr (industrial
batch size) 3anvwaeTbcs HE3MIHHMM.
3MiHn | TUny - 3MiHK 3 siKocCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpoOsb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3acoby (3BYXeHHS A0NyCTUMUX
MeX). 3BYXXEHHS Mex creumdikanii 13 3a
NoKasHNKOM «CynpoBigHI AOMILIKW» AN
Aomiwwok TiopdhaH, TiopdaHy avcynbdig,
BeHsunTiophaH Ta beHaunTtioptaHy gncynbig
3<0,3 80 < 0,2% Ha BUNyCK Ta Ha TEPMIH
NpuAAaTHOCTI Ta 3BY)KEHHSA MEX CYMU [OMILLOK 3
<1,5% po < 1,0 % npoTArom TepMiHy
npuAaTHOCTI.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3aco6y (iHwi 3MiHM). PegakuiiHi
3MiHM y crieumdpikayii 13 Ha BUNycK Ta Ha
TEpPMiH NPUAATHOCTI 3a NOKa3HUKaMU:
«Po3unHeHHs», «laeHTUdikauis» Ta
«MikpobiosioriyHa yncToTa», LO4ATKOBO
YTOUHEHHS NPUMITOK A0 cneuudikauii M13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb roTOoBOr0
nikapcbKoro 3acoby (iHLi 3MiHK).

3miHu o MeToAiB BUNpobyBaHHa /13 3a
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Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

nokasHukamm «Po34nMHeHHs», «lgeHTndikayis»,
«CynyTHi AOMILLKM», «KifIbKiCHE BU3HAYEHHS i

A660TT

HimeyunHa

CodhapTekc

PpaHuin

OfHOPIAHICTb f030BAHNX OAVHULE», L0
06ymoB/ieHO nepediopmaTyBaHHSAM METOZIB i3
BUKOPWCTaHHAM CTaHAapTHMX LLIAGMOHIB
BMK/1afEeHHS ONUCy MeTOAIB, LLIO
BVIKOPMCTOBYETLCSA KOMMNaHiero A660TT,
peBanifoBaHo 0 ocTaHHix Bumor ICH Ta FDA,
Ta BHECEHHS AKX pefaKUiiHNX 3MiH,
YTOYHEHb Ta [J0NOBHEHb. BBEAEHHSA 3MiH
NPOTArom 6-Tu MiCAILiB NiCNs 3aTBEPOXKEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHW). 3amiHa po3giny «IpaciyHe
O(POPM/IEHHS YNAKOBKM» Ha PO3Ain
«MapkyBaHHsA» MKA J13: 3aTtBepaKeHo:
padhnyeckoe ochopmaeHne ynakosku.
Mpunaraetca. 3anponoHoBaHo: MapkupoBKa
CornacHo yTeepXaeHHOMY TEKCTY MapKUPOBKY.
BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBMIA

6e3 peyenma

UA/13273/01/02

25.

MNAPACEK

rpaHynu gnsa opasbHoi
cycneHsii no 30 mr, no 16
calle B KapTOHHIil kopobui

NabopaTopis
m6X

nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbkoro 3acoby (BHECEHHS 3MiH Y AOCbE ANA
npvBeLeHHs y BiANOBIAHICTb A0 3arasibHOl CTaTTi
2.9.40 «OHOPIAHICTb A030BAHNX OANHULb»
[dY/EBponelicbkoi thapmakonel 3amicTb
3aTBEPKEHUX 3ara/ibHuX cTaTein 2.9.5
«OfHOopigHICTb Macu» Ta/abo 2.9.6
«OAHOPIgHICTb A03K»). 3aMiHa NapameTpiB
cneuunagikauii NN3 «OpHopigHICTL Macu» EP
2.9.5 Ha nokasHuK «OAHOPIAHICTb [O30BaHMX
oavHuLb» EP 2.9.40 3 BignoBigHNMUN KpUTEpPIEM
NPUAHATHOCTI «Bignosigae» Ha BUNYCK Ta Ha
TEepPMiH NpuAaTHOCTi. BBeAeHHA 3MiH MpoTSArom
6-TV MicALiB nicnsA 3aTBepAKEHHS. 3MiHK | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
abo ymoBax 36epiraHHs rOTOBOrO JlikapcbKoro
3aco06y (36iNbLUeHHA TepMiHy NpUAATHOCTI
roTOBOrO MikapCcbKoro 3acoby) - 519 TOprosoi
ynakoBku (MigTBEPAKYETbCA AaHUMU peasbHOro
yacy). 36inbLIeHHs TepMiHy npugartHocTi 13 3
2 pokiB [0 3 pokiB. 3MiHU BHECEHO B IHCTPYKL,itO
N8 MeANYHOro 3acToCyBaHHSA NikapCbKoro
3acoby y p. "TepMiH npuaaTHOCTI". BBeAeHHs

3MiH NpoTArom 6-Tu Micauis nicns
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3aTBEpMKEHHSA. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOOGHMLTBI. 3MiHN BUNpPOOYyBaHbL abo
[OMYCTUMMX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BUPo6GHMLTBA rOTOBOro
NiKapcbKoro 3acoby (BUly4eHHs1 HECYTTEBOrO
BMNPOGYBaHHS B NPOLIECi BUPOOHMLTBA).
MpPOMNOHYETLCA BUTYUYEHHA HECYTTEBUX
BMNPO6YyBaHb «OAHOPIAHICTE Macu» Ta
«Ki/TbKICHE BU3HAYEHHS» B NpoLeci BUPO6bHMLTBA
N3. 3MiHK | TUNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHUX y cneuudikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS Y NpoLeci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikavlii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHVM METOLOM BUNPOOYBaHHS).
[JonoBHeHHs cneyudikauii APl nokasHUKOM
Residual benzene < 2 ppm T1a Partical Size
Distribution D50 <150 pm, D <400 pum 3
BiANOBIAHUMY MeTOoAamMN BUNPOOYBaHHSA. 3MiHu |
TMNYy - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa
y napameTpax cneuudikayiin Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAyKT/peareHT, Lo
BMKOPUCTOBYIOTbCA Y Mpoueci BUpobHuytea Ad|
(3BYXXEHHS [ONYCTUMUX MEX, BU3HAUYEHUX Y
cneuuaqikauii). 3BY>XXEHHS LONYCTUMUX MEX Y
cneundikauii A®I 3a NokasHUKOM «Baxki
MeTanu» 3 < 20 ppm go <10 ppm. 3miHum | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAyKT/peareHT, Lo
BMKOPUCTOBYIOTbCSA Y Nnpoueci BUpobHuytea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpviknag BUyYeHHs 3acTapinoro
nokasHuka)). BunyuerHs 3i cneyudpikauii API
nokasHuka Optical rotation (1% methanol)
BiANoBiAHO 00 BUMOr MoHorpadii EP, Ta He
BUMaraeTbcs 419 A®I, Lo 3HaX0ANTLCA Y
TBEpAOMY cTaHi. 3MiHu | TUny - 3MiHK 3 SKOCTI.
CepTudpikart signosigHocTi/lE-cepTudpikat
BifNOBIAHOCTI €Bponelichbkilt
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3
HeOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL 40
MoHorpadii ®Y a6o €sponeincbkoi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

thapmakonei, abo iHLWOoI HauioHa/IbHOI
thapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B Y,
abo €sponelicbkin hapmakonei, abo iHLWii
HaLljioHanbHili hapmakonei gepxasu €C). 3MiHa
cneuungikauii A®I 3a nokasHukamm «KinbkicHe
BU3HAYEHHA», «Onnc» Ta «PO3UYNHHICTb»
BignoBigHO A0 MoHorpadii EP. 3miHu | Tny -
3MiHU 3 SIKOCTi. rOTOBUIA NiKapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX roTOBOrO /iKapCbKOro 3acoby (40MOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3 BifMNOBiZHNM
MeTOo0M BUNPOBYBaHHS) -
[lonoBHeHHs cneuudikaii 13 nokasHWKOM
«lgeHTudikauis pauyekagoTpuay Metogom Yo» 3
BiNOBIAHUM METOA0M BUNPOGYBaHHSA [0
3aTBEPKEHOr0 MeToAy iaeHTudikauii BEPX,
1110 06YMOB/IEHO BBEAEHHAM BiflbLI TOYHOT
ineHTudikauii APl BignosigHO A0 KepiBHULTBA
ICH Q6A. BBefeHHs 3MiH NPOTAroM 6-Tu MicsL,iB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - 3miHn 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHU y
BMPOGHULTBI. 3MiHa po3mipy cepii (BK/IOHaoun
Jiana3oH po3Mmipy cepii) roToBOro Jlikapcbkoro
3aco6y (iHLLi 3MiHK).

BupaneHHs po3mipy cepii 250 kr (pilot scale)
rotosoro /13. Po3mip cepii 1000 kr (industrial
batch size) 3anuwaeTbca HE3MIHHUM.
3MiHu | TUny - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3aco6y. 3MiHa napameTpis
cneumdikauii Ta/abo fONyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XXeHHS AoMyCTUMUX
MeX). 3BYXeHHs Mex cneumdikauii MN3 3a
nokasH1KkoM «CynpoBigHi AOMILLKW» ANs
Aomiwwok TiopdhaH, TiopdhaHy avcynbdig,
BeHsunTiopthaH Ta BeH3aunTiopdaHy ancynbdis
3<0,3 80 < 0,2% Ha BUNYCK Ta Ha TEPMiH
NPVUAATHOCTI Ta 3BY)KEHHS MeX CyMM [AOMILLOK 3
<1,5 % po < 1,0 % npoTArom TepmiHy
npuaaTHOCTI.

BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbkoro 3aco6y (iHwi 3miHW). PefakuiliHi
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Ymosu

Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakosKa)

3MiHM y crieumdpikaii /13 Ha BUNycK Ta Ha
TEepMiH NPMAATHOCTI 3a NOKa3HUKaMU:
«PO3UnHEHHS», «laeHTUdIKaLis» Ta
«Mikpob6ionoriyHa yncrtoTa», 40AaTKOBO
YTOUYHEHHS NPUMITOK A0 cneumdikauii MN3.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby (iHWi 3MiHwu).
3MmiHM f0 MeToAiB BUNpobyBaHHsa 13 3a
nokasHukamm «Po34nMHeHHs», «laeHTudikais»,
«CynyTHiI AOMILLKM», «KifIbKiCHE BU3HAYEHHS i
OfHOPIAHICTb [030BaHNX OAVNHULILY, LLIO
06yMOBJIeHO nepechopmaTyBaHHsIM METOAIB i3
BMKOPUCTaHHAM CTaHAAPTHUX LIa6/I0HIB
BUKNAEHHS ONnCy MeTOogiB, L0
BUKOPUCTOBYETbLCA KOMNaHieto A660TT,
peBanigoBaHo 40 ocTaHHiX Bumor ICH Ta FDA,
Ta BHECEHHSA AeSKNX PefaKUiiHUX 3MiH,
YTOYHEHb Ta AONOBHEHb. BBeAEHHSA 3MiH
NpPOTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarniagy
(iHwi 3miHK). 3amiHa po3giny «[paciyHe
0(POPM/IEHHS YNAKOBKM» Ha PO34iN
«MapkyBaHHs» MKA J13: 3aTBepaKeHo:
I'padhmnueckoe ohopmieHne ynakoBKu.
MpunaraeTcsa. 3anponoHoBaHo: MapkmpoBka
CornacHo yTeepXaeHHOMY TEKCTY MapKUPOBKY.
BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:

3a peyenmom

UA/14001/01/01

26.

FNIIOKO3A-
OAPHULA

po3unH gns iHdysiii, 50
mr/mn, no 200 mn, abo no
250 mn, a6o no 400 mn
a6o no 500 mny
chnakoHax; no 200 mn,
ab6o no 250 mn, abo no
400 mn abo no 500 mn 'y
chnakoHax, no 20
donakoHIiB y KopobKax

MpAT
"®apmaueBTn
YyHa thipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

3MiHY | TUny - 3MiHK 3 AKkocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK)
- BBEJeHHs1 J0AaTKOBOTO BMAY NaKyBaHHs, a
came: no 20 dpnakoHiB y kopobkax ansa N3
noko3a-fapHuus, po3yvH ans iHdysii, 50
mr/mn, no 200 mn a6o no 250 mn, a6o no 400
M1, abo no 500 mn y hrnakoHax, 6e3 3MiHu
NepPBMHHOIO NakyBaslbHOro Martepiasny, 3
BiANOBIAHUMM 3MiHaMW B PO34iNi «YNakoBka»
(BBeAEHHS 3MiH NPOTAroM 6-Tn MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TMny - 3MiHK Wo8o
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM 3rigHO BUMOT [0
MapkyBaHHA Joaatky 22 Mopaaky. BeeneHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
27. FNIOKODAXK® TabneTku, BKpUTI Mepk CaHTte ®paHLis Mepk CaHTe, PpaHuis/ BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a peyenmom UA/3994/01/01
NNiBKOBOK 060/10HKOK, MO c.a.c. PpaHuis IcnaHis 3MiHW | TUNY - 3MiHW B TEKCTI MapKyBaHHS
500 wmr; no 15 Tabnetok y (BMPOGHMLTBO 3a yNakoBKM NiKapCbKoro 3acoby y 3B'A3Ky i3
6nictepi; no 2 abo no 4 MOBHUM LMK/IOM); NpUBELEHHAM TEKCTY MapKyBaHHS Y
6nicTepun y KapTOHHiIl Mepk, C/, IcnaHis Bi4NOBIAHICTb 40 BHYTPILLUHIX BUMOI KOMNAHIT;
Kopob6ui; no 20 TabneTokK y (BMPOGHMLTBO 3a 3MiHM | TUNY - BHECEHHS 3MiH A0 po3giny “
6nictepi; no 3 6nictepn y MOBHVM LMK/IOM) MapkyBaHHs" MKA 13. 3anponoHoBaHo:
KapTOHHiA KOpooLi MapkyBaHHs. Bignosifae 3aTBepapKeHoMy
TEKCTY MapKyBaHHSI; 3MiHW | TUMY - OHOB/IEHHS
BXe 3aTBepA)KEeHNX METO/iB KOHTPO/TO AKOCTI
NikapCcbKoro 3acoby, a came: BUKNaAEeHHS TEKCTY
[lepXXaBHOI MOBOHO 3TiJHO CY4aCHUX BUMOT;
3MiHM | TUMy - BHECEHHS 3MiH f0 MeTogiB
KOHTPOJO SIKOCTi 3a NOKAa3HUKOM “PO34YMHEHHSA",
a came: 3miHa npuniagy 3 kop3vHkamu (€Bp.
dapwm., npunag, 1) Ha npunag, 3 nonatTio (EBp.
®apm., npunag, 2); 3amiHEHO OOBXWHY XBWUJI
AeTekTyBaHHA npu 218 HM (BnagnHa abcopbuyii)
[0 233 HM (Makcmym abcop6buii). LLBnakicTb
obepTaHHs afanToBaHo Mig npuaag 3 10NaTTHo
75 + 3 06/XB, L0 € HEOOXIAHNUM Yepes 3MiHy
My npunagy AN NigTpuMaHHs
AVCKpUMIHALIiHMX cUn aHaNiTUYHOT METOAUKM
28. FNMIOKODAXK® TabneTkn, BKpUTI Mepk CaHTe dpaHuis Mepk CaHTe, DdpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/3994/01/02
NiBKOBOK 060/1I0HKOLD, MO c.a.c. ®paHuia Icnanis

850 mr; no 15 tabneTtok y
6nicTepi; no 2 abo no 4
6nicTepun y KapTOHHIl
Kopobui; no 20 TabneTok y
6nictepi; no 3 6nictepn y
KapTOHHIA Kopoo6Li

(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);
Mepk, CN, Icnanis
(BMPOGHMLTBO 3a
MOBHWM LK/IOM)

3MiHW | TUMY - 3MiHW B TEKCTi MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby y 3B'A3Ky i3
NpYBELEHHAM TEKCTY MapKyBaHHS Y
BiANOBIAHICTb A0 BHYTPILLUHIX BUMOI KOMMNAHIT;
3MiHU | TUNY - BHECEHHA 3MiH [0 po3giny “
MapkyBaHHA" MKA /13. 3anponoHoBaHo:
MapkyBaHHs. Bignosigae 3atsepmxeHomy
TEKCTY MapKyBaHHSI; 3MiHW | TUMY - OHOB/IEHHSA
BXE 3aTBEPAKEHNX METOAiB KOHTPO/IHO AKOCTI
NikapCcbKoro 3acoby, a came: BUKNaAEeHHS TeKCTY
[lepXXaBHOI MOBOHO 3TiHO CY4aCHWX BUMOT;
3MiHM | TUMy - BHECEHHS 3MiH 40 MeTogiB
KOHTPOJTIO SIKOCTi 3@ NOKa3HUKOM “PO34YMHEHHS",
a came: 3mMiHa npunagy 3 kop3vHkamu (€Bp.
dapwm., npunag, 1) Ha npunag, 3 nonatrTio (EBp.
dapwm., npunag, 2); 3aMmiHEHO JOBXWHY XBUAI
[LeTeKTyBaHHs npu 218 HM (BnaguHa abcopbuii)
[0 233 Hm (Makcumym abeop6buii). LLBngkicTb
obepTaHHs afanToBaHo Mig npuaag 3 10NaTTHo
75 + 3 06/XB, L0 € HEOOXiAHMM Yepes 3MiHy
TMNy npunagy Ansa niaTpumaHHs
AVNCKpUMIHALIAHWMX CU aHaNiTUYHOT METOAUKM
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

29,

FNMIOKODAXK®

TabneTku, BKpUTI
NMiBKOBOK 060M0HKOM, MO
1000 mr; no 15 TabneTok y
6nictepi; no 2 abo no 4
6nicTepun y KapTOHHiIl
Kopoo6ui

Mepk CaHTe
c.a.c.

®paHLis

Mepk CaHTe,
PpaHuis
(BMPOGHMLTBO 3a
MOBHUM LMK/IOM);
Mepk, C/, IcnaHis
(BMPOGHMLTBO 3a
MOBHVM LMK/IOM)

PpaHuis/
IcnaHis

BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis:
3MiHW | TUNY - 3MiHW B TEKCTI MapKyBaHHS
YyNaKoBKM NiKapCbKOro 3acoby y 3B'A3Ky i3

npVBeAEeHHAM TEKCTY MapKyBaHHsA y

Bi4NOBIAHICTb 40 BHYTPILLUHIX BUMOI KOMNAHIT;
3MiHW | TUNY - BHECEHHA 3MiH A0 po3giny “
MapkyBaHHA" MKA J13. 3anponoHoBaHo:
MapkyBaHHs. Bignosigae 3atBepmxeHomy

TEKCTY MapKyBaHHSI; 3MiHW | TUMY - OHOB/IEHHS

BXe 3aTBepA)KEeHNX METO/iB KOHTPO/TO AKOCTI

NikapCcbKoro 3acoby, a came: BUKNaAEeHHS TEKCTY
[epxaBHOI MOBO 3riJHO Cy4YacHUX BUMOT;
3MiHM | TUMy - BHECEHHS 3MiH f0 MeTogiB
KOHTPOJO SIKOCTi 3a NOKAa3HUKOM “PO34YMHEHHSA",
a came: 3miHa npuniagy 3 kop3vHkamu (€Bp.
dapwm., npunag, 1) Ha npunag, 3 nonatTio (EBp.
®apm., npunag, 2); 3amiHEHO OOBXWHY XBWUJI
AeTekTyBaHHA npu 218 HM (BnagnHa abcopbuyii)

[0 233 HM (Makcmym abcop6buii). LLBnakicTb

obepTaHHs afanToBaHo Mig npuaag 3 10NaTTHo

75 + 3 06/XB, L0 € HEOOXIAHNUM Yepes 3MiHy

My npunagy AN NigTpuMaHHs

AVCKpUMIHALIiHMX cUn aHaNiTUYHOT METOAUKM

3a peyernmom

UA/3994/01/03

30.

FPUHTEPON®

Kancynu Teepgi no 250 mr
no 10 kancyn y 6nictepi;
no 5 a6o 10 6nictepiB y
nauuj 3 KapToHy

AT "IpiHaekc"

Narsis

AT "I'piHaekc"

Nartis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUny - 3MiHU WOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
BeefeHHs abo 3MiHN [0 y3arasibHeHUX AaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 32 3AiCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHvKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MmiHa KOHTakTHOT 0cobu
3asBHMKa, BiANOBiAabHOI 3a hapMakoHarnsg B
YkpaiHi. NponoHoBaHa pefakuis: MapTUHUyK
Oner BonognmmpoBuy. 3mMiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi

3a peyenmom

UA/15941/01/01

31.

FPUNOMEA®

Kancynu, no 10 kancyny
6nicTepi; no 2 6nictepn y

NAT
"Ximcpapmzas

Ykpaina

MAT
"Ximcpapm3zaBog

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW | TMNY - NoOAaHHA HOBOro cepTudpikaTy

6e3 peyenma

UA/6632/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

nauuj 3 KapToHy

of "YepsoHa
3ipka”

"UepBoHa 3ipka"

BiANoOBigHOCTI EBponelicbkinn hapmakonei R1-
CEP 2000 - 124- Rev 08 gnia A®I Mapauetamon
Bifl BX€ 3aTBepAKeHOro BupobHuka ANQIU
LU'AN PHARMACEUTICAL CO., LTD, Kutaii
(nonepepfHA peecTpavis Ha nigcTasi MaTepianis
OM® 3atBeppxeHoro BupobHrnka ANQIU LU'AN
PHARMACEUTICAL CO., LTD, Kurai), sik
Hacnigok: - NpuBefeHHNA cneyndikadii Ta
aHanNiTMYHUX METOANK 3a NoKasHuKamu
“laeHTudikauis”, “CynyTHi JOMILLKKL", y
BiANOBIAHICTb A0 BUMOT Aitoyoi MoHorpadii EP; -
3MiHa "TepMiHy npugatHocTi" Ha "pe-TecT" AdI -
48 micAauis

32.

rPUNOMEA®
XOT

NOPOLLOK A4/151 OpasIbHOro
PO3UNHY 3 MASIMHOBUM
cmakom no 5 r y cawue; no
5 a6o 10 calue y nayui

MNAT
"Ximchapmsas
of "YepsoHa

3ipka”

YKpaiHa

MAT
"Ximchbapm3sasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHU | TUNY - NOAAHHSI OHOBJIEHOTO
cepTtudpikata BignosigHocTi E® Ne R1- CEP
2000 - 124- Rev 07 (nonepepgHs Bepcia CEP R1-
CEP 2000-124-Rev 06) gns AdI
(MapaueTtamon)) Big, BXe 3aTBEPAKEHOr0
BMpo6HMKa ANQIU LU'AN PHARMACEUTICAL
CO., LTD, Kutaii. Ak Hacnigok, Bigdynocs:
BW/TyYEHHS] BUPOOHMKA MPOMIXKHOT MPOAYKLi
LIAONING SHIXING PHARMACEUTICAL &
CHEMICAL CO., LTD, China. 3aTBepaxeHi
BVMPOGHWYI AiNbHML, WO 3a/TMLLNANCE —
BUKOHYIOTb Ti cami (pyHKLUl, L0 BUyYeHa.
Bigbynacb 3MiHa Ha3BW BUPOOHWKIB MPOMIKHOI
npoaykuii, 6e3 3MiH1 MicLi BUPOGHMLTBA:
3arsepaxeHo: ANHUI BAYI CHEMICAL CO.,
LTD, China TAIXING YANGZI
PHARMACEUTICAL & CHEMICAL CO., LTD,
China 3anponoHoBaHo: ANHUI BAYI
CHEMICAL INDUSTRY CO., LTD, China
TAIXING YANGZI PHARM CHEMICAL
INDUSTRY CO., LTD, China; 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTudikara
BignosigHocTi €E® Ne R1- CEP 2000 - 124- Rev
08 (nonepepHs Bepcia CEP R1-CEP 2000-124-
Rev 07) ana A®l (Mapaveramorn)) Big, Bxe
3aTBepmxeHoro BupobHuka ANQIU LU'AN
PHARMACEUTICAL CO., LTD, KnTaii. Ak
Hacnigok, npueegeHHs Cneumndikadii /MeTtogis
BMNpobyBaHHA Ha AdI (MapavueTamon) y
BignosigHocTi o CEP Ne R1- CEP 2000 - 124-
Rev 08 Ta go sumor moHorpadii EP (gitoue
BUZAHHS)

6e3 peyenma

UA/16531/01/01

33.

rPUNMOMEA®

MOPOLLIOK /151 OP/IbHOTO

MAT

YKpaiHa

MAT

YKpaiHa

BHECEHHS 3MiH /10 peecTpaLjiliHix maTepianis:

6e3 peyenma

UA/16532/01/01
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n/n

Hassa
JliKapcbKO20
3acoby
XOoT

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

PO3UMHY 3 JIMMOHHUM
CMakoMm no 5 r y calle; no
5 a6o 10 caiwe y nauui

"Ximcpapmsas
o/, "YepsoHa
3ipka”

"Ximcpapmsasog
"UepBoHa 3ipka"

3MiHN | TUNY - NOAAHHS1 OHOB/IEHOTO
cepTudikaTa BignosigHocTi E® Ne R1- CEP
2000 - 124- Rev 07 (nonepepHs sepcia CEP R1-
CEP 2000-124-Rev 06) gns Adl
(MapaueTtamon)) Bif BXe 3aTBEPIKEHOro
BMpo6HMKa ANQIU LU'AN PHARMACEUTICAL
CO., LTD, Kutaii. Ak Hacnigok, Bigdynocsk:
BUTYYEHHS BUPOBHMKA NPOMIXHOT NPOAYKL;i
LIAONING SHIXING PHARMACEUTICAL &
CHEMICAL CO., LTD, China. 3aTBepmxeHi
BMPOGHWYI AiNbHML, WO 3a/TMLLNINCE —
BVIKOHYIOTb Ti cami (PyHKLIT, L0 BUTYyYeHa.
Bigbynach 3MiHa Ha3BU BUPOBHWKIB MPOMIKHOI
npoaykuii, 6e3 3MiH1 MicLis BUPOGHMLTBA:
3arseppkeHo: ANHUI BAYI CHEMICAL CO.,
LTD, China TAIXING YANGZI
PHARMACEUTICAL & CHEMICAL CO., LTD,
China 3anponoHoBaHo: ANHUI BAYI
CHEMICAL INDUSTRY CO., LTD, China
TAIXING YANGZI PHARM CHEMICAL
INDUSTRY CO., LTD, China; 3MiHu | Tuny -
nofaHHA OHOB/IEHOTO cepTudikaTa
BignosigHocTi €EP Ne R1- CEP 2000 - 124- Rev
08 (nonepepaHs sepcis CEP R1-CEP 2000-124-
Rev 07) ana A®l (Mapauetamorn)) Big, Bxe
3aTBepaxeHoro BupobHnka ANQIU LU'AN
PHARMACEUTICAL CO., LTD, KnTaii. Ak
Hacnigok, npveegeHHs Cneumndikadii /MeTtoais
BUNPo6yBaHHA Ha A®I (MapavueTtamon) y
signosigHocTi o CEP Ne R1- CEP 2000 - 124-
Rev 08 Ta fo BumMor moHorpadii EP (gitoue
BUJAHHSA)

34.

AANBOBET

ma3b no 15 r a6o 30 r masi
y Ty6i, no 1 1y6iy
KapTOHHIA KOpooLi

JIEO dapma
AIC

[JaHis

NIEO Na6opartopic
NimiTen

IpnaHgjs

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUny - 3MiHU WOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
BeefeHHs abo 3MiHN [0 y3arasibHeHUX AaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOT 32 3AiCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHvKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTakTHOI ocobu

6e3 peyenma

UA/7276/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiga/IbHOT 3a hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: AaHinosa Jlapuca
BonognmupisHa. 3MiHa KOHTaKTHUX JaHNX
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0C06M
3asBHVKa, BiANOBiAaIbHOI 3a thapmakoHarnsz, B
YKpaiHi
35. AE3O®PEMOHO® | Tabnetku, BKPUTI TOB «MIBE Ykpaina Mi6e Mv6X HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyernmom UA/16503/01/01
75 NAiBKOBOK 06O/I0HKOK MO YKPAIHA» ApuHarimitTTens 3MiHV | TUMY - 3MiHWM BHECEHO [0 IHCTPYKUIT Ans
0,075 mr; no 1 a6o no 3, MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
abo no 6 6nictepis no 28 po3zinu: "OcobmBoCTi 3acTocyBaHHS", "MoGIYHI
TabneToK y KapTOHHIl peakuii" 3rigHo 3 iHhopmaLielo Woa0 MegnyHoro
Kopoo6Li 3acTOCyBaHHS pethepeHTHOro NikapCbKoro
3acob6y (Cerazette®, film-coatet tablets 0,075
Mg, He 3apeecTpPoBaHnin B YKpaiHi); 3miHu | Tuny
- 3MiHV BHECEHO A0 IHCTPYKLi 415 MegnyHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"Oco611BOCTI 3acTOCyBaHHA" WOA0 6e3nekn
3acTocyBaHHSI AOMOMiXHOI peqyoBUHU. BBeAeHHS
3MiH NPOTAroM 6-TW MicALiB 3 AaTu
3aTBEPLKEHHS
36. ANNPUBAH emynbcia ans iHdysiin, 10 AcneH dapma IpnaHgis Brpo6Huk "in bulk", ITania/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/11592/01/01
Mr/mMn; ANns BUPO6GHMKa TpehgiHr nakyBaHHs, Benvka 3MiHU | TUny - 3MiHK 3 sKocTi. FoToBWIA
AcTpa3eHeka FOK JlimiTea, Nimiteq BMPOGHUK, BpuTtaHis nikapcbkuii 3aci6. Cuctema
Benuka BpuTaHis BiANOBIgaIbHUIA 32 KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa
(AstraZeneca UK Limited, KOHTPOb AKOCTi Ta 6yab-AKOT YaCTUHW MaTepiasny NepBuMHHOT
United Kingdom): BWMNYCK Cepil: YMaKoBKK, L0 HE KOHTaKTY€E 3 TOTOBUM
no 20 mn B amnyni; no 5 KopaeH ®apma nikapcbkM 3acobom (Hanpuknag, konip
amnys y KOHTYpPHIiA Couieta' Nep As3ioHi, KPULLIEYOK 3 KOHTPOJ1IEM NEPLUOro BiAKPUTTS,
YyapyHKOBIli ynakosLj; no 1 ITanis; BUPOOHUK, KONip KO4OoBUX Kinewb Ha amnynax, KoHTeliHepa
KOHTYPHIli YapyHKOBIi BiANOBIgaIbHUIA 32 0N ron10K (Pi3Hi BUAM nnactMmacu) (3MiHa, sika
YNakoBLii Y KApTOHHiiA BUMYyCK cepii: BMN/IMBAE Ha KOPOTKY XapakTepucTuky
KopooL; AcTpa3eHeka HOK NiKapcbKoro 3acoby). BHeceHHs 3MiH J0 po3giny
no 50 mn y donakoHi; no 1 NimiTen, Benvika «YnakoBka» /13 ans BupobHuka KopgeH ®apma
donakoHy 3 yTpumMyBayeMm y BpuTaHis Couieta' MNep AsioHi, ITanis, a came goaasaHHs
KapTOHHI Kopo6Lji; Ans hopmMY MPOMIXKHOT ynakoBku (6yn0: B KOHTYPHIi
BMPO6HMKa KopaeH ®apma YapyHKOBI yNakoBLi, CTaso: y KapTOHHOMY
Couieta' Nep As3ioHi, tpikcaTopi (yTpumMyBadi). 3MiHN BHECEHO B
ITanis (Corden Pharma IHCTPYKL,it0 4519 MEANYHOIO 3aCTOCYBaHHSA
Societa' Per Azioni, Italy): nikapcbKoro 3acoby y p. "YnakoBka". BeBefeHHs
no 20 mn B amnyni; no 5 3MiH NPOTArom 6-Tu MicALiB nicns
amnyn y kKapToOHHOMY 3aTBEPKEHHS.
thikcartopi (yTpumyBadi) y
KapTOHHI KopobLyj;
no 50 mn y donakoHi; no 1
chnakoHy 3 yTpumyBayem y
KapTOHHI KOopoo6Li
37. ANNPOPON® eMy/ibCist AN iHdysiin, 10 AT "dapmak” YKpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a peyenmom UA/15942/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
EATA mr/mMa no 20 mn B amnyni; 3MiHM | TUNY - BBEAEHHS [OAATKOBMX PO3MIpIB
no 5 amnyn y nayui; no 20 cepii roToBOro /iKapcbKoro 3acoby As
MmNy chnakoHi; no 1 a6o 5, fo3ysaHHa 10 mr/mn: 850 n ta 2000 n.
ab6o no 10 chnakoHiB y MponoHoBaHa pepgakuis: 150 n (7 462 amn., dn.
nadui; no 50 mny (20 mn), 2 941 don. (50 mn)); 500 n (24 875 amn.,
donakoHi; no 1 dpakoHy y dn. (20 mn), 9 803 pn. (50 mn));
nauuj 1000 n (49 751 amn., don. (20 mn), 19 607 don.
(50 mn)); 850 n (42 288 awmn., cpn. (20 mn), 16
666 on. (50 mn)); 2000 n (99 502 amn. chn. (20
mn), 39215 don. (50 mn))
38. AIABITEK N4 4 pO34unH Ans TOB "tOpis- Ykpaina TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/16599/01/01
1,36% nepuTOHeanbHOro Ajanisy; dapm” BMMPaB/IEHO TEXHIYHY NOMUSIKY Y TEKCTI

no 2000 MmN po3unHy y
KOHTEliHepi nonimepHoMmy,
061agHaHOMY iH'EKLIAHNM
nopTOM, 3 IHTerpoBaHUM
3a J0NOMOrot BOX
marictpanei Ta Y-
3'elHyBa4a NOPOXHiIM
NNacTUKOBUM NakeToM
[ONS ApeHaxy, BKNageHnx
y NPO30pwit NNacTUKOBUIA
nakeT; No 5 KOMN/EKTIB Y
KapTOHHI Kopo6Lj; no
2500 M/ po3ynHy y
KOHTEliHepi nonimepHoMmy,
061agHaHOMY iH'EKLIAHNM
nopTOM, 3 IHTerpoBaHUM
3a J0NOMOrot BOX
marictpanei Ta Y-
3'elHyBa4a NOPOXHim
NNacTUKOBUM NakeToM
[ONS ApeHaxy, BKNageHnx
y NPO30pwit NNacTUKOBUIA
nakeT; No 4 KOMNIEKTN y
KapTOHHI Kopo6Lj; no
5000 M/ pO3UnHY Yy
KOHTEliHepi nonimepHoMmy,
061agHaHOMY iH'EKLIAHNM
nopTOM, 3 IHTerpoBaHUM
3a 0NOMOrot ABOX
marictpanei Ta Y-
3'elHyBa4a NOPOXHim
NAacTUKOBUM NakeToM
[ONS ApeHaxy, BKNageHnx
y NPO30pwit NNacTUKOBUIA
nakeT; N0 2 KOMNEKTN y
KapTOHHI/ Kopoobui

MapKyBaHHsA ynakosok J13. 3AMPOIMOHOBAHO:
7. IHWI OCOBNUBI 3BACTEPEXEHHA
CTepubHO. BinbHuii Big, 6akTepianibHX

€HJ0TOKCUHIB. TeopeTnyHa 0OCMONSApHICTL 344
MOcM (MOsm)/n (). 3a3HauveHe BUNPaB/IEHHS
BiANoOBiga€e apxiBHUM maTepianam
peecTpauiiHoro Jocke
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

39.

DIABITEK NJ, 4
2,27%

PO34MH AN
NnepuToHeas1bHOro Aianisy;
no 2000 mn po3umnHy y
KOHTeliHepi nonimepHoMmy,
061a4HaHOMY iH'EKLiHUM
NopTOM, 3 iHTErpOBaHUM
3a J0NoOMOrot ABOX
marictpanei Ta Y-
3’efjHyBaya NopoXxHiv
NAacTUKOBUM NakeToM
ONSA ApeHaxy, BKnageHux
y NPO30pWii NNACTUKOBWIA
nakeT; No 5 KOMNIEeKTIB y
KapTOHHI Kopo6Lj; no
2500 M1 pO3UUnHY Y
KOHTeliHepi nonimepHoMmy,
061aaHaHOMY iH'EKLiAHUM
NopTOM, 3 iHTErpOBaHUM
3a 10NoMOrot ABOX
marictpanei Ta Y-
3’efjHyBaya NopoXxHiv
NAacTUKOBUM NakeToM
ONSA ApeHaxy, BKnageHux
y NPO30pWii NNACTUKOBWIA
nakeT; No 4 KOMNIEKTN y
KapTOHHI Kopo6Lj; no
5000 M1 pO3UUHY Y
KOHTEliHepi nonimepHoMmy,
061a4HaHOMY iH'EKLiAHUM
NopTOM, 3 iHTErpOBaHUM
3a J0NoMOrot ABOX
marictpanei Ta Y-
3’efjHyBaya NopoXxHiv
NAacTUKOBUM NakeToM
ONSA ApeHaxy, BKnageHux
y NPO30pWii NNACTUKOBWIA
nakeT; No 2 KOMNIEKTN y
KapTOHHI Kopoo6Li

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis:
BUMNPAaB/IEHO TEXHIUHY MOMUIIKY Y TEKCTI
MapkKyBaHHsA ynakosok J13. 3ANPOMOHOBAHO:
7. IHWI OCOB/MBI BACTEPEXXEHHA
CTepusbHO. BinbHuii Big 6akTepianbHMX
€H0TOKCUHIB. TeopeTuyHa oCMONAPHICTL 395
MOcm (mMOsm)/n (). 3a3HaveHe BUNpaB/IEHHS
Bignosigae apxiBHUM MaTepianam
peecTpauiiHoro Aocke

3a peyenmom

UA/16599/01/02

40.

NIABITEK N[, 4
3,86%

PO34MH AN
nepuTOHeaNbHOro Aianisy;
no 2000 M/1 pO34nHY Y
KOHTEliHepi nonimepHoMmy,
061aaHaHOMY iH'EKLiHUM
nopTOM, 3 IHTEerpoBaHUM
3a J0MOMOrot ABOX
marictpanei Ta Y-
3'eHyBava NOPOXHim
NAacTUKOBUM NakeToM

TOB "lOpis-
Papm”

Ykpaina

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
BUMPAaB/IEHO TEXHIUHY MOMUIIKY Y TEKCTI
MapKyBaHHs ynakosok J/13. 3ANPOIMOHOBAHO:
7. IHLWI OCOB/BI 3ACTEPEXXEHHSA
CTepuibHO. BinbHuii Big 6akTepianbHuX
€H0TOKCUHIB. TeopeTnyHa OCMOAPHICTL 383
MOcM (MOsm)/n (I). 3a3HaveHe BUNPaBEHHS
BiAMNOBIAA€E apxiBHUM MaTepianam
peecTpauiiHoro Aocbe

3a peyenmom

UA/16599/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

AN ApeHaxy, BKNafeHnx
y NpO30puit NNacTUKOBUIA
naket; no 2000 mn
PO34MHY Y KOHTElHepi
nosiMepHomy,
06nafHaHOMY iH'eKLiAHMM
nopTOM, 3 IHTEerpoBaHUM
3a J0NOMOrot ABOX
marictpanei Ta Y-
3'eiHyBava NoOpPoOXHim
NNacTUKOBUM NakeToM
[ONSA ApeHaxy, BKNageHnx
y NPO30pwit NNacTUKOBUIA
nakeT; no 4 abo 5
KOMNEKTIB Y KapTOHHIi
Kopo6ui; no 2500 mn
PO34MHY Y KOHTElHepi
noniMmepHomy,
061aaHaHOMY iH'EKLiHUM
nopToM, 3 iHTerpoBaHUM
3a [ONOMOrot BOX
marictpanei Ta Y-
3'eHyBava NOpPOXHim
NAacTUKOBUM NakeToM
ONSA ApeHaxy, BKNafeHnx
y NpO30puit NNacTUKOBUIA
naket; no 2500 mn
PO34MHY Y KOHTElHepi
nosiMepHomy,
06nagHaHOMY iH'eKLiAHUM
nopTOM, 3 IHTEerpoBaHUM
3a J0NOMOrot ABOX
marictpanei Ta Y-
3'eiHyBava NoOpPoXHim
NNacTUKOBUM NakeToM
[ONSA ApeHaxy, BKNageHux
y NPO30pWit NNacTUKOBUI
nakeT; No 4 KOMNIEKTN y
KapTOHHIlA kopo6Li; no
5000 M1 pO3YMHY y
KOHTEliHepi nonimepHoMmy,
06nagHaHOMY iH'eKLiAHMM
nopTOM, 3 IHTEerpoBaHUM
3a J0NOMOrot ABOX
marictpanei Ta Y-
3'eiHyBava NoOpPoOXHim
NNacTUKOBUM NakeToM
[N ApeHaxy, BKNafeHnx
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
y NPO30pWit NNacTUKOBUI
naket; no 5000 mn
PO3UMHY Y KOHTElHepI
noniMmepHomy,
061a4HaHOMY iH'EKLiHUM
NopTOM, 3 iHTErpOBaHUM
3a J0NoOMOrot ABOX
marictpanei Ta Y-
3’efjHyBaya NopoXxHiv
NAacTUKOBUM NakeToM
ONSA ApeHaxy, BKnageHux
y NPO30pWii NNACTUKOBWIA
nakeT; No 2 KOMNIEKTN y
KapTOHHI KOopoo6Li
41. AOKCOPYBIUNH | KOHLUEeHTpaT A5 PO3UnHYy Akkopa Benvka BMPOGHMLTBO, IHpis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a peyenmom UA/17439/01/01
AKKOPL, Ans iHdysin, 2 mr/mn; no 5 Xenckea BpuTaHis KOHTPO/b AKOCTI, Benuka 3MiHM | TUMy - 3MiHW 3 AKOCTi. FOTOBWIA
M (10 mr), 10 mn (20 wmr), Nimiteq nepBuHHE Ta BputaHis/ nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
25 mn (50 wmr), 50 mn (100 BTOPUHHE YropuwHa BMNpobyBaHb abo JOMYCTUMUX MEX,
mr), 100 mn (200 mr) y nakyBaHHs: IHTac BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
donakoHi, No 1 dpnakoHy y dapmacbloTikanc BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby -
KOpOO6Lii 3 KapTOHY Nimiteq, HAia 3MiHa AoNyCTMMMNX MEX Y npoueci BUpobHULTBA
BMPOGHMLTBO, N3y donakoHi no 100 mn, 30Kpema: 3MiHa Macu
KOHTPO/b AKOCTI, BMiCTy chnakoHy 3 "101-102 r" Ha "101-103 r".
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: IHTac
dapmacbtoTikanc
Nimiteq, IHAisA
BiANoBigabHUIA 3a
BMNYCK cepii: AKkopg,
Xenckea flimites,
Benvka bputaHis
BTOPWHHE
nakyBaHHS: AKKOpA
Xenckea fimites,
Benuka BpuTaHis
KOHTPO/Tb AKOCTI
cepiii: BeccniHr
Xanrepi K.,
YropuwmHa
42, AOKTOP MOM® NbOASHUKK, MO 4 TOB Ykpaina HOHiK IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 peyenma UA/6077/01/01
3 ArigHNm NbOASHUKM y CTpuNi; Mo 5 "[IXOHCOH | PapmacboTuKan 3MiHK | TNy - 3MiHa y MeTogax
CMAKOM CTPVNIB Yy KAPTOHHIN JDKOHCOH Na6opaTopi3 BMNPOOOBYBaHHS, a came y
Kopobui YkpaiHa" (BipLineHHs chipmmn po3ainax:"laeHTudikauin”, "KinbkicHe

"Ix. B. Kemikan3
eHy
PapmacboTrKan3
nra.")

BU3HaYeHHA", B 3B’A3KY 3 OHOB/IEHHAM MeTo4y
BEPX (ans 6-waroany); 3mMiHu | tuny -
OHOBJIEHHS BXe 3aTBEpP)KEHNX METOLIB
KOHTPOJIH0 SIKOCTI /liKapCbKOro 3acoby, a came
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BUKNaAeHHA TEKCTY AepPXXaBHOK MOBOKO 3Fi,EI,HO
Cy4aCHuUX smmor

43.

AOKTOP MOM®
13 ®PPYKTOBUM
CMAKOM

NbOASAHWNKN MO 4
NbOAAHUKN Yy CTpuni; no 5
CTPUNIB Yy KAPTOHHIl
Kopoo6ui

TOB
"[DKOHCOH i
[>KOHCOH
YkpaiHa"

Ykpaina

HOHiK
dapmacboTuKa
Na6opaTtopi3
(BipgineHHs dipmmn
"Ix. B. Kemikana
eHf
PapmacboTrKan3
nTa.)

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUny - 3MiHa y MeToAax
BMNPO6OBYBaHHSA, a came y
posginax:"laeHTudpikauis”, "KinbkicHe
BU3HAYEHHA", B 3B’A3KY 3 OHOBJIEHHAM MeToAYy
BEPX (ans 6-waroany); 3mMiHu | Tuny -
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB
KOHTPOJIH0 SIKOCTI NikapcbKoro 3acoby, a came
BUKNAEHHS TEKCTY AepXaBHOK MOBOMO 3rifHO
Cy4acHux BMmor

6e3 peyenma

UA/6076/01/01

NONOKC

renb 50 mr/r, no 40 r rento
y Ty6i antomiHieBiit, no 1
Ty6i y nayuyi 3 kapToHy; No
100 r rento y Ty6i
namiHaTHilA, no 1 Ty6iy
nauuj 3 KapToHy

ToBapucTso 3
obmexeHo
BiANOBIAA/bHI
CT0 "KoHapK
IHTenven"

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"Ximthapm3sasop
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHW BHECEHI B iHCTPYKLi0 ANs
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3gin "YmoBu 36epiraHHa" Ta B TEKCTI
MapKyBaHHS NlikapCbKOro 3acoby y po3ainu
LLIOA0 BMPOGHMKA Ta MOro MicLe3HaxomKeHHs
3rifHo iHdhopMadii, 3a3HaveHoi y Pl ta B MKA
Ta He3HaYHi NpaBKun MO TEKCTY MapKyBaHHS
ynakoBOK. BBeAeHHs 3MiH NpoTArom 6-tn
MicsLUIB NicNsa 3aTBEPKEHHS

6e3 peyenma

UA/18755/01/01

45,

LOYOOAPT

Kancynu TBepai no 0,5
mr/0,4 mr; no 30 a6o no 90
Kancyn y dpnakoHi; no 1
(h/1aKOHY B KapTOHHiiA
Kopobui

nakcoCmiTKn
SINH ExcnopT
NimiTeq

Benuka
BpuTaHis

KataneHT [hxepmeHi
LopHaopd Mm6X

HimeuunHa

BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BeefieHHs ab0 3MiHM [0 y3arasibHeHUX AaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnaay 3asBHuUKa ansi 34iliCHeHHS
hapmakoHarnsigy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YyNOBHOBaXeHOI 0co6y,
BiNOBIAabHOT 3a 34iiCHEHHS dhapmakoHarnsgy
(BK/KOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT
0Cco6M 3as1BHKKA, BignoBigasibHOI 3a
thapmakoHarnsag;

MponoHosaHa peaakLis — [p. MeHc-Ynbpix
LLtermanH / Dr. Jens-Ulrich Stegmann, MD.
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0co6H,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
HOMepy Ta MicLle3Hax0MKEHHS1 MacTep-thainna

3a peyenmom

UA/13330/01/01

46.

ENIKBIC

TabneTku, BKPUTI
NAiBKOBOK 060/10HKOIO, MO

Mdpaiizep IHkK.

CWA

Brpo6HMUTBO,
KOHTPO/b SKOCTi Ta

CLUA/
ITania/

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TNy - 3MiHK 3 IKOCTi. FoTOBWIA

3a peyenmom

UA/13699/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
2,5 mr; no 10 TabneTok y KOHTPO/Ib SKOCTi Npun | HimewunHa/ nikapcbknii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
6nictepi; no 2 6nictepn y BUNYCKY cepil: IpnaHgis iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
nauuj 3 KapToHy BpicTon-Maiiepc Ta KOHTPOJI0 AKOCTi FOTOBOTO J1iKapCbKOro
CkBi66 3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
MeHtohekyypuHr Bignosigae 3a BBe3eHHA Ta/abo BUnyck cepii) -
KomnaHi, CLUA; He Bkntoyaroun KOHTPO/b/BUNPOBYBaHHSA cepii.
MaKyBaHHs, [opaBaHHsA anbTepHaTMBHOI BUPOGHMYOT
KOHTPO/b AKOCTi Ta ainbHuui Copas Jlaboparopi3 T/A Bpicton-
BUNYCK cepil: Maiiepc Ckgi66 dapmacbtoTikan OnepeiiLuHs,
KataneHT AHarHi EkcTepHan MeHwodekuypuHr, IpnaHgis,
c.p.n.., Itanis; BignoBigasbHOI 3a BUNYycK cepii. 3MiHWM BHECEHO
nakyBaHHS, B iIHCTPYKL,i0 4151 MEAMYHOTO 3aCTOCYBaHHS
KOHTPO/b AKOCTi Npu OO0 HAalMEHYBaHHS Ta MICLIe3HaXOKEHHS
BUNYyCKyY cepii Ta BMPOGHMKA (f0faBaHHS BUPOOHMKA) 3
BUNYCK cepil: BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
Mdpaiizep yMakoBKM NikapcbKoro 3acoby. BBegeHHs 3MiH
MeHtohekyypuHr NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPOXKEHHS.
[Joiiunens MveX, 3MiHu | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
HimeuumnHa; HalilMeHyBaHHs Ta/abo agpecu micus
BUPOBHMLTBO, NpOBapPKEHHS AiSNbHOCTI BUPO6HMKa/iMnopTepa
KOHTPO/b SAKOCTi Npu roTOBOro MikapCbKOro 3acoby, BKIYaUN
BUWMYCKy Cepii: OiNbHULI BUMYCKY cepii abo MicLie NpoBeAEeHHS
Mcpaiizep Ipnangis KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAgnosigae
dapmacbloTikans, BMPOGHMK/iMNOPTEp, BKIOYAKOUN BUMYCK Cepild) -
IpnaHgis; Bunyck 3MiHa Ha3BW Ta agpecy BUPO6HUKa, 6e3 3MiHK
cepii: Copas MicLs BUPOBGHULTBA. 3MiHU BHECEHO B
Nab6opaTtopis T/A IHCTPYKLiIO 418 MeQUYHOro 3acToCyBaHHS LWo40
BpicTton-Maiiepc HalilMeHyBaHHS Ta MiCLLe3HaXOKEHHS
CkBi66 BMPOGHMKA 3 BiNOBIAHUMMN 3MiHAMM Y TEKCTI
dapmacboTikan MapKyBaHHS yNakoBKM iKapCbKoro 3acoby
OnepenLuH3, (OHOBNEHHA Ha3BW Ta MiCLe3HaXOMKEHHS
EkcTepHan BMpOOHUKa). BBEAEHHA 3MiH NPOTATroM 6-Tn
MeHodekuypuHr, MiCALIB MICNA 3aTBEPLYKEHHS.
IpnaHgjs
47. ENIKBIC TabneTkn, BKpUTI Mdpaiizep IHkK. CWA BupobHnuTBO, cLA/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/13699/01/02
NiBKOBOK 060/1I0HKOD, MO KOHTPO/Ib AKOCTi Ta ITanis/ 3MiHY | TUny - 3MiHK 3 AkocTi. FoToBWiA
5 mr; no 10 Tabnetok y KOHTPO/Ib AKOCTi Npn | HimeuunHa/ nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
6nictepi; no 6 6nictepis y BWMYCKY Cepii: IpnaHgjs iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
nauuj 3 kKapToHy; no 10 BpicTton-Maiiepc Ta KOHTPOJII0 SAKOCTi FOTOBOTO J1ikapCbKOro
Tabnetok y 6nictepi; no 3 CkBi66 3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
abo no 6, abo no 10 MeHtochekuypuHr BiANoBigae 3a BBe3€HHA Ta/abo Bunyck cepii) -
6nicTepiB y nauui 3 KomnaHi, CLUA; He BktoYar0Un KOHTPO/b/BUNPOBYBaHHS cepii.
KapToHy; no 14 TabneTok y MakyBaHHs, [ofaBaHHA anbTepHaTUBHOI BUPOGHUYOT
6nicTepi; no 2 6nictepn y KOHTPO/b SKOCTi Ta ainbHuui Copgags Jlabopatopis T/A Bpicton-
nauuj 3 KapToHy BWMNYCK Cepil: Maiiepc Ckgi66 ®apmacbioTikan OnepeiLuHs,
KaTaneHT AHarHi EkcTepHan MeHodekvypuHr, IpnaHgis,
c.p.n., Itanis; BiANOBIAa/IbHOI 3@ BMMYCK cepii. 3MiHM BHECEHO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHS, B IHCTPYKL,iO 415 MEAMYHOrO 3aCTOCYBaHHS
KOHTPO/b AKOCTi Npy LLOA0 HAalMeHYBaHHS Ta MICLIe3HaXOKEHHS
BMNYyCKy cepii Ta BMPOGHMKa (40AaBaHHSA BUPOGHMKA) 3
BWMNYCK Cepil: BIANOBIAHUMM 3MiHAMW Y TEKCTi MapKyBaHHS
Mdpaiizep ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
MeHtochekuypuHr NpPOTArom 6-T1 MICALIB NiCNA 3aTBEPMKEHHS.
Loiiuneng Mv6X, 3miHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HimeuuunHa; HalilMeHyBaHHs Ta/abo agpecu Micus
BMPOGHULTBO, NpoBafKeHHA AISNbHOCTI BUPOOHMKa/imnopTepa
KOHTPO/b AKOCTi Npu roTOBOIO /1iKapCbKOro 3acoby, BKIHOUaoun
BUNYCKyY cepil: OiNbHULI BUNYycKy cepii abo MicLe NpoBeAEeHHS
Mdpaiizep Ipnangis KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky Bignosifae
dapmacbloTikans, BMPOGHMK/IMNOpPTEp, BK/IOYaoUM BUMYCK CEpiid) -
IpnaHgis; Bunyck 3MiHa Ha3BuW Ta agpecu BUPOOHUKa, 6e3 3MiHU
cepii: Copgs MicL BUPO6HMLTBA. 3MIHU BHECEHO B
Na6opaTtopi3 T/A IHCTPYKLlO ANS MeANYHOro 3acTOCyBaHHS LL0A0
Bpicton-Maiiepc HaliMeHyBaHHS Ta MiCLie3HaxXO[XXEHHS
CkBi66 BMPOOHUKA 3 BifNOBIAHUMMN 3MIHAMM Y TEKCTI
dapmacbloTikan MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
OnepeLuH3, (OHOBNEHHA Ha3BW Ta MiCLe3HaX04KEHHS
EkcTepHan BMPOGHUKA). BBEAEHHS 3MiH NPOTArom 6-Tn
MeHdekUypuHr, MiCALIB MIiC/1A 3aTBEPLKEHHS.
IpnaHgis
48. ENICIHOAH niodghinizat As19 po3unHy TOB "TeBa YkpaiHa Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/6969/01/01
Ans iHdysiii no 10 mr; 1 YkpaiHa" NMOBHWUM LMK/IOM: PymyHis/ 3MiHU | TUNY - BUNYYEHHS HE3HAYHOr0 NoKa3HMKa
hnakoH 3 nioginizatom y AxTasic ITanis Himeuunna | «lgeHTudpikauis enipy6iuvHy (metogom BEPX Ta

KapTOHHIM navi

C.n.A,, Itanis;
Bupo6bHMLTBO 3a
MOBHVM LVK/IOM:

CiHgaH ®apwma CP/1,
PyMyHis;

Brpo6HMLUTBO

Hepo3dacoBaHoi
NPOAYKLT; KOHTPO/b
cepii: TromypraH
dapmaui M'méX,
HimeyunHa

MeToAoM XiMiuHOT peakuii)» i3 cneumdikaw,i
roToOBOrO NiKapCbKOro 3acoby NpPoTAroM TepMiHy
npugaTHocTi. BBeAEHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS; 3MiHM | Tuny —
BU/TYYEHHS HE3HAYHOIO NOKa3HUKa
«lgeHTudikauis metTunnaparigpokcnbeHsoaty
(veTtogom BEPX Ta metogom TLUX)» i3
cneumaikaLii roToBOro fikapcbkoro 3acoby
NPOTAroM TepMiHy NpMAATHOCTI. BBEAEHHS 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMAKEHHS;
3MiHW | TUNY — BUSTYYEHHS HE3HAYHOTO
nokasHuka «OfHOPIAHICTb J030BaHNX OAUHULIb»
i3 cneyudikaLii roToBOro Nikapcbkoro 3acoby
NPOTAroM TepMiHy NpuAaTHOCTI. BBeAeHHS 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS;
3MiHM | Tuny — npuBeaeHH MKA N3y
BifNOBIAHICTb 4O OHOBMIEHOTO PO3AiniB
peecTtpauiinHoro gocbe 3.2.P.5.1 Cneyucpikauis
Ta 3.2.P.5.2 AHaniTU4YHi METOAMNKM, a came
BUKNafeHHs iHhopmali y BignosigHiCTb A0
HOBOTO WaboHy AoCbe. BBEAEHHS 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMKEHHS
49, ENICIHOAH niocpinizaT ANs po3vnHy TOB "TeBa Ykpaina Bupo6bHMLTBO 3a ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/6969/01/02
Ans iHdysiin no 50 mr; 1 YkpaiHa" NMOBHUM LMK/IOM: PymyHis/ 3MiHM | TUMY - BUNYYEHHA HE3HAYHOTO MOKa3HMKa
chnakoH 3 niogpinizatom y AxTasic ITanis HimeuunHa | «lgeHTudikayis enipy6iuvHy (Metogom BEPX Ta
KapTOHHI nayi C.n.A., ltanis; MeTofoM XiMiYHOT peakLii)» i3 cneumdikaui
Brpo6HMuTBO 3a roTOBOrO /liKapCbKOro 3acoby NpoOTAroM TepMiHy
MOBHUM LVIK/TOM: NpUAATHOCTI. BBEAEGHHA 3MiH NPOTArOM 6-Tu
CiHgaH ®apma CP/1, MiCAILiB Micnsa 3aTBEPKEHHS; 3MiHM | TUNYy —
PymyHis; BW/TyYEHHS HE3HAYHOrO MOKa3HWKa
Brpo6HMUTBO «laeHTudikalisa metTunnaparigpokcnbeHsoaty
Hepo3dhacoBaHOl (meTogom BEPX Ta metogom TLUX)» i3
NpPOAYKL,T; KOHTPO/b cneuudikaLii rotoBoro ikapcbkoro 3acoby
cepii: TromypraH NpOTAroM TepMiHy NpMAATHOCTI. BBeAEHHS 3MiH
dapmaui Mv6X, NPOTArom 6-Tu MiCAILIB NiCNs 3aTBEPOKEHHS;
HimeuunHa 3MiHW | TUMY — BUYYEHHS HE3HAYHOTO
nokasHuka «OAHOPIAHICTb [030BaHNX OANHULIb»
i3 cneyudpikaii roToBOro nikapcbkoro 3acoby
NPOTAroM TepMiHy NpMAATHOCTI. BBEAEHHS 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHK | TUNY — npuBegeHHa MKA N3y
BiAMNOBIAHICTb 4,0 OHOB/IEHOTrO PO3A4iNiB
peecTpauiiHoro gocke 3.2.P.5.1 Cneundikauis
Ta 3.2.P.5.2 AHaniTu4Hi MeToaukKM, a came
BVKaAEHHS iHhopmauii y BiANOBIAHICTb A0
HOBOrO LLIA6OHY AOCLE. BBEAEHHSA 3MiH
NPOTAroMm 6-Tu MiCALIB NicNa 3aTBEpPIKEHHS
50. ECCEHUIANE® H | po3unH ans iH'exuiii, 250 TOB "Onenna Ykpaina ®AMAP XENC Icnanis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: - UA/7720/01/01
Mr/5 M, in bulk Ne 336: no Xenckea KEAP CEPBICI3 3MmiHa 3asBHVKa (BNacHvKa peecTpauiiHoro
5 mn B amnyni; no 336 YkpaiHa" MAZPWVA, C.AY. noceigyeHHs) (3rigHo Hakasy MO3 Big
amnyn y TpaHCMopTHIl 23.07.2015 Ne 460): BeefeHHs 3MiH NpoTArom 6-
Kopoo6Li TV MICALB NiC/A 3aTBEPAXEHHS.
51. ECCEHUIANE® H | po3unH ans iH'exuiii, 250 TOB "Onenna YkpaiHa nakyBaHHs, YkpaiHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/8626/01/01
mr/5 mi; Ne 5:no 5 mn B Xenckea MapKyBaHHS1, IcnaHis 3MiHa 3asiBHMKa (BNacHMKa peecTpauiinHoro
amnyni; no 5 amnyn y YkpaiHa" KOHTPO/b Ta BUMYCK noceigyeHHs) (3rigHo Hakasy MO3 Big
KOHTYPHili YapyHKOBIi cepii: AT 23.07.2015 Ne 460). 3MiHV BHECEHO B
yNakoBLi B KAPTOHHIN "Tanuudhapm”, IHCTPYKL,i10 418 MeAUYHOro 3aCToCyBaHHs LWo40
Kopoo6Li YkpaiHa,; HaliMeHyBaHHS 3as1BHVKa 3 BiAMOBIAHNMU
BMPOGHULITBO, 3MiHaMK y TEKCTi MapKyBaHHSA ynakoBKu
nakyBaHHs, nikapcbkoro 3acoby. BeefeHHsA 3MiH NPOTAroM
MapKyBaHHS, 6-TN MiCALB NicNA 3aTBEPAXKEHHS.

KOHTPO/Ib Ta BUMYCK
cepii: PAMAP XEJIC
KEAP CEPBICI3
MAJPUA, C.AY.,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

52.

SO/IMITPUNTAH

Icnanis

MOPOLLIOK (CybCcTaHuis) y
naketax 3 h0/IbroBaHoi
nniskn Ans
hapMaLeBTUYHOIO
3acTocyBaHHsA

TOB HaykoBo-
BMPOGHMYaA
hipma
"MIKPOXIM"

Ykpaina

TOB Haykoso-
BMPOGHMYa hipma
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
BunpaBneHHs TeXHIYHOT MOMUIIKV B OHOBIEHWX
MKS#A 3aTBepaxeHnx Hakazom MO3 YkpaiHn Ne
721 Big 13.04.2021 (npoueaypa - 3MiHu | Tuny -
3MiHM Y cneuumdikalii Ta MeTogax BUNPOOyBaHHS
A®I, y 38’93Ky 3 NPUBELAEHHAM [0 BUMOT
MoHorpadii €sponeiicbkoi hapmakonei 2737 Ha
Zolmitriptan. Moka3Hukn «Onunc»,
«PO3UnHHICTb», «lgeHTudikauis», «CynposigHi
OOMiLWKu», «CynbgaTHa 301a», «KinbkicHe
BU3HAYEHHS» YTOYHEHO (DOPMY/IOBAHHA Ta
METOAVKM AN NPUBEAEHHAM [0 BUMOT
MoHorpadii. BunyueHo nokasHuku «po3opicTb
PO34nHy», «KO/IbOPOBICTb PO3UNHY»,
«TemMneparypa nnas/ieHHs», «ONTUYHe
obepTaHHs», «Baxki meTanu», «BTpaTta B Maci
npy BUCYLLYBaHHI». [lofaHO NOKa3HUKN
«EHaHTiOMepHa uncToTa», «Bogax»; 3miHu | Tuny
- fonoBHeHHsA cneundikauii Ha A®| nokasHUKOM
«3a/IMLLKOBI PO3YMHHVKM» 3 BiANOBIAHUM
MeTOoL0M BUNPOBYBaHHS). [pn BHECEHHI 3MiH B
oHoBneHi MKSA nikapcbkoro 3acoby 6yna
JonyLeHa noMuska, a came: He 6yB
BunpasneHuii n. 10 KinbkicHe BU3HaYEeHHS
BiANOBIAHO [0 3aTBEPMAKEHOT 3MiHW Ta
HEKOPEeKTHO 3a3HayeHi AaHi Ha Apyriil CTOpPIHL
MK$A nikapcbkoro 3acoby oo ckiagy
cybcTaHuii.

UA/14798/01/01

53.

NNMUrPNKC®

Tabnetku no 20 mr; no 25
TabneTtok y 6nictepi; no 2
6nictepu B nayui 3
KapToHy

AT "I'piHaekc"

Natsis

AT "T'piHgekc"

Nartsia

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK WoJ0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBIAaANbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 3MilCHEHHS
thapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHA BifJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTakTHOT ocobu
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YkpaiHi. [ponoHoBaHa pefakuis: MapTUHUyK

3a peyernmom

UA/16096/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Oner BonognMunposmy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4noBigabHOI 3a
hapmakoHarnag, B Ykpaini
54. IBYNMPOM TabneTku, BKPUTI tOHina6, Nn CLIA TOB HOC dapmauis MonbLa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 peyenma UA/6045/01/01
060/10HKO10, o 200 mr, Nno 3MiHK | TUNY - NOAaHHS OHOBJ/IEHOrO
2 TabneTku y cawe; no 10 cepTtudikaTa BigNOBIAHOCTI EBPONENCHKIl
Tabnetok B 6nicTepi; no 1 chapmakonei Ne R1-CEP 2002-099-Rev 07 ans
6nicTepy B KApTOHHiiA A®I 16ynpodheHy Bif BXe 3aTBEpP)KEHOrO
Kopobui; no 50 TabneTok y Bnpo6bHmka HUBEI BIOCAUSE HEILEN
chnakoHi; no 1 chnakoHy B PHARMACEUTICAL CO., LTD., China, y
KapTOHHIA KOpooLi Hacnigok 3mMiHW B MeToAuLi BUNpPo6yBaHHSA 3a
NMOKa3HUKOM "3a/IULLKOBI PO3YMHHUKN"
55. IBIKAPA® A Tabnetku no 40 mr/5 wr; OPIrAHOCUVH OAE EBepTomxeH flaiid IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/16928/01/01
no 7 Tabnetok B NANDCAEHC CaeHcus Jlimiteq, 3MiHK | Tuny - nogaHHs Hosoro CEP (R1-CEP
antoMiHieBomy 6nictepi, N3 (E® 3ET ) 2009-028-Rev 03) ana A®l TenmicapTaHy Big,

no 2 a6o 4 6nictepu y
KapTOHHIA KopooLi

HOBOroO BMPOGHUMKa (gonoBHeHHs1) GLENMARK
LIFE SCIENCES LIMITED, India, i3
3a3HauYeHHSAM BMMOT [0 KOHTPOJO BMICTY
HiTpPO3aMiHiB, OHOB/IEHHA cneuudikauii API Big
BUpo6HuKa /13: N -nitrosodimethylamine
(NDMA)-He 6inbLe 0,01 ppm; N-
nitrosodiethylamine (NDEA)-He 6inbLie 0,02
ppm;
N-nitrosodibutylamine (NDBA)-He 6inbLue 0,05
ppm; 3MiHW | TUNY - HE3HAYHI 3MiHW Y
BMPOGHMYOMY npoueci Ha cTagisx: TabneTmaca
TenmicaptaHy (Telmisartan Common Blend) —
Po3gineHHs 3a po3MipoM Ta nogpibHeHHs
BUCyLLEeHUX rpaHyn (Sizing and Milling of dried
granules); Tabnetmaca Amnogunidy (Amlodipine
Common Blend) — 3miwyBaHHsA (Blending);
3MiHK | TUNY - BBEAEHHSA [,04ATKOBOTO PO3Mipy
cepii gN1s roToBOro NMikapCcbKoro 3acoby; 3mMiHu |
TMNy - NofaHHA oHoBsieHoro CepTtudpikary
BiAnoBigHOCTI EBponeiickbkili ®apmakonei No.
R1-CEP 2002-072-Rev 08 gna A®l Amnoguniny
6ecunarty Bif BXe 3aTBepPAKEHOro BUPOOGHUKA
GLOCHEM INDUSTRIES PRIVATE LIMITED,
India, Ha 3amiHy cepTucpikaTy BignosigHoCTi €
No. R1-CEP 2002-072-Rev 03; 3i 3MiHOI Ha3BM
Ta afpecu BUPOOHVKa; BBEAEHHS AiIbHUL
BignoBigasbHOI 3a «Production of Intermediate»
- NPUBEAEHHS Y BifNOBIAHICTb 4O OHOBNEHOIO
cepTuduikaTy BignoBsigHOCTI €EBponenchkili
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n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

56.

IBIKAPA® A

Tabnetkun no 40 mr/10 wmr;

OPIAHOCVH

thapmakonei

57.

no 7 TabneTok B
antoMiHieBomy 6riicTepi,
no 2 abo 4 6nictepu y
KapTOHHI/ KopoobLi

NAVSCAEHC
N3 (E® 3ET I)

OAE

EBepTomKeH flaiid
CaeHcus NlimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TNy - nogaHHsa Hosoro CEP (R1-CEP
2009-028-Rev 03) ana A®I TenmicapTaHy Big,
HOBOro BMpO6HUKa (fonoBHeHHs1) GLENMARK
LIFE SCIENCES LIMITED, India, i3
3a3HaYeHHSIM BUMOT [jO KOHTPO/IH0 BMICTY
HITPO3aMiHiB, OHOB/IEHHA cneuudikauii APl Big
BMpo6Huka f13: N -nitrosodimethylamine
(NDMA)-He 6inbie 0,01 ppm; N-
nitrosodiethylamine (NDEA)-He 6isbLie 0,02
ppm;
N-nitrosodibutylamine (NDBA)-He 6inbLue 0,05
ppm; 3MiHM | TUNY - HE3HAYHI 3MiHN Y
BMPOGHMYOMY MpoLeci Ha cTagiax: TabneTmaca
TenmicapTaHy (Telmisartan Common Blend) —
Po3gineHHs 3a po3Mipom Ta noapibHeHHs
BUCYyLLEeHUX rpanyn (Sizing and Milling of dried
granules); Tabnetmaca AmnoguniHy (Amlodipine
Common Blend) — 3miwwyBaHHsA (Blending);
3MiHV | TUNY - BBEAEHHS A04ATKOBOrO PO3Mipy
cepii AN roTOBOro Jlikapcbkoro 3acoby; 3MiHu |
TUNy - NOAaHHSA oHoBneHoro CepTudikaty
BignosigHOCTI €Bponeiickkii ®apmakonei No.
R1-CEP 2002-072-Rev 08 gna A®l AmnoguniHy
6ecunnarty Bif BXe 3aTBEPKEHOI0 BUPOOHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED,
India, Ha 3amiHy cepTudikaTy BignoBigHoOCTi E®
No. R1-CEP 2002-072-Rev 03; 3i 3MiHOI Ha3BM
Ta agpecu BUPO6HVKa; BBEAEHHS AifIbHULL
BignoBigasnbHOI 3a «Production of Intermediate»
- NPUBEAEHHS Y BiANOBIAHICTL 4O OHOBMEHOIO
cepTndikaTy BiANOBIAHOCTI €BpPONENChHKIN
thapmakonei

3a peyenmom

UA/16928/01/02

IBIKAPA® A

Tabnetkun no 80 mr/5 wr;
no 7 TabneTtok B
antoMiHieBomy 6iicTepi,
no 2 abo 4 6nictepu y
KapTOHHI/ KopoobLi

OPTAHOCVIH
NARDGCAEHC
N3 (E® 3ET I

OAE

EBepTomXeH flaiid
CaeHcus NlimiTeq,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TRy - nogaHHsa Hosoro CEP (R1-CEP
2009-028-Rev 03) gnsa A®| TenmicapTaHy Bif,
HOBOro BMpo6HUKa (fonoBHeHHs)) GLENMARK
LIFE SCIENCES LIMITED, India, i3
3a3HaYeHHSIM BUMOT [j0 KOHTPOJIK0 BMICTY
HITpPO3aMiHiB, OHOBNEHHA cneuudikauii APl Big
BMpo6Huka f13: N -nitrosodimethylamine
(NDMA)-He 6inbLie 0,01 ppm; N-
nitrosodiethylamine (NDEA)-He 6inbLue 0,02
ppm;
N-nitrosodibutylamine (NDBA)-He 6inbwe 0,05

3a peyenmom

UA/16928/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

ppm; 3MiHKM | TMNY - HE3HAYHI 3MiHN Y
BMPOGHMYOMY MpoLieci Ha cTagisax: TabneTmaca
TenmicaptaHy (Telmisartan Common Blend) —
Po3gineHHs 3a po3MipoM Ta nogpibHeHHs
BUCYLLEeHUX rpaHyn (Sizing and Milling of dried
granules); Tabnetmaca Amnogunidy (Amlodipine
Common Blend) — 3miwyBaHHs (Blending);
3MiHW | TUNY - BBEAEHHSA [,0A4ATKOBOrO PO3Mipy
cepii g5 roToBOro NikapcbKoro 3acoby; 3mMiHu |
TUMy - NOAaHHSA OHoBMeHoro CepTudikaty
BiAnoBigHOCTI EBponeiickkili ®apmakonei No.
R1-CEP 2002-072-Rev 08 gna A®l Amnoguniny
6ecunary Bif BXe 3aTBEpPXEHOro BUPOOHMKa
GLOCHEM INDUSTRIES PRIVATE LIMITED,
India, Ha 3amiHy cepTudikaTy BignosigHocTi €
No. R1-CEP 2002-072-Rev 03; 3i 3MiHO0 Ha3BM
Ta afpecy BUPOOHWKA; BBEAEHHS AiNbHUL
BiAgnoBigasbHoI 3a «Production of Intermediate»
- NPVBEAEHHS Y BiAMOBIAHICTb O OHOB/IEHOTO
cepTudpikaTy BignoBigHOCTI EBponechkili
thapmakonei

58.

IBIKAPA® A

Tabnetkun no 80 mr/10 wmr;
no 7 Tabnetok B
antomiHiesomy bnictepi,
no 2 a6o 4 6nictepu y
KapTOHHIA KOpooLi

OPTAHOCVIH
NAVI®CAEHC
3 (E® 3ET I

OAE

EBepTomxeH flaiid
CaeHcus Jlimiteq,

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | Tuny - nogaHHs Hosoro CEP (R1-CEP
2009-028-Rev 03) ana A®| TenmicaptaHy Big,
HOBOroO BMPOGHMKa (gonoBHeHHs1) GLENMARK
LIFE SCIENCES LIMITED, India, i3
3a3HaYEHHSIM BUMOT [10 KOHTPOJIHO BMIiCTY
HITPO3aMiHiB, OHOB/IEHHS crneumndikayii AdD| Big
BUpo6HuKa /13: N -nitrosodimethylamine
(NDMA)-He 6inbLe 0,01 ppm; N-
nitrosodiethylamine (NDEA)-He 6inbLie 0,02
ppm;
N-nitrosodibutylamine (NDBA)-He 6inblLue 0,05
ppm; 3MiHKM | TUNY - HE3HAYHI 3MiHW Y
BMPOGHMYOMY npoueci Ha cTagisx: TabneTmaca
TenmicaptaHy (Telmisartan Common Blend) —
Po3gineHHs 3a po3MipoM Ta nogpibHeHHs
BUCYLLEeHUX rpaHyn (Sizing and Milling of dried
granules); Tabnetmaca Amnogunidy (Amlodipine
Common Blend) — 3miwyBaHHs (Blending);
3MiHK | TUNY - BBEAEHHSA [,04ATKOBOrO PO3Mipy
cepii gN1s roToBOro NikapCcbKoro 3acoby; 3mMiHu |
TUMy - NOAaHHA oHoBreHoro CepTudikaty
BiAnoBigHOCTI EBponeiickkili ®apmakonei No.
R1-CEP 2002-072-Rev 08 gna A®l Amnoguniny
6ecunarty Bif BXe 3aTBEpXEHOro BUPOOHMKa
GLOCHEM INDUSTRIES PRIVATE LIMITED,

3a peyernmom

UA/16928/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
India, Ha 3amiHy cepTudikaTy BignoBigHoOCTI €D
No. R1-CEP 2002-072-Rev 03; 3i 3MiHOI Ha3BM
Ta agpecu BUPO6HVKa; BBEAEHHS AiNbHULL
BignoBigasibHOI 3a «Production of Intermediate»
- NPUBEAEHHS Y BiANOBIAHICTL 4O OHOBMEHOIO
cepTudikaTy BignosigHOCTI €EBponeichbkili
thapmakonei
59. IHCYNIH NOpoLLOK (cybCTaHLis) y Eni Ninni eHg CWA Eni Ninni eHg CWA BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/15372/01/01
NIOACBLKUIA CKNAHMX 6aHkax ans Komnai KomnaHi 3MiHW | Trny: 3miHn 3 sKocTi. A®l. Bupo6HuLTBO.

BIOCUHTETUYH
1%

chapMaLeBTUYHOTO
3acTocyBaHHs

3MmiHu B npoLieci BUpo6HuLUTBa Ad| (He3HauHa
3MiHa y npoueci Bupo6HuLTBa A®I) - 3MiHK f0
eTany 13 npouecy BMpobHUMUTBa (NpoLec
OUMCTKM KpUCTanNiB iHCYNiHY), LLO MONAraioThb B
36i/IbLUEHHI Ajana30Hy HaBaHTaXEHHS KOJIOHKU
o06epHeHo-ha3oBoi xpomaTorpadii; 3miHu |
TUny: 3MiHM 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikayiii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHuutea AdI
(BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpukiag BUTyYEeHHS 3acTapisioro NokasHuka))
- BUJyYeHHSA NPOBEAEHHA aHani3y Temneparypu
NaB/IEHHS HA CEYOBUHY; 3MiHU | TURY: 3MiHK 3
akocTi. A®l. BupobHMUTBO. 3MiHM B Mpoueci
BUpo6HMUTBa AP| (HE3HaYHa 3MiHa y npoveci
BMPO6HMLTBA ADI) - BU3HAYEHHS Aiana3oHy
KiNIbKOCTi CMPOBUHMW, O AOAAETHCA B MPOLECI
BMpOBOHULTBA, 30KpeMa, rigponisaTy coi, Lo
[0faeTbea B npoueci hepmeHTauii; 3miHm |
Tuny: 3MiHun 3 AkocTi. A®l. CTabinbHicTb. 3miHa
nepiogy NoBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHsa AdI (3a
BifICYTHOCTi y 3aTBEpA)KEHOMY [0CbE
cepTudikaTa BigNoBiAHOCTI EBpONEiChKilt
hapmakonei, Lo BKIOYae nepios NOBTOPHOro
BMNpo6YyBaHHS) (Nepiog NOBTOPHOTO
BUNpobyBaHHs/Nepios, 36epiraHHs) -
36ibLIeHHA abo BBeAEHHS nepiody NOBTOPHOMO
BMNpOGyBaHHs/Nepiogy 36epiraHHsA Ha OCHOBI
pesynbTaTiB AOC/iLKeHb Y peasibHOMY Yaci -
OHOB/IEHHSI MaTepiasiB peecTpauiiHoro 4ockeE, a
came, y n. 3.2.S.7.1.Stability Summary and
Conclusions Expiry Period and Recommended
Storage Condition BUAaIEHHS BUMOTU LLLOAO
HeobXxiAHOCTi NOBTOPHOrO BUNPO6YBaHHS
cybcTaHuUil Yepes 24 micaui; 3MiHuM | Tuny:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micusa NPoBamXeHHs AifNIbHOCTI
BMPOGHMKa (BK/IKOYa0YM, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHS KOHTPOJIK0 SKOCTI), abo BnacHvKa
macTep-paiina Ha A®l, abo noctavasnbHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Yy BUPOOHULTBI
A®I (KO0 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikaTa BifNOBIAHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [OCLE) - HE3HAYHA
3MiHa B HanvcaHHi agpecu BupobHuka Adl, a
came, y3rofkeHHsl TpaHcniTepaLii agpecu;
3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
He3HauyHa 3MiHa B HanucaHHi agpecy BUPO6HMKa
A®I, a came, y3romkeHHs1 TpaHcniTepadii
agpecu
60. IHTECTI®PAI® po3uunH no 10 mny HEO MPOBIO KaHaga TOB "®APMEKC YkpaiHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/15970/01/01
BAKTEPIO®AI chnakoHi; no 1 chnakoHy 3 KEAP IHK. FPYI", Ykpaina ans Kanaga 3MiHM | TUny - 3MiHKU WoA0
MONIBANEHTHWU | KpuLiKOto-KpanenbHULEe HEO MPOBIO KEAP 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
n abo 6e3 KpyLLKK- IHK., KaHaga (Bci BeefeHHs ab0 3MiHN [0 y3arasibHeHUX AaHnX
KpanenbHuli B cTagii BUpO6GHMLTBA; npo cuctemy chapmakoHarnsgy (BBefeHHS
iHAuBIAyaibHOMY BUNyCK cepil); y3araslbHeHNX AaHux npo cuctemy
nakyBaHHi B nauL,i 3 TOBAPUNCTBO 3 hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KapToHy; no 10 mny OBMEXXEHOIO BiANOBIAANIbHOI 32 34iiCHEHHSA
donakoHi; no 4 dpnakoHn B BIANOBIAANBHICT hapMakoHarnsay; KOHTakTHoOI 0cobu 3
KOHTYPHIli YapyHKOBIi ,0) thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHA
yMakoBLi; N0 1 KOHTYpHIi «HEOINPOBIOKEAP thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
YapyHKOBIli ynakoBLji Ta 4 -YKPAIHA», YkpaiHa BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
KpULLIKaMm- (Buinyck cepi) BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
KpanenbHuusamu abo 6e3 (BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
KPYLLIOK-KpanenbHuLpb B po3MilLEeHHI MacTep-thaiina cncremm
iHaVBigyanbHOMY thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
nakyBaHHi B nauui 3 0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
KapToHy; no 20 mn a6o 50 hapmakoHarnag,.
My chnakoHi; no 1 MponoHoBaHa pepakuis: ®egopeHko Banepis
chnakoHy B naui 3 MakcumiBHa. 3MiHa KOHTaKTHUX JaHuX
KapToHy; no 20 MmNy YNOBHOB&XXEHOT 0CO6U 3aBHUKA,
hnakoHi; no 4 chnakoHn B BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTYPHIli YapyHKOBIi MicLS 34iACHEHHS OCHOBHOI AisNIbHOCTI 3
YMaKoBLi; N0 1 KOHTYpHIiA hapmakoHarnagy. 3miHa MicLe3HaxoKeHHs
YapyHKOBIli ynakoBL,i B MacTep-harina cuctemm hapmakoHarnsgy
nauuj 3 KapToHy
61. IPUHOTEKAH KOHUEHTpaT ans Mepak HimevunHa B1pO6GHMK, WO HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/11702/01/01
MEAAK NPUrOTYBaHHS PO3YMHY esenbwadt Bignosigae 3a 3MiHu | TMNy - 3MiHK Woao
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ans indysin, 20 mr/mn no dhrop KniHiwe MapKyBaHHs 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
2 mn (40 wr), abo no 5 mn Lneuianbnpe nepBUHHOT 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
(100 mr), a6o 15 mn (300 naparte M6X yMNakoBKM1, BTOPUHHE 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
M) y CKNsHOMY hr1akoHi, nakyBaHHs, MeJMYHOro 3aCTOCYBaHHS Ha NiacTasi
no 1 cpnakoHy B naui KOHTPO/b/BUNPOGYB perynspHo OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn

aHHA cepii Ta 3a
BMMYCK cepii: Megak
Iesenbwadt drop
KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa;
B1po6HuK, Lo
BignoBigae 3a
BUPOGHMLTBO
niKkapcbKoro 3acooby,
nepBuHHE
nakyBaHHS,
MapKyBaHHs
nepBUHHOI
ynaKkoBKM, BTOPVHHE
nakyBaHHs,
KOHTPO/1b/BMNPOGYB
aHHsa cepii: OHKOTEK
Papma MNpogakiH
v6X, HimeyunHa

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX SOCAIMKEHb
(PIP) (iHLi 3MiHK) - 3MiHW BHECEHI [0 iIHCTPYKL,T
[ONA MeANYHOro 3acToCyBaHHS NiKapCbKoro
3acoby y po3ain "MobivHi peakuii” BigNoOBIAHO JO
OHOBJ1EHOI iHGhopMaLiT LWoao 6e3nekn ajto4ol
peyoBuHW. BBeaeHHA 3MiH NpoTAaroM 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHM | Tumy -
3MiHV Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili
XapakTepucTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHsA
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicns BHECEHHSA TiET caMoi 3MiHM Ha
pethepeHTHWi1 npenapat (3MiHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX faHWX) -
3MiHV BHECeHi [0 iHCTPYKLii A8 MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactmeocTi”,
"MpoTunokasaHHA", "Ocobnusi 3axoaun 6e3nekn”,
"B3aemogjs 3 iHWKMK fikapcbkumn 3acobamu Ta
iHWi BUAn B3aemogijin”, "OcobamBoCTi
3acToCyBaHHA", "3acTocyBaHHsA y nepio,
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHsa Ta go3u", "MobiuHi peakuyii"
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby Campto 20mg/ml
concentrate for solution for infusion (B YkpaiHi He
3apeecTpoBaHuii). BBegeHHs1 3MiH NpoTsArom 6-
TV MicsILiB NicNs 3aTBEPXKEHHS; 3MiHW | Tuny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHI
[0 TEKCTY MapKyBaHHS yNakoBKW MiKkapCbKoro
3aco0y - OHOBJ/IEHHSI TEKCTY MapKyBaHHs i3
3a3HavyeHHAM AofaTkoBol iHchopmMalii (0anHMLI
Sl) BignosigHo o BuMor Hakasy Ne914 MEPT.
3amiHa po3giny “I'padiyHe ohopMIEHHS
ynakoBkn” Ha po3ain “MapkyBaHHA" B MKA N13:
3aTtBepaxeHo: Mpadmyeckoe odhopmaeHme
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n/n

Hassa

JliKapcbKO20

3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

ynakosku lMNpunaraeTcs. 3anponoHOBaHO:
MapkyBaHHs 3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHA 3MiH NPOTAroM 6-Tn
MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHM | Tumy -
AAMiHICTpaT1BHI 3MiHW. 3MiHa kogy - 3MiHK
BHECEHI [0 iHCTPYKLii Ana MeAnyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby LWoao Koay
ATX Ha nigcTtasi pilweHHss BOO3: 3aTBepKEHO -
ATX LO1X X19; 3anponoHoBaHo - LO1C E02;
YTOYHEHO Ha3BY (hapmakoTepaneBTUYHOT rpynu
3 ypaxyBaHHAM knacudikartopa dapm. rpyn
BOO3

62.

KAMICTAL® -
F’ENb H

renb no 10 r B Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lyi

CTALA
ApuHaiimitTen
b Al

HimeuunHa

CTAJA
ApuHaiimitTens Arl,
HimeuunHa
(BMpOGHMLTBO Ta
BUNYyCK cepii)

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
BUMPaB/IEHO TEXHIYHY MOMUIIKY, & CaMe YCYHEHO
3/IUTTS CNiB B TEKCTI MapKyBaHHSA NepPBUHOT
yMakoBKM NiKapCbKOro 3acoby, AonyLueHy nig,
Yyac nposefeHHs Mpoueaypy 3miH (Hakas MO3
Ykpainn Ne 2032 Big 04.09.20p). 3a3HaueHe
BMMpaB/IEHHS BignoBigae maTepianam
peecTpaLiiHoro Aocbe

6e3 peyenma

UA/6590/01/01

63.

KANEUMBEKC

150

TabneTkn, BKpUTI
NiBKOBOK 060M0OHKOI0, MO
150 mr no 10 TabneTok y
6nictepi; no 3, 6 abo 12
6nicTepiB y KAPTOHHIi
Kopobui

AkKopa
Xenckea
Nimiteq

Benvka
BpuTtaHis

AKKoppA, Xesnckea
Nimiten, Benuvka
BpuTaHis
(BignoBifanbHuii 3a
BUNYCK cepil);
Akkopf, Xenckea
Nimiten, Benvka
BpuTaHis (nepsrHHe
Ta BTOPVHHE
nakyBaHHs); AJ1IC
Na6opaTopic (KOK)
NimiTen, Benvka
BpuTaHis (KoHTponb
AKOCTI cepil);
AcTpoH Pe3bopuy
Nimiten, Benvka
BpuTaHis (KOHTpO/ib
AKOCTI cepil); 44N
Canni Yelin, ITanisa
CIMA, Itanis
(BTOpPUHHE
nakyBaHHs); IHTac
PapmacbioTikan3
Nimites, IHAiA
(BMPOGHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuHHe

Benvika
BputaHis/
ITania/ IHgis/
Icnanis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHW | TUNY - 3MiHW BHECEHI [0 iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3gin "MobiuHi peakw,ii” BignoBigHO A0
OHOBJIEHOI iHhopMaLil 3 6e3neku Aitoyoi
peyoBVHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MiCALIB MiCNsA 3aTBEPAKEHHS

3a peyenmom

UA/14799/01/01
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n/n

JliKapcbKO20

Hassa

3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nakyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
cepii ); IHTac
dapmacbioTikans
Nimiteq, IHAisA
(BUPOBHMLTBO
roTOBOrO
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
cepii
(anbTepHaTMBHWMIA
BUPOBHUK));
Na6opaTtopi
®yHpacio JAY,
IcnaHist (KOHTpO/b
AKOCTI cepii)

64.

KANEUWBEKC

500

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
500 wmr, no 10 TabneTok y
6nictepi, no 3, 6 abo 12
6nicTepiB y KAPTOHHIl
Kopoo6ui

Akkopa
Xenckea
Nimiten

Benuka
BputaHis

Akkoppa Xenckea
NimiTen, Benvka
BputaHis (nepsuHHe
Ta BTOPVHHE
nakyBaHHS); AKkopZ,
Xenckea N4,
Benuka BpuTaHis
(BignoBifanbHuWii 3a
BUMYyCK cepii); AJIC
Na6opaTopic (KOK)
NimiTen, Benvka
BpuTaHis (KoHTponb
AKOCTI cepil);
AcTpoH Pe3bopuy
Nimiten, Benvka
BpuTaHis (KoHTponb
AKoCTi cepir); 44N
Canni Yelin, ITanisa
CMA, Itania
(BTOpPUHHE
nakyBaHHs); IHTac
dapmachboTikans
Nimitep, IHAiA
(BPO6GHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuMHHE Ta

Benuka
BputaHis/
ITanisa/ Ingis/
Icnanis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHU | TUNY - 3MiHW BHECEHI [0 IHCTPYKUIT ANs
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3gain "MobiuHi peakwii” BignoBigHO A0
OHOB/EHOI iHhopMaLii 3 6e3nekun Aitoyol
peyoBuHW. BBeaeHHs 3MiH NpoTAarom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS

3a peyernmom

UA/14799/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTMBHWMIA
BMPOGHUK)); IHTac
dapmacbloTikans
Nimiten, 1HAiA
(BPO6GHMLTBO
roTOBOro
niKkapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI
cepii ); laboparopi
dyHpacio JAY,
Icnania (KOHTpONb
SKOCTI cepii)
65. KAPI3OH masb, 0,5 mr/r, no 15 r abo TOB "MIBE Ykpaina Mmi6e Mv6X HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/10950/03/01
30r, a6o 50 ry Ty6i; no 1 YKPAIHA" ApuHarimiTTens 3MiHM | TMNy - 3MiHW BHECEHI B TEKCT
Ty6i B KapTOHHI navw,i MapKyBaHHS yNakoBOK Jlikapckoro 3acoby LoA0
npuBefeHHs iHchopmMali y BignosigHicTb Ao Prl
Ta iHCTPYKUiT AN18 MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-Tn MicsAUIB NicNsA 3aTBEPKEHHS
66. KAPI3OH Kpem, 0,5 mr/lr, o 15T, TOB «MIBE YkpaiHa Mi6e Mv6X HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/10950/02/01
abono30r,abono50ry YKPATHA» ApuHaiimiTTens 3MiHW | TUMY - 3MiHN BHECEHI B TEKCT
Ty6i; no 1 Ty6i B KAPTOHHIiA MapKyBaHHS YNakoBOK JlikapCbKOro 3acoby oo
Kopoobui npuseaeHHs inhopmauii y BignosigHicTs go P
Ta IHCTPYKLUiT A9 MEeAUYHOIo 3aCTOCyBaHHS
nikapcbkoro 3acoby. BBeeHHs 3MiH NPOTAroM
6-TV MicALIB NiCNsA 3aTBEPLYKEHHS
67. KNCEHb raanoln,1.5n,2n,3n, KomaHgutHe Ykpaina KomaHgutHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a peyernmom UA/17076/01/01
MEANYHWUIA 4n,5n,10n,40 0y TOBapUCTBO ToBapucteo "TOB 3MiHuW Il TUny - BBEAEHHA AOAATKOBOrO
FA30OMOJAIBHUN | cTanesux GanoHax "TOB "3anopi3bknii BMpO6HUKa A®I KnceHb meanuHmnii pigkuii MAT
"3anopisbkuii aBTOreHHWI 3aBo" i "Ninge a3 YkpaiHa', YkpaiHa, agpeca micus
aBTOreHHWIA KomnaHis" NpoBafpKeHHs AisNbHOCTI: [loHelbka 061acTb,
3aBog" i Map’iHcbkuid palioH, MicTo KypaxoBe, NpomM30oHa
KomnaHis" Ne 70, MoBiTpsAHO-pO3NOAiNbYa yCTaHOBKA.

3anponoHoBaHo: KoMaHAWTHE TOBapUCTBO
«TOB "3anopisbknii aBTOreHHu 3aBog” i
KomnaHisi», YkpaiHa MNAT "Nlinge a3 Ykpaiqa“,
YkpaiHa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

68.

KNIBAC 10

TabneTku, BKpUTI
NMiBKOBOK 060M0HKOM, MO
10 mr; no 10 TabneTok y
6nictepi; no 1 abo 3 abo 9
6nicTepiB B KAPTOHHIl
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis:
3MiHu | TUNY - nogaHHs Hosoro CEP RO-CEP
2018-227-Rev 00 ans fito4oi peyoBuHU
Po3syBacTatuH kasblLiito, Bifl BXe 3aTBepKeHoro
BMpo6HUKa «Nosch Labs Pvt. Ltd.», y 38’A3ky 3
BBEAEHHAM OHOB/MIeHOT MoHorpadii EP
(04/2020:2631); 3anponoHoBaHo RO-CEP 2018-
227-Rev 00; 3MiHW | TUNY - OHOBMEHHS BXE
3aTBEPKEHUX METO/IB KOHTPOHO AKOCTI
nNikapcbKoro 3acoby, a came BUKIafEHHS TEKCTY
[epXXaBHOI0 MOBOHO 3TiHO Cy4aCHWX BUMOT;
3MiHY | TUNY - nogaHHa oHoeneHoro CEP RO-
CEP 2015-114-Rev 05 (nonepeaHs Bepcis RO-
CEP 2015-114-Rev 04) ons Aitlo4oi peyoBuHU
Po3yBacTaTuH KasbLjto, Bifj BXe 3aTBepPIKEHOr0
BMPO6HUKa «Biocon Limited», IHgjs, y 3B’A3Ky 3
BBEJEHHAM OHOB/IEeHOI MoHorpadii EP
(04/2020:2631)

3a peyernmom

UA/12971/01/01

69.

KNIBAC 20

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
20 wmr; no 10 TabneTok y
6nictepi; no 1 abo 3 abo 9
6nicTepiB B KAPTOHHIl
nauuj

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - nogaHHs Hosoro CEP RO-CEP
2018-227-Rev 00 ans gito4oi peyoBuHn
PosyBacTaTuH kasblLiito, Bifl BXe 3aTBepKeHoro
BMpo6HUKa «Nosch Labs Pvt. Ltd.», y 38’A3ky 3
BBEAEHHAM OHOB/IeHOT MoHorpadii EP
(04/2020:2631); 3anponoHoBaHo RO-CEP 2018-
227-Rev 00; 3MiHM | TUNY - OHOBMEHHS BXE
3aTBEPMKEHUX METO/IB KOHTPO/IHO AKOCTI
nNikapcbKoro 3acoby, a came BUKIafEHHS TEKCTY
[lepXXaBHOI0 MOBOHO 3TiHO CY4aCHUX BUMOT;
3MiHuM | TMny - nogaHHA oHosneHoro CEP RO-
CEP 2015-114-Rev 05 (nonepeaHs Bepcis RO-
CEP 2015-114-Rev 04) ons Aito4oi peyoBuHU
Po3yBacTaTuH kasbLjto, Bif BXe 3aTBepPIKEHOr0
BMPOGHUKa «Biocon Limited», IHgjs, y 3B’A3Ky 3
BBEEHHAM OHOB/IEHOI MoHorpadii EP
(04/2020:2631)

3a peyernmom

UA/12971/01/02

70.

KNO®APABIH-
BICTA

KOHLIeHTpaT 419 po34nHy
Ans iHdysil, 1 mr/mn; no
20 mn (20 mr) y donakoHi;
no 1 donakoHy B KapTOHHii
Kopobui

MicTpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnisA

BUNYCK cepil:
CiHTOH XicnaHis, C.
1., IcnaHis;
BTOpPUHHE
nakyBaHHS:
CBYC ®apwma a.c.,
Yexis;
BUPOBHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
[xeHedchapm CA,

Icnanis/
Yexis/
pevyis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TNy - AAMIHICTpaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiHoro NocBigYeHHs) - 3MiHa
afpecy 3asBHUKa

3a peyernmom

UA/16862/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
peuis
71. KOMBICO Tabnetkn, 5 mr/6,25 Mr no MPO.MEA.LIC Yecbka MPO.MEA.LC Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/13792/01/01
10 TabneTok y 6nictepi; Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika 3MiHK | TRy - 3MiHK 3 AKocTi. CepTudikat
no 3 a6o 10 6nictepiB y BignosigHocTi/l E-cepTudikar BignosigHoCTI
KapTOHHiA KOpooLi €Bponelicbkii hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY a6o
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujoHanbHOI hapmakonei gepxasun €C (3miHa
y cneuudikauisix, nos'a3aHa 3i 3miHamu B J®Y,
abo €sponelicbkiin hapmakonei, abo iHLUii
HaujioHasnbHIli hapmakonei gepxasu €C) -
BHECEHHS 3MiH [0 cneuudikauii JoNoMKHOT
PEYOBMHM LIeMH01031 MiKPOKPUCTaNIYHOT
72. KOMBICO Tabnetkn, 10 mr/6,25 mr; MPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/13793/01/01
no 10 TabneTok y Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika 3MiHW | TUNY - 3MiHK 3 gKocTi. CepTudikar
6nictepi; no 3 abo 10 BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
6nicTepiB y KAPTOHHIi €Bponevicbkiin hapmakonei/moHorpadii. 3miHu,
Kopoo6Li noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HauioHanbHOI hapmakonei gepxasu EC (3MiHa
y cneuucpikauisix, nos'sasaHa 3i 3miHamu B Y,
abo €sponeiickkiin hapmakonei, abo iHLwil
HaLjioHanbHili hapmakonei gepxasu €C) -
BHECEHHS 3MiH A0 crneundikaLii LoNoMiXHOT
PEYOBUHM LLe/H01031 MiKpoKpucTanivyHol
73. KCAMION® renb no 15r,30r,60ry NEO dapma [Janis NEO ®apma A/IC [aHia BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a peyernmom UA/13535/01/01
donakoHi; no 1 dpakoHy y AIC

KapTOHHI KOpooLi

3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnisgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnx
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiZJNOBIAANbHOI 3@ 34jiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa g1 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHA Bif, YNMOBHOBaXEHOI 0Cco6H,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapMmakoHarnsgy
(BK/THOYAIOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y
pPO3MiLLEeHHI MacTep-ghaiisia cuctemm
hapmakoHarnsgy) - 3MmiHa KOHTakTHOT 0cobu
YNOBHOBaXEHOI 0CO6U 3asBHIKa,
Bi4NOBiAa/IbHOI 3a hapMakoHarnsg B YkpaiHi.
[NponoHoBaHa pegakuis: JaHinosa Jlapuca
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BonognmupisHa. 3MiHa KOHTaKTHUX JaHNX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C06M
3asBHVKa, BiANOBiAaIbHOI 3a thapmakoHarnsz, B
YKpaiHi
74. KCENbAH3 TabneTkn, BKpUTI MNOAN3EP CWA Mdpaiizep HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/14485/01/01
NAiBKOBOK 060/I0HKOLO, MO EWY.CLMI. MeHtochekuypuHr 3MiHY Il TUny - 3a9BHMKOM HaJaHO OHOBMIEHWI
5 mr no 14 tabnetok y KOPMOPEWNLL Hoiuneng MvoéX, MnaH ynpaBniHHa pu3vikamu Bepcia 10.1. 3MiHn
6nictepi; no 1 a6o 4 H HimeyunHa BHECeHO A0 YacTuH: |l «Cneuudpikauis 3
6nicTepun y KapTOHHIl (BMpPOGHMLTBO 3a 6e3nekn» (Mogynb CVII. IaeHTudikosaHi Ta
nauuj MOBHUM LMK/IOM) noTeHUiliHi puankm), Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHimizauii
pusukiB», VII «logaTkm» y 3BSA3KY 3
JeTanizaujieto iHchopmaLlii 3 6e3nekn BUSBIEHUX
npo6siem 3 6e3nekun Ha niacTasi pe3ynbTatis
nposegeHoro gocnimkeHHs US Corrona RA
Regisrtry
75. NA3O0/IBAH® Kancynu 3 NposIOHroBaHo TOB Ykpaina BUPOBHMLTBO, Himeuuunna/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 peyenma UA/3430/02/01
MAKC gieto no 75 wmr; no 10 «CaHodi- KOHTPO/b AKOCTI, ®paHuis 3MmiHu | TNy - 3MiHKW 3 AKoCTi. FoTOBUIA
Kancyn y 6nictepi; no 1 ABeHTIC nakyBaHHs, nikapcbkuii 3aci6. KOHTponb roToBOro
6nicTepy B KapTOHHiiA YkpaiHa» MapKyBaHHS, BUMYCK nikapcbkoro 3acoby. 3miHa y meTofax
Kopobui cepi: BMNPOOGYBaHHS rOTOBOTO JliKapCbKOro 3acoby
BepiHrep (BnnyyeHHs meToAy BUNPODOYBaHHS, AKLLO BXe
IHrenbxaiim ®apma 3aTBEPAXEHNI aNbTepHaTUBHUI MeTof) -
v6X i Ko. KT, BUJTYYEHHS afibTepHATUBHOro Metogy 035269-
HimeuuunHa; 02 (Paddle method/spectrophotometric
nakyBaHHs, determination (automatic) Ans BU3HaYEHHS
MapKyBaHHs, BUMYCK CTYMNEHI0 BUBI/IbHEHHSA aKTUBHOTO iHTpedieHTy i3
cepii: matepianiB peecTpadiiiHoro gocke (nigpo3ainy
Lenbdhapm Peiimc, 3.2.P.5.2. AHanituyHi metogukm). 3mium | Tuny -
dpaHuis 3MiHM 3 iKOCTi. [0TOBWIN Nikapcbknii 3aci6.

KOoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPoGYBaHHSA rOTOBOTO NiKapCbKoro
3aco06y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
(BKNtOYAKOUN 3aMiHy @60 [OMOBHEHHS)) - 3MiHA
MeToAy BUnpobyBaHHs /13 3a NOKa3HUKOM
«BUBINIbHEHHS aKTUBHOTO IHrPEAieHTY.
(Po3unHeHHs)». 3anponoHoBaHo: MeTof i3
BMKOPUCTaHHAM slonaTi/cnekTpooToMeTpryHe
BM3HAYEHHS, L0 BK/OYAE BCi TUNW anaparis
(pyuHi, HaniBaBTOMaTUYHi, aBTOMAaTUYHI). 3MiHN |
TMNy - 3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Onuc Ta cknag,. 3miHa abo foAaBaHHA
LuTamnis, NOTOBLLEHb ab0 iHWMX MapKyBaHb,
yK/Io4arumn 3aMiHy abo gonasaHHsA dhapb ons
MapKyBaHHS JTikapCbKOro 3acoby (3miHa
LUTaMniB, MOTOBLLEHb a60 iHLIMX MapKyBaHb) -
BHECEHHS 3MiH /10 30BHILLUHLOrO BUrNAAY
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kancynv - BuganeHHs gipmMoBoro 3Haky
(norotuny Bnpo6HKKa Bepirep IHrenbxaim
dapma Mv6X i Ko. KI) 3 kopnycy kancynu 3
BiANOBIAHUMY 3MiHamu 3a M. «Onuc» y
cneumaikauii M'N13. 3MiHW BHECEHO B iIHCTPYKL,i10
[ONA MeANYHOro 3acToCyBaHHS NiKapCbKoro
3aco6y y p. "OCHOBHI (i3nKO-XiMiuHi
BNacTUBOCTI". BBeeHHA 3MiH NpoTArom 6
MicsaUiB Micnsa 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB creuudikauii Ta/abo AonycTUMmx
MeX roTOBOrO /liKapCbKOro 3acoby (3miHa
3HaxXo0ANTLCA N03a 3aTBEPAKEHUMM
[ONMyCTUMUMW MeXamu crneupdikaLiii) - 3MiHa
BMMOTr crneumdikaii 13 3a nokasHWKOM
«P0o3unHEHHN>» BiAMNOBIAHO A0 pekoMeHAaLii
HacTaHoBwu «Guideline on quality of oral modified
release products» (EMA / CHMP / QWP /
428693/2013) Ta Ph. Eur. 5.17.1. BBefeHHs
3MiH NPOTAroM 6 MicsLIB MiCNS 3aTBEPLKEHHS.
76. NIHBAT Kancysv Teepgi, no 25 mr TOB "CaHgos YkpaiHa nepBuHHA Ta CnoBeHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/15586/01/01
no 10 kancyn y 6nictepi, YkpaiHa" BTOPVHHA yNnakoBkKa, PymyHis/ 3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa
no 3 6nictepu B KOPOOL [03BiN Ha BUMYCK TypeuunHa HallMeHyBaHHs Ta/abo agpecu micua
cepii: Nlex NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
dapmaueBTUiHa roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
KomMaHia 4.4., AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
CnoBeHis; nepBUHHAa KOHTPO/I0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
Ta BTOPUHHA BUPOGHMK/iIMNOPTEP, HE BK/IHOHAOUM BUMYCK
ynakoska: Jlek cepiii) - 3MiHa Ha3BM Ta agpecy BupobHuka M3,
dapmaneBTUYHA BiANOBiAaLHOIO 3a BUPOGHMLTBO
KoMnaHisa a.4., Hepo3dracoBaHOT NPoAykLii, 6e3 3miH1 Micus
CnoBeHiS; KOHTPO/Tb BMPOGHMLTBA (BBEAEHHS 3MiH NPOTATrOM 6-TW
cepii: C.K. CaHpo3 MiCALIB MiC/1A 3aTBEPKEHHS)
C.P.N., PymyHis;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii: FeHBeoH
Inak CaHavi Be
Tikapet A.C.,
TypeyunHa
77. NIHBAT Kancynu Teepai, no 50 wr, TOB "CaHgo3 Ykpaina nepBuHHa Ta CnoseHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/15586/01/02
no 10 kancyn y 6nictepi, YkpaiHa" BTOPVHHA yNnakoBkKa, PymyHis/ 3MiHK | TNy - AAMIHICTpaTUBHI 3MiHU. 3MiHa
no 3 6nicTepy B KOPOOL [03BiN Ha BUMYCK TypeuunHa HallMeHyBaHHs Ta/abo agpecu micus

cepii: Jlek
PapmaueBTMyHa
KoMMaHia A.4.,

NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, Bko4atum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
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no 2 6nictepy B KOPOOGL

cepii: lek
PapmaueBTUYHA
KoMnaHisa 4.4.,
CnoBeHis; nepsuHHa
Ta BTOpPVHHA
ynakoska: Jlek
PapmaueBTMyHa

NPOBaKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKUaun
OiNbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNIOPTEP, HE BK/THOYAKUUN BUMYCK
cepiid) - 3MiHa Ha3BM Ta agpecy BUpo6HuKa M3,

BiANOBIA&/IbLHOIO 3a BUPOGHULTBO

KoMMaHia A.4.,

Hepo3diacoBaHO! NPoAyKLii, 6e3 3MiHN Micus

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CnoBeHis; nepBUHHa KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
Ta BTOPUHHA BUPOGHMK/iIMNOPTEp, HE BK/IHOHAOUM BUMYCK
ynakoska: Jlek cepiit) - 3miHa Ha3BW Ta agpecu BUpobHuka M3,
dapmaneBTMYHA BiANOBiAAIbLHOIO 3a BUPOGHMLTBO
KoMnaHisa 4.4., Hepo3dhacoBaHOT NPoAykLii, 6e3 3miH1 Micus
CoBeHIs; KOHTPO/b BMPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-TW
cepii: C.K. CaHgo3 MiCALIB MiC/1A 3aTBEPLKEHHS)
C.P.N., PymyHis;
BMPOGHMLTBO
Hepo3acoBaHoi
npoaykuii: FeHBeoH
Inak CaHaii Be
Tikapet A.C.,
TypeuunHa
78. NIHBAT Kancysv TBepgi, no 75 wr, TOB "CaHgos YkpaiHa nepBuHHA Ta CnoBeHis/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a peyenmom UA/15586/01/03
no 10 kancyn y 6nictepi, YkpaiHa" BTOPVHHA ynakoBkKa, PymyHis/ 3MiHU | TUNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa
no 3 6nicTepy B KOPOOL [03BiN Ha BUMYCK TypeuunHa HallMeHyBaHHs Ta/abo agpecu micua
cepii: Nlexk NpOBapKEHHS AISNbHOCTI BUPOOHMKa/imnopTepa
dapmaueBTUiHa roTOBOrO /liKapCbKOro 3acoby, BKIo4aum
KomMaHia 4.4., AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
CnoBeHis; nepBUHHAa KOHTPOJI0 AIKOCTI. (AiANbHICTb, 3a SKy BignoBigae
Ta BTOPUHHA BUPOGHMK/iIMNOPTEP, HE BK/THOHAOUM BUMYCK
ynakoska: Jlek cepiii) - 3MiHa Ha3BM Ta agpecy BupobHuka M3,
dapmaneBTUYHA BiANOBiAabLHOIO 3a BUPOGHMLTBO
KoMnaHisa a.4., Hepo3dracoBaHOT NPoAykLii, 6e3 3miH1 Micus
CroBEeHIS; KOHTPO/Tb BMPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-TW
cepii: C.K. CaHpo3 MiCALIB MiC/1A 3aTBEPKEHHS)
C.P.J1., PymyHis;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii: FeHBeoH
Inak CaHalvi Be
Tikapet A.C.,
TypeyunHa
79. NIHBAT Kancynu Teepai, no 100 TOB "CaHpo3 Ykpaina nepBuHHa Ta CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/15586/01/04
Mr, N0 7 Kkancyn y énictepi, YkpaiHa" BTOPVHHA yNnakoBKa, PymyHis/ 3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa
[l03BiN Ha BUMNYCK TypeyunHa HalimeHyBaHHs Ta/abo agpecu micus
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Cr0BEeHis1; KOHTPO/Tb BMPOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-Tn
cepii: C.K. CaHpo3s MicAILiB Micns 3aTBEPKEHHS)
C.P.J1., PymyHis;
BMPOGHMLTBO
Hepo3dhacoBaHOl
npoaykuii: FeHBeoH
Inak CaHavi Be
Tikapet A.C.,
TypeyunHa
80. NIHBAT Kancynu Teepgai, no 150 TOB "CaHgo3 Ykpaina nepBuHHA Ta CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/15586/01/05
mr, no 10 kancyn y YkpaiHa" BTOPUHHA YNaKoBKa, PymyHis/ 3MiHM | TNy - AAMiHICTPaTWBHI 3MiHU. 3MiHa
6nictepi, no 3 6nictepu B [03BiN Ha BUNYCK TypeyunHa HalilMeHyBaHHs Ta/abo agpecu Micus
Kopoo6ui cepii: Jlek NpoBafpKEHHA AiSNbHOCTI BUPOOHMKa/imnopTepa
dapmaueBTUiHa roTOBOrO /1iKapCbKOro 3acoby, BKIoYaoum
KoMnaHisa a.4., LOinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
CnoBeHis; nepBuHHa KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
Ta BTOPVHHA BUPOGHMK/iIMMOPTEP, HE BK/TKOYAOUN BUMYCK
ynakoska: Jlek cepiid) - 3MiHa Ha3BW Ta agpecy BUPOGHMKa M13,
PapmaueBTUYHA BiANOBiA&1bHOIO 3a BUPOGHNLTBO
KoMnaHis 4.4., Hepo3dacoBaHoT NpoAyKLii, 6e3 3miHu micus
COBEHIS; KOHTPO/b BUPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-Tn
cepii: C.K. CaHpo3 MiCALIB MiCNA 3aTBEPLKEHHS)
C.P.J1., PymyHis;
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii: F'eHBeoH
Inak CaHali Be
Tikapet A.C.,
TypeuunHa
81. NIHBAT Kancynu Teepai, no 200 TOB "CaHgo3 Ykpaina nepBuHHa Ta CnoseHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/15586/01/06
mr, no 10 kancyny YkpaiHa" BTOPVHHA ynakoBkKa, PymyHis/ 3MiHK | TUNY - AAMIHICTpaTUBHI 3MiHU. 3MiHa
6nictepi, no 3 6nictepu B [03BiN Ha BUMYCK TypeuunHa HallMeHyBaHHs Ta/abo agpecu micus

Kopoo6Li

cepii: Jlek
PapmaueBTMyHa
KomMaHia 4.4.,
CnoBeHis; nepBnHHa
Ta BTOpPVHHA
ynakoska: Jlek
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CroBeHis; KOHTPO/b
cepii: C.K. CaHpo3s
C.P.J1., PymyHis;
BVMPOGHMLTBO

NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, Bko4atum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOBHUK/IMNOPTEp, HE BKIOYA0UN BUMYCK
cepiit) - 3MiHa Ha3BM Ta agpecun BMpobHuka M3,
BiANOBiAaIbLHOIO 3a BUPOGHMLTBO
Hepo3dracoBaHO! NPoAykLii, 6e3 3miH1 Micus
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TW
MiCAILiB Micns 3aTBEPIKEHHS)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Hepo3dacoBaHoi
npoaykuii: FeHBeoH
Inak CaHaii Be
Tikapet A.C.,
TypeuunHa
82. NIHBAT Kancynu Teepai, no 225 TOB "CaHpo3 Ykpaina nepBuHHa Ta CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/15586/01/07
Mr, N0 7 Kkancyn y énicrepi, YkpaiHa" BTOPVHHA ynakoBkKa, PymyHis/ 3MiHM | TNy - AOMIHICTPaTMBHI 3MiHN. 3MiHa
no 2 6nictepy B KOPOOGL [03BIiNT Ha BUMYCK TypeuunHa HalilMeHyBaHHs Ta/abo agpecu micus
cepii: lek NPoBaKEHHS AiSNIbHOCTI BUPOBGHUMKa/imnopTepa
dapmaneBTMYHA rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaumn
KoMnaHis 4.4., AiNbHULI BUMYCKY cepii abo MicLie NpoBeAeHHS
CnoBeHis; nepBnHHa KOHTPOIO SIKOCTI. (AisNIbHICTb, 3a 5Ky Bignosigae
Ta BTOPUHHA BMPOGHUK/IMNOPTEP, HE BK/THOYAKUUN BUMYCK
ynakoBka: Jlek cepiid) - 3miHa Ha3BM Ta agpecy BUpo6Huka M3,
$apmaueBTUYHA BiANOBIA&/ILHOIO 3a BUPOGHULTBO
KomMaHia 4.4., Hepo3chacosaHoT NPoAyKLii, 6e3 3mMiHM micus
CroBeHisi; KOHTPO/Tb BMpOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-Tn
cepii: C.K. CaHpo3s MicAILiB Micns 3aTBEPIKEHHS)
C.P.J1., PymyHis;
BMPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii: FeHBeoH
Inak CaHali Be
TikapeT A.C.,
TypeyunHa
83. NIHBAT Kancynu Teepai, no 300 mr | TOB "CaHpo3 YkpaiHa nepBuHHA Ta CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/15586/01/08
no 7 kancyn y 6nictepi, no YkpaiHa" BTOPVHHA yNnakoBkKa, PymyHis/ 3MiHu | TUNy - AOMIHICTpaTUBHI 3MiHX. 3MiHa
2 6nicTepun B KOPOOLL [,03BiN Ha BMNYCK TypeuunHa HalilMeHyBaHHs Ta/abo agpecu micus

cepii: Nlex
dPapmaueBTUyHa
KoMnaHisa A4.4.,
CnoBeHis; nepBuHHa
Ta BTOpPVHHA
ynakoska: Jlek
PapmaueBTMUHA
KoMnaHisa 4.4.,
CroBeHis; KOHTPO/Ib
cepii: C.K. CaHgos
C.P.N., PymyHis;
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii: FeHBeoH
Inak CaHali Be
Tikapet A.C.,

NpoBafKeHHN AiSNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKIo4aoumn
LinbHUL BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BUPOGHMK/iIMMOPTEP, HE BK/IKOHAOUM BUMYCK
cepiid) - 3MiHa Ha3BW Ta agpecy BUPOGHMKa M3,
BiANOBiAa1bLHOIO 3a BUPOGHULTBO
Hepo3dhacoBaHoT NpoAyKLii, 6e3 3miHu micus
BUPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TypeuunHa

84. NIHKOUVH pPO34MH s iH'ekuin, 300 MNPANIEP CWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/10038/01/01
Mr/MJT; O 2 MAT'Y ¢/1aKoHi; IHK. MeHtocekuypuHr 3MiHM | TUMY - HEe3HAYHI 3MiHK Y MeTofax
no 1 donakoHy B KapTOHHii Benbris HB BUNPOBYBaHHSA 3a NOKa3HUKOM «KinbKicHe
Kopoo6ui BM3HaYeHHsA. CnnpT 6eH3nnosuii» (metog X,

€ 2.2.28)

85. NniNnosoH Tabnetku no 10 mr no 10 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/18290/01/01
Tabnetok y 6nictepi; no 3 dapmaueBTny dapmaueBTUYHNI 3MiHu Il Tuny - oHoBNeHHs Drug Master File
abo no 6 abo no 9 HWIA 3aBOA, 3aBop, ElC (DMF) Big Bnpo6HuuTBa «Ind-Swift Laboratories
6nicTepiB B KAPTOHHiIl ErC Limited», IHgia gns A®l EzeTumiey DMF
nauuj OHOB/IOETLCA 3 Bepcii Ne 02AP/EZT/1217/05 Ha

Bepcii Ne 02AP/EZT/0819/08

86. NOHIOKATH® PO34MH ANA iH'EKLiiA, 5 TOB "tOpis- YkpaiHa TOB "lOpisa-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a peyenmom UA/12900/01/02

Mmr/mn; no 5 ma B amnynax; dapm” 3MiHK | TURy - 3MiHK 3 SKOCTI. [OTOBWIA

no 5 amnyn B KOHTYpPHIli
YapyHKOBI ynakosLi, no 2
KOHTYPHIli YapyHKOBIl
ynakoBLi y naydi 3
KapToHy

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOTrO NiKapCbKOro 3acoby
(BUNYyYEHHA yNakoBKM NEBHOIO Po3Mipy) -
BUyYEHHS ynakoBok /13: no 5 mn y donakoHax
Nel y nauuj; no 5 mn y donakoHax Ne5 y nauuy;
no 20 mn y donakoHax Ne 5y nauui; no 50 mny
nakoHax Nely nauui. 3MiHM BHECeHI B
IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCYBaHHA Y p.
"YnakoBka" Ta y KOPOTKY XapakTepnucTuky
niKkapcbKoro 3acoby y p. "Tun Ta BMICT
NepPBMHHOT YNakoBKK" (BU/TYYEHHST YNaKoBKM
NEeBHOro Po3Mmipy). BBEAEHHS 3MiH MPOTAroM 6-
TV MicsILiB Nicns 3aTBEPAXKEHHS; 3MiHW | Tuny -
3MiHM 3 SIKOCTi. [OTOBWIA NiKapCbKuiA 3aci6. 3MiHM
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/Iouaoum

Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro

3aco6y (iHLWi 3MiHN) -

BUy4EHHS po3MipiB cepiii N3 - 40 n, 160 n,
1000 n1.; 3miHK | TMny - 3MiHW 3 SIKOCTIi. TOTOBWIA
nikapcbknii 3aci6. 3mMiHM y BUPO6HMUTBI. 3MiHa

po3Mipy cepil (Bk/toYatoun dianaszoH po3mipy

cepil) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHS
00 10 pasiB NOPIBHSHO i3 3aTBEPAKEHUM
pPO3MipoM) - BBEAeHHSA A04AaTKOBOrO Po3Mipy
cepii roToBOro nikapcbkoro 3acoby - 750 1.
[Litova pegakuis

Po3mip cepii 40 n, 80 n, 160 n, 500 n, 750 n,

1000 n. NponoHosaHa pegakuis 80 n (12782-
15751 amnyn), 500 n (77775-98411 amnyn), 750
N (120148-149161 amnyn)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
87. MAIHEMAKC- pO34nH opasibHUiA no 10 ToBapucTBO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 6e3 peyenma UA/16940/01/01
340POB'A My ¢pnakoHi, no 5 06MeXeHOo 06MeXeHo 3MiHK | TUNY - NOAAaHHA HOBOro cepTudikaTa
h/1aKoHIB y KOHTYpHIlA BiANOBIAaA/bHI BiANOBIAA/LHICTIO BiNOBIgHOCTI €Bponelickkilt hapmakonei Ne R1-
YapyHKOBIli ynakoBLj; Mo 2 CTHO "®apmavueBTuyHa CEP 2013-165-Rev 00 gna A®I MipugokcuHy
KOHTYPHI YapyHKOBI "papmaueBTu KOMnNaHis "340poB's, rigpoxnopuay Bif HoBoro Bupo6Huka JIANGXI
yNakoBKW y KOPO6L,i 3 YHa KOMMaHis YKpaiHa (KOHTponb TIANXIN PHARMACEUTICAL CO., LTD., China
KapTOHY "3p0poB'a” SIKOCTi, BUNYCK (momoBHeHHS). Hk HacnigoK: NpUBeAEHHS
cepii); ToBapucTao 3 cneuungikaLii Ta MeToaiB BXi4HOr0 KOHTPO/IO
06MexeHo akocTi ana A®I MipugokcuHy rigpoxnopugy 3a
BiANOBIAA/IbHICTIO NOKa3HUKOM «3aJ/TMLLKOBA KifIbKICTb OpraHiyHmnX
"®APMEKC IrpPyn-, PO3UMHHKKIB» 4,0 MaTepiasiiB BUPOBOHMKa (3rigHO
YkpaiHa (Bci cTagii npenctasneHoro CEP). 3anponoHoBaHo: DSM
BMPOGHMLTBA, NUTRITIONAL PRODUCTS GMBH, Germany;
KOHTPO/b SIKOCTI) JIANGXI TIANXIN PHARMACEUTICAL CO.,
LTD., China
88. ME/TOKCUKAM- Tabnetku no 7,5 mr no 10 TOB "TeBa YkpaiHa Mepkne 'v6X, Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a peyenmom UA/6308/01/01
TEBA Tabnetok y 6nictepi; no 2 YkpaiHa" HimeuuunHa (£o3sin IHais 3MiHK | TUNY - NOAAaHHS OHOBJ/IEHOrO
6nicTepn B KApTOHHI Ha BUMNYCK cepii); cepTudikaTa BigNOBIAHOCTI EBPONENCHKI
Kopoo6Ui Mepkne 'v6X, chapmakonei Ne R1-CEP 2009-040-Rev 04 ans
HimeyunHa A®I| Menokcvkamy Bif, BXe 3aTBEp)KEHOr0
(nepBuHHa Ta Bmpo6Huka Cipla Limited, IHgis, y Hacnigok
BTOPWHHA yNakKoBKa, BK/TIOUYEHHSA [0AaTKOBOro noctadasibHuka
KOHTPO/Ib SIKOCTI); BMXiAHMX MaTepianiB i3onponizioBoro equipy
Linnna Nimitepg, MEeTWI6EH30TIasnHy Ta 2-amiHo-5-MeTuTIasony;
IHAja (BUpOOHMLTBO BU/Ty4eHHS 3i cneyudikalii APl nokasHvka
npogykuii in bulk) «Baxkki MeTasin»; BK/IOYEHHS Yy cneuudikadiio
Ansa dibposoro 6apabaHy BUNPOOYBaHHS 3a
nokasHukom «dimensions of cap» 3 meTol0
KpaLLoro KOHTPOJIH0 AKOCTI MaKyBaslbHOro
maTtepiany
89. MENOKCUKAM- Tabnetku no 15 mr no 10 TOB "TeBa Ykpaina Mepkne 'm6X, HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/6308/01/02
TEBA TabneTtok y 6nictepi; no 1 YkpaiHa" HimeuuunHa (£o3sin IHAis 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO

abo 2 6nictepu B
KapTOHHIA Kopoo6Li

Ha BUMyCK cepii);
Mepkne 'm6X,
HimeuyunHa
(nepBuHHa Ta
BTOPWHHA yNakKoBKa,
KOHTPO/Ib SIKOCTI);
Limnna Nimites,
IHAja (BUpOGHMLTBO
npoaykuii in bulk)

cepTudikaTa BifgnoBigHOCTI €EBpONEeChKiii
hapmakonei Ne R1-CEP 2009-040-Rev 04 ansa
A®I| Menokcvkamy Bif, BXe 3aTBEPKEHOrO
Bmpo6Huka Cipla Limited, IHgis, y Hacnigok
BK/TIOYEHHSA [0AaTKOBOro noctadasibHuka
BMXiAHMX MaTepianiB i3onponifiosoro equipy
MeTun6eH30TiasnHy Ta 2-amiHo-5-meTunTiasony;
BWU/IyYEeHHS 3i cneuudikauii APl nokasHuka
«Baxkki MeTasin»; BKIOYEHHS Yy cneuudikadiio
Ansa dibposoro 6apabaHy BUNPO6YBaHHSA 3a
nokasHukom «dimensions of cap» 3 meTolo
KpaLLOoro KOHTPOJIH0 AKOCTi NaKyBalbHOro




59

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
marepiany
90. MEHAKTPA® | PO34MH AN iH'eKLin no 1 CaHodpi CWA CaHodi MacTep IHK., CLIA/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a peyenmom UA/17509/01/01
MENACTRA® £03i (0,5 mn) y chnakoHi, MacTep IHK. CLUA (Brp0o6HMLTBO, Kanaga/ 3MiHM | TUNY - 3amMiHa BUCOKOEDEKTUBHOI
BAKLUVHA no 1 a6o no 5 cpnakoHiB y HarnoBHEHHS, YropwuHa piavHHOT ekckNtosiHoi xpomatorpadii (HPSEC)
MEHIHTOKOKOB | kapTOHHil1 kopobu,i 3 KOHTPO/b AKOCTI, 3 BU3HAYeHHAM KoediuieHTy po3noginy (Kd) Ha
A MapKyBaHHAM nepBuHHE MeTO/ EeKCK/IH03iIHOT XpomaTorpadii y noegHaHHi
MONICAXAPUAH | yKkpaiHCbKOK MOBOIO; nakyBaHHs, 3 6araTokyTOBMM PO3CilOBaHHSIM Nla3epHOro
A CEPOIrPYN A, no 1 a6o no 5 chnakoHiB y MapKyBaHHS, ceiTna (HPSEC-MALS) ons BU3Ha4eHHs
C,Y TA W-135 KapTOHHI kopoobuji 3 BMNPOOYBaHHSA MOIEKY/ISIPHOrO PO3MIpY A/151 MEHIHTOKOKOBOIO
KOH''OFOBAHA MapKyBaHHSM iHO3eMHO0 cTabinbHoCTI, nonicaxapvgy N. meningitidis ceporpyn A, C, Y
ONOTEPIAHM MOBOI Ta YKPaiHOMOBHUM BTOPUHHE Ta W-135. TepmiH BBefieHHS 3MiH 31 6epesHs
AHATOKCUHOM CTUKEPOM Ha KapTOHHIi nakyBaHHA Ta 2023
Kopo6Li (cTaHAapTHO- BUMYCK cepii);
eKcrnopTHa ynakoska); no 1 CaHodpi Nactep
ab6o no 5 dnakoHis B Niviten, KaHaga
CTaHAApPTHO-EKCMOPTHIl (kOHTpOAb AKOCTI IN
ynakoBLij, fika MiCTUTbCA B VivOo Mpu BUMNYCKY);
KapTOHHI Kopo6Li 3 CaHodi-ABeHTIC
iHCTpyKUji€eto aAns Mpaiisit Ko. N174,,
MeAMYHOro 3acTOCyBaHHA Mnatchopma
NOTiCTVKN Ta
AncTpubyuii y m.
Bypanewr,
YropumHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)
91. METANI3E® niodpinizaT ANs po3vmHy BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/8168/01/01
Ans iH'ekuii no 10 000 O IHrenbxainm IHrenbxaim ®apma 3MiHUW | TUNY - BHECEHHS 3MiH A0 p. 3.2.P.7.
(50 wr); 1 dhnakoH 3 IHTepHeLwHN m6X i Ko. KI Cunctema KoHTelHep/ 3aKynoproBasibHUIA 3aci6:
niocpinizatom Ta 1 wnpwy, M6X 3MiHa CTOCYETbCA 30BHiLLUHLOIO BUrNAAY

3 PO3YMHHMKOM MO 10 Mn
(Boga Ans iH'eKUin) y
KOMNAEKTi 3i CTEPUIbHUM
nepexifgH1M NpUCcTPoeEM
ans donakoHa Ta
CTEPUSILHO
0/1HOPA30BOIO OJIKOK Y
KapTOHHI/ KopoobLi

YMakoBKW CTEPUSIBHOI FOSIKV /151 Pa30BOro
3aCToCyBaHHs, Lo BMPO6NSETLCA Becton
Dickinson S.A. CTepuibHa rofiku st pasoBoro
BMKOPUCTaHHSA 3aneyaraHa Ta rotosa Ao
BMKOPUCTaHHS, i € YacTMHOI KoMmniekTy /13
MeTaize. Lis 3MiHa He CTOCYETbCA CTEPUNBbHOI
TrO/IKM A1 pa30BOro 3acCTOCyBaHHS SIK TaKol, i
AKICTb NPOAYKTY 3aUIMLLAETLCA HE3MIHHOIO.
Homep CE 3miHeHo 3 «CE 0050» Ha «C€E 0318»
BHACNILOK 3MiHN HOTU(DIKOBAHOrO opraHy y
3B'A3KY 3i 3MiHOI0 OPMANYHOI agpecun
BMpPOGHMKa. Lle 06yMoBneHO npouenypoto
Brexit, Tak sik HOTUdpikoBaHWIA opraH
nonepegHLoro Ceptudiikaty 6yB po3TalloBaHmil
y (O6’egHaHomy KoponiBcTsi (IpnaHgis).
OHoBETHEA [eknapadis Npo BigNoBiAHICTb




60

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

R300EU, el fOKYyMEHT OHOB/IIOETLCA HOBUM
aiicHnv CepTudpikaTom BignosigHocTi EC i
Bifjo6pakae HOBWII Homep CE «CE0318»
YMHHOro HoTudpikoBaHoro opraHy AEMPS y
3B'A3KY 3i 3MiHOO OPUANYHOT aapecu
BMPOGHUMKa. MNpoLiec BUPOGHULITBA, MaTepiasn
3a/mMwaTbea 6e3 3MiH

92.

METUNNPEALHI3
OJ1IOH-®C

Tabnetku no 8 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepun y nauui
KapTOHHilA

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma CrapT

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUNY - YyTOYHEHHS iHhopMaLLii CTOCOBHO
HaHeCeHHs HOMepy cepii Ta TepMiHy
NpUAAaTHOCTI Ha cTafisx «PacyBaHHA» Ta
«[MaKkyBaHHS», L0 06YMOB/IEHO TEXHOONYHON
MOX/IBICTIO HAHECEHHS HOMepPY cepii Ta
TepMiHy NpuaaTHOCTI — METOLOM APYKY B
[OMOBHEHHSA A0 METOAY HaHECEHHS BIATUCKY;
3MiHU | TUNY - 3aTBEPAKEHHS METOZIB KOHTPO/O
SAKOCTi AN NiKapcbKoro 3acoby
MeTunnpegaHizonoH-eC

3a peyenmom

UA/3183/01/02

93.

METUNMNPEAHI3
OJIOH-®»C

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepu y nauui
KapTOHHIiA

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHW | TUNY - yTOYHEHHS iHGhopMaLLil CTOCOBHO
HaHeceHHs1 HoMepy cepii Ta TepMiHy
NpUAATHOCTI Ha cTafisx «PacyBaHHA» Ta
«MaKyBaHHs», WO 06YMOBEHO TEXHOOTIYHO
MOX/IMBICTIO HAHECEHHS HOMepY cepii Ta
TepMiHy NpPUAATHOCTI — METOAOM APYKY B
[OMNOBHEHHA [0 METOAY HAHECEHHS BIATUCKY;
3MiHW | TUNY - 3aTBEPAKEHHSA METOZIB KOHTPO/HO
SKOCTi AN NikapcbKoro 3acoby
MeTunnpeaHizonoH-eC

3a peyernmom

UA/3183/01/01

94.

METOTPEKCAT-
TEBA

PO34MH NS iH'ekuinn, 100
mr/mn, no 10 mny
thnakoHi; no 1 chnakoHy B
Kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

BMPOBHMUTBO 3a
NOBHVM LWK/IOM:
dapmaxewmi b.B.,
HigepnaHaw;
KOHTPO/b Ccepil:
MNIBA XpBaTcka
0.0.0., XopBaris

HigepnaHgmn
/

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHY | TUny - 3MiHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYOTLCS BUMYCKY Cepii
Ta KOHTPO/II0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fofasaHHA AinbHUL, Ha
AKI 34iACHIOETLCSA KOHTPOL/BUNPOGYBaHHS
cepii) - AofaBaHHA albTepPHATUBHOI Ai/TbHUL
npoBefieHHs1 KOHTpOosto cepid 13

3a peyenmom

UA/0818/01/02

95.

METOTPEKCAT-
TEBA

PO34uH A1 iH'eKUin, 25
Mr/mM, Mo 2 MY qo1akoHi;
no 1 chnakoHy B Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHULITBO 3a
MOBHUM LMIK/TOM:
dapmaxemi b.B.,
Higepnangu;
KOHTPO/b cepil:
MNIBA XpBaTcka
[.0.0., XopBarTis

HigepnaHgn
/ XopBaris

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHY | Tuny - 3MiHK 3 sKocTi. FoToBMIA
Nikapcbkuii 3aci6. 3MiHW Y BUPOOHNLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofasaHHA AinbHUL, Ha
AKIV 3AIACHIOETBCA KOHTPO/Ib/BUNPOOYBaHHS
cepii) - AofaBaHHA anbTepHaTUBHOI Ai/TbHUL
npoBefieHHs1 KOHTpOsto cepid 13

3a peyernmom

UA/9609/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
96. MINOPOHAT® kancynm TBepgi no 250 mr, | AT "I'piHgekc” Natsis AT "I'piHaekc" Natsis BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 6e3 peyenma UA/16049/01/01
no 10 kancyn y 6nicTepi; 3MiHu | TUNYy - 3MiHK WoA0
no 2 a6o 4 6nictepu B 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
nautii 3 kKapToHy BeegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBa&XeHOi 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA Bif, YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLEeHHI MacTep-haiina cucremm
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
3asBHMKa, BigNoBiga/IbHOT 3a hapmakoHarnsz B
YkpaiHi. MponoHoBaHa pefakuis: MapTuHUyK
Oner BonognMunposmy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4noBigabHOI 3a
hapmakoHarnag, B Ykpaini
97. MIO3M MOPOLLIOK ANt [bxeH3alim HigepnaHngu [bxeH3ainm lpnaHg IpnaHgis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/11618/01/01
NPUroTyBaHHSA tOpon B.B. Nimiten, IpnaHgis Benbris 3MiHM | TUNY - BHECEHHS 3MiHW [0 po3ainy
KOHLLEHTpATy 4158 po34nHy (HanoBHEHHS 3.2.P.7. Cuctema KOHTeinHep/3aKynopoBasIbHWi
Ans iHdysiin no 50 mr; 1 chnakoHiB Ta 3acib, a came - BugasieHHs iHdopmadii Wwoao
ch/1aKoH 3 NOPOLLKOM Y BMPOBHMLTBO afpecy noctavasibHUKa ryMmoBux Npoook i
KapTOHHIM nayu,i KIHLLEBOro NPoAYyKTY, antomiHiesoi nnom6u (West Pharmaceutical
MapKyBaHHS Ta Services). BHECEHHA HE3HAYHUX PefaKTOPChKNX
nakyBaHHs, npasok Ao po3giny 3.2.P.7. Cuctema
KOHTPO/Ib SAKOCTI KOHTeliHep/3akKynopioBasibHUiA 3aci6 gns
N3, Bunyck cepii); OHOBJ/IEHHSI hopMaTy HymepaLjii 4OKYMEeHTIB Ta
[xeHzalim rapMoHi3aii 3apeecTpoBaHoi iHpopmaLii
dnaHgepc 6864,
Benbrisa
(BUpo6HMLTBO AC,
NpUroTyBaHHs
po3unHy /13 ans
niodcpinizawii)
98. M-CMNPEN cnpeli HasaNbHUIA, AnsoreH Bonrapis PAPMEA dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyernmom UA/18617/01/01
[o3oBaHuit, 50 Mkr/gosa, Papma 3MiHUW | TUNY - 3MiHW BHECEHI B TEKCT
no 16 r (120 po3) a6o 18 r TpelguHr MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIl
(140 po3) cycneHsii y KOpon OTOB ynakoBKax NikapcbKoro 3acoby, a caMme He3HauHi

noslieTUNEHOBI NAsLWLi
BUCOKOT LUINIbHOCTI,
o6'emom 20 mn, 3
[03y04MM HAcocoMm -
po3nuBaYeMm, 3aKpuUTUM

npaskn y posginax "Aara 3akiH4eHHA TepMiHy
npuaatHocTi " Ta "Homep cepii nikapcbkoro
3acoby". BBefeHHs1 3MiH NpoTAroM 6-T MicsaLiB
nicnsa 3aTBepaKeHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Haza/IbH1M ansikaTopom 3
KOBMaYKoM; NAsALIKa B
KapTOHHIiA nayui
99. HAKOM® Tabnetku, 250 mr/25 wr; CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a peyenmom UA/9134/01/01
no 10 TabneTtok y $apmacbloTika $apmaueBTUYHA 3MiHM | TUMy - 3MiHW 3 AKOCTi. FOTOBMIA
6nictepi; no 10 6nicTepis n3 a.a. KOMnaHis 4. 4. nikapcbkuii 3acib. Cuctema
Y KapTOHHIli kopoobui KOHTeliHep/3akyrnopoBaibHWii 3aci6. 3MiHa
6yab-AKOT YaCTUHW MaTepiasy NepBuMHHOT
YMNaKoBKM, L0 HE KOHTaKTY€E 3 rOTOBUM
nikapcbkM 3acob0om (Hanpuknag, konip
KPWLLIEYOK 3 KOHTPOSIEM NEPLLOTrO BiAKPUTTS,
KONip KO4OBUX Kinewb Ha amnynax, KoHTeliHepa
Ans ronok (pisHi Bugu nnactmacu) (3miHa, sika
He BMMBa€E Ha KOPOTKY XapaKTepucTuKy
NiKapcbKoro 3acoby) - MPONOHYETLCS 3MiHa
NOKPUTTS AJ1 HAHECEHHS APYKY Ha aslloMiHIieBIl
honb3i Ansa 6nictepy, WO MICTUTb
HITPOLLEN0103Y Ha MOKPUTTS, L0 HE MICTUTb
HITpOLLeN01031
100. | HATPIO pO34uH ANst iHQysild, 9 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/13841/01/01
XNoPUA- mr/mn, no 100 mn a6o no "papmauesTu "®apmMaueBTNYHa 3MiHM | TUny - 3MiHK 3 AKocTi. FoToBWMIA
AAPHULUA 200 mn abo no 250 mn, yHa thipma chipma "OapHuus” nikapcbkuii 3aci6. Cuctema
a6o no 400 mn, abo no "apHuus" KOHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi 3MiHN)

500 mMn y donakoHax; no
100 mn y dpnakoHax, no 40
hnakoHiB y Kopobkax; no
200 mn abo no 250 mn,
a6o no 400 mn, abo no
500 mn y chnakoHax, no 20
hnakoHiB y KOpobKax

- BBEEHHA [04aTKOBOro BUAy nakyBaHHs, a
came: o 40 dpnakoHiB y kopobkax ans 13
Hatpito xnopug-AapHuus , po3unH gns iHdysii,
9 mr/mn, no 100 mn y dhnakoHax Ta no 20
donakoHiB y kopobkax ans /13 Hatpito xnopua-
[apHuus , po3unH ans iHdysiid, 9 mr/mn, no 200
mn abo no 250 mn, a6o no 400 mn, a6o no 500
My doniakoHax, 6e3 3MiHVM NepBYHHOTO
nakyBa/lbHOro matepiasny, 3 BignoBigHMMMN
3MiHaMun B po3Aini «YnakoBka» (BBefeHHS 3MiH
NPOTAroM 6-TW MICALIB NICNA 3aTBEPLXEHHS);
3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTNBHOCTI Ta hapMakoHariagy
(iHWi 3miHW) - BBEAEHHSA aNbTEePHATUBHOIO
TEKCTY MapKyBaHHS YMakoBKW 3 MOX/IUBICTIO
HaHeceHHs 2[] kogy ons 06"emy 400 mn
(BBeAEHHS 3MiH NPOTAroM 6-Tn MicAUiB nicns
3aTBEPAXKEHHS); 3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edeKkTNBHOCTI Ta hapmakoHariagy
(iHWi 3MiHW) - OHOB/IEHHA 3aTBEPIKEHOr0
TEKCTY MapKyBaHHS yNakoBKW NiKkapCbKoro
3aco6y 3 BHECEHHSIM iHGhopMaLil Woa0
3a3HayeHHs n1oroTmny komnaxii (BeeAeHHs 3MiH
NpOTSArom 6-Tv MicALIB MicAs 3aTBEPAKEHHS)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
101. | HEOTPAHEKC pO34uH ANa iH'ekuid, 500 BIOIHOACTPI ITanis BioiHpacTpia ITanis BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a peyenmom UA/14214/01/01
Mr/5mn, no 5 mn B amnyni, A NabopaTopio 3MiHu | TUNY - nogaHHs Hosoro CEP R1-CEP
no 5 amnyn y KOHTYpHii NABOPATOPI ITaniaHo MegiuiHani 2006-142-Rev 02 ana A®I TpaHekcamoBa
yMakoBLi, N0 1 KOHTYpHIi O ITAJIIAHO C.N.A. KNC/0Ta, Y 3B'A3KYy 3 BBEAEHHAM [404aTKOBOro
YMaKoBLji B KAPTOHHIl MEZILUIHANI BMpo6Huka Hunan Dongting Pharmaceutical Co.
Kopoo6ui C.M.A. Ltd, China; 3miHu | Tvny - nogaHHs Hosoro CEP
RO-CEP 2018-048-Rev 00 gnsa Aol
TpaHekcamoBa K1CNOTa, Y 3B'A3Ky 3 BBEAEHHAM
[ofaTkoBoro BupobHuka Shilpa Medicare
Limited, India; 3miHu | Tvny - BBeAeHHA nepiogy
NOBTOPHOro BMNpobyBaHHA A®| TpaHekcamoBa
KucnoTa Bif, HoBoro Bupo6Huka Shilpa Medicare
Limited, India 48 micsiyis, Ha migcTaBi
pe3ynbTaTiB AOC/iAKeHb CTabiNIbHOCTI Y
peanibHOMY 4aci, y 3B'A3Ky 3 BiACYTHICTIO L€l
iHchopmawii y cepTudpikarti BignosigHocTi (CEP)
102. | HITPO-MIK® cnpeii cy6niHrBasbHMiA TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/2622/01/01

po3osanuii, 0,4 mr/gosa
no 15 mn (300 go3) y
donakoHi; no 1 dpnakoHy 3
posnuoBayem,
3ano6iXHVM KOBNAYKoM y
nadui 3 KapToHy

«MIKPOXIM»

«MIKPOXIM»

BrinpaBneHHs TEXHIYHOT NOMUIKN B OHOB/IEHNX
MK$ 3aTBepmkeHnx Hakazom MO3 Ykpainn Ne
2143 Big 21.09.2020
(npoueaypa - 3miHW | TUNY - 3MiHX 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3miHW) — Bigdynmch
3MiHM y cneyudpikauii Ha M3, a came: -
noKasHWK «BigHOCHa rycTuHa» 3MiHEHO Ha
«l'ycTrHa» (ponycTMMi MeXi Ta MeTos
3a/ULLEHO 6e3 3MiH); - NoKa3HWK «OAHOPIAHICTb
Macu» 3aMiHEHO Ha MokasHWK «OAHOPIAHICTb
[030BaHVIX OAMHWLb» i3 3MIHOK KpUTEpIiB
NPUAHATHOCTI (3aNPOMNOHOBaHO: | — ANsA nepLumnx
10 oAnHWLB, NPUIMasibHE YMCO He NepeBuLLyE
15,0. Il = ansa 30 ognHULb, NpUAMasibHE YACTO
He nepesuwye 15,0 Ta pe3y/ibTart XOA4HOT
[,030BaHOi oanHUL He MeHwe0,75 Mi He GinbLue
1,25 M); - noka3Huk «KinbkicHe BU3HaYEHHS.
HiTporniuepuH» 3mMiHEHO OAMHWLI BUMIpY Ta
KpuTepii NPUAHATHOCTI BMICTY [it040i PeYOBUHMN
(3anponoHoBaHo: 0,38 — 0,42 mMr/go3y); 3MiHu |
TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOs1b rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roOTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNPOGYBaHb (BK/IOYaOUM 3amiHy abo
[OMNOBHEHHS)) — 3MiHa MeToay 3 2.9.27.
«OOHOPIAHICTL MacKu 03K, L0 BUTATaTbeA i3
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

b6araTtopasoBux KOHTelHepiB» Ha 2.9.40.

nocsio4YeHHs

3acoby

Ykpaina

AT "®apmak”

YkpaiHa

«O[HOPIAHICTL A030BAHUX OAMHULLY; 3MIHU Y
MeToAuLi 3a NokasHnkamm «KinbkicTb f03, WO
BUTATAIOTLCA» (36iNbLUEHHS BUOIpKM
[ocnifpKyBaHNX 3paskiB Ta BifKOpeKToBaHa
dhopmyna po3paxyHky) Ta «KinbkicHe
BM3Ha4eHHs. HiTporniuepnH» (BBeEHO
[04aTKOBI (hapMakoneliHi cTaHAapTHi 3pasky Ta
3MiHeHa hopmMyna po3paxyHky); 3miHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB creuudikauii Ta/abo AonycTUMmx
MEX rOTOBOrO JliKkapcbKoro 3acoby (BuTy4YeHHs
He3HayHOro NokasHviKa (Hanpuknag 3actapiforo
nokKasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudbikauis 6apBHMKIB UM CMaKOBUX
[06aB0OK)) — BUNy4YeHHs 3 cneumdikauii Ha N3
NOKa3HUKIB «BMICT HITpOrniLepuHy B OaHili
[03i», «BifcoTok BUXogy BMIiCTy chiakoHy»,
«KinbkicHe BU3HaYeHHs. MNponineHrnikonb» Ta
BWJ/TyYEHO TECT Ha NPOMIAEHIIKOMb 3 NOKa3HMKa
«lgeHTudikauis»). Mpy BHeceHHi 3miH B MKA
6yna gonyLieHa NoMusKa WoAo po3giny
«MapkKyBaHHS». He BpaxoBaHi 3MiHN
3aTBepMKeHi nonepeaHim Hakaszom Ne 1562 Big,
08.07.2020 (BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHsA" MKA J13: 3anponoHosaHo:
MapkyBaHHs. 3rifiHO 3aTBEPAXKEHOro TEKCTY
MapKyBaHHs.)
BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:

3a peyenmom

UA/15217/01/01

103.

OrPAHIA®

Kancynu no 75 mr; no 7
Kancyn y 6nictepi; no 2
6nictepu y nayui

AT "®apmak”

YTOUYHEHHA peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 1452 Big 15.07.2021
(yTouHeHHs HanucaHHA Ha3Bu A®I) - 3miHn |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb A®I (iHwi
3MiHW) - BUYYEHHS 3i cnewumdikalii Ta MeToAis
KOHTpoNt A®| nperabaniHy nokasHvka «Baxki

mMeTanm». 3MiHn | Tuny - 3MiHn 3 akocTi. Adl.
KoHTponb A®I (iHLWi 3MiHW) - 3MiHW 4,0 METOAUKN
BuNpobyBaHHA A®| nperabasiiHy 3a NOKa3HUKOM
«MikpobionoriyHa ynctoTa», a came BUTyYEHHS

BUKNAAEHHS METOAVKM, NULLE 3a/INLLIEHO
BiANOBIAHE MNOCWNAHHSA Ha 3arasibHy CTaTTio
LY, kputepii NPUAHATHOCTI HE 3MIHWNCS.
3MiHu | TUnYy - 3MiHK 3 AKkocTi. A®l. KoHTposb

A®I (iHWwi 3MiHK) - 3MiHM fo cneuudikaii API

nperabaniHy 3a NokasHMKOM «Onuc», Lo
06yMOBNIEeHO NpuBeAeHHsAM fo Bumor EP Ta

OOKyMeHTauii BUpo6HuKa, a came 3
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n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

104.

OrPAHIA®

Kancynu no 150 mr, no 10

«KpucTaniyHnii nopoLLoK Big, 6in10ro go Maiixe
6in10r0 Konbopy» Ha «lopoLuok 6inoro abo
malixe 6inoro Kosibopy». 3MiHu | TMny - 3MiHW 3
akocTi. CepTtudpikat BignosigHocTI/lE-
cepTtudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOI peyoBuHU (cepTudikar
BiAMOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNEHWi cepTudikaT Bif, yXe 3aTBepAXEHOro
BMPOGHMKa - NoAaHHsA oHosneHoro CEP RO-CEP
2016-189-Rev 03 ana A®I nperabanivy Big,
3aTBepxeHoro BupobHvka Zhejiang Huahai
Pharmaceutical Co., Ltd. Kutaii, sik Hacnigok,
cneumdikauito Ta aHauTITUYHI METOANKN 3a
nokasHukamm «CynpoBifHi JOMILLIKU» Ta
«3KOP» npvBeAeHi y BignoBiAHICTb 4O BUMOT
BMpo6HUuKa (3aTtBepmxeHo: RO-CEP 2016-189-
Rev 02). 3MiHu | T1ny - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikar
BiAMOBIAHOCTI €BpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii APy abo €Bponeincbkoi
thapmakonei, abo iHLWOoT HaLioHa/IbHOI
thapmakonei gepxasu E€C (3miHa 'y
cneyudikauisix, NoB'a3aHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLUii
HauioHasbHin chapmakonei gepxasu EC) -
npusefeHHs cneuudikauii A®I nperabanivy y
BigNoBigHICTb 40 BUMOr MoHorpadii EP 3a
nokasHukamu: «lgeHTudikauis» - NPonoHYETLCA
NPOBOANTY NOPIBHAHHSA 3 dapMakonenHum
CTaHJapToM nperabaniHy, 3aMiCTb po60o4oro
CTaHAapTy BMPOGHWMKa - «BTpaTta B Maci npu
BMCYLLYBaHHi» BifMnoBigHO A0 MoHorpadil
3aMiHeHO Ha po3pain «Boga» - «KinbkicHe
BU3HAYEHHA», Ta «EHaHTIOMEpHa uMcToTa»
aHaniTM4Hi MeTOAMKM BifMOBIAHO A0 MOHOrpadil
- po3ain «R-i3omep» 3aMiHeHO Ha
«EHaHTiOMepHa yncToTa»

Kancyn y 6nictepi; no 3

6nicTepu y nayui

AT "dapmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
YTOUHEHHSA peecTpauiliHol npoueaypu B

Hakasi MO3 Ykpainu Ne 1452 Big 15.07.2021

3a peyernmom

UA/15217/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(yTouHeHHsi HanucaHHA Ha3Bu A®I) - 3MmiHn |
MYy - 3MiHKU 3 AKOCTi. A®l. KoHTposb Ad (iHLwi

3MiHW) - BUNyYeHHs 3i cneyudikaLii Ta MeTogis
KoHTponto A®I nperabaniHy nokasHuka «Baxkki
MeTasim». 3MiHu | TUny - 3MiHU 3 AKOCTi. ADI.
KoHTposib A®I (iHLWi 3MiHW) - 3MiHW A0 METOANKM
BMNpobyBaHHA A®| nperabasiiHy 3a MOKa3HMKOM
«Mikpob6ionoriyHa YncTota», a came BUTYYEHHS
BUKNAAEHHS METOAVKM, NNLLE 3a/INLLIEHO
BifjNOBigHE NOCUMAHHA Ha 3arasibHy CTaTTHO
LoY, kputepii NPUAHATHOCTI He 3MiHWUANCS.
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®| (iHWi 3MiHW) - 3MiHK o cneundikauii Ad|
nperadaniHy 3a nokasHnKom «Onuc», Lo
06ymMOB/IeHO NpuBeAeHHAM Ao Bumor EP Ta
[OOKyMeHTaUii BUpo6HWKa, a came 3
«KpucTaniyHnii NnopoLLoK Big, 6inoro go Maiixe
6in10ro Kosibopy» Ha «MopoLLoK 6inoro a6o
maiike 6inoro Konbopy». 3MiHu | Tuny - 3MiHKW 3
aKocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI abo
BUyYEHHA cepTudikaTta BiANoBIAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ona
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; oA 4ONOMIKHOT pevoBuHM (cepTudikar
BiANOBIAHOCTI E€Bponeiickkili hapmakonei) -
OHOB/EHWit cepTuddikaT Bif, yXe 3aTBepAKeHOro
BMPOGHMKa - NoAaHHsA oHoBneHoro CEP RO-CEP
2016-189-Rev 03 ans A®I nperabanivy Big,
3aTBEpAXeHoro Bupo6Hvka Zhejiang Huahai
Pharmaceutical Co., Ltd. KuTalii, ik Hacnigok,
cneumaikaLito Ta aHaNiTUYHI METOANKM 3a
nokasHukammn «CynpoBifHi JOMILLKV» Ta
«3KOP» npviBeAeHi y BigNOBIAHICTb A0 BUMOT
BMpo6HUKa (3aTBepaxeHo: RO-CEP 2016-189-
Rev 02). 3miHu | Tvny - 3miHM 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HEeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii AdY abo E€Bponeincbkoi
thapmakonei, abo iHLWOoT HaLioHa/IbHOI
thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'asaHa 3i 3aMmiHamu B Y,

abo Eponelicbkiin hapmakonei, abo iHLWii
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

HaujioHasnbHIli hapmakonei gepxasu €C) -

Bionycky

nocsio4YeHHs

3acoby

AT "dapmak”

YkpaiHa

nokasHukamu: «lgeHTudikauis» - NPonoHYETLCA

npuBefeHHs cneuudikauii APl nperabanivy y
BiANOBIAHICTb 4,0 BUMOT MoHorpadii EP 3a

NPOBOANTM NOPIBHAHHA 3 hapMakonenHnm
cTaHAapTom nperabaniHy, 3amicTb pobo4oro
CTaHfapTy BMpOOHMKa - «BTpara B maci npu

BUCYLLYBaHHI» BifnoBigHO A0 MOHorpadii
3aMiHeHO Ha po3gin «Boga» - «KinbkicHe

BU3HAYEHHA», Ta «EHaHTIOMEepHa uncToTa»
aHasliTUYHI MeToAMKM BIAMNOBIAHO A0 MOHOrpadii

- po3gin «R-i3omep» 3amiHEHO Ha
«EHaHTiOMEpHa YncToTa»
BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3a peyenmom

UA/15217/01/03

105.

OrPAHIA®

kancynu no 300 mr; no 10
Kancyn y 6nictepi; no 3
6nictepun y nauui

AT "dapmak”

YKpaiHa

YTOUHEHHs peecTpauiiiHol npoueaypu B
Haka3i MO3 YkpaiHu Ne 1452 Big 15.07.2021
(yTOUYHEHHA HanucaHHA Ha3Bu A®I) - 3MiHn |
Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I (iHwi
3MiHW) - BUTyYeHHS 3i cneyudikalii Ta MeTogis
KOHTpoNto A®| nperabaniHy nokasHuka «Baxki

mMeTanm». 3MiHu | Tuny - 3MiHK 3 akocTi. Adl.
KoHTponb A®I (iHLWi 3MiHM) - 3MiHW A0 METOAVKM
BUNpo6yBaHHA A®I nperabaniHy 3a NOKa3HUKOM
«MikpobionoriyHa unctoTa», a came BUyYEHHS

BUKN3AEHHS METOAVKM, NNLLE 3a/INLLIEHO
BiiNOBigHE NOCUAHHA Ha 3arasibHy CTaTTHo
LY, kpuTepii NPUAHATHOCTI HE 3MIHWANCS.
3MiHu | TUny - 3MiHn 3 akocTi. A®Il. KoHTponb

A®I (iHWi 3MiHW) - 3MiHM 0 cneundikaii APl

nperabaniHy 3a NoKasHUKOM «Onunc», LWo
06yMOB/IEHO NpuBeAeHHsAM o Bumor EP Ta
[LOKyMeHTaLil BUpO6HMKa, a came 3

«KpucTaniyHnii NopoLLoK Big, 6i10ro Ao Maiixe

6inoro kosbopy» Ha «lopoLuok 6inoro abo

Malixe 6inoro Kosibopy». 3MiHu | Tuny - 3MiHun 3

akocTi. CepTtucpikat BignosigHocCTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichKiii
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTi abo

BU/yYEHHS cepTudikaTa BiANoBigHOCTI

€Bponeiickkili hapmakonei: gns A®l; ans
BMXiQHOrO marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT pevyoBuHK (cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHoBReHWi cepTuddikaT Bif, y)Xe 3aTBepAKeHOro
BUPOGHMKaA - NnofaHHA oHoBneHoro CEP RO-CEP

2016-189-Rev 03 ana A®I nperabanidy Big
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aTBepaxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. Kutaii, ik Hacnigok,
cneundikaLito Ta aHaulITUYHI METOANKN 3a
nokasHukamm «CynpoBigHi JOMILLKV» Ta
«3KOP» npusefeHi y BignoBigHicTb 40 BUMOr
BMpo6HUKa (3aTBepmxeHo: RO-CEP 2016-189-
Rev 02). 3miHu | TMny - 3MiHM 3 AKOCTI.
CepTudpikart signosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI €Bponelichkkilt
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3
HeOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadgii 4dY a6o €Bponeicbkoi
thapmakonei, abo iHLWOoI HauioHa/IbHOI
thapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaLjioHasnbHIli hapmakonei gepxasu €C) -
npusefeHHs cneuudikauii A®I nperabaniny y
BiAMOBIAHICTb A0 BUMOT MoHorpadii EP 3a
nokasHukamu: «lgeHTudikauis» - NPONOHyeTbLCA
NPOBOANTM NOPIBHAHHA 3 hapMakoneinHnm
CcTaHAapTom nperabaniHy, 3amicTb pob6o4oro
cTaHfapTy BUpO6HMKa - «BTparta B maci npu
BWCYLLYBaHHI» BifnoBigHO A0 MOHorpadii
3aMiHEHO Ha po3ain «Boga» - «KinbkicHe
BU3HAYEHHA», Ta «EHaHTIOMepHa uMcToTa»
aHaNiTUYHI METOAMKN BiANOBIAHO A0 MOHOrpadii
- po3gin «R-i3omep» 3amiHEHO Ha
«EHaHTiOMepHa yncToTa»

UA/18208/01/01

106.

O3E/IbTAMIBIP

Kancynu no 75 mr, no 10
Kancyn y 6nictepi; no 1
6nicTepy B KapTOHHIiA
Kopoo6ui

CTtpanac
dapma
CaiieHc
Nimiten

IHais

Crpaigc Papma
CalieHc NimiTepq,

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHN Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHW npenapat (3MiHa He NnoTpebye
HaflaHHsA XOLHMX HOBMX [0AATKOBUX fAHWX) -
3MiHU BHECEeHi A0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHA NiKapcbKoro 3acoby y po3aim
"®apmakonorivHi B1acTmsBocTi", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”,
"Cnoci6 3actocyBaHHsa Ta f03u", "Mo6iYHI
peakuii" BigNoBIigHO A0 iHchopmavi
pechepeHTHOro nikapcbkoro 3acoby TAMI®/TIO®
(kancynu no 75 mr). BBefileHHs 3MiH NPOTSArom 6-
TN MiCALiB NicNs 3aTBEPAKEHHS.

3a peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
107. | OKPEBYC® KOHLEHTpAaT 4719 PO3YUHY ®.XotbdpmanH- | LLBeliuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a peyenmom UA/16278/01/01
Ans iHdysili no 300 mr/10 Na Pow NTpg, Hepo3dhacoBaHOl LLiBeiiuapis 3MiHU || TUNY - 3MiHWM BHECEHO B IHCTPYKL,iO AN1s
M; no 10 mn'y donakoHi; NpoAyKLii, NnepBuHHe MeZMNYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby
no 1 donakoHy y KapTOHHIl nakyBaHHs, [0 posginy "Cnoci6 3actocyBaHHs Ta fo3un'.
KopooLi BMNPOGYBaHHSA BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
KOHTPOJIHO AKOCTI: 3aTBEPKEHHSA
Pow fiarHocTukc
M6X, HimeuunHa
BMPOGHMLTBO
Hepo3acoBaHoi
npoayKuii, BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: ®.XocdmaHH-
Na Pow Nita,
Lseliuapis
108. | OKCUBYTUHIHY MOPOLLIOK KpUCTasivHuiA AT YkpaiHa MKEC ®paHuis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: - UA/4923/01/01
rigpoxnoprup (cybeTaHuis) y nakeTax "KNIBCbKNM 3MiHK | TUNY - NOAaHHS OHOBJ/IEHOTO
noABIHMX BITAMIHHWIA cepTudikaTa BigNOBIAHOCTI EBPONENCHKI
noslieTuNeHoBMX ANs 3ABOL" hapmakonei Ne R1-CEP 1998-143-Rev 06 Big,
hapMaLeBTUYHOIO 3aTBepxeHoro BupobHrka PCAS, FRANCE. Ak
3aCcTOCyBaHHA HaCnMifoK: BUTyYEHHS BUPOBGHNYOT AifbHULL
PCAS Finland Oy, FINLAND Ta 3miHW y Ha3Bi
BMpo6Huka(byno: PCAS (SELOC FRANCE
SITE), FRANCE; ctano: PCAS, FRANCE);
BUJTYYEHHA METOAMKN 3a MOKa3HUKOM «Baxkki
MeTa/In»; BHECEHHS YTOUHEHHSA [0 METOAMKN 3a
nokasHUKoM «CynpoBigHi AOMILLKN»
109. | OKTAMJIEKC 500 | nopoLLOK Ta PO3YMHHUK Okradhapma ABCTpIs Brpo6HMK HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/14313/01/01
MO AN PO34MHY Ans iHdy3ii dapmaLeBTUK (anbTepHaTuBHWIA), AscTpisi/ 3MiHM | TUNY - BK/IKOYEHHSI OHOB/IEHOTO MacTep-
no 500 MO; aBi KOpo6ku a BiANOBiAa/IbHWIA 32 dpaHuis thaiina Ha nnasmy y peectpadiiHe gOCbe Ha
06’€gHYIOTLCS MK CO60H0 MpopykTioHcre BTOPVHHE nikapcbkuii 3aci6: PMF Certificate no:
NAacTUKOBOK NAIBKOIO: c. M.6.X. nakyBaHHs Ta EMEA/H/PMF/000008/05/AU/022/G; 3MiHu |
KapTOHHa kopobka Nel: no Bi3yasibHYy TUMY - BK/IIOYEHHS] OHOB/IEHOrO MacTep-arina
1 chnakoHy 3 NOPOLLKOM iHCnekujto: Ha nnasmy y peecTpadiiHe f0Cbe Ha NMiKapCbKuii

AN PO3YMHY AN iH'eKUil
Ta iHCTpYyKUi€eto nNpo
3acTOCyBaHHS; KapTOHHA
Kopo6ka Ne2: no 1
hNakoHy i3 PO3YNHHNKOM
(Boza ans iH'ekuin, 20 mn)
Y KapTOHHiIli kopobLi
pa3oM 3 KOMMNIEKTOM A5
PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeAeHHs (1 wnpwy,
0fIHOPa30BUiA; 1 KOMNEKT
ans nepeHocy (1
[OBYXKiHUeBa rosnka, 1

Oktadhapma [eccay
'M6X , HimeuunHa;
Brpo6HuK,
BiAnoBiganbHUIA 3a
BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
Oktadapma
PapmaLeBTnka
MpopykTioHcrec
M.6.X., ABCTpis;
BMPOBHUK
BiANOBiAA/IbHWIA 3a
BMPOBHMUTBO 3a
NMOBHWM LMK/IOM 3@

3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/023/G; 3miHn | Tuny -
BK/IIOUEHHS OHOBJ/IEHOrO MacTep-ghaiina Ha
nnasmy y peectpadiiHe [OCbE Ha NikapCbKuii
3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/1B/024/G
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
hinbTpoBasibHa rosnka); 1 BVK/THOYEHHAM
KOMMIEKT ANs iHAy3iit BTOPWHHOI YNakoBKU:
(ronka-metenuk); 2 OxkTadhapma,
MPOCOYEHNX CNNPTOM ®dpaHuis
TaMroHiB)
110. | NAHTOKPVH eKCTpaKT pigkmii, TOB Ykpaina TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/3237/01/01
cnupToBMiA, No 50 Mn 'y "TepHodhapm" 3MiHM | TUMY - BUNYYEHHS 3acTapifioro
donakoHi cknsiHoMy abo nokasHuka «[JocnifXeHH Ha TOKCUYHICTb» 3i
nonimepHomy 3 NpobKoto- cneundikauii Ta METOZAIB KOHTPOJIIO Ha roTOBUIA
KpanenbHuueto; no 1 nikapcbkuii 3aci6 MaHTOKpUH MOB’A3aH0 3 TUM,
donakoHy B nauui 3 Lo ctatTio 2.6.9 (AHOMasIbHa TOKCUYHICTb), sika
KapToHy pernameHTye NPOBeAEHHS AaHOro
BUNPOOYBaHHSA, BUYHYEHO 3 Ail04Oro BUAaHHSA
Loy 2.4,
111. | NEHTAKCM® nopowok Haemophilus CaHodpi dpaHuis NOBHWI LMK DdpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/13010/01/01
BAKUWHA Ansa influenzae Tuny b Ta MacTep BMPOGHMLITBA, YropwmHa 3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
MPO®ITAKTUKWN | cycneHsis gns in'ekuiin (0,5 3anoBHEHHSA Ta nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BUNDTEPII, M), no 1 chnakory 3 niodpinizauis BMNpobyBaHb abo JOMYCTUMUX MEX,
NPABLA, nopowukom Ta 1 (chbnakoHw), BCTaHOB/EHMX Y cneumdikayisx, nig yac
KALUHOKY nornepeaHsL0 3anoBHEHOMY BTOPUHHE BMPOBGHULITBA rOTOBOrO NiKapCbKoro 3acoby
(ALEENONAPHA wnpuyy (0,5 mn) 3 nakyBaHHs, (3BY)XXEHHSI AONYCTUMUX MEX) 3BYXEHHS
N KOMMOHEHT), | NpuKpinieHoo ro/kowo KOHTPO/b AKOCTI, OONYCTUMUX MEX AJ151 06'EMy 3an0OBHEHHS
noniomMmienity (abo 2 okpemumun BUNYCK cepil: hNakoHIB, LLLO KOHTPOJIOETLCS B NPOLECI

IHAKTUBOBAHA
TA BAKUVHA
ans
MPO®INAKTUKA
IHPEKLJIA,
CNPUYMHEHNX
HAEMOPHILUS
7Ny B
KOH’IOrTOBAHA,
AACOPBEOBAHA

ronKamu), Lo MicTUTb
CycneHsito ons iH'ekujin, B
KapTOHHIA kopobui; no 1
onakoHy 3 NopoLukom Ta 1
nonepeaHbO 3anoBHEHOMY
wnpuyy (0,5 mn) 3
MPUKPINIEHOIO FO/IKOO
(abo 2 okpemumu
rofikamu), LWo MiCTUTb
CycCneHsito gNns iH'ekujin, B
CTaHapTHO-eKCMOPTHIi
yNakoBLi, fiKa MiCTUTbCA Y
KapTOHHI Kopo6uLi (3
IHCTpYKLUi€e0 AnA
MeAMYHOro 3aCTOCYBaHHS)

CaHodpi MNactep,
dpaHuis; BTOpUHHE
nakyBaHHSs1, BUNYCK

cepii: CaHodi-

ABeHTic MpaiiBiT Ko.

Nta., Nnatdgopma
NOricTkN Ta
ancTpubyuii y m.
Bypanewr,
YroplmHa

BMpo6HMUTBa (IN—Process Control) Lwnisxom
3BaXyBaHHs 6e3 3MiH Y BUPOOHMUI NpaKTULi.
3aTtBepmkeHo: Not less than 0.5 mL.
3anponoHosaHo: 0.5 mL + 5% (0.025 mL).
TepMiH BBEAEHHS 3MiH - cepneHb 2022. 3MiHu |
My - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOT AinbHNL (BKIHOYAKOUN AinbHULI ANS
A®I, npomiHOro NpPoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BUMYCK CEPilA, MiCLie NPOBEAEHHA KOHTPOJI0
cepii) abo nocTavasibHUKa BUXIAHOTO MaTepiany,
peareHTy ab0 A0MNOMIKHOI PEHOBUHY (SKLLO
3a3HayeHo y 0Cbe) BunyyeHHs ainbHuLi
CaHodpi C.IN.A., ITania (SANOFI S.P.A. Via
Valcanello, 4 — 03012 ANAGNI (FR), Italy), wo
BiAnoBigae 3a 3anoBHEHHA Ta sliodinisadito
(pNakoHiB, OCKi/IbKM Nogasiblie BUPOBHULITBO
rOTOBOrO nNpenapary Ha AaHili BUpo6HWUYil
OinbHUUi Anagni npynuHeHo. 3MiHu | Tuny -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHwi 3miHmM) OHOB/IEHHA PO34iNis
[0CbE 3 MeTOol nepedopmaTyBaHHA Ta
[oflaBaHHs iHpopmaLlii, OHOBMIEHHS flaHWX Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BUMPaB/IEHHA PeAaKLiiHNX NOMUIOK, ANA
npuBeAEeHHSA Y BiANOBIAHICTb BUKNAAEHOro A0
BMPOGHNYOI NPaKTVKM 6€3 3MiH y BUPOBHUYOMY
npoueci ans komnoHeHTy Haemophilus
influenzae type b.

TepMiH BBEAEHHS 3MiH - cepneHb 2022. 3MiHu |l
TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbknii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN Y npoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TOYAI0UM MPOMIXHWI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
nikapcbKkoro 3acoby (nikapcbkuii 3acié €
nikapcbknm 3acobom
6i0M10ri4YHOro/iMyHOIOTIYHOTO NOXOXKEHHA Ta
3MiHa BMMarae npoBeAeHHs MOPIBHAIbHUX
JocnipkeHb) BHeceHHs 3MiH y npouec
Bupo6HuuTBa Final Bulk Product (FBP) Ta Filled
Product (FP) gnst rotoBoro nikapcbkoro 3acoby
Haemophilus type b Conjugate Vaccine Drag
Product, BignosigHO 00 BUCHOBKIB AHani3y
KpUTUYHOCTI npouecy (PCA): nepernsag,
kacudikauil BUpOGHMYMX NapameTpiB Ta ix
onucy B CTD Ha ocHosi PCA, w06 Bignosigatu
MOHITOPWHIY NPOLLECY 3rifHO 3 KEPIBHUMU
npuHumnamu ICH Q8 - Q11 Ta HopMaTUBHUX
BVMOr. TepMiH BBEIEHHS 3MiH - cepneHb 2022.

112.

MEHTAKCUM®
BAKLMHA Ans
MPO®IIAKTUKA
ONOTEPII,
NPABLA,
KALL/THOKY
(ALEENONAPHN
1 KOMIMOHEHT),
nonioMIENITY

nopowok Haemophilus
influenzae Tuny b Ta
cycneHsist gns in'ekuiin (0,5
M/1) Mo 1 donakoHy 3
nopoLukom Ta 1
nonepeaHbO 3anoBHEHOMY
wnpuyy (0,5 mn) 3
NPVIKPINIEHO0 FONKOK
(abo 2 okpemumu

CaHodi
Mactep

PpaHuis

CaHodpi MNactep,
®paHuia (MoBHWIA
LMK BUPOBGHMLTBA,
3anoBHeHHs Ta
niogpinizauis
(cbnakoHm),
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,

PpaHuis/
ITania/
YropLmHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis:
3MiHY | TUMy - OHOBMEHHS iHdOpMaLii B po3aini
3.2.5.2.2 CTOCOBHO KpUTEPIit0 NPUAHATHOCTI ANsi

(pNOKYHOKOHOTO TUTPY, L0 KOHTPOJTIOETLCS B

npoveci BUpobHULTBa ANdTepiiHOro
aHaTOKCUHY A5 NPUBEAEHHS Y BiANOBIAHICTL A0
BMPOBHMNYOI NPaKTVKM Ta 3 ypaxyBaHHAM
BiAMIHHOCTe i ocob/imBoCTel npouecy
neTtokcudikauii y 6yaisnax V4 ta V16 Ha

IHAKTUBOBAHA | rosnkamu), WO MiCTUTb BUMYCK cepii); BMPOGHUUIN AinbHuui Mapci n'Etyans, ®paHujis.;
TA BAKUVHA CyCneHsito oNs iH'ekuii, B CAHO®I C.IN.A., 3MiHM Il TNy - AOAaBaHHA Yacy BUTPUMKM
ana KapTOHHI KopobLi; no 1 ITanis (3anoBHEHHS (Process Holding Times) npoTsirom npoLecis
NMPODINTAKTUKU onakoHy 3 NopoLukom Ta 1 Ta niocpinizayis OUMLLIEHHSA AnbTepiiHOro aHaTOKCUHY B 6yaisi
IHOEKLIIA, nonepegHbLO 3anoBHEHOMY (dbnakoHm)); V10 Ha BMpOGHWUIil ainbHuui Mapci n'Etyans,
CNPUYNHEHUX wnpuyy (0,5 mn) 3 CaHodpi-ABeHTiC ®paHuia. TepMiH BBEAEHHS 3MiH - KBiTEeHb 2023.
HAEMOPHILUS MPUKPINIEHOIO FOIKOH0 Mpaiisit Ko. 1174,
TNy B (abo 2 okpemumu Mnardpopma
KOH’FOTOBAHA, rofikamu), LWo MiCTUTb NoricTukn Ta
ANCOPBOBAHA | cycneHsito ans iH'ekuiii, B AncTpubyuii y m.

CTaHAAapTHO-EKCMOPTHIl Bypanewr,

ynakoBLii, Aka MiCTUTbCS Y YropLpHa

KapTOHHI kopobui (3 (BTOpUHHE

3a peyenmom

UA/13010/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HCTPYKUi€Et0 ans nakyBaHHS1, BUNYCK
MeAMYHOro 3acTOCyBaHHS) cepii)
113. | NEHTAKCM® nopowwok Haemophilus CaHodpi dpaHuis CaHodpi MNactep, DdpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/13010/01/01
BAKUVHA ONnA influenzae Tuny b Ta Mactep ®paHuia (MoBHWIA ITanis/ 3MiHW | TUNY - fOAaBaHHA BU3HAYEHHS KifIbKOCTb
MPO®ITAKTUKWN | cycneHsisa gns iH'ekuyiin (0,5 LMK BUPOBHULTBA, YropwumHa MikpoopraHi3mis (germ count in-process control)
BUNDTEPII, M) o 1 pnakony 3 3anoBHEHHA Ta y npoueci BMpobHMuTBa [0 Ta nicns etany
MPABLS, nopoLukom Ta 1 niogpinizauis niodpinizauii po6ounx nocisHmx cepiin (Working
KALLUTHOKY nonepeaHbL0 3anoBHEHOMY (cbnakoHm), See Lots) Clostridium tetani; 3miHu Il Tuny -
(ALEENONAPHA wnpuyy (0,5 mn) 3 BTOPVHHE BHECEHHS 3MiH [0 NpoLiecy BUPO6HMLITBA AitloyOoT
n KOMMOHEHT), MPUKPIN/IEHOIO FO/KOO nakyBaHHs, PEYOBMHYM KOH'IOTOBaAHOT0 nosicaxapuay
noniomMienity (abo 2 okpemumun KOHTPO/b AKOCTI, Haemophilus influenzae tuny b: - mogudikavis
IHAKTUBOBAHA | rosnkamu), WO MiCTUTb BUMYCK cepii); Ta onTumisaLis yMOB MpoLecy akTusauii Ta
TA BAKUVHA CyCneHsito oNs iH'ekuii, B CAHO®I C.M.A., 3B'AI3yBaHHSA NPOMDKHOr0 npoaykty PRP-AH; -
ana KapTOHHI KopobLi; no 1 ITanis (3anoBHEHHS 3MiHM Yacy MiX NoYaTKOM nepeMilllyBaHHs B
NMPODINTAKTUKU onakoHy 3 NopoLkom Ta 1 Ta niocpinizayis pesepByapi o115 giadinbTpawii Ta noyaTkom
IHOEKLIIA, nonepegHbLO 3anoBHEHOMY (dbnakoHm)); AiadhinbTpauii Ha cTagii NPOMKHOro NPOAYKTY
CANPUYNHEHUX wnpuyy (0,5 mn) 3 CaHodpi-ABeHTiC PRP-AH Ta oHOB/eHHA napamMeTpiB npoLecy Ha
HAEMOPHILUS MPUKPINIEHOIO FO/IKO0 Mpaiisit Ko. 1174, NMPOMiXHMX eTanax BUpoOHWLTBa Ans CTagiln
TNy B (abo 2 okpemumu Mnartdpopma PRP, PRP-AH Ta PRP-T BignosigHo Ao aHasisy
KOH’FOTOBAHA, rofikamu), LWo MiCTUTb NoricTukn Ta KpuTnyHOoCTI npouecy (PCA). BHeceHHs
ANCOPBOBAHA | cycneHsito ans iH'ekuiii, B AncTpubyuii y m. pefakuiiHuX Npasok 40 po3ginis
CTaHAapPTHO-EKCMOPTHIl Bypanewr, peecTpauiiHoro gocke 3.2.5.2.2, 3.2.5.2.4,
ynakoBLj, fiKa MiCTUTbCA Y YropLmHa 3.2.5.25,3.25.2.6,3.2.5.44,3.2.5.7.1,
KapTOHHI Kopo6ui (3 (BTOPUHHE 3.2.5.7.2, 3.2.5.7.3. TepMmiH BBE[lEHHS 3MiH -
iHCTpyKUji€eto aAns nakyBaHHs, BUMYCK XOBTEHb 2022
MeAMYHOro 3acTOCyBaHHS) cepir)
114. | NEHUUKNOBIP NOpoLLOK (cybCTaHLis) y MPAT Ykpaina LLlaHxaii ®apma Kutaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/11547/01/01
NOABINHMX MilLKax 3 "PITOPAPM" pyn YaHnkoy KoHi 3MiHKM | TUNYy - 3miHM y CneundikaLii Ta meTogax

nosnietTuneny gns
chapmaLeBTUYHOro
3acToCcyBaHHs

dPapmacbioTikan Ko.,
nra.

KOHTPOII0 4151 NPUBEAEHHS [0 AOKyMeHTauii
BMPOGHMKA: - 38 NOKA3HUKOM «ONnmnC» 3MiHEHI
KpuTtepii NpuiAHATHOCTI (6yno: «KpucTaniynuii
MOpOLLOK 6i10r0 abo nefb XOBTyBATOrO
KOMbOpy», CTano: «KpuctaniyHmii NopoLLIoK
6i/10r0 ab0 XOBTYBATOr0O KO/IbOPY»), - 3a
MOKa3HUKOM «PO3UYMHHICTb» 3MiHEHi KpuTepii
NPUAHATHOCTI; - 3a NOKa3HUKOM «laeHTudikavLis»
(Y®-meTopg Ta I1Y-meToa) 3miHeHi kpuTepil
NPUAHATHOCTI Ta HaZaHi KOPEKTHI MOCWIaHHS Ha
po3ginu €d;

- 38 NOKa3HMKOM «CynpoBifHi AOMILLKM» 3MiHEHi
KpuTepii NPUAHATHOCTI (6yn0: «BMIiCT Byab-aKoi
OOMiLLKM — He Ginblue 0,5%. CymapHuWii BMiCT
OOMILLIOK - He Binble 1,0%», cTano: «[yaHiH —
He 6inbLe 0,1%. 2-amiHO-6-x10pNypiH — He
6inbLie 0,1%. 6-xN0pNEeHLMKNOBIP — He bGinbLue
0,1%. BmicT 6yab-5Koi HeigeHTUdikoBaHOI
OOMiLK/ — He GinbLue 0,1%. Cyma JOMILLOK — He
GinbLue 1,0%.»; - 32 NoKa3HWKoM «KinbkicHe
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BU3HAYEHHSA» (HafaHo nocunaHHsa Ha EP,
2.2.20); Ta 5K HacnigoK 3MiH1 40 METO/AiB
KOHTPO/II0 3a NoKasHukamu: «Onuc»,
«PO3uUnHHICTb», «lgeHTndikauisn», «pH»,
«Xnopuau», «CynpoBifHi OMILKuN», «KinbkicHe
BM3HAYEHHA»

115.

MIKONAKC®

Kpanni opasnbHi 0,75 % no
15 mn abo 30 Mny
donakoHi; no 1 dpakoHy y
nauuj 3 KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHUM | TUNY - 3MIHEHO NEPIOANYHICTL KOHTPOSIIO
3a NokKa3HWKOM «MikpobionoriyHa ynctoTa» B
mMeToAax KOHTposto /13, 3nponoHoBaHo:
Mikp06io/IOriYyHMIA KOHTPO/Ib NPOBOANTY
BMOGIPKOBO: NepLUy Ta KOXHY ABaAUATY HACTYMHY
cepii, ane He MeHwe 1 cepii B pik

6e3 peyenma

UA/1522/01/01

116.

MIMA®YKOPT®

Masb no 15 ry 1y6i; no 1
Ty6i y KApTOHHI KOpPooLi

JIEO dapma
AlIC

[Oanis

Temmnep Itania
C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BeefieHHs1 a60 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3arasibHeHVX AaHnx npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/bHOI 3@ 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hbapmakoHarnsgy
(BK/TIIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6Y 3asBHMKa,
Bi4NoBiAa/IbHOT 3a hapMakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: AaHinosa Jlapuca
BonogumupiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6M YNOBHOBaXKeHOT 0cobm
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi

3a peyenmom

UA/4476/01/01

117.

MIOPAI®
BAKTEPIO®AI
MONIBA/IEHTHN
n

po34uH; no 10 mny
CKNsAHOMY hn1akoHi; no 1
doNnakoHy y KOMMAeKTi 3
KPYILLIKOO-KpanebHULEIO
abo 6e3 KpULLKK-
KpanesibHuLj, B
iHAuBIgya/ibHOMY
nakyBaHHS B nauli 3

HEO MNMPOBIO
KEAP IHK.

KaHaga

TOB "®APMEKC
FPYM", YkpaiHa ana
HEO NPOBIO KEAP

IHK., KaHaga (BCi
cTagii BUpo6bHMLTBE,;

BMNYCK cepii);

TOBAPWCTBO 3

OBMEXEHOIO

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnisgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnx
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BifJNOBIAANbHOI 3@ 3iICHEHHS

3a peyenmom

UA/15974/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapToHy; no 10 mny BIANOBIAANBHICT thapmakoHarnsgy; KOHTakTHOi ocobu 3
CKNAHOMY (p/1aKoHi; no 4 10) thapmakoHarnaay 3asBHuKa Ansi 34iliCHEHHS
ch/1aKOHW B KOHTYPHIi «HEOMNPOBIOKEAP hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
YapyHKOBIli ynakosuj; no 1 -YKPAIHA», Ykpaina BiIMiHHA BifJ YNOBHOB&XeHOI 0co6y,
KOHTYPHili YapyHKOBIi (Bunyck cepii) BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
yMakoBLii y KOMMNIEKTi 3 (BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y
KpULIKaMm- pO3MilLEeHHI MacTep-ghaiina cuctemm
KpanesnbHuusMu abo 6e3 hapmakoHarnsgy) - 3miHa ynoBHOBaXXeHOol
KPULLIOK-KpanenbHuLb, B ocobu 3asBHUKA, BIANOBIAA/ILHOI 3@
iHOVBIgyanbHOMY thapmakoHarnsag.
nakyBaHHS B nauli 3 MponoHoBaHa pegakuis: ®egopeHko Banepis
KapToHy; no 20 MmNy MakcumiBHa. 3MiHa KOHTaKTHUX AaHWX
CKNIAHOMY (h/1aKoHi; no 1 YNOBHOBaXXEHOI 0COOM 3asBHUKA,
donakoHy y KOMNAEKTi 3 BiANoBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
HacafKoo-po3nuaoBayem Micus 34iiCHEHHS OCHOBHOI AisNIbHOCTI 3
abo 6e3 HacaaKu- thapmakoHarnsgy. 3MiHa MicLle3Hax0MKeHHS
posnunoBaya B macTep-haiina cuctemu dhapmakoHarnsgy
iHAvBigyanbHOMY
nakyBaHHi B nauui 3
KapToHy; no 20 MmNy
CKNsAHOMY hnakoHi; no 4
h/1aKOHW B KOHTYPHIl
YapyHKOBIli ynakosuj; no 1
KOHTYPHIll YapyHKOBIlA
yMaKkoBLji y KOMM/IEKTi 3
HacafKoto-po3nuoBayYem
abo 6e3 Hacagku-
posnuntoBaya B
iHAuBiOyabHOMY
nakyBaHHi B nauui 3
KapToHy; no 50 mny
CKNAHOMY (p1aKkoHi; no 1
chnakoHy B navi 3
KapTOHY
118. | NNAKBEHINI® TabneTtkn, BKpUTI TOB "CaHodi- Ykpaina CAHO®I-ABEHTIC IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/8261/01/01
NNiBKOBOI 060/I0HKOHD, MO ABeHTIC C.A. 3MiHn Il TMny - 3MiHK WoA0
200 wr, Ne 60 (15x4): no YkpaiHa" 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.

15 Tabnetok y 6nictepi;
no 4 6nictepun y KapTOHHIl
Kopo6ui; Ne 60 (10x6): no
10 Tabnetok y 6nictepi;
no 6 6nicTepiB y KAPTOHHIl
Kopoobui

3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
AaHVMK Ta fJaHumn 3 dpapmakoHarnsagy - 3miHv
BHECEHO A0 IHCTPYKUIiT A58 Mean4HOro
3aCTOCYBaHHSA NMikapcbkoro 3acoby A0 po3zinis
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
- 3a pekomeHpauieto PRAC poaaHa iHchopmauis
LLLOA0 MOX/IMBOCTI BUHUKHEHHS NCUXIYHUX
pO3/1a4iB NpW 3aCTOCYBaHHI. BBegeHHs 3MiH
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

npoTarom 3-x MicsiLiB Nicnsl 3aTBPEeAKEHHS.

119.

PEBIHOMIH
IMYHOTI TTOBY/IH
AHTUPABIYHUI
NOANHN

pO34uH ANs iH'ekuin 150
MO/mn; no 2 a6o 10 mny
chnakoHi; no 1 chnakoHy y
KapTOHHI nayi

HEO MNMPOBIO
KEAP IHK.

KaHaga

KAMAJA NTA.

13painb

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TURYy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHuX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
chapmakoHarnsgy 3asaBHUKa gna 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiIMiHHA BiJ YNOBHOB&XEHOI 0co6H,
BiAANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHoil
0Cco6U 3as1BHIKKA, BignoBigabHOI 3a
hapmakoHarnsg,.

Litoua pepakuis: FOpbes Cepriii AMUTPOBUY.
MponoHoBaHa pegakuis: PegopeHko Banepis
MakcumiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3aBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicuUsi 34iACHEHHS OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnagy. 3mMiHa MicLe3HaxoKeHHs
MacTep-haiina cuctemm hapmakoHarnsgy

3a peyenmom

UA/15778/01/01

120.

PEMABIP

Kancynu no 100 mr no 10
Kancyn y 6nictepi; no 1
abo 3 6nicTepu y nauui
KapTOHHIiA

AT
"OnaiiHcpapm

Natsis

AT "OnaiiHchapm”

Nartsia

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TUNY - 3MiHW BHECEHO B TEKCT
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby.
3amiHa po3giny «IpadivyHe ohopMneHHs
yNakoBKM» Ha po3ain «MapkyBaHHs» B MKA /13:
3anponoHoBaHo: MapkyBaHHs. BignosigHo
3aTBEPKEHOMY TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuis nicns
3aTBEPLKEHHS

6e3 peyenma

UA/3777/03/01

121.

PUTMOKOP®
DOPTE

Tabnetku; no 10 TabneTok
y 6nicTepi; no 3 abo 5
6nicTepiB y navui

TOB
"®papmaveBTu
YHa KoMMaHisi

"®apKoC"

YKpaiHa

TOB
"®apmMaLeBTnYHa
KoMnaHis "dapKoC"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHK | TURNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
Ha3BW JliKapCbKOro 3acoby -

3MiHa Ha3BY MiKapcbKoro 3acoby. 3aTBepAXeHO:

Putmokop®Rhythmocor 3anponoHoBaHo:
Putmokop® ®opte Rhythmocor Forte

6e3 peyenma

UA/3122/03/01

122.

PISOMNTAH®

Tabnetku no 10 mr; no 3
Tabnetkn y énictepi; no 1,
2 abo 3 6nictepn y

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TUNY - nogaHHa oHoeneHoro CEP R1-
CEP 2013-206-Rev 00 (nonepeaHs Bepcisi RO-

3a peyenmom

UA/15160/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KapTOHHI nayui; no 10
Tabnetok y 6nictepi; no 1
6nicTepy y KapTOHHIiA
naui

CEP 2013-206-Rev 01) ans gjtoyoi pevyoBunHA
PusatpuntaHy 6eH3oaTy, Bif BXe
3aTBEpPAXEHOro BUpo6HKa APOTEX
PHARMACHEM INDIA PVT. LTD, y 38’A3Ky 3
HacTynHMMU 3MiHamMu: NpeacTaBneHnii Risk
management summary for elemental impurities,
Ta BiAMNOBIAHO BUAAIEHNI N. «Baxkki MeTasin»;
[06aBNeHN KOHTPO/b AOMiLLKM N-
HITpO30AMMETUaMIH; 3MiHW | TUMY - OHOB/IEHHSA
BXe 3aTBepA)KEeHNX METO/iB KOHTPO/TO AKOCTI
nikapcbKoro 3acoby, a came BUKIafeHHS TEKCTY
[epxaBHOI MOBO 3riJHO Cy4YacHUX BUMOT;
3MiHK | TUNY - BBEAEHHSA, PO3PO6/1EHOr0
BMpo6HUKOM TOB «®apma CtapT», MeToay
KOHTPO/IIO AN BU3HAYEHHS AOMILKM N-
HITPO30AMMETUNAMIH

123.

POHOLUUT

pO34uH ANs iH'ekuiid, 500
Mr/4 Ma; no 4 ma B amnyii;
no 5 amnyn B KOHTYPHii
YapyHKoBIli ynakosuj; no 1
KOHTYPHIli YapyHKOBIi
YMaKoBLi y KAPTOHHIi
Kopobui

YOPN[,
MEAMLIH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

dapmaBixH CaH. Be
Timk. A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BMMNPaB/IEHHS TEXHIYHUX NOMUIIOK, 3rigHO N.2.4.
po3gainy VI Hakazy MO3 Ykpainu Big
26.08.2005p. Ne 426 (y pepakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460) —
BrinpaBneHHs TeXHIYHOT MOMUIIKK, NMOB'A3aHO 3
HEBIANOBIAHICTIO (PI3HOUMTAHHS) B MeXax
O/fIHOTO [JIOKYMEHTAa 3a NoKasHukamu: «Onmne» ta
«KonbopoBicTb»: B crieumdikaLii nikapcbkoro
3acoby 3a nokasHukamu: «Onme» Ta
«Ko/bopoBICTb» HEKOPEKTHO 3a3HaYeHO
KpuTepii NPUAHATHOCTI, L0 He BigNoBifaloTh
cneumagikaLii nikapcbkoro 3acooy.
3a3HayeHe BMMNpaB/ieHHs BiANoBifae
marepianam peecTpauiiHoro focbe, SKi
npefcTaB/eHi B MaTepianax peectpauiiHoro
[0cbe. TakoX TEXHIYHY NOMUIIKY BUMPAB/EHO B
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
nNiKapcbkoro 3acoby y po3aini "Nlikapcbka
dhopma" (0OCHOBHI i3NKO-XiMiYHI B1ACTUBOCTI).
3anponoHoBaHo: OCHOBHI (i3VKO-XiMiuHi
B/1ACTMBOCTI: Npo30pwii 6e36apBHUIA abo 3nerka
XOBTYBaTU PO34nH. 3a3HaueHe BUNPaB/IEHHS
BiANOBIAAE MaTepianamM peecTpauiiHoro Aockbe

3a peyenmom

UA/18484/01/01

124.

POHOLUUT

pO34uH AN iH'ekuiid, 1000
Mr/4 M1; No 4 M B amnyii;
no 5 amnyn B KOHTYpHIli
YapyHKoBIli ynakosuj; no 1
KOHTYPHIli YapyHKOBIi
YNaKoBLi Y KAPTOHHIl

YOPA[,
MEAMLIH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

$apmaBixH CaH. Be
Timk. A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BMMNPaBIEHHS TEXHIYHUX NOMUOK, 3rigHO N.2.4.
po3ainy VI Hakazy MO3 YkpaiHu Bif,
26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs TEXHIYHOI NOMWUIKK, MOB’A3aHO 3

3a peyenmom

UA/18484/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopoo6ui HEBIAMOBIAHICTIO (PI3HOUMTAHHS) B MEXax
OfIHOTO AOKYMEHTa 3a nokasHukamu: «Onmne» Ta
«KonbopoBicTb»: B crieyudikavi nikapcbkoro
3aco0by 3a nokasHukamu: «Onme» Ta
«K0NbOopOoBICTb» HEKOPEKTHO 3a3HaYeHO
KpuTepii NPUIAHATHOCTI, L0 He BiANoBifaloTb
cneuudikauii slikapcbkoro 3acoby.
3asHayeHe BUNpaB/ieHHA Bignosigae
marepiasiam peecTpauiiiHoro focbe, siki
npeacTaBfieHi B MaTepianax peectpauiiHoro
[ocbe. TakoX TEXHIYHY MOMWUIIKY BUMPaBeHO B
IHCTPYKLi 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3aini "/likapcbka
hopma" (OCHOBHI (Pi3VKO-XiMiYHI B1IACTUBOCTI).
3anponoHoBaHo: OCHOBHI (Di3VKO-XiMiuHi
B/1ACTMBOCTI: Npo30puii 6e36apBHUIA abo 3nerka
XKOBTYBaTUIA PO3UMH. 3a3HaveHe BUNpaB/IeHHs
BiANOBiAae MaTepianaM peecTpauiiHoro AockLe
125. | CUBPI MOPOLLIOK A8 iHraNAL,iA, HoBaprTic LLiBefiuapis KoHadhapma AT, LLiseiiuapis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/13192/01/01
BPU3XAWNNEP TBepAi kancynv no 50 Mkr; dapma Al LBeiiLapis IcnaHis 3MiHU | TUNYy - 3MiHK WOoA0
no 6 kancyn y 6aictepi; no (MepBuHHe Ta 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
2 abo no 5 6nictepis 3 1 BTOpPUHHE BBeaeHHs ab0 3MiHU [0 y3arasibHeHUX AaHnX
iHraNATOPOM Y KapTOHHIlA nakyBaHHs); npo cuctemy hapmakoHarnsay (BBefeHHs
nauuy; HosapTic ®apma y3araJibHeHNX AaHux npo cucremy
no 6 kancyn y 6nictepi; no LLTeiH AT, hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
5 6nictepiB 3 1 LBeiiLapis BiANOBIAANLHOI 32 34iiCHEHHSA
IHraNATOPOM Y KapTOHHIi (Bupo6HuuTBO, thapmakoHarnsgy; KOHTakTHOi ocobu 3
nauuj; no 3 navkm y KOHTPO/Ib SKOCTI (3a thapmakoHarnagy 3asBHuUKa AN 34iiCHEHHSA
KopobLi 3 KapToHy; no 10 BUHATKOM thapmakoHarnsay B YkpaiHi, K0 BOHa
Kancyn y 6nictepi; no 1 BU3HAYEHHSA BiIMiHHA Bif, YNOBHOB&XeHOI 0co6u,

abo 3 6nictepn 3 1
iHraNATOPOM Y KapTOHHIlA
nadui; no 10 kancyn y
6nictepi; no 3 6nictepu 3
1 iHranaTtopom y
KapTOHHIN nayyj; no 3
nauku y kopobu, 3
KapToHy; no 10 kancyny
6nictepi; no 1 6nictepi 3 1
iHraNATOPOM Y KapTOHHIiA
naJui; no 15 navok y
KOpOO6Lii 3 KapTOHY

MpoaykTis po3knagy
542-07 meTof0oM
BEXX-MS, maca

BVICOKOZMNCIEPCHUX
4acToK MeToAoM

imnakTopa Next

Generation,

O HOPIAHICTb
[oCTaB/IeHOl 031
mMeTogom BEXKX),

BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:); HoBaprTic
PapmacbioTmka

C.A., IcnaHis

(KOHTpO/b AKOCTI 3a

nokasHvikamu: "Onumc

BiANOBIAa/IbHOI 3a 34iicCHEHHS hapmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0co6u 3asBHIKa, BigNoBigabHOI 3a
thapmakoHarnag,

MponoHoBaHa pepakuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXEHOI 0CO6YM 3asBHYKa,
BiANOBIAaNbHOI 3a hapmakoHarnsg,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMiCTY",
"O60/10HKa";
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); Consiac Al,
LlBeiiuapis
(KoHTponb AKocTi
(TiNbKV BU3HAYEHHSA
MpoaykTis po3knagy
542-07 meTof0oM
BEXXX-MS);
dapmaHanituka CA ,
LBeiiLapis
(KoHTponb AKOCTi
(3a BUHATKOM
BU3HAYEHHS
Mikpob6ionoriuHoi
ynucToTn Ta
MpoaykTiB po3knagy
542-07))
126. | CUNIBOP MAKC kancynv no 140 wmr, no 10 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 peyenma UA/5114/02/01
Kancyn y 6nictepi; no 2 06MEeXeHO BUPOGHMLTBA, 3MiHK | TUNY - NOAaHHS OHOBJ/IEHOrO
abo 4 6nictepn y BiANOBIAA/bHI KOHTPO/b AKOCTI, cepTudiikaTy BifnoBigHOCTI €BpoONencobkili
KapTOHHIA Kopoo6Li CTHO BWMNYCK Cepil: chapmakonei Ne R1-CEP 2008-237-Rev 04 ans
"®apmaueBTun ToBapucTso 3 A®| Po3ToponLi NMUCTOT eKCTPakKT CyXuid Bif
YHa KoMnaHis 06MexeHo BXeE 3aTBepxeHoro BupobHuka TEVA CZECH
"3nopos'a” BiANOBiAA/IbHICTIO INDUSTRIES S.R.O., Czech Republic. fk
"®apmaueBTnyHa HacnigoK: yTOYHeHHs aapecu
KOMnaHis MicLle3HaxomKeHHST BUpobHMKa Ostravska
"3popoB's”, YkpaiHa; 305/29 Komarov Czech Republic-747 70 Opava;
BCi cTagii 3MiHM y cneyudikauii Ta meTogax BXiHOro
BMPOGHMLTBA, KOHTPOO Ha AD| — BUTYHYEHHS NOKa3HWUKa
KOHTPO/b AKOCTI: “BTpaTa B Maci npv BUCYLLYBaHHI" Ta foAaBaHHs
ToBapucTso 3 nokasHuka “Boga” BignoBigHo Ao €BponeiicbKoi
06MexeHo dapmakonei fjto4oro BugaHHs. BupobHunya
BiANOBiAA/IbHICTIO AiNbHUUSA, NpoLec BUPO6HMLTBA Ta cXxemMa
"®APMEKC I'PYIT", CUHTE3Y 3a/IMLLIA0TLCSA HE3MIHHUMU
YkpaiHa
127. | CUNIBOP kancynu no 70 mr no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/5114/02/02
POPTE Kancyn y 6nictepi, no 2 06MexeHo 06MexeHo 3MiHW | TUNY - NOAAaHHSA OHOB/IEHOrO
abo 4 6nictepn y BignoBigasIbHI BiANOBIAANILHICTIO cepTudikaTy BignosigHOCTI €EBponechkili
KapTOHHI/ KopoobLi CTIo "®apmMaueBTnYHa chapmakonei Ne R1-CEP 2008-237-Rev 04 ans
"®apmauesTun KOMnaHis A®| Po3Toponii NISMUCTOT eKCTPakT CyXuid Bif
YHa KOMMaHis "340poB'a", YkpaiHa BXe 3aTBepKeHoro BnupobHuka TEVA CZECH
"3popos'a” (Bci cTagji INDUSTRIES S.R.O., Czech Republic. Ak
BMPOGHMLITBA, HacnifoK: YTOUHEeHHs agpecu
KOHTPO/b AKOCTI, MicLle3HaxoMKeHHs1 BUpobHuKa Ostravska
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Hassa

®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUMYCK cepii); 305/29 Komarov Czech Republic-747 70 Opava;
ToBapucTBo 3 3MiHM y cneyudikauii Ta meTogax BXiAHOro
06MexeHo KOHTPOMO Ha APl — BUYHYEHHS NOKa3HMKa
BiANOBIAA/TLHICTIO “BTpaTa B Maci npv BUCYLLYBaHHI" Ta foAaBaHHs
"®APMEKC I'PYIT", nokasHuka “Boaa” BignoBigHo Ao €BponeiicbKoi
YkpaiHa (Bci ctagil dapmakonei fjtoyoro BugaHHsa. BupobHunya
BMPOGHMLITBA, AinbHMUA, npouec BUPOGHMLITBA Ta cxema
KOHTPO/Ib SKOCTI) CUHTE3Y 3a/IMLIAI0TLCS HE3MIHHUMM
128. | CIMIAOHA YHO Tabnetku no 6,5 mr; no 30 Amakca N1IT4 Benvka BMPOBHMUTBO 3a LLiseliyapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/14581/01/01
Tabnetok y 6nictepi; no 1 BpuTaHis MOBHVM LVK/IOM: 3MmiHa 3asBHuKa (BnacHvKa peecTpauiiHoro
abo 3 6nictepu B Makc Liennep 3boHe noceigyeHHs) (3rigHo Hakasy MO3 Bif
KapTOHHI/ KopoobLi Ar, LLiseliuapis; 23.07.2015 Ne 460). 3MiHN BHECEHI B IHCTPYKLIitO
albTepHaTUBHUI AN MegnyHoro 3actocyBaHHsa 13y p.
BUPOBHUK: KOHTPOb "3asBHUK", "Micue3HaxomKeHHs 3asBHMKA" 3
AKOCTI: BiANOBIAHVUMY 3MiHAMW B TEKCTI MapKyBaHHS
Na6op Uonnixrep ynakoBOK. BBefileHHS 3MiH NpOTArom 6-Tu
Ar, LLiBeliuapis; MiCsILiB MicNs 3aTBEPKEHHS.
aNbTepHATUBHMN
BMPOGHUK:
nepBuHHE
nakyBaHHs
(chacyBaHHs),
BTOPWHHE
nakyBaHHS,
MapKyBaHHs: Coro
dnopgic
IHTEepHeLWwHN
CsiT3epneHng CA,
LLiBeiilapis;
aNbTepHATUBHMN
BUPOOBHWK: KOHTPO/b
cepiii: InTepna6op
Benn Al',
LBeiiuapis
129. | CIMIAOHA YHO Tabnetku no 6,5 mr, no 30 Amakca NT4 Benvka IHTepnabop benn LLIseliapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/14581/01/01
Tabnetok y 6nictepi, no 1 BpuTaHis Ar, LLiseliuapis

abo 3 6nictepu B
KapTOHHI/ KopoobLi

(anbTepHaTMBHWMIA
BMPOGHUK: KOHTPO/b
cepii); Jlabop
LlonniHrep AT,
Llseiiuapis
(anbTepHaTMBHWMIA
BUPOGHWK: KOHTPO/b
SIKOCTI); Makc
Llennep 3boHe AT,

LseiiLapis

3MiHU | TUNY - BUNYYEHHSI BUPOBGHUKA
BiANOBIA&/ILHOrO 3a PO3MNUNIOBASIEHY CYLLKY
MPOMiXHOro NPOAYKTY M'KOro ekcTpakTty, NlEA
Mpouec IHxeHepiHr A/C, faHia (GEA Process
Engineering A/S, Denmark); 3miHu | Tuny -
He3HauHi 3MiHM y npoueci BUpo6HULTBA, a came
onTUMI3aLis BUpo6bHULTBA CyMiLli ANs
TabnetysaHHA. BBeleHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAYKEHHS; 3MiHM | TUMy -
3MiHa ONMCy 30BHILLIHBLOTO BUrNSAY TabneTkn y

cneumdikauii MN13; 3anponoHoBaHo: Konip:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(BMpPOGHMLTBO 3a XXOBTO-6€XeBWi, MOXYTb 6yTU BUAMMMU
MOBHUM LVIK/TOM); KOPUYHEBI BKpanieHHsl. 3MiH1 BHECEHO B
Coro ®nopgic IHCTPYKL,it0 4719 MEAWNYHOIO 3aCTOCYBaHHSA
IHTepHeLwHn nikapcbKoro 3acoby y p. "OCHOBHI 4i3VKO-XiMiYHi
Csit3epneHg CA, BNacTUBOCTI". BBeAEHHS 3MiH NPOTArom 6-Tu
LBeliuapis MicALIB MiCNA 3aTBEPAYKEHHS; 3MiHM | TUny -
(anbTepHaTMBHWMIA 3aTBEPIKEHHS METO/iB KOHTPO/IHO SKOCTI AN1A
BUPOBHUK: nikapceKoro 3acoby CimigoHa yHo, TabneTku rno
nepsuHHe 6,5 Mr yKpaiHCbKO0 MOBOH
nakyBaHHS
(thacyBaHHs),
BTOPWHHE
nakyBaHHS,
MapKyBaHHs)
130. | CIMIOOHA Tabnetkn no 13 mr; no 30 Amakca NIT4 Benvka BMPOBHMUTBO 3a LLIseliyapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/14582/01/01
POPTE Tabnetok y 6nictepi; no 1 BpuTaHis MOBHVM LVK/IOM: 3MmiHa 3asBHuMKa (BNacHvKa peecTpauiiHoro
abo 3 6nictepu B Makc Liennep 3boHe noceigyeHHs) (3rigHo Hakasy MO3 Big
KapTOHHI/ KopoobLi Ar, LLiseliuapis; 23.07.2015 Ne 460). 3MiHN BHECEHI B IHCTPYKLIitO
albTepHaTUBHUI AN MegnyHoro 3actocyBaHHsa 13y p.
BUPOBHUK: KOHTPOb "3asBHUK", "Micue3HaxomKeHHs 3asBHMKA" 3
AKOCTI: BiANOBIAHVUMY 3MiHAMW B TEKCTI MapKyBaHHS
Na6op Uonnixrep ynakoBOK. BBefileHHS 3MiH NpOTArom 6-Tu
Ar, LLiBeliuapis; MiCsILiB MicNs 3aTBEPKEHHS.
aNbTepHATUBHMN
BMPOGHUK:
nepBuHHE
nakyBaHHs
(chacyBaHHs),
BTOPWHHE
nakyBaHHS,
MapKyBaHHs: Coro
dnopgic
IHTEepHeLWwHN
CsiT3epneHng CA,
LLiBeiilapis;
aNbTepHATUBHMN
BUPOOBHWK: KOHTPO/b
cepiii: InTepna6op
Benn Al',
LBeiiuapis
131. | CIMIOOHA Tabnetku no 13 mr no 30 Amakca NT4 Benvka IHTepnabop benn LLIseliapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 peyenma UA/14582/01/01
POPTE Tabnetok y 6nictepi; no 1 BpuTtaHis Ar, LLiseliuapis 3MiHY | TUMY - BUNYYEHHA BUPOOHUKA

abo 3 6nictepu B
KapTOHHI/ KopoobLi

(anbTepHaTMBHWMIA
BVPOGHUK :
KOHTpPO/Ib Cepiif);
Nab6op UonniHrep
Ar, LLiseliuapis

BiANOBIA&/ILHOrO 3a PO3MNUNIOBASIEHY CYLUKY
MPOMiXHOro NPOAYKTY M'AKOro ekcTpakTty, N'EA
Mpouec IHxeHepiHr A/C, OaHia (GEA Process

Engineering A/S, Denmark); 3miHu | Tuny -
He3HauyHi 3MiHM y npoueci BUpobHULTBA, a came
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6nicTepun y KapTOHHIl

3MiHu | TUNY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(anbTepHaTMBHWMIA onTUMI3aLis BUPO6bHULTBA CyMiLli ANA
BUPOGHWK: KOHTPONb TabneTyBaHHsA. BBeeHHA 3MiH MPOTArom 6-Tu
AKocTi); Makc MicALIB MiCNA 3aTBEPAYKEHHS; 3MiHM | TUny -
Liennep 3boHe AT, 3MiHa ONMCY 30BHILLHBLOTO BUrNSAY Tabnetkn y
LBeiiLapis cneumadikauii 'N3; 3anponoHoBaHo: Konip:
(BMPOGHMLTBO 3a )KOBTO-6eXeBUii, MOXYTb GYTU BUAVMUAMM
MOBHUM LVIK/TOM); KOPUYHEBI BKpanjeHHsi. 3MiH1 BHECEHO B
Coro $nopgic iIHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHS
IHTEepHeLHN nikapcbKoro 3acoby y p. "OCHOBHI (i3VKO-XIMiYHI
CsiT3epneHng CA, B/1acTMBOCTI". BBeAEHHSA 3MiH MpoTSArom 6-m
LBeiiLapis MiCALiB MicNa 3aTBEPMKEHHS; 3MiHM | Tuny -
(anbTepHaTMBHWIA 3aTBEPKEHHS METO/IB KOHTPOSIIO AKOCTI
BMPOGHUK: nikapcbkoro 3acoby CimigoHa copTe, Tabnetkm
nepBuHHe no 13 Mr ykpaiHCbKO MOBOHO
nakyBaHHs
(chacyBaHHs),
BTOPWHHE
nakyBaHHs,
MapKyBaHHs)
132. | COJIEKC® Tabnetku no 100 mr no 10 Pisochapm CA LLiBeiiuapis Pisodapm CA LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/14312/01/02
Tabnetok y 6nictepi; no 3 3MiHM | TUnYy - 3MiHK WOoA0
6nicTepun y KapTOHHIl 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
Kopobui BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
chapmakoHarnsgy 3asaBHuKa ansa 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiIMiHHA BiJ YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXXeHoil
0Cco6U 3as1BHIKKA, BignoBigabHOI 3a
hapmakoHarnsg,.
MponoHoBaHa pepakuin: Mrs. Dovile Marcinke
M. Sc.(Pharm). 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MiCLA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLle3HaxoMKeHHS
macTep-haiina cuctemu dhapmakoHarnsgy
133. | COJIEKC® Tabnetku no 200 mr no 10 PiBocpapm CA LLIseliyapis Pisodhapm CA LLIseliapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/14312/01/03
Tabnetok y 6nictepi; no 3




Hassa
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n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

134.

COJIEKC®

Kopoo6ui

TabneTkn, BKpUTI

Pisochapm CA

BeegeHHs abo 3MiHN A0 y3arasibHeHNX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnagy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA Bif, YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLEeHHI MacTep-haiina cucremm
thapmakoHarnsgy) - 3MiHa yNnoBHOBaXKeHOT
0co6u 3asBHYKa, BigNoBigabHOI 3a
hapmakoHarnag,.

MponoHoBaHa pepgakuis: Mrs. Dovile Marcinke
M. Sc.(Pharm). 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOI 0CO6Y 3asBHMKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa MicLe3HaxoKeHHs
mMacTep-aiina cuctemy papMmakoHarisgy

nocsio4YeHHs

N/iBKOBOK 0600HKOI0, MO
400 mr no 10 TabneTok y
6nictepi; no 3 6nictepn y
KapTOHHI/ KopoobLi

LLiBeiiuapis

Pisodapm CA

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHX JaHuX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/bHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHUKa ansa 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA BiJ YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXXeHoil

0Cco6U 3as1BHKKA, BignoBigasibHOI 3a
hapmakoHarnsg,.

MponoHoBaHa pepakuin: Mrs. Dovile Marcinke
M. Sc.(Pharm). 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BiANOBiAa/ILHOT 3a hapmakoHarnsag. 3miHa
MiCLA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3

thapmakoHarnsgy. 3MiHa MicLle3HaxoMKeHHS

MacTep-haiina cuctemm papmakoHarnsgy

3a peyenmom

UA/14312/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

135.

CTPEMNCINC® _
OPUIHAMBHWI

NbOASAHUKK; No 12
NboAsAHUKIB y 6nicTepi, No
2 6nicTepu B KApTOHHIiA
Kopoobui

PekkiTT
BeHkizep
Xenckep

IHTepHeLwHN

NimiTeq

Benuka
BputaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn MimiTeq,

Benuka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynisipHO OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, MPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiaTpUYHNX JOCAIMKEHb
(PIP) (3mMiHy y3rofkeHo 3 KOMMEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHVN BHECEHO B
IHCTPYKL,it0 4719 MEAWNYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3giny “MNo6iyHi peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3aCTOCyBaHHA AilounX pevyoBuH. BBegeHHA 3MiH
NpoTArom 6-Tu MICALIB MiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
Koy ATX
3MiHU BHECEHO [0 IHCTPYKUIiT AN MEeANYHOro
3acTocyBaHHs npenapary 40 po3ainy
"papmakoTepanesTuyHa rpyna.Kog ATX"
BiANOBIAHO [0 MKHAPOAHOrO Knacudikaropa
BOO3 (http://www.whocc.no/atc_ddd_index/)
Kopis ATX.
3artsepmkeHo: MpenapaTy, WO 3acCTOCOBYIOTLCSA
npy 3axBOPIOBaHHAX ropna. AHTMcenTuku. Kog,
ATX R0O2A A20.
3anponoHosaHo: Mpenapary, wWwo
3aCTOCOBYIOTLCA NPK 3aXBOPIOBaHHAX ropna.
AHTUCENTMKU. Anxnop6eHsunosuii cnnpT. Koa
ATX RO2A A03. BBefeHHS 3MiH NpoTArom 6
MicALiB Nicns 3aTBepaKEHHs

6e3 peyenma

UA/6479/01/01

136.

CTPENCIIC®
nntoc

cnpeli OpoOMyKO3HWIA; N0
20 mMn y donakoHi 3
[103yH0UMM NPUCTPOEM; NO
1 dpakoHy B KapTOHHii
Kopoo6Li

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN

NimiTeq

Benuvka
BpuTaHis

[endapm bnagen
B.B.

HigepnaHgm

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHuY Il TUNY - 3MiHX BHECEHO B IHCTPYKL,ilO AN15
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby
[0 po3gainis "OcobanBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuji”. BBeAEHHS 3MiH NPOTArOM 6-Tu
MicAILiB nicnsa 3aTBepaKEHHs

6e3 peyenma

UA/6372/01/01

137.

CYMAMEZ®

TabneTtku, Wwo
aucneprytoTbes, no 250
Mr, Mo 6 TabneTok y
6nicTepi; no 1 6nictepy B
Kopoo6Li

TOB "TeBa
Ykpaiva"

Ykpaina

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHK | TUNY - 3MiHW Yy cneuudikauii 4ONOMKHOT
PeyYoBMHM — LieNto103a MiKpoKpUcTastiyHa
(Cellulose microcrystalline Avicel PH 101), a
came: BBefleHo napameTp lgeHTudikauis A (14);
lneHTundpikauis A (XimivHa) Ta laeHTudikauis B

3a peyenmom

UA/15994/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

(CTyniHb nonimepu3adii) nepeiMeHoBaHi Ha
loeHTudikauisa B (XimivHa) Ta lgeHTudikania C
(CTtyniHb nonimepu3adlii); BuAanNeHo nokasHuk

«Baxki MeTanu». 3BiT 3 OLiHKN PU3UKIB
CTOCOBHO €/1eMEHTHMX JOMILLIOK BifnoBigHO A0
HacTaHoBu ICH Q3D; 3miHu | TURYy - 3MiHK Y
cneumdikauii ZOMOMDKHOI Pe4YOBUHN —
Lentonosa MikpokpuctaniyHa (Cellulose
microcrystalline Avicel PH 102), a came:
BBeJEeHO napameTp laeHTudikayis A (14);
loeHTudpikauis A (XimivHa) Ta lgeHTudikauis B

(CTyniHb nonimepu3adii) nepelimeHoBaHi Ha
laeHTudikauia B (XimiyHa) Ta lgeHTudikauia C
(CtyniHb Nnonimepu3adii); BUAaNEHo NokasHuK

«Baxki meTanu»

138.

CYMAMEL®

TabneTtku, Wwo
aucneprytotbes, no 500
Mr; o 3 TabneTkm y
6nictepi; no 1 a6o no 2
6nictepu B KOPOOLL

TOB "TeBa
YkpaiHa"

YKpaiHa

MNIBA XpBartcka
4.0.0.

XopBartis

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHK | TUNy - 3MiHW Yy cneuudikauii 4ONOMKHOT
PEYOBUHM — LIe/TH0103a MIKpOKpUCTasTivHa
(Cellulose microcrystalline Avicel PH 101), a
came: BBefleHO napameTp lgeHTudikauis A (14);
laeHTudpikania A (XimiyHa) Ta lgeHTudikauis B
(CtyniHb nonimepu3adii) nepeiMeHoBaHi Ha
loeHTudikauisa B (XimivHa) Ta lgeHTudikanisa C
(CTyniHb nonimepu3adlii); BuAanNeHo NokasHuk
«Baxki MeTanu». 3BiT 3 OLiHKN pU3UKIB
CTOCOBHO €/IeMEHTHMX JOMILLIOK BiANOBiAHO A0
HacTaHosu ICH Q3D; 3miHu | TUny - 3MiHW Yy
cneuudikauii ZOMOMDKHOI Pe4YOBUHN —
Lentonosa MikpokpuctaniyHa (Cellulose
microcrystalline Avicel PH 102), a came:
BBeJEHO napameTp laeHTudikayis A (14);
loeHTudbikauisa A (XimivHa) Ta lgeHTudikauis B
(CtyniHb nonimepu3adlii) nepeiiMeHoBaHi Ha
laeHTudikauia B (XimiyHa) Ta lgeHTudikauis C
(CtyniHb nonimepun3adlii); BUAaNeHo NokasHuK
«Baxki meTanu»

3a peyernmom

UA/15994/01/03

139.

CYMAMEZ®

TabneTtku, Wo
oucneprytotbesd, no 1000
mr; no 1 Tabnetuiy
6nictepi; no 1 a6o no 3
6nictepu B KOPOOLL

TOB "TeBa
YkpaiHa"

YKpaiHa

MNIBA XpBarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TURy - 3MiHW y cneuudikauii 4ONOMKHOT
PEYOBUHM — LIe/TH0103a MIKPOKpUCTasTivHa
(Cellulose microcrystalline Avicel PH 101), a
came: BBefleHo napameTp laeHTudikavis A (14);
laeHTudpikania A (XimiyHa) Ta lgeHTudikauis B
(CtyniHb nonimepu3adii) nepeiMeHoBaHi Ha
loeHTudikauisa B (XimiuHa) Ta lgeHTudikania C
(CTyniHb nonimepu3adlii); BuAanNeHo nokasHuk
«Baxki MeTanun». 3BiT 3 OLLIHKW PU3KKIB

3a peyernmom

UA/15994/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

CTOCOBHO €/IeEMEHTHMX AOMILLIOK BifgnoBigHO A0
HacTaHoBy ICH Q3D; 3MiHu | TUNy - 3MiHK Y
cneumadikaii 4OMNOMKHOI pe4OBUHN —
uentono3a mikpokpucTasiyHa (Cellulose
microcrystalline Avicel PH 102), a came:
BBEeHO napameTp laeHTudikauia A (14);
laeHTudikayia A (XimiyHa) Ta lgeHTndikauis B
(CtyniHb nonimepu3adyii) nepeiiMeHoBaHi Ha
laeHTudikauia B (XimiyHa) Ta lgeHTudikauia C
(CTyniHb nonimepu3adlii); BuAaneHo nokasHuk
«Baxki meTanu»

140.

CYMAMEZ®

TabneTtku, Wwo
avcneprytoTses, no 125
Mr, o 6 TabneTok y
6nictepi; no 1 6nictepy B
Kopoo6Ui

TOB "TeBa
YkpaiHa"

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TURy - 3MiHK y cneuudikauii ZONOMKHOT
PeyYoBMHM — LieNo103a MiKpoKpUcTasliyHa
(Cellulose microcrystalline Avicel PH 101), a
came: BBefieHO napameTp laeHTudikayia A (14);
loeHTundbikauisa A (XimivHa) Ta lgeHTudikauis B
(CtyniHb nonimepm3adlii) nepeiMeHoBaHi Ha
laeHTudikauia B (XimiyHa) Ta lgeHTudikauis C
(CtyniHb nonimepun3sadlii); BU4aNeHo NokasHuK
«Baxkki MeTasin». 3BIT 3 OLiHKM pU3NKIB
CTOCOBHO €/IeMEHTHMX AOMILLIOK BifgnoBigHO A0
HacTaHoBy ICH Q3D; 3MiHu | TUNy - 3MiHK Y
cneumaikauii 4OMNOMIKHOI pe4OBUHN —
uentonosa mikpokpucTasiyHa (Cellulose
microcrystalline Avicel PH 102), a came:
BBeeHO napameTp lgeHTudikauia A (14);
laeHTudikania A (XimiyHa) Ta lgeHTrdikauis B
(CtyniHb nonimepu3adlii) nepeiiMeHoBaHi Ha
laeHTudpikauia B (XimiyHa) Ta lgeHTudikauis C
(CTyniHb nonimepu3adii); BuAaneHo nokasHuk
«Baxki meTanu»

3a peyenmom

UA/15994/01/01

141.

TBIHPUKC™
BAKUMHA ANIA
NPODINAKTUKU
FENATUTIB A
(IHAKTVBOBAHA
)I1B
(AICOPBOBAHA
)

cycneHsis Ans iH'ekui no
1 posi (1 mn/po3sy) y
nonepeaHbLO HanoBHEHOMY
wnpuui Ne 1 'y KOMAAekTi 3
rOSIKOLO

nakcoCmiTKn
AH EkcnopT
Nimiteq

Benuvka
BpuTtaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTI. ADI.
Bupo6HMLTBO. 3MiHW BUNpobyBaHb abo
[ONyCTUMMX MeX y NpoLieci BUpobHuuTBa Adl,
LLIO BCTAHOB/EHI Y cneumaikauisx (4ogasaHHA
HOBOrO BMNPOBYBaHHS Ta fOMYyCTUMUX MEX) -
[0faBaHHA A0AATKOBOrO BUMPOOYBaHHS
Bioburden test, sk in-process monitoring test,
nicnsa ynbTpadinbTpayii npy BUPOGHULTBI
BaKLMHM NPOTY renatuTy A Ha eTani 04ncTkn

3a peyenmom

UA/13056/01/01

142.

TETPAKCUM®/
TETRAXIM

cycneHsist ans iH'ekujin, no
1 nonepefHLO

CaHodpi
Mactep

®paHuin

CaHodi MNactep,
®paHuia (NoBHwWi

PpaHuia/
YropLimHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHU | TUNy - OHOBNEHHSA iHdopMaLlii B po3aini

3a peyenmom

UA/13069/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BAKUWHA Ana 3arnoBHEeHOMY LNpuLy no LMK BUPOBHNLTBA, 3.2.5.2.2 CTOCOBHO KpUTEpIit0 MPUAHATHOCTI AN
NMPO®ITAKTUKU 0,5wmn (1 po3sa) 3 KOHTPO/b AKOCTI, /10Ky NIOKYOro TUTPY, L0 KOHTPO/IHETHLEA B
BUNDTEPII, NMPUKPINIEHOIO FO/IKO0 BTOPVHHE npoLieci BUPOGHMLTBA AndiTEPiiHOrO
MPABLS, (abo 2-ma okpemMummn nakyBaHHs, BUMYyCK aHaTOKCUHY A1 NpUBEAEHHS Y BiANOBIAHICTb A0
KALLUTHOKY rofikamu), LWo MicTuTb cepii); CaHodi- BMPOOHUYOT NPaKTUKN Ta 3 ypaxyBaHHAM
(ALEENONAPHA CyCneHsito An1A iH'eKLjid, B ABeHTic MpaiiBiT Ko. BiMIiHHOCTe | oco6nMBOCTEl NpoLiecy
1 KOMIMOHEHT) KapTOHHI Kopobui; no 1 Nta., Mnatdopma feTokendpikayii y 6yaisnsax V4 ta V16 Ha
TA nonepegHbL0 3anoBHEHOMY noricTukn Ta BMPOGHWUIl AinbHULI Mapci n'ETyanb, ®paHuis;
noniomMmienity wnpuuy no 0,5 mn (1 AncTpubyLii y m. 3MiHY Il TUNy - AofaBaHHA Yacy BUTPUMKM
ANCOPBOBAHA, | go3a) 3 npukpinaeHoo Bypanewr, (Process Holding Times) npoTarom npouecis
IHAKTUBOBAHA, | rosnkoto (a6o 2-ma YropwuHa OUULLEHHSA ANPTEPINHOIO aHATOKCUHY B ByaiBni
PIAKA OKpeMUMU rosikamu), Lo (BTOPUHHE V10 Ha BMpO6HWYil ginbHUUi Mapci n'ETyans,
MICTUTb CyCMeH3ito Ans nakyBaHHs, BUNYyCK ®paHuis. TepmiH BBEAEHHS 3MiH - KBiTeHb 2023
iH'EKUL/i B KAPTOHHIl cepii)
KOpoO6Lii, B AKIlA MiCTUTbCA
CTaHfapTHO-eKCnopTHa
ynakoBKa Ta iHCTpYKLis
AN MegnyHoro
3aCcTOCyBaHHSA
143. | TETPAMON Kancynu, no 6 kancyny MPO®PAPMA ManbTa AT "T'piHgekc" NatBia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 peyenma UA/13734/01/01
6nictepax; no 6 kancyny IHTEepHeLwHN 3MiHW | TUNY - 3MiHW BHeCeHO [0 IHCTpyKuii ans
6nictepi; no 5 6nictepiB y TpeiguHr MeZMYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
KapTOHHI nayi; no 6 NimiTeq 00 po3ginis: "Oco6/MBOCTI 3aCTOCYBaHHS",
Kancyn y 6nictepi; no 5 "Cnoci6 3actocyBaHHs Ta fo3n", "Mo6iyHi
6nicTepiB y KAPTOHHIi peakuii" Wwoao 6e3nekn 3acTocyBaHHS Ajito4oi
naJui; no 10 KapTOHHMX peyoBUHM iIBYNPogeH, BiANOBIAHO A0
nayoK y KapTOHHOMY pekomeHngauiii PRAC. BeefeHHS 3MiH NpOTArom
KOpOoo6i 6-TV MiCALIB MiCNsA 3aTBEPLKEHHS
144. | TIAPA oyo TabneTkn, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/16280/01/01
NNiBKOBOK 060/I0HKOM, MO | "®apmaueBTu "®apmMaueBTNYHa 3MiHW | TUMY - 3MiHW 3 AKOCTI. [0TOBWIA
160 mr/25 mr; no 14 YyHa thipma chipma "OapHuus” nikapcbknii 3aci6. KOHTpob AOMOMIXKHUX
Tab1eToK Y KOHTYPHiii "apHuus" peyoBuWH. 3MiHa NnapameTpiB cneuudikauiii

YyapyHKOBIli ynakosLji, no 1
a60 no 2 KOHTYpHiI
YapyHKOBI yNakoBKk/ B
nauuj; no 7 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 2 abo no 4
KOHTYPHIi YapyHKOBI
yNakoBKM B nauLli

Ta/abo [oMYyCTUMUX MeX A1 [OMNOMDKHOI
PEeYOBUMHM; CYMNYyTHA 3MiHa - 3MiHU 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHMX pevoBMH. 3MiHa y MeToAax
BMNPOGYBaHHA JOMOMDKHOI PeHOBUHM (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKIOYatoun
3amiHy abo foAaBaHHs)) - 3MiHM A0
crneundikavii Ta MeToAiB KOHTPOIO Ha
[onomixxHy peyoBuHy Onagpaii |l 85 F poxeBuid,
a came:

- po3ginu «laeHTudikauis» ta «CynbarHa
30/1a» BHECEHI pefakUiliHi NpaBKu Ta YyTOYHEHHS,
AKi ochopmeHi BiANOBIAHO [0 pekoMeHaaLin Ta
ctunictukn A®Y; - po3ain «MikpobionoriyHa
YMCTOTa» NPUBEAEHO Y BIAMNOBIAHICTb A0 BUMOT
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
€9,26.12,5.1.4
145. | TIAPA Ayo TabneTkn, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/16280/01/02
NAiBKOBOK 060/I0HKOM, MO | "®apmaueBTu "®apmMaueBTnYHa 3MiHW | TUMy - 3MiHK 3 AKOCTI. FOTOBWIA
160 mr/12,5 mr, no 14 yHa chipma hipma "AapHuus" nikapcbknii 3aci6. KOHTpOb AOMOMIKHUX
Tab1eToK Y KOHTYPHiii "OapHuus” peyoBuH. 3MiHa NapameTpiB cnevuudikauiii
YapyHKOBIli ynakosLj, no 1 Ta/abo [OMYyCTUMUX MeX A1 [OMNOMDKHOI
ab0 no 2 KOHTYpHiI PEYOBUHM; CYNYTHS 3MiHa - 3MiHM 3 AKOCTI.
YapyHKOBI YrakoBKu B [OTOBMIA Nikapcbkmii 3aci6. KoHTposb
nadui; no 7 TabneTok y [0NOMDKHMX peYOBUH. 3MiHa y MeTogax
KOHTYPHIli YapyHKOBIi BMNPOGYBaHHA JOMOMDKHOI PeHOBUHM (iHLUi
ynakosLi; no 2 a6o no 4 3MiHM Y MeToAax BUNpobyBaHHA (BKIOYatoUn
KOHTYPHIi YapyHKOBI 3amiHy abo goAaBaHHs)) - 3MiHW 40
YMakoBKM B MauLi cneuudikauii Ta METOAIB KOHTPO/IIO Ha
[0noMixxHy peyoBuHy Onagpaii |l 85 F poxeBuid,
a came:
- po3ginu «laeHTudikauis» Ta «CynbgarHa
30/1a» BHECEHI peAakUiliHi NpaBKu Ta YTOUHEHHS,
AKi ochbopmeHi BiANOBIAHO [0 pekoMeHaaLin Ta
ctunictuku A®Y; - po3ain «MikpobionoriyHa
yucToTa» NPUBELEHO Y BIAMOBIAHICTb 4O BUMOT
€9,26.12,5.14
146. | TIAPA Ayo TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/16280/01/03
NNiBKOBOK 060/10HKO, N0 | "dapmaLeBTu "®apmMaueBTUYHA 3MiHM | TUNy - 3MiHW 3 SKOCTi. FOTOBMIA
80 mr/12,5 wr; no 14 YyHa hipma ipma "AapHuus" nikapcbknii 3aci6. KOHTPob A0MOMIKHUX
TabneToK y KOHTYPHiii "OapHuus” peyoBUH. 3MiHa NapameTpiB cneuudikauii
YapyHKoBIli ynakosuji, no 1 Ta/abo fonyCTUMUX MEX A8 AONOMDKHOT
ab60 Mo 2 KOHTYpHiI PEeYOBUHK; CYNYTHS 3MiHa - 3MiHM 3 AKOCTI.
YapyHKOBI YNakoBK/ B ['OTOBWIA NiKapCbKWii 3aci6. KoHTpob
naJui; no 7 TabneTok y [O0NOMDKHMX peyoBUH. 3MiHA Y MeToAax
KOHTYPHIli YapyHKOBIi BMNPOGYBaHHA [OMOMDKHOI PeYOBUHM (iHLUi
ynakoBLi; no 2 a6o no 4 3MiHM Y MeTofax BUNPOGYBaHHS (BK/IoUaUn
KOHTYPHI YapyHKOBI 3aMiHy abo foaaBaHHs)) - 3MiHU A0
yNakoBKM B naui crneundgikavii Ta MeToAiB KOHTPOO Ha
[onomixHy pevyoBuHy Onagpaii |l 85 F poxeBuid,
a came:
- po3ginu «lgeHTudikauis» Ta «CynbgarHa
30/1a» BHECEHI pefakUiliHi MpaBku Ta YTOYHEHHS,
sIKi ochbopMIeHi BiANOBIAHO 0 pekoMeHaaLiin Ta
ctunictukn APY; - po3ain «MikpobionoriyHa
yucToTa» NPUBEAEHO Y BIAMOBIAHICTb 40 BUMOT
€9,26.12,5.1.4
147. | TIKONMIH® PO34MH NS iH'ekuin, 125 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a peyenmom UA/18445/01/01
Mmr/mn, no 4 Mn B amnynax, "MIKPOXIM" "MIKPOXIM"

no 5 amnyn y kaceti y

3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nauuj 3 KapToHy, No 4 M1 B 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
amnynax, no 5 amnyny 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
KaceTi; No 2 kacetn'y Me[MYHOro 3aCTOCyBaHHS
nauuj 3 KapToHy reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicns BHECEHHSA TiET caMoi 3MiHM Ha
pethepeHTHWi1 npenapat (3MiHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX faHWX) -
3MiHWM BHECEHO A0 IHCTPYKLUiT AN1A MeAn4HOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"Mepepno3yBaHHa", "Mob6iyHI peakyjii” 3rigHo 3
iH(hopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (LiepakcoH
®, po34vH AnA iH'eKUi). BegeHHs 3MiH
NPOTArom 6-Tu MicALiB Nicia 3aTBEpPIKEHHS
148. | TIKOMIH® PO34MH s iH'ekuin, 250 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/18445/01/02
Mr/M, o 4 mn B amnynax, "MIKPOXIM" "MIKPOXIM" 3MiHM | TUnYy - 3MiHKU WoA0
no 5 amnyn y kaceti y 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
nadui 3 KapToHy, N0 4 MN B 3MiHM Y KOPOTKiil XapaKTepucTuLi Nnikapcbkoro
amnynax, no 5 amnyny 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
KaceTi; no 2 kacetun y MeAMYHOro 3acToCyBaHHSA
nauuj 3 KapToHy reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoil 3MiHN Ha
pethepeHTHW1 npenapat (3MiHa He NnoTpebye
HaflaHHA XOLHMX HOBMX [04ATKOBUX LAHWX) -
3MiHV BHECEHO [0 iHCTPYKLiT AN1s MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainum:
"MepeposysaHHsa", "Mob6iyHI peakuii" 3rigHo 3
iHhopMaui€eto 1040 MeANYHOr0 3aCTOCYBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (LlepakcoH
®, po34rH AnA iH'eKUil). BegeHHs 3miH
NpoTSArom 6-Tv MicsLiB Nicns 3aTBepAKEHHS!
149. | Ti®PIM BI ®/ PO34MH ANa iH'exLin no 25 CaHodpi PpaHLis CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a peyenmom UA/13057/01/01
TYPHIM VI Mkr/go3a; no 0,5 mn (1 MacTep IHOACTPIA, YroplmHa 3MiHM | TUNY - 3aMiHa BHYTPILLUHBLOrO
BAKUVHA ANnA [03a) y nonepeaHb0 PpaHuis CTaHapTHOrO 3pasky A1 BU3HAYEHHSA BMICTY
MPO®ITAKTUKN | 3anoBHeHOMYy LUNpuLi 3 (cTepunisytoua Vi-nonicaxapugy Salmonella typhi npu
YEPEBHOIO MPUKPINIEHOI0 roNKo Ne hinbTpavis, npoBefeHHi BUNPo6yBaHHSA roTOBOrO
TNDPY 1 B KapTOHHIl1 kopobL; No 3arnoBHEHHSA nikapcbkoro 3acoby. 3anponoHosaHo: 1st WHO
MONICAXAPUAH | 0,5 mn (1 go3a) y LINPULIB, KOHTPO/1b international reference standard for Vi
AKOCTI polysaccharide of S. typhi, NIBSC batch 16/126.

A PIOKA

nonepeAHbLO 3anoBHEHOMY
LUINPULi 3 MPUKPINJIEHO0
rosnikotro Ne 1 B
CTaHA4apTHO-eKCMOPTHIl
ynakoBLji fika MICTUTbCA Y
KapTOHHIA KOopooLi

(CTepunbHicTb));
CaHodpi MNactep,
®paHuia (BTOpYHHE
nakyBaHHs1, BUNYCK
cepii); CaHoi
MacTtep, ®paHuis
(MOBHWIA LUKN
BUPOOHMLTBA,
KOHTPO/b SIKOCTI,

TepMiH BBeAEHHS 3MiH - nuctonag 2021; 3miHu |
TMNY - NOAOBXEHHS TEPMiHY NPUAATHOCTI
NMOTOYHOro pedhepeHTHOro ctaHaapTy Batch
090709Vi Ans BU3Ha4YeHHAM BMICTY Vi-
nonicaxapugy. 3anponoHosaHo: valid up to July
09th, 2021
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3arnoBHeHHs,
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii); CaHodi-
ABeHTic MpaliiBiT Ko.
Nta., Nnatgopma
NoTiCTUKN Ta
AncTpubyLii y m.
Byaanewr,
YropwmHa
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii)
150. | TOMNIPOMAKC TabneTtkn, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/9877/01/01
100 NNiBKOBOI 060/I0HKOHD, MO YKPATHA" 3MiHK | TUNY — 3aTBEPAKEHHSI METOZIB KOHTPO/I0
100 wr; no 10 TabneTok y AKOCTI ANA Nlikapcbkoro 3acoby, TabneTku,
6nictepi; no 1 a6o 3 BKPUTI M/1iIBKOBOIO 060OHKOLO, YKPATHCLKO
6nictepu B nauui 3 MOBOIO (B pamkax npoueaypu B MeTOAj
KapTOHy KOHTPO/HO MOKa3HUKa «PO3UMHHICTb»
BUMpaB/ieHo diameTp nop MeM6paHHOro
hiNbTPY, SKMIA BUKOPUCTOBYETLCA NpK
NpUroTyBaHHi BUNPOGYBaHOIO PO34MHY, a came 3
45 MKM Ha 0,45 MKM); 3MiHW | TUNY - YTOYHEHHS
iHthopMmaL,ii CTOCOBHO HAaHECEHHS HOMEPY cepil
Ta TepMiHy NpVUAATHOCTI Ha cTagisx
«®acyBaHHA» Ta «[MakyBaHHSA», L0 06YMOBMEHO
TEXHOJI0MNYHO MOX/IUBICTIO HAHECEHHST HOMEpPY
cepii Ta TepMiHy NpuaaTHOCTi — METOA0M ApYKY
B [JONOBHEHHS [0 METOAY HAHECEHHS BiATUCKY
151. | TONIPOMAKC TabneTku, BKPUTI TOB "ACIHO Ykpaina TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/9877/01/01
100 NNiBKOBOI 060/10HKOID, MO YKPAIHA" 3MiHuW | TUNY - 3MiHW BHECEHO A0 IHCTPYKLi AnA

100 wmr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nictepu B nayui 3
KapToHy

MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu: "dapmakoTepanesTuyHa rpyna”
(yTOYHEHHSs Ha3BMK), "dapmakonoriyHi
BracTmsocTi", B3aemogis 3 iHWMMY nikapCbKuMu
3aco6amu Ta iHLWi BUAW B3aEMogiit”,
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHS y
nepiog BariTHOCTi abo rogyBaHHs rpyaai”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCNopTOM abo iHWKMKN
mexaHismamu', "Cnoci6 3acTocyBaHHs Ta go3un",
"Oitn" (yTo4YHeHHs iHdopmadir),
"MepenosyBaHHA", "T06GIYHI peakuii 3rigHo 3
iH(hopMaLieo WoA0 MegUYHOro 3aCTocyBaHHs
pechepeHTHOro Nikapcbkoro 3acoby
(TOMAMAKC®, kancynu). BBegeHHsi 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NpoTSArom 6-Tv MicsLiB Nic/s 3aTBEPAKEHHSI
152. | TONIPOMAKC 25 | Tab6netku, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/9877/01/02
NNiBKOBOK 0H60/I0HKO0 MO YKPATHA" 3MiHKM | TUNY — 3aTBEPAKEHHSI METOZIB KOHTPO/I0
25 mr; no 10 TabneTtok y AKOCTI ANA flikapcbkoro 3acoby, TabneTku,
6nictepi; no 1 a6o 3 BKPUTI M1iIBKOBOIO 060IOHKOL0, YKPATHCLKOO
6nictepu B nauu;j 3 MOBOIO (B pamkax npoueaypu B MeTOAj
KapTOHy KOHTPO/IO MOKa3HUKa «PO3UMHHICTb»
BUMpaB/ieHo diameTp nop MeM6paHHOro
hiNbTPY, SKMIA BUKOPUCTOBYETLCA NpK
NpUroTyBaHHi BUNPOGYBaHOIO PO34MHY, a came 3
45 MKM Ha 0,45 MKM); 3MiHW | TUNY - YTOYHEHHS
iHchopMmaL,ii CTOCOBHO HAHECEHHS HOMEPY cepil
Ta TepMiHy NpWAATHOCTI Ha cTagisx
«®acyBaHHA» Ta «[MakyBaHHS», L0 06YMOBEHO
TEeXHOJI0MYHOK MOX/IBICTIO HAHECEHHST HOMEpPY
cepii Ta TepMiHy NpuAaTHOCTi — METOA40M ApYKY
B [JONOBHEHHS 10 METO/lY HAHECEHHS BiATUCKY
153. | TONIPOMAKC 25 | TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/9877/01/02
NiBKOBOK 060/10HKOK MO YKPAIHA" 3MiHu | TUNY - 3MiHW BHECEHO A0 IHCTPYKLi AnA
25 wmr; no 10 TabneTok y MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
6nictepi; no 1 a6o 3 posginu: "®apmakoTepaneBTuyHa rpyna”
6nictepu B nayuj 3 (yTOYHEeHHs Ha3BMK), "dapmMakoNoriyHi
KapToHy BNacTUBOCTI", B3aemogisi 3 iHWUMY NiKapCbKUMU
3acobamu Ta iHWi BUAY B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHS", "3acTocyBaHHs y
nepiog BariTHOCTi abo royBaHHs rpyani”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM a60 iHWMMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"[iTn" (yTouHeHHs iHdopmauii),
"Mepepno3yBaHHA", "Mobi4HI peakyjii” 3rigHoO 3
iHChopMaLieto LWoa0 MeauyHOro 3acToCcyBaHHs
pethepeHTHOrO /ikapCbKoro 3acoby
(TOMAMAKC®, kancynu). BBegeHHs 3MiH
NpOTArom 6-Tv MicALIB NicAa 3aTBEPAKEHHS
154. | TPUNINIKC 135 Kancynm 3 AGGOTT CWA IpnaHachbki Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a peyenmom UA/12998/01/01
Mr MoAMdikoBaHUM Na6opaTtopi3 Na6opaTtopii PypHbE ®paHuis 3MiHK || TUNY - 3MiHWM BHECEHO B IHCTPYKL,iO A1
BUBIiNIbHEHHSAM MO 135 wmr, Nimiten, IpnaHgis MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby
no 10 kancyn y 6nictepi; (BMPOGHMLTBO, [0 po3giny "Mo6iyHi peakuii™
no 3 6nicTepy B KAPTOHHii KOHTPO/1b SIKOCTI);
KOpOo6Li MavinaH
Nab6opaTtopiz CAC,
PpaHuis
(nakyBaHHs1, 403BIN
Ha BMMycK cepii)
155. | TPUNINIKC 45 MI' | kancynu 3 AG6OTT CWA IpnaHacobki IpnaHgis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a peyenmom UA/12998/01/02
MogunpikoBaHUM Na6opaTopi3 Na6opaTopii PypHbE PpaHuin 3MiHUY Il TUNY - 3MiHX BHECEHO B IHCTPYKL,iIO A5

BUBINIbHEHHSIM MO 45 Mmr,

NimiTen, lpnadgis

MefM4YHOT0 3aCTOCYBaHHs Nikapcbkoro 3acoby
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

no 10 kancyn y 6nictepi;
no 3 6nicTepy B KAPTOHHii
Kopoo6ui

(BUpO6HMLTBO,
KOHTPO/Ib SKOCTI);
MaiinaH
Na6opatopiz CAC,
PpaHuis
(nakyBaHHs1, 403BIN
Ha BMUMyCK cepii)

[0 po3giny "MNo6ivHi peakuii”

156.

YNbTPEKC

kancynu no 150 mr no 8
Kancyn y 6nictepi; no 2
6nicTepun y KapTOHHIl
Kopobui

Pisochapm CA

LLiBeiiuapis

Pisodapm CA

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
BiANOBIAaAbHOI 3@ 34i/iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asaBHUKa g1 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiIMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXXeHoi
0Cco6U 3as1BHKKA, BignoBigabHOI 3a
hapmakoHarnsg,.

MponoHoBaHa pepakuin: Mrs. Dovile Marcinke
M. Sc.(Pharm). 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BiANOBiAa/ILHOT 3a hapmakoHarnsag. 3miHa
MiCLA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa MicLle3HaxoMKeHHS
MacTep-haiina cuctemu dpapmakoHarnsgy

3a peyenmom

UA/14647/01/01

157.

YNbTPEKC

Kancynu no 300 mr no 8
Kancyn y 6nictepi; no 2
6nicTepun y KapTOHHiIl
Kopoobui

PiBochapm CA

LLiBefuapis

Pisochapm CA

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3arasibHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHVX JaHnx Npo cuctemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
thapmakoHarnafy; KOHTakTHOT ocobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiAMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-ghaiina cuctemm
dhapmakoHarnsgy) - 3MiHa yNnoBHOBaXKeHOT

3a peyenmom

UA/14647/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

0Cco6M 3as1BHKKA, BignoBigasibHOI 3a
thapmakoHarnag,
MponoHoBaHa pepakuis: Mrs. Dovile Marcinke
M. Sc.(Pharm). 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXXEHOT 0CO6Y 3asBHIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicuUsi 34iACHEHHS OCHOBHOI AisIbHOCTI 3
thapmMakoHarnagy. 3miHa Micue3HaxoKeHHs
mMacTep-halina cuctemu papmakoHarisgy

158.

YHAEBIT

apaxe, no 50 gpaxe y
KOHTeliHepi, no 1
KOHTeliHepy B nauuj 3
KapToHy; no 50 apaxe y
KOHTElHepi

AT
"BITAMIHN"

YKpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TUNy - 3MiHa B METOAMLi BUSHAYEHHS
3a/IMLLKOBOI KifIbKOCTI OPraHiyYHOro po3yvHHMKa —
mMeTaHosy, Ailo4oi Pe4OBMHU KucoTa
ackopb6iHoBa (BiTamiH C), 3rigHO OHOBNEHOI
METOAMKN BU3HAUYEHHST 3a/TMLLIKOBOI KisTbKOCTI
OpraHiyHOro posyvHHUKa MeTtaHony B DMF
BMPOGHMKA fit040T pEYOBUHM KMcnoTa
ackopbiHosa (BiTamiH C) «Northeast
Pharmaceutical Group Co., Ltd», Kutaii; 3miHu |
TUNY - BUNYYEHHS OPraHiyHOro PO34MHHUKA —
eTaHony, 6e3 3MiHM TEXHOJ/IONYHOro npoLecy
BUPOGHMLITBA AiH04O0T PEYOBVHM KUCIoTa
ackopbiHoBa (BiTaMiH C) BMpo6HuKa «Northeast
Pharmaceutical Group Co., Ltd», Kutaii, y
3B'A3KY 3 3aMiHOI0 Ha MeTaHoN (MeTaHoN
NMPUCYTHII B TEXHONOMNYHOMY MPOLECH); CYyMyTHS
3MiHa - 3MiHu 3 akocTi. ADI. KoHTposnb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
L0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikaLisax
Ha A®|, abo BUXigHWNIA/MPOMKHWIA
NpoAayKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci Bupo6HuULTBa A®PI. BUnyyeHHs
OpraHiYHOro po3yMHHUKA eTaHony 3i
cneumdikauii Ha Ajto4vy pevyoBUHy. 3MiHU
BBOAATLCA Y 3B'A3KY 3 YHiddiKaLieto po3unHHMKa
Yy BUPOGHMYOMY NPOLECI KMCIOTU acKOpBIHOBOT
(BiTamiH C) BMpo6Huka «Northeast
Pharmaceutical Group Co., Ltd», Kutaii

6e3 peyenma

UA/5605/01/01

159.

YPONECAH®

cupon no 90 mn y 6aHLi;
no 1 6aHui y nayui; no 90
M abo no 180 mny
chnakoHi; no 1 chnakoHy B
navui

MAT
"Tanuudapm”

Ykpaina

MAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUMY — BHECEHHS 3MiHW Y peecTpaviliHi
matepianu gocbe N3 YponecaH®, cupon, Ao
po3gainy 3.2.S AKTUBHWI thapmaLeBTUYHWI
iHrpedieHT ans cy6eTanuii MOPKBU ANKOT
MAOAIB EKCTPAKT PIAKUIA, ekcTpakT pigkuii,
a came 3amiHa MeToay igeHTudikalii repaHiony
auetary 3 ToHKowapoBoi xpomatorpadii (TLLUX)
Ha rasosy xpomarorpadito (I'X), sk 6isbLu

6e3 peyenma

UA/2727/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

YyT/IMBUI METOZ, KOHTPO/O; CYNyTHSA 3MiHa: -

3MiHU 3 AKOCTi. ADI. KoHTposnb A®L. 3miHa y

mMeTofax BunpobysaHHs A®l abo BUXiAHOrO
Marepiany/npoMiXXHOrO NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI

(iHWi 3MiHM y MeToaax BUNpobyBaHHA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOro NPoAYKTY)

160.

YPOJIECAH®

cupon in bulk: no 90 mny
6aHLi; no 48 6aHoK y
Kopo6ax KapTOHHWUX; in
bulk: no 180 mny
chnakoHi; no 30 pnakoHiB
y Kopobax KapTOHHWX

MNAT
"Tannudapm”

Ykpaina

MNAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW | TUMY — BHECEHHS 3MiHW Y peecTpaviliHi
martepianu gocbe N3 YponecaH®, cupon, Ao
po3gainy 3.2.S AKTUBHWI thapmaLeBTUYHWI
iHrpeaieHT ans cy6eTanuii MOPKBU AVKOT
MAOAIB EKCTPAKT PIAKUIA, ekcTpakT pigkuii,
a came 3amiHa MeToay igeHTudikayii repaniony
aueTaTy 3 TOHKoLapoBoi xpomaTorpadii (TLLX)
Ha rasoBy xpomarorpadito (I'X), sk 6isbLu
YYTNVBWIA METOA, KOHTPOSIIO; CYMyTHA 3MiHa: -
3MiHK 3 AKkocTi. ADI. KoHTponb AdI. 3miHa y
mMeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieCi BUPO6GHMLTBa ADI
(iHWi 3miHM y MeTofax BUNPO6YyBaHHSA
(Bkntovaroum 3amMiHy abo fonoBHeHHS) APl abo
BUXiAHOrO/NPOMIiXXHOro NPOAYKTY)

UA/9518/01/01

161.

YPOIMNPEC®

Kpanni HasasbHi, 0,1
mr/mn; no 2,5 mn abo no 5
My ¢pakoHi; no 1
donakoHy B nauui 3
KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUNY - BUYYEHHS NEPBUHHOI YNaKoBKK:
dhNakoHW N8 iH'eKLi 3 GpyHaTHOro ckia
EMHICTI0 6 M/, NpobKa rymoBa A8t iH'ekLiiHnX
hnakoHiB 20 MM; KpuLLKa 3 BigKNAHUM
KOBMA4KoM; fineTka npo3opa; 3axvCHWii
KOBMA4oK A1 NINeTKW; 3MiHN | TUNY - BHECEHHS
3MiH Y MeToauky BunpobysaHHs 13 3a
nokasHukom "MikpobionoriyHa uncroTa”,
30KpeMa: BUTy4YEeHHS1 MOBHOMO onucy
npoBefeHHsA METOANKMN; AOMOBHEHHS
BiANOBIAHMM NOCUMIAHHAM Ha fjlovy pefakLito
[OoY T1a EP; 3MiHu | TNy - 3MiHa KpecneHHs
KpanenbHuui AP3, BupobHuuTtea “Aero Pump
GmbH”, HimeyunHa, 6€3 3miHK skicHOro abo
KiNIbKICHOTO Ck/1aly 3aKynoptoBasibHOro 3acoby

3a peyenmom

UA/6944/01/01

162.

DABPA3NM®

MOPOLLIOK AN
NPUroTyBaHHs
KoHueHTparty (5 mr/mn)
0151 PO3YMHY ANs iHAQY3ilA,
no 5 mr a6o no 35 mry
hnakoHi; no 1 chnakoHy B
KapPTOHHI KOpooLi

[bxeH3alim
tOpon B.B.

HigepnaHgn

BUPOGHMLTBO
KiIHY4eBOro NPoAyKTY
(fill/finish), koHTpONb
cepii/BMNpobyBaHHs,

nepBuHHA Ta
BTOPWHHA YyNakoBKa,

[03BIisT HA BUMYCK

Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHu | TUNY - AQMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEeHHS AisIbHOCTI BUPOOHMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
npoBeAeHHA KOHTPOSII0 AKOCTI), ab0 BNacHuKa
MacTep-thaiina Ha A®l, abo nocTayasibHMKa

3a peyenmom

UA/10306/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

cepii: [hkeHsaiim
Ipnang Nivitepg,

Adl/BnxigHoro matepiany/peareHTy/MPOMiXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTHCA Yy BUPOOHWLTBI
A®I (AKLLO 3a3HAYEHO Y AOCLE HA NiKapCbKuii

3acib) 3a BigCYTHOCTI cepTudiikaTa BiZNOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakXeHoMy

nocbe, abo BUPOOHMKA HOBOI AOMOMIXHOT

PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCbE) BHECEHHS

3MiHM go po3ginie 3.2.5.2.1. Ta 3.2.P.3.1.

Bupo6HuK(1), a came - 3MiHa agpecy BUPOGHMKa

A®I| (Arancugasu 6eta) Genzyme Corporation,

United States, BignoBigabHOIoO 3a BUPOGHNULTBO

Ta KOHTPO/1b AKOCTI aKTUBHOI CyBCTaHLil,
36epiraHHs KNITMHHMX 6aHKiB, KOHTPO/Ib SKOCTI
roToBOI NpoAyKLUii, 6e3 3MiHV MicLA
BMPOGHMLTBA. 3MiHW | TUNY - AOMIHICTPaTUBHI
3MiHW. BunyyeHHst BUPO6HMYOI AinbHAL
(BKovatoum ginbHULi ans A®l, npoMixHoOro
npoaykTy abo rotToBOro NikapcbKoro 3acooy,
AiNbHUL AN NPOBEEHHS NaKyBaHHS,
BMPOGHMKA, BiAMoBigaIbHOMO 3a BUMYCK Cepil,
MicLie NpoBefEHHS KOHTPOSIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasly, peareHTy

a60 [JOMNOMIKHOI PeHOBMHM (SKLLO 3a3HAYeHO Y
[0CbE) BUTYYEHHS BUPOOGHMYOT AiNbHULI ANA

N3 OxeHsanm JlimiTes 3a agpecoto: 37

XonnaHac Poya, Xasepxinn, CB9 8PU, Benuka

BpuTaHis (BTOprHHa ynakoBka, [03BiN Ha BUNYCK

cepii) . 3aTBepmkeHa BUpobHUYA AiNbHNLA, WO

3anmwmnacek — [keHsainm lpnang Nimites,
IpnaHais — BUKOHYE Ti caMi doyHKLi, Lo
Buly4YeHa. BHeCeHHs He3HauHuX pefakuiiHnx
npaBoK A0 MaTepianiB peecTpauiiHoro Aocke
LLIOA0 Ha3BW BUPOBHWYOT AinbHuui ana M3 -

Genzyme Ireland Limited, Ireland, abpesiatypa

«Ltd.» 3aMiHeHa Ha «Limited». 3MiH/ BHECEHO B
IHCTPYKL0 A8 MeANYHOro 3actocyBaHHs /13
OO0 HAaMEHYBaHHS Ta MICLIe3HaXOKEHHS

BMPOGHMKA NiKapCbKoro 3acoby (BUyYeHHS
BMPOGHNYOI AiNbHUL,).
BBefeHHs1 3MiH NpoTArom 6 micsAuis nicns
3aTBEPAKEHHSA

163.

DAKEN®

TabneTku xysasbHi no 100
mr; no 1, 2 abo 4 Tabnetkn
y 6nictepi; no 1 6nictepy y
KapTOHHI/ KopoobLi

"HOP/,
PAPM"
TOBAPWUCTB
03
OBMEXEHO
1o
BIAMOBIAAN

MonbLa

DxeHedhapm CA

pevis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW | TUMY - OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHthopmawii LWoAo 3a3HauYeHHs OAUHULb
BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3miHM A0
po3ainy «MapkyBaHHsA» MKSA /13.
3anponoHosaHo: MAPKYBAHHSA 3rigHo

3a peyenmom

UA/14514/01/01
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Ymosu

Homep

n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakosKa)

bHICTIO

3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBEJEHHS 3MiH NpOoTAroM 6 micauis nicns
3aTBEPPKEHHSA

UA/14514/01/02

164.

DAKEN®

TabneTku xysBanbHi no 50
Mr; no 1, 2 abo 4 TabneTkm
y 6nicTepi; no 1 6nictepy y
KapTOHHIA Kopoo6Li

"HOPJ,
OAPM"
TOBAPUCTB
03
OBMEKEHO
to
BIAMOBIAN
LHICTIO

MonbLwa

xeHecapm CA

pevis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHW | TUMY - OHOB/IEHHSI TEKCTY MapKyBaHHS
YMakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LWoAo 3a3HaYeHHS OAUHULB
BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiHn 1o
po3giny «MapkysBaHHs» MKA N13.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHS. TepMiH
BBEAEHHSA 3MiH NPOTAroM 6 micauis nicns
3aTBEpPMKEHHSA
BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3a peyernmom

6e3 peyenma

UA/3591/03/01

165.

®JIABAMEA®
MAKC
TABJIETKWN
wumnyui

Tabnetku wunyyi no 60 mr
no 10 TabneTok y Ty6i; no
1 Ty6i B KApTOHHIli KOpoo6Li

BEPNIH-XEMI
Al

Himeyunna

Brpo6HuK, L0
BWKOHYE
BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b AKOCTI:
Fepmec dapma
M6X, HimeuuunHa;
Brpo6HuK, LWo
BUKOHYE BUMYCK
cepii: BepniH-Xewmi
Al', HimeuyunHa

HimeuunHa

3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKUaUn
OiNbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNIOPTEP, HE BK/THOYAKUUN BUMYCK
cepii) - 3miHa Ha3BW BUpOGHKKa M3,
BignoBigaIbHOro 3a BUPO6HMLTBO in bulk,
nakyBaHHs1, KOHTPO/Ib SKOCTI, 6€3 3MiHK MicLA
BMPOOHMLTBA. BBEAEHHS 3MiH NpOTArom 6-Tn
MiCALiB NiCNa 3aTBEPAKEHHS; 3MiHM | Tuny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOrO cepTudikara BignosigHOCTi abo
BUJTyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BMXiQHOrO marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®l; ona fonoMiKHOT pevyoBuHK (cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBReHWit cepTuddikaT Bif, y)Xe 3aTBepAKeHOro
BMPOBHMKA - NOAaHHA OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBponeiicbkii thapmakonei Ne R1-
CEP 2002-117-Rev 02 (3aTBepaxeHo: R1-CEP
2002-117-Rev 01) gns A®l Ambpokcony
riApoXn0opyAaY Bif BXE 3aTBEPKEHOr0
BMpoGHUuKa Erregierre S.p.A., ITanis, y Hacnigok
3MiHW OMUCy NakyBasIbHOTO MaTepiasny;
[0AaBaHHA 3BIiTY 3 OLHKM PU3NKIB LLIOAO BMICTY
e/IeMEeHTHMX JOMILIOK BifgnoBiAHO A0 BUMOT
HacTtaHoBu ICH Q3D

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a peyenmom

UA/1581/01/01

NMPANIEP

CLUA

Bupo6bHMuTBO,

Benbrisi/

166.

PPACMIH®

PO34MH aNns iH'ekuin 5000
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MO (aHTu-Xa)/0,2 mn no
0,2 M1 B 04HOpa3oBoOMy
Lwnpuui; no 5 wnpuuis y
6nictepi; no 2 6nictepn B
KapTOHHiA KOpooLi

IHK.

BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMNYCK Cepil,
BUBYEHHSA
CTabiNbHOCTI:
Mdpaiizep
MeHtohekyypuHr
Benbris HB, Benbria
Brpo6HMLTBO Ta
KOHTPO/b AKOCTI
(BisyasnibHuit
KOHTPO/1b, KOHTPO/Ib
Ha CTepWUNbHICTb Ta
KOHTPONb 06 €My,
LLIO BUTArAETLCA):
Betep ®apma-
®epTuryHr rméX &
Ko. KT, HimeyunHa
BizyanbHuii
KOHTPO/1b, KOHTPOJIb
Ha CTEPW/IbHICTB!
Betep ®apma-
®epTuryHr rméX &
Ko. KI, HimeyunHa
BizyanbHuii
KOHTpO/b: BeTep
Papma-PepTuryHr
v6X & Ko. KT,
HimeuunHa
BizyanbHuii
KOHTPO/1b, KOHTPO/b
Ha CTepW/bHICTb Ta
BTOPUHHE
nakyBaHHs: BeTep
Papma-dPepTuryHr
v6X & Ko. KT,
HimeyunHa

HimeuunHa

3MiHN | TUNY - BUNYYEHHS HEaKTVBHUX
noctayasibHUKIB CUPOBUHK Ta HEOUNLLLEHOrO
renapuiHy 3 posginy 3.2.S peectpaujiiiHoro
[0CbE: -BUNYYEHHSI HEAKTVBHOIO NocTavasibHNKa
renapuHy cuposuHu, Active Biomaterials LLC,
USA -BWU/Ty4YEHHSI HEeaKTMBHOro nocrtadvasibHmKa
renapviHy cupoBuHM Ha cmoni, Quality Meat
Packing Co., Canada -BW/y4eHHs1 HEaKTUBHOTO
nocTavyasibHVKa HeOULLLEHOTO renapuny,
Bioiberica, Spain

167.

DOPAMMIH®

PO34nH A1 iH'eKLiANo
2500 MO (aHTun-Xa)/0,2
m/1; no 0,2 mn B
0iHOPa30BOMY LUMPUL; MO
5 wnpwvyis y 6nictepi; no 2
6nicTepn B KApTOHHIA
Kopoo6ui

NM®ANIEP
IHK.

CLUA

Brpo6HMUTBO,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil,
BUBYEHHSA
cTabinbHOCTI:
Mdpaiizep
MeHtoghekUypuHr
Benbris HB, Benbris

Benbrisi/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW | TUNY - BUNYYEHHS HEaKTVBHUX
nocTayasibHUKIB CUPOBUHK Ta HEOUNLLLEHOrO
renapuHy 3 po3sginy 3.2.S peecTpaujiiiHoro
[0CbE: -BUNYYEHHS] HEaKTVBHOIO nocTavasibHuKa
renapuHy cupoBuHu, Active Biomaterials LLC,
USA -BWU/Ty4YEHHSI HEaKTMBHOIO nocrtavasibHmKa
renapviHy cupoBuHM Ha cmoni, Quality Meat
Packing Co., Canada -BW/y4eHHs1 HEaKTUBHOIO
nocTavyasibHviKa HeOUMLLIEHOTO renapuHy,

3a peyenmom

UA/1581/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Brpo6HMLTBO Ta
KOHTPO/b AKOCTI
(BisyasibHuit
KOHTPO/1b, KOHTPO/Ib
Ha CTepWUNbHICTb Ta
KOHTPONb 06 €My,
LLIO BUTArAETLCA):
Betep ®apma-
®epTuryHr rméX &
Ko. KI, HimeyunHa
BizyanbHuii
KOHTPO/1b, KOHTPOJIb
Ha CTEPW/IbHICTB!
Betep ®apma-
®epturyHr rméX &
Ko. KT, HimeyunHa
BizyanbHuii
KOHTpO/b: BeTep
Papma-dPepTuryHr
v6X & Ko. KT,
HimeuunHa
BizyanbHuii
KOHTPO/1b, KOHTPO/b
Ha CTepW/bHICTb Ta
BTOPUHHE
nakyBaHHs: BeTep
Papma-dPepTuryHr
v6X & Ko. KT,
HimeyunHa

Bioiberica, Spain

168.

DOPAIMIH®

pO3unH N8 iH'ekuii 10

000 MO (aHTu-Xa)/mn no 1
M B amnyni; no 10 amnyn

B KQpPTOHHI kopooLi

NMOANIEP
IHK.

CLUA

Mdpaiizep
MeHtodekvypuHr
Benbris HB

Benbris

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW | TUNY - BUNYYEHHS HEaKTVBHUX
nocTayasibHUKIB CUPOBUHK Ta HEOUNLLLEHOrO
renapuHy 3 po3sginy 3.2.S peecTpaujiiiHoro
[0CbE: -BUNYYEHHS] HEaKTVBHOIO nocTavasibHuKa
renapuHy cuposuHu, Active Biomaterials LLC,
USA -BWU/Ty4YEHHSI HEaKTMBHOIO nocrtadvasibHmKa
renapviHy cupoBuHM Ha cmoni, Quality Meat
Packing Co., Canada -BW/y4eHHs1 HEaKTUBHOIO
nocTavasnibHviKa HeOULLLEHOTO renapuny,
Bioiberica, Spain

3a peyenmom

UA/1581/01/03

169.

DPTOPADYP®

Kancynu TBepAi no 400 wr;

no 100 kancyn B
KOHTeliHepi; no 1
KOHTEeliHepy B kopobLi 3
KapToHy

AT "IpiHaekc"

Nartsis

AT "T'piHgekc"

Nartsisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TURY - 3MiHW BHeCeHO [0 IHCTpyKuii ans
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro 3acoby
0o posginis "MpoTunokasaHHsA", "B3aemogis 3
HLWMMKW NiKapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHSA",
"Mo6ivHi peakui™ BigNOBIAHO 10 OHOBEHOI

3a peyenmom

UA/3583/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iHchopmawii 3 6e3nekn 3acToCyBaHHS Aito4oil
PEeYOoBUHW; 3MiHU | TUNY - 3MiHW BHECEHO A0
IHCTPYKUiT A4NA MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"MpoTnnokasaHHs", "OcobMBOCTi
3actocyBaHHs", "Mob6iuHi peakuii" BignoBsigHO A0
OHOBJIEHOI iHhopMaLiii 3 6e3nekn 3acTOCyBaHHS
Lito40i pevoBUHU
170. | PYPAMAI® kancynu no 25 mr no 10 AT Natsis AT "OnaiiHdapm" NatBis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyenmom UA/4301/01/02
Kancyn y 6nictepi; no 3 "Onaiinchapm” 3MiHY | TUMY - 3MiHM BHECEHO B TEKCT
6nictepu B nayui 3 MapKyBaHHS YNakoBKY liKapCbKOro 3acoby.
KapToHy 3amiHa posginy «IpadiuHe ohopmaeHHs
yMakoBKM» Ha po3ain «MapkyBaHHs» B MKA N13:
3anponoHoBaHo: MapkyBaHHs. BignosigHo
3aTBEPAKEHOMY TEKCTY MapKyBaHHs. TepmiH
BBE/EHHS 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPIKEHHS
171. | XABPUKC™ 1440 | cycneHsis gns iH'ekuii FnakcoCwmiTKn Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a peyernmom UA/16497/01/02
BAKUWHA AN1sA 1440 O ELISA no 1 mn AiH EkcnopT BpuTtaHis Bionopxikans C.A. 3MiHK | TUNY - fogaBaHHA 40AaTKOBOIO
MPO®ITAKTUKN (1 po3a gnsa popocnux) y Nimiteq BMNPO6YBaHHs Bioburden test, sik in-process
FENATUTY A thnakoHi; no 1 chnakoHy B monitoring test, nicns ynbTpadinbTpaii npu
KapTOHHI kKopo6Li; no 1 BMPOGHMLITBI BaKLIMHW NPOTH renatuty A Ha
mn (1 gosa ons eTani 04nMcTKn
[opocnux)) B nonepegHso
HanoBHEHOMY LNpuLi y
KOMNEeKTi 3 rofikoto; no 1
LUNPULLY B KAPTOHHIi
kopo6ui; no 1 mn (1 gosa
ONs nopocnunx) y doakoHi;
no 1 donakoHy B KapPTOHHIN
kopo6ui; no 1 mn (1 gosa
ONs [opocnunx) B
nonepeAHbL0 HaNoBHEHOMY
LUNPWLi Y KOMNNEKTI 3
rofikoto; no 1 wnpuuy B
KapTOHHI/ KopoobLi
172. | XABPUKC™ 720 cycneHsis gns iH'ekyin 720 | FnakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a peyernmom UA/16497/01/01
BAKUWHA And Of ELISA, no 0,5 mn (1 AliH EkcnopT BpuTanis Bionomxikans C.A. 3MiHM | TUNY - fofaBaHHA A04aTKOBOrO
MPO®IIAKTUKUN | posa gns gitein) y Nimiteq BMNPOGYBaHHs Bioburden test, sik in-process
FENATUTY A thnakoHax Nel a6o monitoring test, nicnsa ynbTpadinbTpauii npu
nonepeAHbL0 HanoBHEHNX BMPOGHULITBI BaKLMHW NPOTU renatuty A Ha
wnpunuax Nel y kKoMnaekTi eTani 04nCcTKM
3 r0/IKO0
173. | XJIOPTEKCUAWNH | po34uH 415 30BHILIHLOIO TOB Ykpaina TOB "MEANIEB" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 peyenma UA/18075/01/01
3acTocyBsaHHs 0,05 %, no "MEOJIEB" BMMPaB/IEHO TEXHIYHY NOMWUJIKY Y TEKCTI




99

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
100 mn y chnakoHax MapkKyBaHHsA ynakosku J13. 3ANPOMOHOBAHO:
noniMepHMX 3 2. KINIbKICTb A1F0YO0i PEYOBVIHW Cknag, Ha
YyPeTpaUibHO HacafKoto, 100 mn (ml) npenapary: Aitoua pevoBuHa:
no 1 ny donakoHax PO34MHy XnoprekcuaunHy ratkoHary 20 % — 0,25
noniMepHux, no 5 ny M (ml), 3a3HauyeHe BUNpaBneHHs BignoBigae
KaHicTpax nofiMmepHnx apxiBHMM MaTepiasiam peecTpauiliHoro ocbe
174. | ULEPBAPUKC™ cycneHsis ans iH'ekwujn no FnakcoCwmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a peyenmom UA/16310/01/01
BAKUWHA And 0,5mn (1 po3a) y AH EkcnopT BputaHis Bionompxikans C.A. 3MiHu | TUNYy - 3MiHK WoA0
MPO®ITAKTUKN nonepegHL0 HanoBHEHOMY Nimiteq 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3AXBOPHOBAHb, | wnpuui 3 MOpLUHEM i BBeaeHHs ab0 3MiHU [0 y3arasibHeHUX AaHnX
o KOBMaYKOM y KOMMEKTi 3 npo cuctemy chapmakoHarnsgy (BBefeHHs
BUKMNKAKOTbC ronkoto (y énictepi) abo y y3arasibHeHVX AaHux Npo cuctemy
A1 BIPYCOM chnakoHi 3 mpo6koto; no 1 hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
NANIIOMA nornepeaHL0 HanoBHEHOMY BiANOBIAANbHOI 32 34iiCHEHHSA
noanHUN TUNIB LNpULy 3 rofikoto abo no thapmakoHarnsgy; KOHTakTHOi ocobu 3
16 TA 18 1 dpnakoHy B KapTOHHii thapmakoHarnagy 3asBHuKa AN 34iiCHEHHSA
Kopobui thapmakoHarnsay B YkpaiHi, K0 BOHa
BiIMiHHA Bif, YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapMmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0co6u 3asBHYKa, BigNoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa peaakLis — [p. MeHc-Ynbpix
LtermanH / Dr. Jens-Ulrich Stegmann, MD.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
HOMepy Ta MicLe3HaxoMKeHHA MacTep-taiina
175. | UWUMEBEH® nioghinisat 4nsa po3unHy YEMNITADPAPM HimeuunHa Brpo6HMLUTBO ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a peyenmom UA/10598/01/01
Ans iHdysiin no 500 mr 1 ApuHaiimitTen Hepo3dacoBaHO| LLiseiiuapisi/ 3MiHY | TUny - 3MiHK 3 AKocTi. FoToBWiA
dhnakoH 3 niocpinizatom y b M6X NpoAyKLii, NepBNUHHE HimeyuunHa nikapcbkuid 3aci6. 3MiHM Y BUPOGHULTBI. 3aMiHa
KapTOHHI/ KopoobLi nakyBaHHs, ab0 BBefeHHS A0AATKOBOT AifIbHUL
BUNPOOYBaHHSA BMPOGHMLITBA A/151 HACTWUHM ab0 BCbOro
KOHTPOJHO SKOCTI: BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro
BCM 3aco6y (AinbHYLA AN BTOPUHHOTO NakyBaHHS).

PapmacbioTikan3
C.n.A,, ltanis;
BTopuHHe
nakyBaHHs,
BMNPO6YBaHHA
KOHTPOJIHO SIKOCTI:
®.XohhmaHH-/1a
Pow NTpA,
LLiBeiuapis;
BTopuHHe

[JlofasaHHsA fOAATKOBOrO BUPOGHUKA
BifiNOBIfa/IbHOTO 38 BTOPMHHE NakyBaHHS
rOTOBOrO /likapCcbKoro 3acoby MpecTigx
MpomoyLeH ®epkaydcdbopaepyHr Ta
Bep6ecepsice Mv6X, HimeuunHa.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nakyBaHHS:
MpecTigx
MpomoyLueH
depkaydcdbopaep
YHF Ta
Bepbecepsice
Mm6X, HimevunHa;
Bunyck cepii:
YENJADAPM
ApuHaiimiTTens
M6X, HimeuunHa

B.o. I'enepanbHoOro gupexkropa /lupekropary

(¢hapmanieBTUUHOT0 3a0e3neueHHs

Isan 3AZIBOPHUX
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