MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3
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21 BepecHd 2021 poky

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
3APEECTPOBAHNX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/IOMNYHUX NPENAPATIB), AKI BHOCATLCA A0
OEPXXABHOI'O PEECTPY NNIKAPCBbKUX 3ACOBIB YKPAIHN

Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX

iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Bif, 21 BepecHA 2021 poky Ne 1994

mr, no 10 TabneTok

Jlimiteq

0o MNopsagky 34iNCHeHHs1 chapmakoHarnsay,

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) nocBi04YeHHs1
1. EBKACIMPEN cnpeii HazasbHUiA, CninbHe Ykpaina CninbHe yKpaiHCbKOo- YkpaiHa peecTpauis Ha 5 pokis 6e3 He UA/18958/01/01
TYPBO nosoBaHuii 1,0 YKpaiHCbKO- icmaHcbke MepiognyHICTL NOAHHS PEryAsipHO peyenma nidnsieae
Mr/mn, no 10 mny icnaHcbke niagnpMeEMCTBO OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
nonieTuneHoBoMy nigNPUEMCTBO "Cnepko YkpaiHa" 0o Mopsaaky 34iicHeHHs chapmakoHarnagy,
KOHTeliHepi 3 "Cnepko 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
Hacocom 3 Ykpaina" O0XOPOHU 3[40POB’A YKpaiHu Bif 27 rpyaHs
po3nuoBaYvemM y 2006 poky Ne 898, 3apeecTpoBaHoro B
nauuj 3 kKapToHy MinicTepcTBi tocTuii Ykpainn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHnmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
2. EPNOTUHIB- TabneTkn, BKpUTI Mictpan AHrniA Pemegika NTa, Kinp peecTpauis Ha 5 pokis 3a He UA/18959/01/01
BICTA nniBKOBOKO Kenitan MepiognyHICTb NOfAHHSA PerynsipHo peuenmom nionsieae
06010HKOt0, M0 25 MeHemKMeHT OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
Mr, no 10 TabneTok NimiTen 0o lMopaaky 34iicHeHHs chapmakoHarnagy,
y 6nictepi, no 3 3aTBEpKEeHOro HakasoMm MiHicTepcTBa
6nictepu B OXOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
KapTOHHI Kopo6Lyi 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi locTuLil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
6e3neku.
3. EPNOTUHIB- TabneTkn, BKPUTI Mictpan AHrnis Pewmegika /Ta,. Kinp peecTpauist Ha 5 pokis 3a He UA/18959/01/02
BICTA NNiBKOBOKO Kenitan MepiognyHICTb NOfAHHA perynsipHo peuenmom niossieae
0600HKot0, No 50 MeHeXMeHT OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO




nauuj; no 100 amnyn
B nmauuj

OXOPOHU 3[,0POB’A YKpaiHu Bif 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOpPOHM 340POB's YKpaiHu Bif,

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
y 6nicTtepi, no 3 3aTBEpAXEHOro Hakasom MiHicTepcTBa
6nictepu B OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHI Kopo6Lyi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifiHO 3i CTpOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
4, EPNOTUHIB- TabneTku, BKPUTI Mictpan AHrnis Pewmepika g, Kinp peecTpauist Ha 5 pokis 3a He UA/18959/01/03
BICTA nNiBKOBOKO Kenitan MepiognyHICTb NOAHHS PErynsipHO peyenmom nidnsieae
060/10HKO10, Mo 100 MeHeKMeHT OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BigNoBigAHO
mr, no 10 TabneTok NimiTen 0o Mopsaaky 34iicHeHHs chapmakoHarnagy,
y 6nictepi, no 3 3aTBepA)KeHoro Hakasom MiHicTepcTBa
6nictepu B OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
KapTOHHI Kopo6Lli 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
5. EPNOTUHIB- TabneTkn, BKpUTI Mictpan AHrniA Pemepgika g, Kinp peecTpauis Ha 5 pokis 3a He UA/18959/01/04
BICTA nNiBKOBOKO Kenitan MepiognyHICTb NOfAHHSA PerynsipHo peyenmom nionsieae
060/10HKO10, Mo 150 MeHemKMeHT OHOBJOBAHOrO 3BITY 3 6e3MNeKu, BigNOBIAHO
mr, no 10 TabneTok NimiTen 0o lMopsaaky 34iicHeHHs chapmakoHarnaay,
y 6nicTepi, no 3 3aTBEPAKEHOro Haka3om MiHicTepcTea
6nictepn B OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
KapTOHHI Kopo6Lyi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHnmn y
nepiogNYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
6e3neku.
6. KETOPO/TIAK PO3YMH NS iH'EKLN, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18960/01/01
30 mr/mn; no 1 mn B akuioHepHe akuioHepHe MepiognyHICTb NOfAHHSA PerynsipHo peuenmom nionsieae
amnyni, no 5 amnyn TOBapUCTBO TOBapUCTBO OHOB/IOBAHOTO 3BITY 3 6e3neku, BigNoBIAHO
y 6nictepi, no 1 abo "Nlekxim- "Jlekxim-Xapkis" 0o lMopaaky 34iicHeHHs chapmakoHariagy,
no 2 6nictepu B Xapkis" 3aTBepXeHoro HakasoMm MiHicTepcTBa




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:!
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMHN y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
7. KNoAN®EH Kpanni O4Hi, pO34uH, yopPna py3ia yopng MEANLINH TypeyunHa peecTpauist Ha 5 pokis 3a He UA/18961/01/01
lmMmr/Mmano5mny MEOVLUNH INAY CAH. BE MepiognyHICTb NOAHHS PErynsipHo peyenmom nidnsieae
h1aKoHi- nTa TIOK. A.LL OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BigNoBigHO
KpanenbHuui; no 1 [0 MNopaaky 3ailicHeHHs hapMakoHarnsgy,
dnakoHy- 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
KpanesibHuLji B OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
KapTOHHI Kopo6Lyi 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
8. NIAOKAIHY PO3YMH ANS iH'EKLN, My6niyHe Ykpaina MAT "Tanuucpapm” YkpaiHa peecTpauis Ha 5 pokis - He UA/18962/01/01
rigpoxnoprPup | 10 mr/mn in bulk: no akuioHepHe MepiognyHICTb NOfAHHSA PerynsipHo nionsieae
3,5 mn B amnyni; no TOBapuCTBO OHOBJ/OBAHOrO 3BITY 3 6e3MNeKu, BigNoOBIAHO
5 amnysn y KOHTYpHii "HaykoBo- 0o lMopsaaky 34iicHeHHs chapmakoHarnaay,
YapyHKOBI BUPOGHNUNIA 3aTBEPAKEHOro Haka3om MiHicTepcTea
ynakosuj; no 80 LeHTp OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
KOHTYPHUX "BopLuariscbk 2006 poky Ne 898, 3apeecTpoBaHoro B
YapyHKOBUX WA Ximiko- MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
yNaKkoBOK Y cthapmaueBTny poky 3a Ne 73/13340 (y pefaxuii Hakasy
KapTOHHI Kopo6Lli HWi1 3aBog” MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHnmn y
nepiogNYHOCTI NOAAHHA PerynspHUX 3BiTiB 3
6e3neku.
9. HEBIBOPNA Tabnetkv no 5 wmr; YOPNA TypeuunHa yorPna MESMLINH TypeuunHa peecTpauis Ha 5 pokis 3a He UA/18963/01/01
no 14 TabneTtok y MEAVNUNH INAY CAH. BE MepiognyHICTb NOfAHHSA PerynsipHo peuenmom nionsieae
6nicTepi; no 2 a6o 6 | IJIAY CAH. BE TIIK. A.LL. OHOB/IHOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO
6nicTtepis B TIOXK. A.LL. o Mopaaky 34iicHeHHs chapmakoHariagy,
KapTOHHI KopooLli 3aTBepxeHoro HakasoMm MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuWii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHiCTepcTBa OXOPOHW 3[40POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMMn y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
10. PEMAPATOH NOPOLLIOK ANs TOB YkpaiHa TOB "TepHodhapm" YkpaiHa peecTpauif Ha 5 pokis 6e3 nions2ae UA/18964/01/01
OpPa/IbHOr0 PO34KMHY, "TepHodhapm” MepioAnyHICTb MOAAHHS PerynsipHo peyenma




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

no 9,45 r nopoLky y
cauwe, no 20 cauwe B
nauj 3 kKapToHy

OHOB/IHOBAHOTO 3BITY 3 6e3Mneku, BigNoBigHO
[0 MNopaaky 34ilicHeHHs hapMakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
0XOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:!
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMN y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

11.

CAHYBIC
TABNETKA

Tabnetku no 10
Tabnetok y 6nictepi;
no 8 6nictepis B
KapTOHHIN nayui

CAHYM-
Kenbbek Mm6X
i Ko. KI

HimeuunHa

CAHYM-Kenbbek
'm6X i Ko. KI

HimeyunHa

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
0 MNopagky 34iicHeHHa hapMakoHariagy,
3aTBEPKEHOro Haka3om MiHicTepcTea
O0XOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi locTuLil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18965/01/01

12.

LEENICTA® BIf,
BOJIIO B FOPI

NbOASAHUKM No 8,75
mr, no 12
NbOAAHUKIB Y
6nictepi, no 1
6nicTepy y naui

MpAT
"®apmaveBTn
YyHa hipma
"dapHnusa”

YkpaiHa

KOHTPO/b Cepiii:
IHOAPMEAL, C.11.,
IcnaHis;
KOHTPO/b Cepiii:
NNTABOPATOPIO
EYIBAPHE, C.A.,
Icnanis;
KOHTPO/b cepiit:
CIHKPO®APM,
C.J1., IcnaHis;
BMPOGHMLTBO
roTOBOI NPOAYKLUT,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS1, BUMYyCK
cepii:
noasI'c
PAPMACBIOTIKAN
C C.J1., IcnaHis

Icnanis

peecTpauist Ha 5 pokis
MepioguyHicTb NogaHHsA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
0o MNopsaaky 34icHeHHsT chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 37,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuULil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaYeHNMU Y
nepiogNYHOCTI NOAAHHS PErysIsipHUX 3BITIB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/18966/01/01

B.o. I'enepanbHoro gupexkropa /lupekropary




(hapmareBTHYHOT 0 3a0e3meyeHHs IBan 3A/IBOPHUX



Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bix 21 BepecHs 2021 poky Ne 1994

MEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

APUMPA30/I®

Tabnetku, no 10 wmr, no
10 TabneTok y 6nicTepi,
no 1, 3 abo 6 6nictepis
Y KapTOHHIl navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

YkpaiHa

MepepeecTpavis Ha HeOOMeXeHUIA TEPMIH

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NnoJaHHA peryaspHuX 3BiTiB 3 6e3neKku

3a
peyenmom

He
nionsicae

UA/15765/01/01

APUMPA30/I®

Tabnetku, no 15 mr, no
10 TabneTok y 6nicTepi,
no 1, 3 abo 6 6nictepis
Y KapTOHHIli navui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"

YkpaiHa

MepepeecTpavis Ha HeOOMeXeHUIA TEpMIH

MepiognyHicTb NOAAHHA PeErynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pefaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiogNYHOCTI
NnoJaHHsA peryasipHuX 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/15765/01/02

BAPO/ 10

Kancynu,
KMLIKOBOPO34MHHI o 10

Mera
NavicdhcaiieH

ABcTpanis

IHBeHTIa Xenckea
14

IHAjsA

MepepeecTpavis Ha HeobMeXeHUIA
TepmiH. OHOB/IEHO iHhopMmaLlito B

3a
peyenmom

He
nionsicae

UA/4467/01/01




Ne

Hassa

14 xancyn y cTpuvni, no 1
CTpUMy B KAPTOHHIM
ynakoBLj

"3acTocyBaHHA y nepiof BariTHOCTi abo
roflyBaHHs rpyaat”(yTouHeHHs
iHchopmawii), "MepenosysaHHs", Mo6iYHi
peaxuii” BignoBigHO A0 OHOB/EHOT
iHchopmawii pethepeHTHOro nikapcbKkoro
3acoby MNapieT, Tabnetkn
KMLLKOBOPO34YMHHI Mo 10Mmr, no 20 mr.
MepiognyHiCTb NOAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLii
Ykpainun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pefaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHoCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3neku.

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
mr; no 10 kancyn y ci3 IHCTPYKUiT NS MEeAMYHOro 3aCTOCYBaHHS
cTpwuni, No 3 cTpunu B (ABcTpanis) niKkapcbKoro 3acoby y posginax
KapTOHHI ynakosLi, No Mri Nt "Oco611BOCTI 3acTOCyBaHHS",
14 kancyn y ctpuvni, no 1 "3acTocyBaHHs y nepiog BariTHoCTi abo
CTpUNY B KAPTOHHIiA rogyBaHHs rpyaato” (yTouHeHHs
ynakoBLi iHchbopmawii), "MepenosysaHHs", Mo6iuHi
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHbopmaLii pethbepeHTHOro nikapcbKoro
3acoby MapieT, TabneTkn
KMLLKOBOPO34MHHi no 10mr, no 20 mr.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[,0POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.
4, BAPO/ 20 Kancysnm, Mera ABcTpanisn IHBeHTIa Xesnickea IHgis MepepeecTpayis Ha HeoObMeXeHNI 3a He UA/4467/01/02
KMLIKOBOPO34MHHI 1o 20 NavichcaiieH nra TepMmiH. OHOB/IEHO iHhopMmaLito B peyenmom niossieae
mr; no 10 kancyn y ci3 IHCTPYKLUIT ANA MeANYHOrO 3aCTOCYBaHHS
CTpuni, No 3 cTpunu B (ABcTpanis) nikapcbKoro 3acoby y posginax
KapTOHHI ynakoBLi, No nri nTg "Oco6MBOCTI 3aCTOCYBaHHS",
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
5. FEMABAN® NOPOLLIOK A1 PO3UNHY TOB YkpaiHa NABEOPATOPIO ITania MepepeecTpavis Ha HEOOMeXeHUIA TEPMIH 3a He UA/15587/01/01
ONs iH ekyiin no 600 wr; "BANTAPTIH ITANIbAHO MepioAnYHICTb NOfAHHS PErynsapHo peyenmom nionseae
10 chnakoHiB 3 DPAPMA" BIOXIMIKO OHOB/OBAHOIO 3BITY 3 6e3neku,
NOPOLLKOM B KOMMJIEKTI 3 OAPMALIEYTIKO BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
10 amnynamu 3 NICA®APMA C.T.A. hapMakoHarnsagy, 3atBepAxeHoro
pO34nHHMKOM (Boga Ans Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
iH'ekyjin) no 4 mn B Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
NaacTVKOBIl KaceTi B 3apeecTpoBaHoro B MiHicTepcTsi tocTuii
KapTOHHI Kopo6Lyi Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3[10POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
6. FNHOKOCAT PO34MH NS iH'EKUR TOB "3 Ykpaina TOB "®3 Ykpaina MepepeecTpayis Ha HeOOMeXeHWI 3a He UA/15851/01/01
no 2 mn B amnyni Ay "BIO®APMA "BIOPAPMA" TepmiH. OHOBJ/IEHO iHhopMmaLito B peyenmom niossieae
KOMMNNEKTi 3 " IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHSA
PO3UYMHHMKOM niKkapcbKkoro 3acoby BiAMOBIAHO A0
(oietaHonamiH, Boga pedhepeHTHOro Jlikapcbkoro 3acoby
ONs iH'ekuii) no 1 mn B (AOHA®, po3uunH aNs iH'eKLiA) y po3ginax
amnyni B; no 5 amnyn A "MokasaHHA" (yTOUYHEHHS
y 6nictepi; no 5 amnyn B hopMy/oBaHHs), "MpoTunokasaHH:A",
y 6nictepi; no 1 "B3aemopis 3 IHWMMKW NiKapCbKUMu
6nictepy 3 amnynamu A 3acob6amu abo iHWi BUAKM B3aeMogii",
Tano 1 6nictepy 3 "Oco6MBOCTI 3acTocyBaHHS", "34aTHICTb
amnynamu By nauui 3 BNMBATY Ha LUBWUAKICTb peakLii npu
KapTOHY; KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
no 2 mn B amnyni Ay MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
KOMMNNEKTi 3 POYNHHUKOM nosun", "MepenosyBaHHA" Ta "IMo6IYHI
(mieTaHonamiH, Boga peaxuii”.
ONns iH'ekuii) no 1 mn B MepioAnYHICTb NOJAHHA PerynsapHo
amnyni B; no 1 amnyni A OHOBJIOBAHOrO 3BITY 3 6e3nekun,
TalawmnyniBy BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
6nicTepi; no 1 6nictepy hapmakoHarnsagy, 3atBepaxeHoro
y nauLli 3 KapToHy; Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
no 2 mnBamnyni Ay Ykpainu Big 27 rpygHsa 2006 poky Ne 898,
KOMMNNEKTi 3 POYNHHUKOM 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
(oieTaHonamiH, Boga YkpaiHu 29 ciuHs 2007 poky 3a Ne
ANs iH'ekui) no 1 mn B 73/13340 (y pegakuii Hakady MiHicTepcTBa
amnyni B; no 6 amnyn A OXOPOHW 3[,0pPOB'sA YKpaiHu Bif 26 BepecHs
y 6nictepi; no 6 amnyn B 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
y 6nicTepi; no 1 CTpoKamu, 3a3Ha4eHUMU Yy NepPioANYHOCTI
6nictepy 3 amnynamm A nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
Ta no 1 6nictepy 3
amnynamu B y nauui 3
KapTOHY
7. AEKCANoON Kpanni o4Hi, cycneHsis BapLuascbku MonbLya BapLuaBcbkuii MonbLwa MepepeecTpaLlisi Ha HE0BMEXEHWI 3a He UA/15434/01/01
(1 mr + 3500 MO + 6000 i dpapMaLeBTUYHWIA TepmiH. OHOB/IEHO iHdhopMmalLlito B peyenmom niossicae




11

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

MO)/1 mn, mo 5 mny
MET chnakoHi-
KpanesibHUL 3 KPULLKOK
3 rapaHTiliH1M KinbLem,
no 1 pnakoHy B naui 3
KapTOHY

thapmaueBT
NYHWIA 3aBOJ,
Monbcpa AT

3aBog Monbcha AT

IHCTPYKLUT 4119 MeANYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby y posginax
"MpoTunoka3saHHs", "B3aemogis 3 iHWnMu
nikapcbkMmM 3acobamu Ta iHWi BUuam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaa”, "Cnocié
3acTocyBaHHA Ta go3mn”, "MobiyHi peakui”
BiANOBIAHO A0 iHopMaLii pethepeHTHOro
nikapcbkoro 3acoby MAKCATPO/®.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[,0POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.

AEHOBE/Ib®
30

TabneTkn, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 0,03 mr/2 wr; no 21
Tabnetyi, no 1 aéo no 3,
abo no 6 6nictepiB y
KapTOHHI KopooLyi

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e MmeX
ApuHaiimiTTens

HimeyunHa

MepepeecTpayis Ha HeoObMeXeHNI
TepMmiH. OHOB/IEHO iHhopMmaLito B
IHCTPYKLUT ANA MeANYHOro 3acTOCYBaHHSA
niKapcbKoro 3acoby y po3gini
"Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO
[,0 OHOBNEHOT iHGhopMaLii Woao 6e3neku
LiH040T PEYOBUHN.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 3[,0pPOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioanyHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.

3a
peyernmom

He
nionsizae

UA/15836/01/01

AONTOBEHE

rens; no 20 rabo 50,
a60 100 r B Ty6i; no 1
Ty6i B KOPOOL

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepknie MmeX
(BUPOGHMLTBO

Hepo3dacoBaHoro

Ta BTOPUHHA

NPOAYKTY, NEepPBUHHA

HimeuunHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
OHOB/IEHO iHGhopMaLito B iHCTPYKUIT ANnst
MEZMYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby B po3ginax "lMNokasaHHA"
(kopuryBaHHs TekcTy), "MNpoTunokasaHHs",

6e3
peyenma

nionsieae

UA/5565/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

ynakoBKa, KOHTPOJ1b

cepir;

[03BIiN Ha BUMYCK

cepii)

"Oco6nMBOCTI 3aCTOCyBaHHA","34aTHICTb
BNAMBATY Ha LUBWUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
MexaHi3Mamu'"(BHECEHO YTOYHEHHS),
"Cnoci6 3acTocyBaHHs Ta 031" (BHECEHO
YTOUYHEHHS), "MobiuHi peakuii" BigNOBigHO
[0 iHhopMmaLii CTOCOBHO 6e3neku, sika
3a3HayeHa B MaTepiasiax peecTpaLiiitHoro
[10CbE.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34jiNCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
YkpaiHu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegakuii Hakady MiHicTepcTsa
OXOPOHU 340pPOB's YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NoJiaHHA peryasipHuX 3BiTiB 3 6e3neku

10.

XXEBTAHA®

KOHLeHTpaT ans
PO3uunHy Ans iHdysiii, 60
Mry 1,5 wmn, no 1,5 mn
KOHLEHTpAaTy Y h1akoHi
Yy KOMNeKTi 3
PO3YMHHUKOM NO 4,5 Mn
(eTaHon 96 %-13 %
(m/m), BOAA ANS iH'eKLiin)
y thnakoHi; no 1
h1aKOHY KOHLIeHTpaTy
Ta 1 donakoHy
PO3YMHHVIKA B KAPTOHHIi
KopooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi-ABeHTiC
[Jonunang MrmeX

HimeyunHa

MepepeecTpauis Ha HeobMeXeHUIA
TepMiH. OHOBMEHO iHchopMmaLito 3 6e3neku
B IHCTPYKLi 419 MEANYHOTO 3aCTOCyBaHHSA

niKkapcbKoro 3acoby y posginax
"®apmMakonoriyHi B1acTuBOCTI" (YTOUHEHHS
iHdhopmawii), "MokasaHHA"(YyTOYHEHHA
iHdbopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU flikapCbKumum
3aco6amu Ta iHWi BUAM B3aEMogIiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHOCTi abo
rofyBaHHs rpygaro” (YyTOYHeHHs
iHdbopmawii), "Cnoci6 3acTocyBaHHs Ta
[o3n" (yTouHeHHs iHdopmadii), "MobiuHi
peakuii” BignoBigHO 4O MaTepianis
peecTpaLjiiiHoro AOCbE.
MepiognyHiCTb NOAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLii

Ykpainun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pefaxuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs

3a
peyenmom

He
nionseae

UA/11582/01/01




13

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoOKamu, 3a3Ha4yeHVMK Y NepiogNYHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.
11. IHAIPAB niodpinizoBaHwii TOB Ykpaina BMPOGHULITBO in IHais nepepeecTpawis Ha HeobMeXeHWin TepMiH - He UA/15391/01/01
BAKUVHA NOPOLLIOK A/151 PO3YUHY "papma bulk, Bunyck cepii: MepiognyHICTb NOAAHHS PErynsapHo nionseae
AHTUPABIYHA | ans iH'ekuUiii He MeHLue Nandg" BxapaTt bioTek OHOB/IIOBAHOrO 3BITY 3 6e3neku,
OYNLLEHA, 2,5 MO/po3a Ta IHTEepHeLHN BiANOBIAHO A0 MopsAaKy 34iACHEHHS
IHAKTUBOBAH | po3uuHHuK; in bulk: 1 Nimiten, HAis; hapMakoHarnsgy, 3atBepAxeHoro
A dhnakoH 3 BMPOGHMLITBO Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
niocpinizoBaHnm PO3YMHHMKA: Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
nopotlukom Ta 1 amnyna CoBepeiiH ®apma 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
3 PO34MHHMKOM Mo 0,5 MpaiiBart NimiTeg, Ykpainu 29 ciuHs 2007 poky 3a Ne
M/ (HaTpito xnnopuay IHais 73/13340 (y pepaxuii Hakazy MiHicTepcTBa
PO34mnH N8 iH'ekuinn 0,3 OXOPOHW 30POB's YKpaiHu Bif 26 BepecHs
%) B NNacTUKOBOMY 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
nexani y nayui 3 CTpOKamu, 3a3Ha4eHMU y NepiognyHOCTI
KapToHy; no 10 nayok 3 nofaHHsa perynspHuX 3BiTiB 3 6e3neku.
KapTOHY Y KopobLii 3
KapToHy; no 12 a6o 32
KOPOGKM 3 KAPTOHY Y
KapTOHHOMY KOpOO6i
(TpaHCcnopTHOMY KOpO6i)
12. IHOIPAB niogpinizoBaHwii TOB YkpaiHa TOB "®apma Nalic"” Ykpaina nepepeecTpawis Ha He0B6MeXeHnit TepMiH 3a He UA/15402/01/01
BAKUWHA NOPOLLIOK A/151 PO3UYUHY "hapma (nakyBaHHs i3 OHOB/IEHO iHGhopMaLito B iHCTPYKUIT ANnst peyenmom niossiecae
AHTUPABIYHA | ans iH'ekuiii He MeHLLe Nandg" chopmu in bulk MeAMYHOro 3acToCyBaHHSA NikapCbKoro
OUYMLLEHA, 2,5 MO/po3a Ta pipmMu-BMpPOBHUKA 3acoby B po3ainax "OcobmBoCTi
IHAKTUBOBAH | po3unHHMK; 1 ¢h/1akoH 3 Bxapar bioTek 3acTocyBaHHs", "Cnocib 3acTocyBaHHSA Ta
A niocpinizoBaHnm IHTEepHeLUHN [03Kn" (peparyBaHHs TEKCTY Ta YTOUYHEHHS
nopoLLKoM Ta 1 amnyna Nimiten, 1HAis) inchopmawii) BignosigHo Ao maTepianis
3 PO34MHHMKOM 10 0,5 peecTpaLiiHoro Aocbe.
M/ (HaTpito xnnopuay MepioAnYHICTb NOJAHHA PerynsapHo
PO34nH N8 iH'ekuinn 0,3 OHOBJ/OBAHOrO 3BITY 3 6e3neku,
%) B N1aCTMKOBOMY BiAMNoBIAHO A0 MNopaaKy 34iACHEHHS
neHani; no 1 a6o 10 hapmakoHarnsagy, 3atBepixeHoro
nnacTUKoBMX NeHanis y Haka3om MiHicTepcTBa OXOPOHU 3[0pPOB’s
KapTOHHI KOpoOL;ji Ykpainu Big 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHsa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHA perynspHvX 3BiTiB 3 6e3neku.
13. KNIMAANHOH Kpanni opasibHi, no 50 BioHopuka HimeuyunHa BioHopuka CE Himeuunna MepepeecTpaLlisi Ha HEOOMEXEHWI 6e3 nionsizae UA/5021/02/01
® My doNakoHi 3 CE TepMiH. OHOBMEHO iHthopMaLito y peyenma

[0,03YH0UMM KpanesnbHUM
NpUCTPOEM; Mo 1
p1aKoHyY B KAPTOHHI

po3ginax "MpoTunokasaHHA",
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6IYHI
peakuii" iHCTPYKUii N5 MeguyHoro
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

KopooLi

3aCTOCYBaHHS MiKapcbKoro 3acoby
Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi
LoA0 6e3nekn 3acTocyBaHHs Ajroyoi
PEYOoBVHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3[10POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHs perynsipHnX 3BiTiB 3 6e3neku.

14.

MOKCU®DITIOKC
AUNH-TEBA

po3unH Ans iHdysiii, 400
Mr/250 mn, no 250 mny
chnakoHi; no 1 a6o no 5,
abo no 12 dnakoHiB y
Kopoo6Li

TOB «TeBa
Ykpaina»

Ykpaina

AT ®PAPMATEH

pevyis

MepepeecTpayis Ha HeObMeXeHWI
TepMmiH. OHOB/IEHO iHhopMmaLito B
IHCTPYKLUT ANA MeANYHOro 3acTOCYBaHHSA
niKkapcbKkoro 3acoby y po3ginax :
"®apmMakonoriyHi BnactTmsocTi”,
"MpoTunokasaHHs", "OcobanBOCTI
3actocyBaHHs", "lNo6iyHI peakuii”
BiANOBIAHO A0 iHGhopMaLii Woa0
MeAMYHOro 3acTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (ABE/IOKC®, po3unH
Ans iHdysii, 400 mr/250 mn)
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340P0B’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakazy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.

3a
peyernmom

He
nionsizae

UA/15803/01/01

15.

HIBECTUM

PO34MH NS iH'eKLin abo
iHdpysii no 12 mnH O
(120 mkr)/0,2 mn; no 0,2
mn y wnpuyi (I knacy); 1
nonepeaHLo
HanoOBHEHWIA LLINPULY
o6'emom 1 mny 6rictepi

Mdparizep
Eidu. Ci. Mi.
KopnopeiiLu

H

CLWA

BUNYyCK cepii,
BMPOGHMLTBO "in
bulk", kOHTpOb
cepii y npoueci

BMPOGHMLITBA,

TecTyBaHHS

BMNYLLEHOI cepil,

Xopsarisi/
Benbria/
Yecbka

Pecny6nika

MepepeecTpauis Ha HEOOMEXeHUI TEPMIH
MepiognyHicTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiAMNoBiAHO A0 MNopaaKy 3A4iMCHEHHS
hapmakoHarnsay, 3aTBepKeHOro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainm Big 27 rpygHs 2006 poky Ne 898,

3a
peyenmom

He
nionsicae

UA/15455/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
B KapPTOHHII nayui TecTyBaHHs 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
cTabinbHoCTI, YkpaiHu 29 ciuHa 2007 poky 3a Ne
TecTyBaHHA 73/13340 (y pegaxuii Hakasy MiHicTepcTBa
CTEepPUIIbHOCTI, OXOPOHU 340pOB's YKpaiHu Big, 26 BepecHs
nepBuHHE Ta 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
BTOPVHHE CTpoKamu, 3a3Ha4eHnMM y NepioanyHoCTI
nakyBaHHs: NOAAHHSA PerynspHuUX 3BiTiB 3 6e3nekn
XOCHMIPA 3ArPEB
[.0.0., Xopsaris;
KOHTPO/b SIKOCTI,
TecTyBaHHS
BUMYLLLEHOT cepil,
TecTyBaHHSA
cTabifnbHOCTI:
SGS /1a6 CaiimoH
CA, Benbris;
anbTepHaTUBHWIA
BMPOGHMK
BTOPVIHHOIO
nakyBaHHS:
CBYC ®APMA A.C.,
Yecbka Pecny6rika
16. HIBECTUM PO34MH N5 iH'eKLin abo Mcpaiizep CLIA BUNYyCK cepil, Xopsarisi/ MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH 3a He UA/15455/01/02
iHdpysiin no 30 maH Of1 Eiu. Ci. Mi. BMPOGHMLTBO "in Benbrisi/ MepiognyHicTb NoAaHHA perynspHo peyenmom nionsizae
(300 mkr)/0,5 mn; no 0,5 Kopnopeiiw bulk", kOHTpO/Ib Yecbka OHOBJIHOBAHOrO 3BITY 3 6e3MeKu,
mn y wnpuui (I knacy); H cepii y npoueci Pecny6nika BiANOBIAHO A0 MopsaKy 3A4iACHEHHS

no 1 a6o 5 nonepegHbo
HanoBHEHWX LLNPULiB
o6'emom 1 mny 6nictepi
B KQPTOHHI nauui

BMPOGHMLITBA,
TecTyBaHHSA
BMNYyLLEHOI cepii,
TecTyBaHHs
cTabinbHoCTI,
TecTyBaHHS
CTepWIbHOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
XOCIIPA 3ArPEB
[.0.0., Xops.aris;
KOHTPO/b SIKOCTI,
TecTyBaHHSA
BMNYyLLEHOT cepii,
TecTyBaHHs
cTabinbHOCTI:
SGS /1a6 CaiimoH
CA, Benbris;
anbTepHaTUBHWI
BUPOBHMK
BTOPUHHOTIO

thapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLii

Ykpainun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI

NnoJaHHsA perynsipHuX 3BiTiB 3 6e3neku
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHS:
CBYC ®APMA A.C.,
Yecbka Pecny6nika
17. HIBECTUM PO34uH N4 iH'eKLin abo Mdpaiizep CLIA BUNYyCK cepii, Xopsarisi/ MepepeecTpavis Ha HEOOMEXeHUIA TEPMIH 3a He UA/15455/01/03
iHcpysiii no 48 mnH OL Eidu. Ci. Mi. BUPOGHMLTBO "in Benbris/ MepiognyHICTb NOAAHHS PErynsapHo peyenmom nionseae
(480 wmkr)/0,5 mn; no 0,5 Kopnopeiiw bulk", kOHTpPOb Yecbka OHOBJ/OBAHOrO 3BITY 3 6e3neKun,
My wnpuui (I knacy); H cepii y npoueci Pecny6nika BiANOBIAHO A0 MopsAaKy 34iACHEHHS
no 1 a6o 5 nonepeaHLO BMPOGHMLITBA, chapmakoHarnsgy, 3aTBepaxXeHoro
HanoOBHEHUX LUMPULiB TecTyBaHHsA Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
o6'emom 1 mn y 6nicTtepi BMNYyLLEHOT cepil, Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
B KapPTOHHIi nauui TecTyBaHHs 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
cTabinbHoCTI, Ykpainu 29 ciuHs 2007 poky 3a Ne
TecTyBaHHsA 73/13340 (y pepaxuii Hakazy MiHicTepcTBa
CTepWIbHOCTI, OXOPOHW 30POB's YKpaiHu Bif 26 BepecHs
nepBuHHE Ta 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
BTOPWHHE CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nakyBaHHS: noAaHHA perynsapHux 3BiTiB 3 6e3neku
XOCTIIPA 3ArPEB
[.0.0., Xops.aris;
KOHTPO/b SIKOCTI,
TecTyBaHHs
BMNYyLLEHOT cepil,
TecTyBaHHS
CTabiNbHOCTI:
SGS a6 CaiimoH
CA, benbris;
albTePHATUBHMN
BMPOGHUK
BTOPVHHOIO
nakyBaHHs:
CBYC ®APMA A.C.,
Yecbka Pecny6nika
18. HICNA3M TabneTkn, BKPUTI CYH-®APM Monbwa Mi6e Mm6X HimeuunHa MepepeecTpauis Ha HeOOMEXeHNI 6e3 nionsieae UA/15658/01/01
POPTE® NNiBKOBOI 000/I0HKOH, Cn. 3 0.0. ApuHaiimitTTens TepmiH. OHOB/IEHO iHGhopMaLLiio peyenma

no 80 wr, no 10
TabneTtok y 6sictepi; no
2 6nicTepU B KAPTOHHIM
Kopoo6Li

BiANOBIAHO [0 pethepeHTHOro NikapCbKoro
3acoby (HO-LWMNA® ®OPTE, TabneTkn no
80 Mr) Ta 3rifHO 3 6e3NeKo AONOMIKHUX
PEYOBUH B IHCTPYKUT AN MEeAUYHOrO
3aCTOCYBaHHS /iKapCbKoro 3acoby y
po3sginax "Ocob6mMBoCTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rofyBaHHs rpyaar” (YTOUHEHHs
iHchopmawii), "Cnocib 3acTocyBaHHs Ta
nosun", "MepenosyBaHHA" Ta "MNo6IYHI
peakuii”
MepiognyHicTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BignoBiaHO A0 MNopsaaKy 34iMCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
YkpaiHu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHoCTI
NoJiaHHA perynsipHuX 3BiTiB 3 6e3neku
19. NEr-eI1CTUM PO34UnH NS iH'eKL, 6 TOB "$3 Ykpaina TOB "®3 Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/15552/01/01
mr/0,6 mn; no 0,6 mn (6 "BIO®APMA "BIODPAPMA" MepiognyHicTb NOAAHHA PerynspHo peyenmom nionsizae
Mr) y nonepegHbo " OHOB/IIOBAHOTO 3BITY 3 6e3neku,
HanNoBHEHOMY LUNPULL; BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
no 1 nonepegHb0 thapmakoHarnsgy, 3aTBepKeHoro
HanoBHEHOMY LUMPULY Y Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
6nictepi; no 1 6nictepy Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
B KapPTOHHI kopobuj; no 3apeecTpoBaHoro B MiHicTepcTBi toCTuULii
0,6 mn (6 Mr) y conakoHi; Ykpainun 29 ciyHs 2007 poky 3a Ne
no 1 dpnakoHy y 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
6nicTepi; no 1 6nictepy OXOPOHW 340POB'sA YKpaiHu Bifg 26 BepecHs
B KapTOHHIi1 kopobu 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognUHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3neku.
20. CUHYMNPET® TabneTkn, BKpUTI BioHopuka HimeyunHa nepBuHHE Ta HimeuuunHa MepepeecTpaLis Ha HeobMeXeHUI 6e3 nionseae UA/15267/01/01
EKCTPAKT 06010HKO10; No 10 CE BTOPUHHE TepmiH. OHOB/IEHO iHhopMaLlito y peyenma
TabneTtok y 6sictepi; no nakyBaHHs1, posginax "3paTHicTb BNMBaTN Ha
2 abo no 4 6nictepn y KOHTPO/b Ta BUMYCK LIBUAKICTb peakLii Npu KepyBaHHi
KapTOHHi KopobLyi cepii: aBTOTPaAHCNOPTOM abo iHLWMMU
BioHopuka CE, MexaHisMaMm"(yTOUHEHHS iHdhopmalii)
HimevumnHa; IHCTPYKLUT 4719 MEANYHOro 3acTOCyBaHHA
BUPOBHMLTBO in- nikapcbKoro 3acoby BiANoBiAHO A0
bulk: OHOB/EHOT iH(hopMaL,ii Lwoao 6e3neku

PotTeHgopt ®apma
v6X, HimeuunHa,;
BMPO6HMLTBO in-bulk
BiBenbxoBe MM6X,
HimeuuunHa;
BUPOGHMLTBO in-
bulk:
[pareHochapm
Anotekep Mowwib
vm6X, HimeuunHa

3aCTOCyBaHHS fil0UNX PEYOBUH.
MepiognyHicTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
Ykpainmn 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHnMM y nepioanyHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.
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B.o. I'enepanbHoOro gupexkropa Jlupekropary
(hapManieBTUYHOTr 0 3a0e3mevyeHHs Isan 3A/IBOPHUX



NMEPENIK

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX

iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux

marepianis»

Bix 21 BepecHs 2021 poky Ne 1994

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsBi04Y€eHHs
1. AOBAHTAH® | ma3b 0,1 % nol15ry | JIEO ®dapma [aHia NEO dapma ITanis BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | TUNy - 3iHM | 3a peyernmom UA/0784/04/01
Ty6i; o 1 Ty6i B AIC MaHyhakTypiHr oo 6e3nekn/edeKTMBHOCTI Ta dpapmakoHarnsgy. BeegeHhs
KapTOHHI KopooLi ITani CPN a60 3MiHW [0 y3arasibHeHVX AaHUX Npo cUcTemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOB&XeHOI 0Co6y, BiANOBIAA/IbHOI
3a 34ilicCHEeHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hbapMakoHarnagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAANILHOI 3a 3ilicHEHHS (hapmakoHarnaay (Bkavaum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHi macTep-haiina
cmctemn chapmakoHarnsgy).3miHa KOHTaKkTHOI 0co6u
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnag B Ykpaini. NMponoHosaHa pegakuis: [JaHinosa
Napvica BonogymupiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT
0Cco6M YNOBHOBaXEHOI 0CO6M 3asBHKKA, BifNoBigaibHOI 3a
hapmakoHarnsg B YkpaiHi
2. ALEHI3 TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17796/01/01
nNiBKOBOKO "MIKPOXIM" "MIKPOXIM", 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy.
060/10HKOI0, Mo 80 YkpaiHa (topugnyHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
Mr no 10 Tabnetok y afpeca Ta dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHvX Npo cuctemy
6nictepi; no 3 a6o nabéopartopis hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! 0cobu, BiANOBiLabHOT
no 9 6nictepis y i3nKo-XimMmiyHOro 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
nauuj 3 KapToHy aHanisy Ta hapmakoHarnsgy 3asBHUKa AN5 34iiCHEHHA dhapmakoHarnsgy B
KOHTPOSIO YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BMPOBOHULTBA; BiANOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaumn
naboparopis KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmillieHHi macTep-haina
6ionoriyHoro cuctemu chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
aHani3y; BUpobHunya YMNOBHOB&XEHOT 0CO6M 3aABHUKA, BiAMNOBIifa/IbHOI 3a
OinbHULS) hapmakoHarnsg. 3viHa agpecy 34ifiCHEHHSI OCHOBHOT
LisNbHOCTI 3 thapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
mMacTtep-haiina cuctemv papmakoHariagy.
3. AJQEHI3 TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/17796/01/02
NNiBKOBOK "MIKPOXIM" "MIKPOXIM", 3MiHU Woao 6e3nekn/eddeKTMBHOCTI Ta thapmakoHarnaay.
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060/10HKOH, Mo 160

YKpaiHa (opngmyHa

BBeAeHHs1 a60 3MiHW [10 y3araslbHeHWX JaHUX Npo cucTeMy

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
060710HKOt0, M0 160 YkpaiHa (lopugnyra BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
Mr no 10 TabneTtok y afpeca Ta thapmakoHarnsgy (BBeEeHHS y3arasibHEHNX AaHVX NPO CUCTeMyY
6nicTepi; no 3 abo naboparopis thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAA/TbHOI
no 9 6nictepiB y hi3nKO-XiMi4HOTO 3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
nauti 3 kKapToHy aHanisy Ta chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
KOHTPO/IO YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHO| 0cobw,
BMPOOHMLITBA; BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovakum
nabéopartopis KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
6ionoriyHoro cucTemu dhapmakoHarnagy). 3miHa KOHTaKTHUX JaHux
aHanisy; BupobHunya YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
AinbHULSA) hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
MacTep-chaina cuctemm dhapmakoHarnsay.
4, AQEHI3-AM TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17887/01/01
nAiBKOBOO "MIKPOXIM" "MIKPOXIM", 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisgy.
060710HKO0, 1Mo 80 YkpaiHa (lopngnynHa BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX AaHuX Npo cuctemy
mr/5 mr no 10 afpeca Ta thapmakoHarnsgy (BBeEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
TabneTok y 6nictepi, naboparopis thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
no 3 6nictepn y i3nKo-XiMmiyHOro 3a 3[jicHeHHs1 hapMakoHariaay; KOHTakTHOI 0cobu 3
nauui 3 kKapToHy aHanisy Ta thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
KOHTPOIO YKpaiHi, SKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobw,
BMPOGHMLITBA; BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkavakum
nab6opartopis KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
6ionoriyHoro cucTeMu dhapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
aHanisy; BupobHuya YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
OinbHULSA) hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEe3HaX0AKEHHS
macTep-haiina cuctemmn thapmakoHariagy.
5. AJQEHI3-AM TabneTkn, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/17887/01/02
NNiBKOBOKO "MIKPOXIM" "MIKPOXIM", 3MiHM WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarisgy.
060/10HKOI0, N0 160 YkpaiHa (ropnguyHa BBefieHHs1 ab0 3MiHU [0 y3araslbHEHUX OaHWX NPo cucTemy
mr/5 mr; no 10 agpeca Ta hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
Tabnetok y 6nicrepi, nab6opartopis hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6U, BiANOBiga/IbHOT
no 3 6nictepn y Pi3nko-ximiyHOro 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
nauvj 3 KapToHy aHanisy Ta thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
KOHTPOSI0 YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
BMPOGHULITBA; BiANOBIAANbHOI 3a 3filicHeHHS (hapmakoHarnaay (Bkavawum
nab6opartopis KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
6ionoriyHoro cuctemun dpapmakoHarnisgy). 3mMiHa KOHTaKTHUX AaHnX
aHanisy; BupobHuya YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
AiNbHULS) thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
LOiSNbHOCTI 3 hapmakoHariagy. 3MiHa MicLe3HaxoKeHHs
macTep-haiina cuctemmn thapmakoHariagy.
6. AAEHI3-AM TabneTkn, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/17887/01/03
NAiBKOBOO "MIKPOXIM" "MIKPOXIM", 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariaay.
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060/10HKOH0, Mo 160
mr/25 mr no 10
TabneTok y 6nictepi;

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnaay (BBeAeHHS y3araslbHeHUX AaHUX Npo CUCTEMY
hapmMakoHarnsay, 3mMiHa yrnoBHOBaXEHOT 0co6U, BiANOBifa1bHOI

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
mr/10 wmr; no 10 afpeca Ta dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHvX Npo cuctemy
Tabnetok y 6nictepi, nabéopartopis hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! 0cobu, BiANOBiLabHOT
no 3 6nictepn y i3nKo-XimMmiyHOro 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
nauuj 3 KapToHy aHanisy Ta hapmakoHarnsgy 3asBHUKa AN5 34iiCHEHHA dhapmakoHarnsgy B
KOHTPOIO YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BMPOBGHULTBA; BiANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsgy (Bkavaumn
naboparopis KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmillieHHi macTep-haina
6ionoriyHoro cuctemu chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
aHani3y; BUpobHunya YMNOBHOB&XeHOT 0CO6M 3a8BHUKA, BiAMNOBIiga/IbHOI 3a
OinbHULS) hapmakoHarnsg. 3viHa agpecy 34iiCHEHHSI OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
macTtep-caiina cuctemv dhapmakoHarnagy.
7. AJQEHI3-H TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/18175/01/01
NNiBKOBOKO "MIKPOXIM" «MIKPOXIM» 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
o060710HKOI0, Nno 80 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
mr/12,5 mr no 10 hapmakoHarnsgy (BBefeHHs y3arasibHEHUX faHuX NPo cucTemy
Tabnetok y énictepi; hapmakoHarnsay, 3mMiHa yrnoBHOBaXeHO! 0co6u, BiANOBifabHOT
no 3 6nictepn y 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
nauui 3 kapToHy abo chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
no 9 6nictepis y YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
nauuj 3 KapToHy; No BIANOBIAA/IbHOI 3a 34ilicHeHHs thapmakoHarnagy (Bkavatym
30 TabneTtok y KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MmillleHHi macTep-haina
6aHLi; no 1 6aHLi y cuctemu dhapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
nauvj 3 KapToHy YNOBHOB&XeHOT 0c06M 3as1BHUKA, BiAMNOBiga/IbHOI 3a
hapmakoHarnsg. 3viHa agpecu 34iliCHEHHSI OCHOBHOT
AisNbHOCTI 3 thapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
MacTep-haiina cuctemv dpapmakoHariagy.
8. AJOEHI3-H TabneTku, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/18175/01/02
nAiBKOBOO "MIKPOXIM" «MIKPOXIM» 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
060/10HKO0, M0 160 BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX fAaHux Npo cuctemy
mr/12,5 mr no 10 thapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHuX NPo cUCTeMy
Tabnetok y énictepi; hapMakoHarnsay, 3aMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBifabHOT
no 3 6nictepn y 3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
nauui 3 kapToHy abo chapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
no 9 6nictepis y YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobU,
nadui 3 KapToHy; No BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
30 TabneTtok y KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
6aHuji; no 1 6aHL y cucTeMu dhapmakoHarnagy). 3miHa KOHTaKTHUX JaHux
nauui 3 KapToHy YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLEe3HaxXOAKEHHS
MacTep-cpaina cuctemm dhapmakoHarnsgy.
9. AJQEHI3-H TabneTkun, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/18175/01/03
nAiBKOBOO "MIKPOXIM" «MIKPOXIM» 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHariagy.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 3 6nictepn y 3a 3AjicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
nauui 3 kKapToHy abo hapmakoHarnsgy 3asiBHUKa 15 34iiCHEHHSA hapmakoHarnsgy B
no 9 6nictepis y YKpaiHi, AKL,0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0CO6U,
nauuj 3 KapToHy; No BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovawum
30 Tabnetok y KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
6aHuj; no 1 6aHyi y cucTemu dhapmakoHarnagy). 3miHa KOHTaKTHUX JaHux
nauuj 3 KapToHy YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
MacTep-chaina cuctemm dhapmakoHarnsay.
10. ALQEHI3-H TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/18175/01/04
nAiBKOBOO "MIKPOXIM" «MIKPOXIM» 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
o060n0HKot0, Mo 320 BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
mr/12,5 mr no 10 thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX Npo cucTemy
TabneTok y 6nictepi; thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0co6y, BiANOBIAA/IbHOI
no 3 6nictepn y 3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
nauLi 3 KapToHy; thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
no 30 TabneTok y YKpaiHi, AKLW,0 BOHaA BiAMIHHA Bif, YNOBHOBaXXEHOI 0CcO6U,
6aHuj; no 1 6aHLi y BiANOBIAA/ILHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkavakum
nauui 3 KapToHy KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cucTeMu dhapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnisgy. 3MiHa MiCLEe3HaX0AKEHHS
mMacTep-haiina cuctemmn hapmakoHarisgy.
11. ALEHI3-H TabneTkn, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/18175/01/05
NNiBKOBOKO "MIKPOXIM" «MIKPOXIM» 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
060n0HKot0, Mo 320 BBegeHHs1 ab0 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
mr/25 mr no 10 hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo cuctemy
TabneTtok y 6nicrepi; hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0CO6U, BiANOBiga/IbHOT
no 3 6nictepn y 3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
nauvj 3 KapToHY; thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
no 30 TabneTok y YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0co6u,
6aHuj; no 1 6aHLi y BiANOBIAANLHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
nauui 3 KapToHy KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cuctemmn chapmakoHarnsgy). 3MiHa KOHTakTHUX fAaHnx
YNOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
LOiSNbHOCTI 3 hapmakoHariagy. 3MiHa MicLe3HaxoKeHHs
macTep-paiina cuctemmn hapmakoHarisgy.
12. AAEHI3-TPIO | Tabnetku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/18176/01/01
NAiBKOBOO "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHariaay.

060/10HKOI0, Mo 160
mr/5 mr/12,5 Mr no
10 TabneTtoky
6nictepi; no 3
6nictepun y nauui 3
KapTOHY;,

BBefieHHs1 ab0 3MiHM [0 y3araslbHEHVX JaHWX NPO CUCTEMY
thapmakoHarnsgy (BBELEHHS y3araslbHEHNX AaHKX NP0 CUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOB&XeHOI 0Co6y, BiANOBIAA/IbHOI

3a 34jlicHEHHs1 hapMaKoHarsay; KOHTaKTHOT 0co6m 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hbapMakoHarnagy B
YKpaiHi, AKW0 BOHA BiAMiHHA Bif, yNOBHOBa)XKEHOI 0co6u,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 30 TabneTok y BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkao4yakum
6aHLi; no 1 6aHLi y KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-ghaiina
nauuj 3 KapToHy cucTemu dhapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
papmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEe3HaX0AKEHHS
MacTep-chaina cuctemm dhapmakoHarnsay.
13. AAEHI3-TPIO | Tabnetku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/18176/01/02
nAiBKOBOO "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisgy.
060n10HKot0, Mo 160 BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
Mr/10 mr/12,5 Mr no thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX Npo cucTemy
10 TabneTtoK 'y thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0co6y, BiANOBIAA/IbHOI
6nicTepi; no 3 3a 3AjiicHeHHs1 hapMakoHaraay; KOHTakTHOI 0cobu 3
6nictepu y nauui 3 hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHSA hapMmakoHarnsgy B
KapTOHY; YKpaiHi, SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobu,
no 30 TabneTok y BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkaovakum
6aHLi; no 1 6aHLi y KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
nauvj 3 KapToHy cucTeMu dhapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
mMacTep-haiina cuctemmn hapmakoHarisgy.
14. AEPO®INIIH® | Tabnetkn no 400 mr El4.Bi.Ci. ITanisa Eii. Bi. Ci. ITanisa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/4391/01/01
no 10 TabneTtok y dapmacbHoTi OAPMACBIOTILUMN 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta thapmakoHarisgy.
6nicTepi; no 2 un C.IN.A. C.INM.A. BBefieHHs1 ab0 3MiHU [0 y3araslbHEHUX AaHKX NPo cucTemy
6nictepu B hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
KapTOHHI KOPOOL hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0CO6U, BiANOBiga/IbHOT
3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0Cco6U,
BiANOBIAANILHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cmucteMy dpapmMakoHarnsgy). 3miHa ynoBHOBaXKeHO! 0coou
3asBHMKa, BiANOBIAA/IbHOT 38 hapMmakoHarnsag.
MponoHoBaHa pepakuis: Maria Mammi. 3MiHa KOHTakTHUX gaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg,. 3miHa KOHTakTHOT 0cobuM 3asiBHUKA,
BiANOBiAANbLHOI 3a 34iliCHEHHS hapmakoHarnsay B YKpaiHi.
MponoHoBaHa pepakuis: Fataliieva Alina Vyacheslavivna. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI 0CO6Y 3asiBHMKA, BignoBiganbHOI
3a 34ilicHeHHA chapmakoHarnsay B Ykpaii. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMkeHHA MacTep-ghaiina cuctemy hapMmakoHarnagy
Ta lioro Homepy.
15. A3UTPOMIL, kancynm no 0,25 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/9068/01/01
NH-KP no 6 kancyny "Ximthapm3sa "Ximchapm3sasop afMiHiCcTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
6nictepi; no 1 BO[, "YepBoHa 3ipka” MiCList MPOBaMKEHHS AiANbHOCTI BUPOOHMKA (BKIOHAOUM, 3a
6nicTepy y nayyi 3 "YepBoHa HeOobXifgHOCTI, MicLie NPOBeeHHS KOHTPO/IIO SIKOCTI), abo
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapToHY 3ipka" BflacHVKa macTtep-gaiina Ha A®Il, abo noctavasnbHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
3aCTOCOBYHOTbCS Y BUPO6HMLTBI AP (SKLLO 3a3HAYEHO Y [OChE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikaTta BiAMnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXeHoMy [0Ckbe, abo
BMPOBHUKA HOBOI AOMOMIKHOI PEHOBUHM (SKLLO 3a3HAYEHO Y
[OCbE) - 3MiHa Ha3BM Ta agpecy BUpo6HuKa AdD| (A3UTPOMILMH),
6e3 3MiHN MicLA BUPO6HMLTBA:
3anponoHoBaHo: “Jiangsu Weigida Pharmaceutical Co., Ltd.”
No.1, Linjiang Avenue, Linjiang Town, Haimen District, Nantong,
Jiangsu, Kutaii
16. A3UTPOMIL, kancynu no 0,5 r no MNAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/9068/01/02
NH-KP 3 kancynuy "Ximthapm3sa "Ximhapm3sasop aaMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
6nictepi; no 1 BO/ "YepBoHa 3ipka” MiCLisi MpOBaMKEHHS AiANbHOCTI BUPO6HMKA (BKIOHAouK, 3a
6nictepy y nauui 3 "UepBoHa HeOobXifHOCTI, MicLe NPOBEeLEHHS KOHTPOJIIO SIKOCTI), abo
KapTOHY 3ipKa" BflacHVKa macTep-ghaiina Ha A®Il, abo noctavasnbHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPO6HMLTBI AP (SKLLO 3a3HAYEHO Y JOChE
Ha nikapcbkuid 3acib) 3a BiACyTHOCTI cepTudikaTta BiAMNoBIigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXeHOMY A0Cbe, ab0
BMPOBGHUKA HOBOI AOMOMIXXHOI PEHOBUHM (SKLLO 3a3HAYEHO Y
[O0CbE) - 3MiHa Ha3BM Ta agpecy BUpobHuKa AdD| (A3UTPOMILMH),
6e3 3MiHN MicLA BUPO6HMLTBA:
3anponoHoBaHo: “Jiangsu Weigida Pharmaceutical Co., Ltd.”
No.1, Linjiang Avenue, Linjiang Town, Haimen District, Nantong,
Jiangsu, Kutait
17. A3UTPOMIL, NMOPOLLIOK NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB; 3MiHu | Tuny - 3a peyenmom UA/9068/02/01
NH-KP rpaHy/iboBaHuii ana | “"Ximdpapmsa "Ximchapm3sasop aaMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
opasibHOI cycneHsil BO/, "YepsoHa 3ipka" MicLif NPOBaKEHHA AiS/IbHOCTI BUPOOHUKA (BK/IHOYatoun, 3a
200 mr/5 mn, no 25,4 "UepBOHa HeOobXifHOCTI, MicLie NPOBeLEHHS1 KOHTPOJIIO SIKOCTI), abo
ry 6aHuj; no 1 6aHui 3ipka" BflacHMKa macTep-gaiina Ha A®l, abo noctavasnbHUKa
pasom 3 Adl/BuxigHoro matepiasy/peareHTy/npOMiKHOIO NPOAYKTY, LLO
Kas1ibpoBaHM 3aCTOCOBYIOTbCS Y BUPOOHMUTBI A®I (SIKLLO 3a3HAYEHO Y AOChE
LnpuLom ans Ha nikapcbkuid 3acib) 3a BiCyTHOCTI cepTudikaTa BiAnoBIigHOCTI
[03yBaHHA Ta €Bponeiicbkiii hapmakonei y 3aTBepAXEHOMY [0CbE, ab0
MiPHOIO JTOXXEYKOIO B BUPOGHMKa HOBOI AOMOMDKHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y
nauui [0CbE) - 3MiHa Ha3BM Ta agpecy BUpobHrKa AdD| (A3UTPOMILMH),
6e3 3MiHn Micua BUPOGHULTBA:
3anponoHoBaHo: “Jiangsu Weigida Pharmaceutical Co., Ltd.”
No.1, Linjiang Avenue, Linjiang Town, Haimen District, Nantong,
Jiangsu, Kutait
18. A3UTPOMIL, niogpinizat gns TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/14369/01/01
NH- pO34nHYy AN "®APMEKC reyn 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI.
DPAPMEKC iHcpysiii no 500 mr 1 reyn" 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH po3Mmipy cepir)
hnakoH 3 rOTOBOrO JliKapCbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS

niocpinizaTom y
nauvj 3 KapToHy

[0[aTKOBOro po3Mipy cepii roToBOro ikapcbkoro 3acoby - 14 n
(15,134 kr) - 2,8 TMC. hnakoHiB. 3anponoHoBaHo: 2,5 11 (2,7 kr);
5 (5,4 kr); 10 n (10,8 kr); 14 n (15,134 kr) - 2,8 TC. INAKOHIB;
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
15 11 (16,2 kr); 25 n (27 «r).
19. AKTPANIA® PO3YUH ANs1 iH'EKLN, A/T HoBo [aHia A/T Hoso Hopgick, [Oanis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17171/01/01
HM 100 MO/mn no 3 mn Hopgick [JaHis (BMpO6HUK Kutalicbka 3MiHM WoA0 6e3nekn/edpeKkTBHOCTI Ta thapmakoHarnsgy (iHwi
®PJIEKCMNEH® | y kapTpuaxi; no 1 BignoBigasnbHWiA 3a HapogHa 3MiHW) - 3MiHW BHECEHO [0 iHCTPYKLi ANA MeguyHoro
KapTpuaxy y 36UpaHHs, Pecny6nika/ 3acTocyBaHHA Nikapcbkoro 3acoby Ao posainis "OcobnmBoCTi
6aratof030Biii MapKyBaHHS Ta ®paHuia/ 3acTocyBaHHs", "Cnoci6 3acTtocyBaHHs Ta Ao3n" 1a "MobiuHi
0iHOPa3oBiii BTOPUHHE Bpasnnis peakuii” BignosigHo go pekomeHaauii PRAC. TepMiH BBe4EHHS
wnpuu-pyuui; no 1 nakyBaHHsi roTOBOroO 3MiH NPOTArom 6 MicsiLiB NicNs 3aTBEPKEHHS.
a60o 5 wnpuu-pyyok npoayKTy
Y KapTOHHIli KopoobLi (PnekcleH®);

KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(®PnekcleH®)); AIT

Hoso Hopgick,

[JaHis (BMpO6HUK

Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHs
(kapTpuaxi
MeHhin®);
36MpaHHs,

MapKyBaHHS Ta

BTOPVHHE
nakyBaHHs FOTOBOr0
npoAayKTy
(®PnekcleH®)); AIT
Hoso Hopgick,

[JaHis (BUpOGHUK
Hepo3ghacoBaHOro

NPOAYKTY, NEPBUHHE
nakyBaHHS;

KOHTPO/b AKOCTI

npoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHin®) Ta
BiANoBiganbHUi 3a
BWMNYCK cepil
roTOBOro NPOAYKTY

(®nekcleH®)));

HoBo Hopgick
(Kutaii)
dapmacbioTikans
Ko., NiTa., Kutalicbka
HapogHa
Pecny6nika
(BMPOGHMK
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Hepo3dacoBaHoro
NpOAYKTY,
HanoBHEHHS B
NepBUHHY
ynakoBky); HoBo
Hopgaick MNpoaykao
dapmaceyTika [0
Bpasinb N1aa.,
Bpasunis (BUpO6GHMK
Hepo3dacoBaHoro
NPOAYKTY, NePBUHHE
naxyBaHHs;
KOHTPO/b AKOCTI
npoAykTy B
nepByHHOMY
nakyBaHHi
(kapTpuaxi
MeHin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS rOTOBOrO
NPOAYKTY
(dnekcleH®);
KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®));
Hoso Hopgaick
MpogatokcboH CAC,
®paHLin (BUPOGHUK
NpOoAyKUii 32 NOBHUM
LIMK/TOM)

20.

ANITEP

TabneTkn no 4 Mr no
10 TabneTtoky
6nictepi; no 3
6nictepun y nauui 3
KapToHY

TOB HB®
"MIKPOXIM*

YkpaiHa

TOB HB®
"MIKPOXIM",
YkpaiHa (opngnyHa
afpeca Ta
naboparopis
i3nko-ximMmiyHOro
aHanisy Ta
KOHTPO/0
BMPOBOHULTBA;
BMPOGHMYA
ninbHUUA (BCi cTagji
BUPOBHMYOTO
npouecy))

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta thapmakoHarnagy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag. 3miHa agpecu 34iiCHeHHA
OCHOBHOI AiANbHOCTI 3 dhapmakoHarnsagy. 3miHa
MicLie3HaX0MKeHHs MacTep-ghaiina cuctemu hapmakoHarnaay.

3a peuenmom

UA/17735/01/01

21.

ANITEP

TabneTkn no 8 mr no
10 Tabnetok y
6nicTepi; no 3

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM",
YkpaiHa (lopngnyHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKA,

3a peyenmom

UA/17735/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepun y nauui 3 agpeca Ta BiANOBIAa/IbHOI 3a hapMakoHariag. 3miHa agpecu 34iiCHEHHSA
KapToHYy nabéopartopis OCHOBHOI AlisNbHOCTI 3 hapmakoHarnsgy. 3miHa
i3nKo-XimMmiyHOro MiCLLe3Hax0MKEHHST MacTep-haiinia cuctemMy hapmakoHarnsgy.
aHanisy Ta
KOHTPO/0
BMPOOHMLITBA,;
BMPOGHMYA
ninbHUUA (BCi cTagji
BMPOGHNYOTrO
npouecy))
22. ANNErPA® TabneTku, BKpUTI TOB YkpaiHa CAHO®I BIHTPOIN PdpaHuis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 6e3 peyenma UA/8500/01/01
120 MI’ o60noHkKoto, no 120 "Onenna IHOBACTPIA - TYP3 3MiHM 3 akocTi. CepTudikaTt BignosigHocTI/lE-cepTudikar
mr Ne 10, Ne 20 Xenckea BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MmoHorpadii.
(10x2): no 10 YkpaiHa" MoaaHHA OHOBNIEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkiii
TabneTok y 6nictepi; dhapmakonei Ne R1-CEP 2009-297-Rev 01 (3atBepmkeHo: R1-
no 1 a6o no 2 CEP 2009-297-Rev 00) onsa A®I chekcodpeHaamHy rigpoxiopuay
6nictepu B Bif, BXe 3aTBepxeHoro Bupo6Huka Sanofi-Aventis Deutschland
KapTOHHI KOpoo6Li GmbH, HimeuunHa, y Hacnigok BBeAEHHS HOBOrO
aflbTePHaTMBHOIO NPOLECY BUPOBHULITBA; BUTYHYEHHS NOKa3HMKa
«BaxkKi MeTasin»; BK/IOYEHHS 3BiTy 3 OLiHKM PU3UKIB LLLOA0
BMICTY €/TeMEHTH/X JOMILIOK BifMoBigHO A0 BMMOr HACTaHOBM
ICH Q3D. 3MmiHu | Tuny - 3miHu 3 aKocTi. CepTudikaT
BianoBigHocTI/ME-cepTudikat BignoBiAHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHA OHOBEHOro cepTucpikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2009-297-
Rev 02 ana A®l chekcodheHaauHy rigpoxnopuay Big Bxe
3aTBepAKeHoro BMpo6Huka Sanofi-Aventis Deutschland GmbH,
HimeyumnHa, y Hacnigok fofaBaHHA HOBOTO
rasoxpomartorpadiyHoro MeTogy KOHTPO/I0 3aUIULLKOBUX
PO34YMHHVKIB aueToHy Ta eTuaaueTary.
23. ANbAYPA3UN KOHUEHTpaT ans [xeH3aim HigepnaH Bettep ®apma- HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/8093/01/01
M® po3UnHYy AN tOpon B.B. an ®epTiryHr FM6X eHg IpnaHgis/ 3MiHU 3 AKoCTi. ADI. KoHTponb AdL. 3miHa y meToAax
iHdpysiiA, 100 O4/mn; Ko.KI", HimeuunHa Benvka BMNpobyBaHHsA APl abo BMXigHOrO MaTepiasay/MpomMiKHOro
Ne 1: no5mny (kiHueBe BpuTanis/ npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLECI
hnakoHi; no 1 HanoBHEHHA CLWA BMPOGHULTBA AD| (HE3HAYHI 3MIHY Y 3aTBEPKEHNX MeTofax
dnakoHy y onakoHiB (NepBUHHE BMNPOOYBaHHS) -
KapTOHHI Kopoo6Li nakyBaHHs), He3HauHi 3MiHM y 3aTBEpXEHUX MeToAax BUNpobyBaHHs, a

NpoBefAeHHs TecTy
Ha CTePW/IbHICTb);
[xeHzalim IpnaHg
Nimitea, Ipnaxgis
(BTOpPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
N3 Ta Bunyck
cepii); [xeH3aim
Niviten, Benuka
BpuTaHis

came: He3HauHi 3MiHW [0 MeTogy SDS-PAGE, skuii
3aCTOCOBYETLCA A/151 BU3HAUYEHHS YNCTOTU aKTUBHOI CyOGCTaHU,ji
(3miHa peareHTa). Lleit meTog, Takox 3acTocoByeTbesa Ans [N13.
3MiHK | TURY - 3MiHK 3 AKOCTi. ADI. KoHTponb AdL. 3miHa 'y
napameTpax cneyudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHNX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMpo6HMUTBa ADI (iHLWIi 3MiHK). PO3LIMPEHHS LiNbOBOro
Jiana3oHy [03yBaHHSA /19 raMMa-onpoMiHEHOT heTaslbHOT
6uyayoi cuposaTku (FBS), LLIO BUKOPUCTOBYETLCA Y NPOLLECI
BMpo6HUUTBa AP| napoHigasu 3 25-35 kI'p go 25-40 kIp.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
(mMapkyBaHHS Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
N3 (3a
BVK/TIOYEHHAM TECTY
Ha CTEpW/ILHICTB),
BUNYyCK cepii);
Lxy6ineHT
XonnictepCriep
NNC, CWA (kiHueBe
HarnoBHEHHS
h1aKkoHIB (NepBUHHE
nakyBaHHs),
npoBefeHHs TeCTy
Ha CTEePW/IbHICTb)
24, ANb®APEKI niocpinizat ans TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/15134/01/01
H® po3unHy AN "BANTAPTIH BMPOGHMYA 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3MiHW Y BUPOOHULITBI.
iH eKUii no 1 mMH PAPMA" KOMnaHis 3MiHN y npovLeci BUpo6HULITBA FOTOBOTO NiKapCbKOro 3acoby,
MO; in bulk: no 50, "IHTepchapmbioTek" BK/IO4AK0UM NPOMiXHMIA NMPOAYKT, L0 3aCTOCOBYETHLCS NpU
500 a6o 1000 BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
hnakoHiB 3 npoLeci BAPO6HULITBA)-HE3HAYHA 3MiHA B TEXHO/ONYHOMY
niocpinizatom B npoLeci BUPoGHMLITBA, a caMe 3anponoHOBaHO
KOpOO6Li 3 KapTOHY BMKOPMCTOBYBATW HACTYMHY EMHICTb A/15 piAKOro npenapary:
MiLKX CTepusbHi. 3anponoHoBaHo y n. 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOJIKO MPOLLECY: MILLOK
CTepUIbHUIA 0AHOPAa30BUIA. 3MiHW | TURY - 3MiHM 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHa po3mipy
cepii (BKIHOYaOUM AianaszoH po3Mmipy cepil) roTOBOro Nikapcbkoro
3aco6y (iHWi 3MiHK) - 3MiHa po3mipy cepii (7300 ma 3amicTb
3aTBepmKeHnx 7500 M ), B 3B'A3KYy 3 ONTuUMI3aLieto
TEXHOOT4YHOro npoLiecy.
25. ANb®APEKI niocpinizat ans TOB YkpaiHa MAT "Tannudpapm”, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/15135/01/01
H® PO34unHy ANns "BANIAPTIH YkpaiHa (BUPOGHUK 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
iH eKUili no 1 MAH PAPMA" po34rHHKKa); TOB 3MiHM y npoLeci BUPOGHULITBA FOTOBOO NikapCbKoro 3acoby,

MO, 10 dnakoHiB 3
niocpinizaTom B
nnacTuKoBili KaceTi;
no 1 kacerti B
KapTOHHI kopobuyj;
5 chnakoHis 3
niocpinizatom y
KOMNAEKTi 3 5
amnyniamm
PO3YMHHMKA NO 2 M/
(BoZa Ans iH'exuiil) B
NnnacTuKoBIli KaceTi;
no 1 kaceTi B

"BANAPTIH
DPAPMA", YKpaiHa
(nakyBaHHs 3
opmm “in bulk"
hipMmn-BUPOGHYMKa
TOB "HaykoBo-
BMpPOGHUYa
KOMNaHis
"lHTepchapmbioTek”,
YkpaiHa)

BK/THOHAI0UN NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCSA NpU
BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHULTBA). He3HaYHa 3MiHa B TEXHOIOTIYHOMY
npoLeci BUPOGHULITBA, & came 3anponoHOBaHO
BUKOPWCTOBYBATW HACTYMHY EMHICTb 4719 PiAKOro npenapary:
MiLLIKM CTepW/bHi. 3aTBepakeHo y n. 3.2.P.3.3. Onuc
BMPOBHNYOro NPoLecy Ta KOHTPOJII0 NPOLIECY: MILLOK
CcTepunbHUiA ogHopa3oBuiA Ha 10 n., abo 6ytens 10 n.
3anponoHoBaHo y n. 3.2.P.3.3. Onuc BUpO6HMYOro npoecy Ta
KOHTPOJTH0 MPOLLECY: MILLOK CTEPUSIbHWIA 04HOPA30BUIA. 3MiHN |
Tuny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa po3mipy cepii (BkIoYatoumn dianasoH
pPO3Mipy cepii) roToBOro Jiikapcbkoro 3acoby (iHLWi 3MiHN).
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapTOHHI kopobuyj; 3miHa po3mipy cepii (7300 mn 3aMicTb 3aTBEpAXeHNX 7500 mn ),
1 cpnakoH 3 B 3B'AI3KYy 3 ONTMMI3aLjiel0 TEXHONOrYHOro npoLecy.
niogpinizatom y
KomnnekTi 3 1
amnysnoto
PO3YMHHMKA NO 2 MN
(Bofa Ans iH'exuiii) B
KapTOHHI Kopoo6Lli
26. ANMb®APEKI niocpinizat ans TOB Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | TUny - - UA/17504/01/01
H® po3uunHy ans iH'ekuin | "BANTAPTIH BMPOGHMYA 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
ALPHAREKIN | no 3 msiH MO; in PAPMA" KOMNaHis 3MiHM y npoLeci BUPOGHULITBA FOTOBOIO NiKapCbKoro 3acoby,
® bulk: no 10 a6o 50, "IHTepchapmbioTek" BK/THOYAKOUM NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
IHTEP®EPO a6o 1000 dhrakoHiB BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
H ANIb®PA-2B | y KapTOHHIli KOpoo6Li npoueci BUPOGHULTBA) - HE3HAYHA 3MiHa B TEXHO/OMNYHOMY
PEKOMBIHA npoLeci BUPOGHMLTBA, a caMe 3anponoHOBaHO
HTHNA BMKOPUCTOBYBATW HACTYMHY EMHICTb A/19 PiJAKOro npenapary:
NOAVHN MiLLKX CTepusbHi. 3anponoHoBaHo y n. 3.2.P.3.3. Onuc
BMPOBHMYOrO NPOLECy Ta KOHTPOJIHO NPOLLECY: MILLOK
CTepWIbHUIA 0AHOPA30BUIA. 3MiHW | TUMY - 3MiHK 3 SKOCTI.
[OTOBWIA Nikapcbkunii 3aci6. 3MiHM Yy BUPOGHULTBI. 3MiHa po3mipy
cepii (BKIHOYakouM gianasoH po3Mipy cepii) FOTOBOro Nikapcbkoro
3aco6y (iHWi 3MiHK) - 3MiHa po3mipy cepii (7300 M 3amicTb
3aTBepAxeHnx 7500 M), B 3B'A3KY 3 ONTUMI3aLielo
TEXHOJI0TYHOro npouecy.
27. ANb®PAPEKI niocpinizat ans TOB YkpaiHa AT "TAIMYOAPM", YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/13088/01/01
H® pO3unHy Ans iH'ekuii | "BANAPTIH Ykpaina 3MiHW 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHW y BUPOOHULTBI.
IHTEP®EPO no 3 maH MO; no 10 DAPMA" (BUPOGHMLTBO 3a 3MiHM y NpoLeci BUPOGHMLITBA FOTOBOTO /liKapCbKOro 3acoby,
H ANNb®A-2B | dhnakoHis 3 NOBHUM LKIOM BK/IO4AK0UM MPOMIXHMI MPOAYKT, L0 3aCTOCOBYETHLCS NpU
PEKOMBIHA niocpinizatom y PO34UMHHKKA Y hopMi BMPOBHMLTBI rOTOBOrO NiKapCbKOro 3acoby (He3HauyHa 3miHa y
HTHWIA KapTOHHI KOpooLj; "in bulk"); TOB npoueci BUPOBHULTBA) - HE3HAYHA 3MiHa B TEXHO/IOTNYHOMY
N AVHN no 5 cpnakoHis 3 "BAJIAPTIH npoveci BUpo6HULITBA, a caMe 3anponoHOBaHO
nioghinizatom pasom PAPMA", YKpaiHa BMKOPUCTOBYBATW HACTYMHY EMHICTb A/19 piAKoro npenapary:
3 PO3YMHHMKOM (2 (BMPOGHMLTBO 3 MiLLKN cTepunbHi. 3aTBepaxeHo y n. 3.2.P.3.3. Onuc
M/1 BOAM NS chopmm “in bulk" BVMPOGHMYOrO MPOLLECY Ta KOHTPOJIHO MPOLECY: MILLIOK
iH'eKUili) B amnynax hipMun-BUPOGHMKa CTepunbHUiA ogHopas3oBmii Ha 10 n., abo 6yTens 10 n.
no 5 wiykKy TOB "HaykoBo- 3anponoHoBaHo y n. 3.2.P.3.3. Onuc BUpO6HMYOro npouecy Ta
KapTOHHiiA KopobLlj; BUPOGHMYA KOHTPOJTI0 NPOLLECY: MILLOK CTEPUIbHWIA OfHOPa30BUiA. 3MiHW |
no 1 donakoHy 3 KoMMaHis TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkWii 3aci6. 3MiHW Y
niocpinizatom pasom "IHTepcapmbioTek”, BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IOUaroum gianasoH
3 PO3YMHHUKOM (2 YkpaiHa) po3mipy cepii) roToBOro Nikapcbkoro 3acoby (iHLWi 3MiHK) - 3MiHa
M/1 BOAM AN po3mipy cepii (7300 mn 3amicTb 3aTBepmxeHnx 7500 mn), B
iH'eKUin) B amnyni y 3B'SI3KY 3 OMTUMI3aLi€t0 TEXHOOMNYHOro MpoLecy.
KapPTOHHI KOpo6Lj
28. ANb®OPT PO3UMH ANA IH EKLA, HenbTa LBeliuapi lgon Inay Jonym TypeyunHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/17527/01/01
AEKCA 1.B. 50 Mr/2 ma; no 2 mn Megiken a CaH. Be Tigx. A.LL. 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariaay.
B amnyni; no 3 abo MpomoyLuH3 BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHUX Npo cuctemy
no 6 amnyn y kaceri Al hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo cuctemy

Ta Y KAPTOHHIM

dhapMakoHarnsiay, 3MiHa ynoBHOBaXXEHOT 0co6U, BiANOBigaIbHOT
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Kopoo6Li 3a 3AjicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
cucTemu hapMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHWKa, BigNoBiAaNbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuisn: daHinosa flapuca BonognmupisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBiAa/IbHOI 32 hapMmakoHarnsga.
29. AMI3OH® TabneTku, BKpUTI AT YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/6493/01/01
o6onoHKot, no 0,25 "dapmak” 3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
r, no 10 a6o 20 y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
Tabnetok y énictepi; nNiKapcbKoro 3acoby (36iNbLUEHHs TepMiHY NPUAATHOCTI FOTOBOrO
no 1 6nictepy B nikapcbKoro 3acoby) - /115 Toprosoi ynakosku (NigTBEPAXYETbCA
nauui 3 KapToHy OaHVIMU peanbHOro vacy) - 36ibLUEeHHS TEPMiHY NPUAATHOCTI
rOTOBOIO JIiKapCbKOro 3acoby Ha OCHOBI NO3UTUBHUX pe3ybTaTiB
[LOBrOCTPOKOBMX AOCAIAKEHb CTAbINIbHOCTI Y peasibHOMYy yaci:
3arBepmkeHo: TepMiH npuaatHocTi 3 poku 3anponoHOBaHO:
TepMmiH NpuAATHOCTI 4 POKM 3MiHU BHECEHO B iHCTPYKLiO AN
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y p. "TepmiH
npuaaTtHocTi". BBeAeHHA 3MiH NpoTArom 6 micsAuis nicns
3aTBEPAKEHHS
30. AMIBOH® TabneTkun, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 6e3 peyenma UA/6493/01/02
060/10HKOI0, NO "®apmak” 3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
0,125, no 10 a6o y TepMiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
20 TabneTok y NiKapcbKoro 3acoby (36i/bLUEHHs1 TEPMiHY NPUAATHOCTI FOTOBOrO
6nicTepi; no 1 nikapcbKoro 3acoby) - [11s ToproBoi ynakoBku (NigTBEPAXYETLCA
6nicTepy B navui 3 AaHVMU peanbHOro vacy) - 36i/bLLIEHHA TePMiHY NPUAATHOCTI
KapToHYy roTOBOrO NiKAPCbKOro 3acoby Ha OCHOBI NO3UTUBHMX pe3y bTarTiB
[OBrOCTPOKOBYX AOCIKEHb CTabINbHOCTI Y peasibHOMY 4aci:
3arBepmkeHo: TepMiH npuaatHocTi 3 poku 3anponoHOBaHO:
TepMiH NpUAATHOCTI 4 POKM 3MiHM BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acTOCyBaHHS NikapCcbKoro 3acoby y p. "TepMmiH
npugaTtHocTi". BBeaeHHs 3MiH npoTsaroM 6 micauis nicns
3aTBEPAKEHHSA
31. AMI3OH® kancynu no 0,5 r, no AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/12415/01/01
MAKC 10 kancyn y "dapmak”

6nictepi; no 1
6nicTtepy B nayui 3
KapToHY

3MiHa cTaTycy LoA0 peknaMyBaHHS — BiANOBIAHO 40 BUMOT
ab63auy wocToro n. 7 Mopsaky gepxaBHoi peecTpauii
(nepepeecTpalji) nikapcbkmx 3acobiB, 3aTBEPKEHOrO
noctaHoBoto KabiHeTy MiHicTpiB YkpaiHu Big 26 TpasHs 2005 p.
Ne 376, Ha nigcTasi n. 39 Mepeniky 0co6/MBO HEGE3MNEUHNX,
Hebe3neyHnx iHpekyinHuX Ta
napasuTapHux XBopob N0AMHW | HOCicTBa 30yAHWKIB
LMx XxBOpob6 (CcT. 28 3akoHy YkpaiHu "Mpo 3abe3neyeHHs
caHiTapHoro Ta enigeMiyHoro 61arononyyyst HaceneHHs",
3aTBepkeHoro Hakasom MO3 Ykpainu Big 19 nunHa 1995 p.
Ne 133, Ta n. 6 KpuTepiis, L0 3aCTOCOBYIOTLCS NPU BU3HAYEHHI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nikapcbkyx 3aco6iB, peknaMyBaHHS KX 3a60pOHEHO,
3aTBepXeHnX HakazoM MO3 YkpaiHu Big 06 yepsHs 2012 p., K
HacnigoK 3MiH 40 IHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3gainy "lMNokasaHHa" (oAaBaHHA
HOBOro TepaneBTUYHOro nokasaHHs: JlikysaHHa COVID-19
cepefHbOro CTyneHs TSHKKOCTI B KOMGiHaLii 3 6a30B0t0
Teparieto), 3aTBepaKeHnx Hakazom MO3 Ykpainu Big 10
BepecHs 2021 p. Ne 1922 3 TepMiHOM BBELEHHS 3MiH NPOTSArom
6 micauis nicns 3aTBepAKeHHS - 3aTBepAXEHO:
«PeknamysaHHI0 nidsisi2ae»; 3anponoHOBaHO: «PeKs1aMyBaHHIO
He nionsi2ae»
32. AMIOKOPAN Tabnetkn no 200 mr KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/10291/01/01
H® no 10 TabneTok y HoBo mecTO mecTo, C/ioBeHis 3MiHu 3 AKocTi. CepTudikart BignosigHocTi/IE-cepTudikat
6nictepi; no 3 abo 6 (BUPOGHMLTBO "in BiANoBigHOCTI EBponelickkili hapmakonei/MmoHorpadii -
6nictepiB y bulk", nepsmHHe Ta noAaHHA OHOBMIEHOT0 cepTudikaTa BignoBigHOCTI EBponeiichkii
KapTOHHIA KOpoo6Li BTOPUHHE thapmakonei Ne R1-CEP 2003-216-Rev 07 (3aTtBepaxeHo: R1-
nakyBaHHs, CEP 2003-216-Rev 06) ans A®l amiogapoHy rigpoxiopuz Big,
KOHTPO/b Ta BUMYCK BXe 3aTBepxeHoro BupobHuka Glenmark Pharmaceuticals Ltd,
cepii; KOHTPOSb cepil India, sikuiA 3miHuB Ha3By Ha Glenmark Life Sciences Limited,
(disnuHi Ta XiMiuHi India. 3miHu | TUNY - 3MiHK 3 AKocCTi. CepTudikaT
MEeTOAMN KOHTPOI0)) BignosigHocTi/IE-cepTudikar BignosigHOCTI EBpoONeNChKii
hapmakonei/moHorpadii - NogaHHA OHOB/IEHOTO cepTudiikaTa
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-216-
Rev 08 ans A®Il amiogapoHy rigpoxiopug Big, BXxe
3aTBepmxeHoro BupobHuka Glenmark Life Sciences Limited,
India, y HacnifoK BKIOYEHHS 3BITY 3 OLiHKM PU3UKIB LLOA0 BMICTY
e/leMeHTHUX AOMILLIOK BiANOBIAHO A0 BUMOr HacTaHoBM ICH
Q3D.
33. AMNOAUNIH- | TabneTtkn, no 5 mr TOB "TeBa YkpaiHa AT YropLumHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/16717/01/01
TEBA no 10 TabneTtok y YkpaiHa" dapmaueBTUYHNUI 3MiHM 3 AKOCTI. FOTOBWIA NikapCbKuii 3aci6. KOHTposib roToBOro
6nicTepi; no 3 3aBog TEBA nikapcbKoro 3acoby. 3MiHa y MeToax BUNpo6yBaHHS rOTOBOrO

6nictepu y
KapTOHHI KOPOOLi

nikapcbKoro 3acoby (iHLi 3MiHM y MeToAax BUNPo6yBaHb
(BK/THOYAKOYM 3aMiHy ab0 [OMOBHEHHS)) - 3aTBEPMAKEHNI METOL,
BMNpobyBaHHA «MeTog oaHopiaHocTi BMicTy (BEPX)» Ha
«Po3paxyHKoBO-BaroBuii MeToa» A5 BU3Ha4YeHHs1 OgHopigHOCTI
[,030BaHNX OAUHMLG. KpiM Toro, Ans 6inbLloi TOYHOCTI
cneumdikauii MNN3 Ha TepMiH NPUAATHOCTI BKa3aHO NPUMITKY
LLIOA0 YacToTh BUNpobyBaHb. [jtova pegakuis Cnevudikadlis
Bunyck
SDRRO073675/1 (ana [o3yBaHHA 5 Mr)
SDRRO073676/1(ansa fosysaHHsa 10 mr)
Bunpo6yBaHHs1 Bumorn
OpHOpIAHICTL A030BaHNX OAMHMLE Bignosigae noToyHomy
BMAaHHIO €Bp. .2.9.40
MeTOoA0M ofHOopIAHOCTI BMICTY (BEPX)
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

TepmiH NnpugaTHoCTI
SDRS073677/1(ans fo3yBaHHA 5 Mr)
SDRS073678/1(gns go3ysaHHs 10 wmr)

BunpobyBaHHs Bumoru
OpHOpIAHICTb A030BaHNX OAMHMLE Bignosigae notouHomy
BMAAHHIO €Bp. .2.9.40
MeTOoL0M OAHOPIAHOCTI BMICTYy (BEPX)*

* YacToTa: KOHTPO/IOTh TifIbKV MPW BANYCKY
MponoHoBaHo pefakLis
Cneuyucpikauis
Bunyck
SDRRO073675/2 (ana no3yBaHHA 5 Mr)
SDRRO073676/2(ans fosysaHHsa 10 mr)
BunpobyBaHHs Bumoru
OpHOpIAHICTb [030BaHNX 0AMHWLG 1-7 piBeHb:AV?L1 ans 10
[,030BaHVX OANHULb
pO3paxyHKOBO-BaroBUM MeTOA0M 2-i4 piBeHb:AV?L1i xoaeH
OKpemMuii BMIiCT
.... [O30BAHUX OAVHUL He € MeHLNM 3a (1-L2?0,01)M
i He € 6iNbwKM 3a
(1+ L2?0,01)M gns 30 go3oBaHuX
oauHnup. (L1=15,0, L2=25,0)
Bignosigae noToyHOMy BuAaHHo €8p. . 2.9.40

TepMiH NpuaaTHoCTI
SDRS073677/2 (ans fo3yBaHHA 5 Mmr)
SDRS073678/2(nns go3yBaHHs 10 wmr)
Bunpo6yBaHHs1 Bumoru
OpHOopIAHICTb [030BaHNX oAuHMLG 1-7 piBeHb:AV?L1 ans 10
[030BaHNX OAVHNLB
po3paxyHKOBO-BaroBnM MeToaom* 2-ii piseHb:AV?L1i xoaeH
OKpeMuii BMiCT
.... 030BaHNX OAVHUL He € MeHWuM 3a (1-L270,01)M
i He € 6inblwKM 3a
(1+ L2?0,01)M pns 30 go30BaHuX
oanHuup. (L1=15,0, L2=25,0)
Bignosigae notouHomy BugaHHwo €8p. . 2.9.40
*He KOHTPO/IOITh Mif Yac AOCAIAKEHHA CTabiNbHOCTI, y pasi
KOHTPO/IO NPOTArOM TEPMiHY NPUAATHOCTI Mae Bignosigatu
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEPAKEHHS.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
34. AMNOAUNIH- | Tabnetkun, no 10 mr TOB "TeBa YkpaiHa AT YropLumHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/16717/01/02
TEBA no 10 TabneTok y YkpaiHa" dapmaLleBTUYHNI 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
6nicTepi; no 3 3aBog, TEBA nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHSA rOTOBOrO

6nictepn y
KapTOHHI KOpoo6Li

nikapcbkoro 3acoby (iHwi 3MiHM Yy MeTogax BUNpobyBaHb
(Brntovaroun 3aMiHy abo [OMOBHEHHS)) - 3aTBEPAKEHNI METOS,
BMNpobyBaHHA «MeTog oagHopigHocTi BMicTy (BEPX)» Ha
«Po3paxyHKoBO-BaroBuin MeToa» Ass Bu3HaueHHs OgHopigHocTi
[,030BaHVX 0AnHMLbG. KpiM TOro, Ans 6ibLioi TOYHOCTI
cneumdikayii MNN3 Ha TepMiH NPUAATHOCTI BKa3aHO NPUMITKY
LL0A0 YacToTn BUnpobyBsaHsb. [itova pegakuis Cneuudikauis
Bunyck
SDRRO073675/1 (ana [03yBaHHA 5 Mr)
SDRRO073676/1(ans po3ysaHHsA 10 mr)
BunpobysaHHsA Bumoru
OfHOpiAHICTb A030BaHMX 0AMHULL Bignosigae noTouHoMy
BMAAHHIO €Bp. .2.9.40
MeTOoA0M OAHOpPIAHOCTI BMICTY (BEPX)

TepmiH NnpugaTHoOCTI
SDRS073677/1(ans fo3yBaHHA 5 Mr)
SDRS073678/1(nn5 fo3ysaHHA 10 mr)

BunpobysaHHsA Bumoru
OfHOpiAHICTb A030BaHMX 0AMHUUL Bignosigae noTouHoMy
BMAAHHIO €Bp. .2.9.40
MeTOoLO0M OAHOPIAHOCTI BMICTY (BEPX)*

* YacToTa: KOHTPO/IIOKTh TifIbKU NPW BUMYCKY ......
MponoHoBaHO pefakuis
Creundikavnis
Bunyck
SDRRO073675/2 (ana [o3yBaHHA 5 Mr)
SDRRO073676/2(ans po3ysaHHsA 10 mr)
BunpobysaHHsA Bumoru
OpHopiAHICTL [030BaHNX 0AMHULG 1-7 piBeHb:AV?L1 ans 10
[,030BaHVX OANHULb
pO3paxyHKOBO-BaroBUM MeTOAOM 2-ii piBeHb:AV?L1i xoaeH
OKpeMuii BMiCT
.... 4O30BaHNX OAVHUL He € MeHLWNM 3a (1-L2?0,01)M
i He € 6iNbLnM 3a
(1+ L2?0,01)M gnsa 30 fo3oBaHuX
ognHnup. (L1=15,0, L2=25,0)
Bignosigae notoyHoMy BuAaHHO €8p. g. 2.9.40
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TepMiH NpuaaTHoCTI
SDRS073677/2 (ans fo3yBaHHA 5 Mr)
SDRS073678/2(nns go3yBaHHs 10 wmr)
Bunpo6yBaHHs1 Bumoru
OpHOopIAHICTb [030BaHNX oAuHMLG 1-7 piBeHb:AV?L1 ans 10
[030BaHNX OAVHNLB
po3paxyHKOBO-BaroBnM MeToaom* 2-ii piseHb:AV?L1i xoaeH
OKpeMuii BMiCT
.... 030BaHNX OAVHULb He € MeHWuM 3a (1-L270,01)M
i He € 6inblwKM 3a
(1+ L2?0,01)M pns 30 go30BaHMX
oanHuup. (L1=15,0, L2=25,0)
Bignosigae notouHomy BugaHHwo €8p. . 2.9.40
*He KOHTPO/IOITh Mif Yac AOCAIAKEHHA CTabiNbHOCTI, y pasi
KOHTPO/IO NPOTArOM TEPMiHY NPUAATHOCTI Mae Bignosigatu
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEPAKEHHS.
35. APAHECH PO3YUH ANS iH'EKLR, AMIKeH HigepnaH AmMIKeH €spona HigepnaHgn BHECEHHS 3MiH 40 peecTpauliiiHmx maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/11437/01/01
25 mkr/mn; no 0,4 €spona b.B. an B.B., HigepnaHau / CWWA 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHarisay.
My nonepeaHbo (MapkyBaHHS, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo cuctemy
HanoBHEHOMY BTOPUHHE thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
wnpuyi; no 1 nakyBaHHs Ta thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
wnpuyy y énictepi; BUNYyCK cepii); 3a 3[jiicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
no 1 6nictepy B AMIKEH hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsgy B
KopooLi MaHyekuypiHr YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
NimiTen, CWA BiANOBiAA/IbHOI 3a 3filicHeHHS (hapmakoHarnaay (Bkauyaum
(BUpPOGHMLTBO, KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLeHHI macTep-halina
nepBuHHE cuctemu dpapmakoHarnsagy) - 3MiHa KOHTakTHOT 0cobU 3asBHUKA,
nakyBaHHs) BiANoBiAabHOI 3a hapmMakoHarnsg B YkpaiHi. NMponoHoBaHa
peaakuis: JaHinosa Jlapuca BonogmmupieHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Cco6Yu 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi.
36. APAHECH PO3UMH AN H'EKLN, AMIDKEH HigepnaH AmvmpkeH €spona Higepnangn BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/11437/01/03
100 mkr/mn; no 0,3 €spona b.B. an B.B., HigepnaHaun / CWWA 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.

M1y nonepeaHbo
HanoBHEHOMY
wnpwyi; no 1
wnpuuy y 6nictepi;
no 1 6nictepy B
KOpooLi

(MapkyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BUNYCK cepil);
AMOXKeH
MaHyekuypiHr
Nimiteq, CLUA

BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHS y3arasibHeHX AaHnX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI

3a 34ilicHEHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
hapMakoHarnisgy 3asBHuUKa 415 34iNCHEHH hapMakoHarisgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
BiANOBiAA/ILHOI 32 3filicHeHHs1 hapMakoHarnaay (Bkawyawum
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
(BpOGHMLTBO, KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmillieHHi macTep-haina
nepBuHHE cuctemu hapmakoHarnsagy) - 3MiHa KOHTakTHOT 0c06U 3asBHUKA,
naxyBaHHs) BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. [ponoHoBaHa
pegfakuis: faninosa flapuca BonogumupiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BIANOBIAA/ILHOT 38
thapmakoHarnag B YkpaiHi.
37. APAHECH PO34UH ANS iH'EKLN, AMDKEH HigepnaH AmMIKeH €pona Higepnanamn BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/11437/01/05
500 mkr/mn, no 1,0 €spona b.B. an B.B., HigepnaHaun / CWWA 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
My nonepegHbLo (mapkyBaHHs, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cucTemy
HanoBHEHOMY BTOPVIHHE dhapmakoHarnsgy (BBeeHHS y3arasibHEHNX AaHVX Npo cuctemy
wnpuvyi; no 1 nakyBaHHs Ta hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0co6u, BiANoBifabHOT
wnpudy y 6nictepi; BUNYCK cepil); 3a 3[jiicHeHHs hapmMakoHariaay; KOHTakTHOI ocobu 3
no 1 6nictepy B AMIKEH chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
KopoobLi MaHyhekuypiHr YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
Nimiteq, CWA BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavarum
(BpOGHMLTBO, KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-haina
nepBuHHE cucteMu hapmakoHarnsgy) - 3MiHa KOHTakTHOT 0co6U 3asBHUKA,
nakyBaHHs) BiANOBIAaIbHOI 3a hapmakoHarnsg B YkpaiHi. [ponoHoBaHa
pegakuisn: JaHinosa Jlapuca BonogumupisHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0Ccobu 3asiBHMKA, BiANOBIAA/LHOT 38
dhapmakoHarnag B YkpaiHi.
38. APTFETT cnpeii HalKipHWA, [enbTa Lseiiuapi ®apbin Bantpon HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/12446/01/01
CMPEI po3unH 4 %; no 12,5 Megiken A 6X 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
ra6o 25ry chrakoHi | MpomoyLH3 BBegeHHs1 abo 3MiHM A0 y3ara/ibHEHUX JaHWX NPO CUCTeEMY
3 103YH04MM Al dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHVX NPo cucTemy
NPUCTPOEM Ta thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0co6u, BiANOBIAaIbHOI
3aXUCHUM 3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
KoBnaykom; no 1 chapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapmakoHarnagy B
hnaKkoHy y YKpaiHi, KLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
KapTOHHI KOPOOLi BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cucTeMu hapMakoHarnsay)-3MiHa yrnoBHOBaXXeHOT 0cobun
3as1BHMKA, BiANOBiAa/IbHOI 32 dhapMakoHarnsg.
MponoHoBaHa pepakuisn: daHinosa flapuca BonogvmupisHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0CO6U 3asBHIIKa,
BifnoBiga/IbHOI 3a dhapmakoHarnsg
39. APMAJIH PO3YUH NS iH KL, TOB HB® YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/9896/01/01
50 mr/mnno 2 mn B "MIKPOXIM" aKuioHepHe 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHariagy.
amnyni; no 5 amnyn TOBapUCTBO BeegeHHs1 ab0 3MiHM [0 y3arasibHEeHNX AaHUX Npo cuctemy
y KaceTi; no 2 "JlekxiMm-Xapkis", thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX Npo cucTemy
KaceTun B nauuii 3 Ykpaina thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0co6u, BiANOBIAa/IbHOI

KapToHy

(BignoBiganbHuii 3a
BMPOBHULTBO Ta
KOHTPONb/BMNPOGYB
aHHA, He
BK/THOHAI0UMN BUMYCK
cepii); TOB HB®
"MIKPOXIM",

3a 3AjicCHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLIO BOHA BifMiHHa Bifi YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkadyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina
cucTeMu dhapmakoHarnsagy) - 3MiHa KOHTakTHUX faHnx
YMOBHOBAXEHOT 0COOM 3asiIBHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
YkpaiHa hapmakoHarnsg. 3viHa agpecy 34iiCHEHHSI OCHOBHOT
(BignoBiganbHUiA 3a LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
BMPOBHMLTBO Ta MacTep-thaiina cuctemm hapmakoHarnsgy.
KOHTPO/b/BMNPOGYB
aHHsA cepii,
BK/IOHA0UM BUMYCK
cepii)
40. ACIMPIKC cnpeii HazanbHUiA TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/14621/01/01
Ao3oBaHuii, 15,75 "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisgy.
mr/go3a no 4 mn (40 BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
003) y donakoHi; no 1 thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX Npo cucTemy
hnakoHy y nauui 3 thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0co6y, BiANOBIAA/IbHOI
KapToHY 3a 3[iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicCHeHHs hapMakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkaovakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cmucTemu chapmakoHarnagy) - 3MiHa KOHTaKTHUX JAaHnX
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
mMacTep-haiina cuctemmn hapmakoHarisgy.
41. ATOH3UN® pO34nH KHBMIM YkpaiHa TOB "Cnasist 2000" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/18639/01/01
OPOMYKO3HMiA, 0,1 "ICHA" AZMIHICTpaTVBHI 3MiHK. 3MiHa Ha3Bn A®| abo [OMOMIKHOT
mr/mn no 20 mn a6o PEYOBUHY - 3MiHa Ha3Bu ADI: 3aTBepkeHOo: 1 M po3UnHy
50 My chnakoHi MICTUTb MipamiCTUHY (y nepepaxyHKy Ha 6e3B0AHY peyOoBUHY)
nonimepHomy 3 0,1 mMr 3anponoHoBaHoO: 1 M/1 PO3YMHY MICTUTb BEH3MNLUMETUN
posnunBayem, no [3-(mipicToinamiHo)nponisjamoHito xopuay MoHorigparty (y
100 mn y cpnakoHi nepepaxyHky Ha 6e380Hy pe4yoBuHy) 0,1 Mr 3MiHV BHECEHO B
nonimepHomy; no 1 IHCTPYKLiO 4151 MeIMYHOTO 3aCTOCyBaHHA Y p. «Cknag», fK
hnakoHy B Hacnigok —y p. «®apmakosoriyHi BNacTuBOCTI» 3 BiANOBIAHUMU
KapTOHHIN nayui 3MiHaMK y TeKCTi MapKyBaHHS1 YNakoBKW NikapCbKoro 3acoby;
3MiHK | TUNy - AAMIHICTpaTVBHI 3MiHW. 3MiHA HaiMeHyBaHHs
Ta/abo aapecy MicLsl NPOBAKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BKJ/THOYAOUN AiNbHMLI BUMYCKY cepii abo MicLe NpoBeaeHHs
KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/iMMOPTep, BKIOYAUM BUMYCK Cepiid) - 3MiHa agpecu
BMpo6HuKa 13 TOB "Cnasist 2000", YkpaiHa, 6e3 3MiHu Micus
BMPOGHMLITBA; 3MiHN BHECEHO B iHCTPYKLiIO 4151 MeANYHOTO
3aCTOCYBaHHA LLOAO0 MiCLle3HaxX0MKeHHA BUPOOHMKa 3
BigMOBIAHMMMN 3MiHAMM Yy TEKCTIi MapKyBaHHS YMaKOBKU
nikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHu LWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHu) -
OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHUL
BMMiptoBaHHsA y cuctemi Sl
42. ADPDPUNOA CYCMeHsisi opasibHa 3 [enbTa LLiBeliuapi AJIKANIOIO Al Pecny6nika BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB; 3MiHM | Tvny - 6e3 peyenma UA/17927/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
ANa AITEN abpunKocoBUM Megiken a Ckon'e MiBHiYHaA 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHarisay.
cmakom, 100 mr/5 MpomMoyLUH3 MakefioHist BBegeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHWUX NPo cucTeMy
mn; no 100 mny Al thapmakoHarnsigy (BBeAeHHs y3arasibHEHUX faHWX NP0 cUCTeMy
donakoHi, no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6W, BiANOBIAa/IbHOI
hnakoHy B 3a 3[jiicCHEeHHsT hapMakoHarisay; KOHTaKTHOI 0cobu 3
KOMMIEeKTi 3i hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA hapmakoHarnsagy B
LLINPULIOM- YKpaiHi, SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobwm,
[,03aTOpOM Y BiANOBIAA/ILHOI 3a 3ilicHeHHS (hapMakoHarnaay (Bka4vaum
KapTOHHI KOPOOL KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-dalina
cuctemu hapmakoHarnsgy). 3mMiHa ynoBHOBaXKeHOoT 0cobm
3asBHMKa, BiANOBIAA/ILHOT 32 hapMakoHarnsg.
MponoHoBaHa pegakuis: daHinosa Slapuca BonognmmpisHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6U 3asBHNKA,
BiANOBiAa/IbHOI 38 hapmakoHarnsg.
43. ADDUNLA Karncynm m'ski no fenbTa Lsenuapi Ixentek MpaliseT IHAjs BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/18381/01/01
EKCMNPEC 200 wmr; no 10 Megiken a Nimiteq 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHarisay.
Kancyn M'sKux y MpomoyLuH3 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
6nicTepi; no 1 abo 2 Al thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
6nictepu B thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
KapTOHHI KopooLi 3a 3[jiicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA dbapmakoHarnsgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT ocobw,
BiANOBiAANLHOI 3a 3filicHeHHS (hapMakoHarnsay (Bkavaum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLeHHI macTep-galina
cuctemu hapmakoHarnsgy). 3mMiHa ynoBHOBaXKeHoT 0cobum
3asBHMKa, BiANOBIAA/ILHOT 32 hapMakoHarnsg.
MponoHoBaHa pepgakuis: daHinosa flapuca BonogvmumpisHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6U 3asABHYIKA,
BiANOBiAabLHOI 38 hapmakoHarnsga.
44, ADDPUNOA Kancysim m'siki no [enbTa LLiseliyapi [xentek MNpaiBet IHais BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepiasiiB: 3MiHu | Tuny - 6e3 peyenma UA/18232/01/01
MAKC 400 wmr; no 10 Mepiken A Nimiten 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnsgy. 3miHa
EKCINPEC Kancyn M'akux y [MpomoyLLH3 YMNOBHOBaXeHOT 0CO6M 3as1BHUKA, BiANOBIfa/IbHOI 3a
6nictepi, no 1,2, 3 Al thapmakoHarnsg. MNponoHoBaHa pegdakuisi: JaHinosa Jlapuca
a6o 10 6nicTepiB B BonoavmupisHa.
KapTOHili kopobui 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U 3asBHMKa,
BigNoBiga/IbHOI 3a dhapmakoHarnsg
45, ADDOULA rpaHynu ans [enbTa Lseiiuapi daiiH dyac el ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/12718/01/01
DOPT- opasibHOT CycneHsil, Megiken A dapmacbloTikans 3MiHM WoAo 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnagy (iHwi
HIMECYNIA 100 mr/l2rmo 2ry MpomoyLwH3 H.T.M. C.N.A. 3MiHW) - 3MiHV BHECEHI [0 iHCTPYKLiT A58 Mean4HOro
cauwe; no 1 a6o no Al 3aCTOCYyBaHHSA NikapcbKoro 3acoby y po3ain
3, abo no 6, abo no "apmakoTepaneBTMyHa rpyna" BignoBiAHO A0 knacudikaTopa
30 a6o no 999 hapm. rpyn BOO3.
calle, 3'eJHaHVX Mo BBegeHHs 3MiH NPOTAroM 6-Tv MICALIB NiCNS 3aTBEPAKEHHS.
TpW 3 NiHie0
nepdopauii, B
KapTOHHI Kopoo6Lli
46. AUWNKNOBIP- | Tabnetku no 200 wmr; TOB YKpaina TOB YKpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHuM | Tmny - 3a peyenmom UA/7833/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
ACTPA®APM | no 10 TabneTtoky "AcTpadapm "ACTPAGAPM" 3MiHU 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
6nictepi; no 1 a6o 2 " nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikaii Ta/abo
6nictepu y kopobu,i 3 [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHW) -
KapToHY BHeCEeHHS 3MiHM Ao Cneuundikauii, a came 3a3HavyeHHs
nepiofVYHOCTI NPOBELEHHSA KOHTPO/IO 38 NMOKa3HUKOM
«Mikpob6ionoriyHa uncToTa*»: *TecT He € PyTUHHUM, BUKOHYETbCSA
07151 KOXXHOI BOCbMOI cepil, asie He piglle 0HOro pasy B pik.
47. AU-®C TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/2071/01/01
nAiBKOBOO "ACIHO 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI
060710HKO0, Mo 200 YKPAIHA" (iHWi 3MiHW) - YTOUYHEHHS iHhopMaLlii CTOCOBHO HAHECEHHS
mr; no 10 TabneTok HOMepy cepii Ta TepMiHy NPUAATHOCTI Ha cTagisax «PacyBaHHA»
y 6nictepi; no 2 Ta «[MaKyBaHHs», W0 06YMOB/IEHO TEXHOJIOMYHOK MOX/IMBICTIO
6nictepy B navw,i HaHeCeHHs1 HoMepy cepil Ta TepMiHy NPUAATHOCTI — MeTO40M
[APYKY B JONOBHEHHSI ;0 METOAY HaHECEHHS BiATUCKY. 3MiHK |
TUMY -3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. KoHTposb
roTOBOrO JlikapCcbKoro 3acoby (iHLWi 3MiHW) - — BUTYy4YeHHS 3
po3giny 3.2.P.5.1. Cneuundikanis cneuudpikauii Ans KOHTPOSO
Hepo3dgracoBaHO! NpoAykLii Ta cneundikaii gna M3 npotarom
BMBYEHHS CTabiNbHOCTI, 3anMweHo cneuudikauii nvwe gns N3
Ha BMMYCK Ta NPOTAroM TepMiH npugaTHocTi. 3milm | Tuny -
3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbKoro 3aco6y (iHWi 3MiHK) - BUTYYEeHHS NOKa3HWKIB
«OpHOpigHICTL Macu» Ta «CepefHs Maca» 3 cneuudikauii no
cTabinbHOCTI i3 po3giny 3.2.P.8.1. 3miHu | TMny - 3MiHK 3 SKOCTI.
"OTOBWIA NiKapCbKWii 3aci6. KOHTPOIb rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MmiHK) - 3aTBEepaKeHHs MKA 13 ALU-®C, TabneTku,
BKpUTI MM1iIBKOBOK 06010HKOH, N0 200 Mr YKpaiHCbKOK MOBOKO
48. ALL® 200 TabneTku Wwmnydi no CaHpo3 CnoBeHis Bunyck cepii: HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 peyenma UA/8272/01/02
200 wmr; no 20 PapmachbHoTi Cantotac dapma ABCTpis 3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta hapMmakoHarnsagy.
TabneTtok y Ty6i; no Kan3 g.4a. M6X, HimeuunHa,; BunyueHHs (cuna gii) BUnyYeHHs cuam Aii nikapcbkoro 3acooty

1 Ty6i y KapTOHHiIl
Kopo6ui; no 1
Tabnetui y cawe; no
20 cawey
KapTOHHiiA KOpo6Ll

Brpo6Huk in bulk,
nakyBaHHS:
Xepmec dapma
lec.m.6.X., ABCTpisi;
AnbTepHaTUBHWIA
BMPO6HUK in bulk,
nakyBaHHs:
Xepmec Papma
v6X, HimeyunHa

100 mr 3 KomepLiiH1x npuynH. Cuna aii, ska 3anuwnniacs (200
M) BignoBifae BKasiBkam 3 f03yBaHHA Ta TPUMBASIOCTI NiKyBaHHS,
SIK BKa3aHO y KOPOTKiil xapakTepucTuLi nikapcbkoro 3acoby Ta
IHCTPYKUIT 419 MeAUYHOro 3acTocyBaHHA. 3MiHN BHECEeHi [0
IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS J1iKapCbKoro 3acoby y
po3ginu "Cknag", "Nikapcbka hopma/OCHOBHI (Pi3NKO-XiMiuHi
BNaCTMBOCTI" Ta, SIK HACMIJOK, - Y po34in "OcobnmnBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n". BBeeHHA 3MiH
NPOTArom 6-Tu MicSILiB MicAs 3aTBEPAKEHHS. 3MiHW | Tuny -
AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLil NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUauM AinbHULi BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPOIKO AKOCTI. (LiANbHICTb, 3a AKY
BiZJNOBIAAE BUPOGHMK/IMNOPTEP, HE BKIHOUAOYMN BUMYCK CEPIid)
3MiHa Ha3BW BMPOGHWMKa /13, BiAMNOBIZa/IbHOIO 3a BUPOOHULTBO
in bulk, nakyBaHHs1, TecTyBaHHs, 6€3 3MiHM MicLisi BUPOOHMLTBA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALB NicNs 3aTBEPAKEHHS.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/I0YAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
KOHTPOJO SIKOCTI. (Ais/IbHICTB, 3a SIKy BiAnoBsigae
BMPOGHUK/IMNOPTEP, HE BK/IKOYAKOYN BUMYCK CEpIill) BHECEHHSA
3MiHM y po3gin 3.2.P.3.1. BupobHuk(1), a came - 3miHa Ha3Bu Ta
agMiHicTpaTuBHOI agpecu BupobHuka 13, 6e3 3miHn Micus
BMPOGHMLTBA. BBEAEHHA 3MiH MPOTArom 6-Tv MicsiB nicns
3aTBEPAKEHHS.
49, BEPNITIOH® Kancysm m'ski no BEP/IH- HimeuuunH Bunpo6HMK, HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/6426/02/02
600 600 wmr, 15 kancyn y XEMI AT a BiANoBigaIbHUI 3a 3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KANCynu 6nicTepi; no 1 abo BMPOGHMLTBO «in KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
no 2 6nictepun y bulk», KOHTpONb roTOBOrO JIiKapCbKOro 3acoby (3miHa KiibKOCTi OANHULL
KapTOHHI kopobLyj; cepiii: Katanent (Hanpviknag TabneTok, amnyn TOLO) B yNakoBLi:) - 3miHa y
no 10 kancyny HimeuunHa E6epbax Jiana3oHi 3aTBepyKeHNX Po3MipiB ynakoBku - BBeeHHSA
6nictepi, no 3 M6X, HimeuunHa,; [,0aTKOBOro po3Mipy ynakoBKU rOTOBOIO NiKapcbKoro 3acoby:
6nictepu y Brpo6HuK, Ne 30 (10x3) no 10 kancyn y 6nictepi, no 3 6nictepu y KapTOHHIl
KapTOHHIA KOpoo6Li BignoBigasnbHWiA 3a KOpoo6Li, 3 BiANOBIAHUMM 3MiHAMK A0 pPO34iny “YnakoBka”.
nepBrHHE Ta BBefeHHs 3MiH NPOTAroM 6 MicALiB Nicns 3aTBEPAXKEHHS
BTOPUHHE
nakyBaHHS:
KatasneHt
Himeuunna
LopHaopd Mv6X,
HimeyumnHa;
Bupo6HMK,
BignoBigasnbHWiA 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs Ta
BUWMYCK Cepiil:
BEPNIIH-XEMI AT,
HimeuunHa
50. BETA®EPOH | nopotuok Baliep Al HimeuumnH Baliep Arl, HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHnx martepianis: 3miHu |l Tuny - 3a peyenmom UA/15287/01/01
® niogpinizoBaHWin Ans a HimeuunHa 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnagy. 3MiHu
NpUroTyBaHHs (BTOPUHHA Y KOpOTKili xapakTepucTuLi nikapcbkoro 3acoby, TekcTi

PO3UMHY AN iH'EKL
no 0,3 mr (9,6 MnH
MO) 1 cnakoH 3
MOPOLLKOM Y
KOMMNNEKTI 3
po3unHHKKoM (0,54
% PO34UH HaTpIto
xnopugy) no 1,2 mn
y nonepefHbL0
3anoBHEHNX

ynakoBka, [03Bin Ha
BUNYyCK cepii);
Bepixrep
IHrenbxanm d®apma
v6X i Ko. KT,
HimeuuunHa
(Hepo3dacoBaHuii
NpPOAYKT, NepB1HHA
ynakoBka)

MapKyBaHHS Ta IHCTPYKLT AN MeANYHOTo 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMW A@HUMWU 3 IKOCTi, JAOKNIHIYHUMU, KITIHIYHUMUN
AaHvMU Ta fJaHumuy 3 dhapmakoHarnsgy. 3MiHM BHeCeHo [0
IHCTPYKUIiT 415 MEANYHOrO 3aCTOCYyBaHHSA /ikapcbkoro 3acoby Ao
po3gainy "3actocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaato” (OHoOBNEHO pekoMeHAaLlii Npo 3acTOCyBaHHs nig vac
BariTHOCTi ab0 rogyBaHHs rpyaar). BBegeHHs 3MiH NpoTsrom 4-
X MicsUiB Nicns 3aTBEpPKEHHS
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n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

wnpuyax ta
HacafiKkoto
(apantepom) 3
rosikoto, 2
CNPTOBMMHA
cepseTKamy B
yNaKoBLji 3 KAPTOHY;
no 15 ynakoBok B
KapTOHHI Kopoo6Lli

51.

BIOUEPYNIH
®

PO34uH ANs iHdy3ilA,
20 mr/mMnno 5 mn B

amnyni, no 5 amnyn

B 6nicTepi, no 1 abo
2 6nictepu B navui 3
KapTOHY

TOB
"BIO®APMA
MJIA3MA"

Ykpaina

BMPOGHMLITBO,
nepBuHHE
nakyBaHHS;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BWMYCK Cepiil;
KOHTPO/b AKOCTI:
TOB "BIO®APMA
MNA3SMA", YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHM B NpOLECi
BMpo6HMUTBa AP| (HE3HAYHA 3MiHa Y NpoLeci BUpobHMuTBa
A®I) - MepeHoc TouKKM Bif6OPY NPO6U AN1A KOHTPO/IH0 NEPLLOro
rOMOreHHOro BUpo6HMYoro nysny nnasmu 3 «Cragis 1
dopmyBaHHS BUPOGHMYOro nyny nnasmu Onepauis 1.2
dopmMyBaHHA BUPOBGHNYOTO Nyny nnasmm» Ha «CTagisa 3
OTpuMaHHA ueHTpudyraTy | Onepauia 3.1 OTpumaHHs CymiLdi 1»
Y 3B’A3KY 3 BUKOPUCTaHHSAM 06/1afHaHHA GiNbLUIOT MICTKOCTI Ha
HOBIli BUPO6HUYIN AinbHUUi y M. Bina Lepksa. Cneundikauis
KOHTPO/ItO HE3MIHHA; 3MiHM | T1Ny - 3MiHW 3 AKOCTi. FTOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYalOUM giana3oH po3Mipy cepil) roToBOro NikapcbKoro
3aco6y (36inbLieHHsa Ao 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
po3mipom) - 36inbLUeHHs po3mipy cepii 13 ana BMpo6HUYOT
OinbHuui y M. bina LiepkBa. 3anponoHoBaHo: 6855 (4650 —
9060) amnyn; 3miHu |l TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuMii
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa abo BBEAEHHS A04aTKOBOI
AiNbHULI BUPOGHULTBA A4/18 YacTUHN abo BCbOro BUPOOGHNYOro
npoLecy roToBOro NikapcbKoro 3acoby (AinbHWLS, Ha sikil
npoBoAATbLCA 6yAb-AKi BUPOOHWYI CTagil, 3a BUHATKOM BUMYCKY
cepiil, NpoBeAeHHS KOHTPOJIt0 SIKOCTi Ta BTOPUHHOIO NakyBaHHS,
015 Nikapcbkux 3aco6iB 6i0/10r4HOro/iMyHO0rYHOTO
NOXOKEHHS ab0 NiKapCbknx OOPM KOMMIEKCHOrO (CKNagHOro)
BMPOGHMYOro npoLecy)

CynyTHs 3MiHa
- 3MiHu 3 sKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA /151 HACTMHM abo BCbOro BUPOGHMYOrO npoLiecy
roTOBOrO MiKapCbKOro 3acoby (A4iNbHMUUSA 4715 NePBUHHOMO
nakyBaHHs) - lofaBaHHs PyHKLi BUPOOHNLTBO Ta NepBuUHHE
nakyBaHHs 151 BUpo6HMYOT AinbHuui y M. bina Liepksa; 3miHu |1
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha AKIA 34IACHIOETECS KOHTPOb
AKOCTI/BNpoBYBaHHA cepii 4518 6i0N0riYHOro/iMyHOs0r4YHOro
nikapcbKoro 3acoby, Ta 6yab-AKoi AiNbHUL, Ha sIKili
3aCTOCOBYETLCA 6I0OMYHNIA/IMYHOMOTIYHUA MeToz

3a peuernmom

UA/0763/01/01
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Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BMNpOGYBaHHS) - [logaBaHHsa dyHKUIT KOHTPO/b AKOCTi ANs
BMPOBGHUYOT AinbHUUi y M. Bina Llepksa. JogasaHHsA BUPOGHUYOT
AiNbHULI, Ha K 34JiACHIOETLCA KOHTPO/b SKOCTI Cepii; 3MiHW I
Tuny - 3MiHM 3 aKkocTi. A®l. Bupo6HMUTBO. 3MiHM B nMpoueci
BUpo6HULUTBA AP (iHLWi 3MiHK) - 36iNbLUEHHS 06’emy
BMPOBHMYOro nNyny naasmu Ans dpakyioHyBaHHs 3 300 n1 oo
2100 n Ha HOBIn BUPOGHMYIN AinbHuLi y M. Bina Liepksa y
3B'A3KY 3 BUKOPUCTaHHAM 061aHaHHA 6iNbLUOT MICTKOCTI; 3MiHK
Il Tvny - 3MiHK 3 AkocTi. A®l. BupobHu1LTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MpOMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®l, abo 3miHa
BMPOOHUKa (BK/IKOYAtOUM, fe HeobXigHO, MicLie NPOBeAEHHS
KOHTpOsIto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoOMY
[0CbE)(iHLWi 3MiHK) - loaaBaHHA BUPOOHNYOI AiNbHULI ANA
OTPVMaHHS Ajto40i PEYOBWHM 3 NNa3MK1 TIOAUHN ANS
hpakLioHyBaHHS

52.

BICAKOAVN

NMOPOLLOK
(cybeTaHuis) y
noagiliHmx
nonieTuIeHoBmX
naketax gns
chapmaLeBTUUHOIO
3aCTOCyBaHHSA

TOB
"®APMEKC
reymn"

YkpaiHa

[JiwumeH Kap6oreH
Emkic MlimiTepq,

IHais

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 AKocTi. CepTudikart BignosigHocTi/IE-cepTudikaT
BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHs:A
HOBOro abo OHOBMIEHOrO cepTudpikaTa BignoBiAHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
hapmakonei: ana Adl; ons BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTLCA Y BUPOOHULTBI ADI; A5 4ONOMIXHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUIA cepTudiKaT Bif YXe 3aTBepaAXeHOoro
BMPOGHMKA -
noAaHHs OHOBMIEHOTrO cepTudpikaTa BignoBigHOCTI EBponeliickkiii
thapmakonei Ne R1-CEP 2007-163-Rev 02 (3aTBepmkeHo: R1-
CEP 2007-163-Rev 00) ons gitoyoi peyosuHu bicakoauny Big,
BXe 3aTBeppKeHoro BupobHuka Dishman Pharmaceutical and
Chemicals Limited, IHAis, skvin 3MiHVMB Ha3By Ha Dishman
Carbogen Amcis Limited, IHgis. Ak Hacnigok: 3miHN y
crneundikavii Ta MeToANL KOHTPOJIO 3a NOKa3HWKOM
«3a/IMLLKOBI KiSIbKOCTI OpraHiYHUX PO34YMHHUKIBY.

UA/11715/01/01

53.

BIPPEH®

Kancynu no 250 mr,
no 10 kancyny
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI nauj

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Ctapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny -
3MiHM 3 aKkocTi. A®I. KoHTponb A®I (iHLWi 3MiHW) - BBEAEHHSA
a/IbTEPHATMBHOI CXEMW CUHTE3Y CyOCTaHLi heHibyT BUPOGHMKaA
TOB «®APMXIM», YKpaiHa, sika BUKOPUCTOBYETLCA ANA
Bupo6HuLTBa N3 BidhpeH®, kancynm no 250 mr.
ANbTepHaTUBHUIA METOA CUHTE3Y NONArae B OTPUMaHHi
cy6cTaHUii PeHibYT 3 CpPOBUHY — 4-amiHO-3-heHinbyTaHoBOI
KMCNOTK, 3aMiCTb 3aTBEPKEHOI paHille — 3-kapbomeTokeu-4-
heHin-2-niponigoHy. aHunii MeToa A03BOMSE 3MEHLUNTYN
KiNbKICTb OnepaLiii Ta 4ac BUPOGHMYOro npouecy Ans
OTPUMaHHS TOTOBOIO NPOAYKTY.

6e3 peyenma

UA/12087/01/01

54.

B/TOKMAKC

TabneTkun, BKpUTI

ANIKAIOIL,

Pecny6rik

AIKANOIL AL

Pecny6nika

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu | Tuny -

6e3 peyenma

UA/17954/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
PANIA, NNiBKOBOKO AL Ckon'e a lMiBHiYyHa Ckon’e MiBHiYHaA 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHA
060/10HKOH0, M0 684 MakefioHis MakefioHist y TepMiHax npuaaTHOCTi abo ymMoBax 36epiraHHs roToBOro
mr; no 10 TabneTok NiKapcbKoro 3acoby (36i/bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
y 6nictepi, no 1 abo nikapcbKoro 3acoby) - [115 ToproBoi ynakoBku (NigTBEpMAKYETbCA
2 6nictepn y [aHuMK peasibHOro Yacy) 3amiHa TepMiHy NpuAaaTHOCTI FOTOBOIO
KapTOHHI KOPO6L NiKapcbKoro 3acoby - 3aTBEPAKEHO: 2 POKU; 3anponoHOBaHO 3
pOKM 3MiHV BHECEHI B IHCTPYKLiO A1 MEAUYHOT0 3aCTOCYBaHHS
N3y p. "TepMiH npugatHocTi”. 3MiHK | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWI Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN Y
npoLeci BAPO6HMLITBA FOTOBOTO /iKapCbKOro 3acoby, BK/IKYakun
NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOOHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3miHa y npoueci
BVMPOGHMLTBA) HE3HAYHI 3MiHW Y NpoLeci BUPObHULTBA, Ha eTani
NPUroTyBaHHSA CycneHsii 4719 HaHeCEeHHS NNIBKOBOTO NOKPUTTSI.
3miHu | TUny - 3MiHK 3 SKocTi. FoToBUIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4OMoMKHUX peyoBMHAX) roTOBOro
nNiKkapcbkoro 3acoby (iHWi 4ONOMKHI pe4yoBMHK) - 3aMiHa OfHieT
O0MNOMDKHOT PEYOBVHM Ha iHLLY 3 TUMKU camnMu
PyHKLiOHANBHYMU XapaKTepucTMKamy Ta Ha TOMy CaMOMYy piBHi
- 3MiHa nniBkoBoro nokputTa Opadry 200 Series White
200F280000 3amicTb Bxe 3aTBepxeHoro Opadry Il White
57U18539 3MiHV BHECEHI B iHCTPYKLilO A1 MEANYHOTO
3acTocyBaHHsA J13 y p. "Cknag” (06010HKa)
55. BOTOKC® NMOPOLLOK A/1A AnnepraH IpnaHgjs AnnepraH Ipnangis BHECEHHS 3MiH 40 peecTpauliiiHmx maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/16656/01/01
KOMMNEKC pO3uuHy N8 iH'ekUin | PapmachbloTi dapmacbioTikans 3MiHM 3 AIKOCTi. 3MiHM A0 peecTpaLiiHOro NocBigYeHHs
BOTYNIHIYH no 100 oguHuub- Kan3 IpnaHgais BHACNIOK iHLMX perynaTopHux npoueayp. NMM®/BA3®
oro AnnepraH; 1 IpnaHgis (macTep-dhaiin Ha nnasmy/3aranbHuii haiin Ha BakLMHHWIA
TOKCUHY h1akoH 3 MOPOLLKOM aHTUreH). Bk/1l0YEHHS HOBOro, OHOBJ/IEHOTO ab0o 3MiHEHOTO
TANY A (BIA, B KapTOHHIi kopobuj MacTep-halina Ha nnasmMy y peecTpadiliHe fOCbe Ha Nikapcbkuii
CLOSTRIDIU 3aci6 (npouepnypa 2-ro etany ana NMMo) (BkioveHHs
M OHOBJ/IEHOr0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy, SKLLO 3MiHN
BOTULINUM) He BM/MBalOTb Ha BNaCTUBOCTI FOTOBOTO J1iKapCbKOro 3acoby) -

BK/IIOYEHHS1 OHOB/IEHOTO MacTep-thaiina Ha nnasmy y
peecTpadiiHe focke Ha nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000002/04/11/029/G. 3MiHu | Tuny - 3MiHM 3 SIKOCTI.
3MiHM [0 peecTpauiiHOro NOCBIAYEHHSI BHACNIAO0K iHLLMX
perynsTopHux npouenyp. NMM®/BA3d (mactep-caiin Ha
nnasmy/3aranbHuii haiin Ha BakUMHHWIA aHTUreH). BkitoyeHHs
HOBOrO, OHOBJ/IEHOr0 ab0 3MiHEHOro MacTep-ghaiina Ha nnasmy y
peecTpaLiiiHe foCbe Ha Nikapcbkuii 3acio (Npoueaypa 2-ro
etany ansa NM®) (BKIOYEHHSI OHOBIEHOr0/3MIHEHOTO MacTep-
halina Ha nnasmy, SKLWOo 3MiHW He BM/IMBAKOTb Ha B/IACTUBOCTI
roTOBOrO /iKapCbKOro 3acoby) - BkMoUeHHA OHOB/IEHOrO
mMacTep-haiina Ha nnasmy y peectpaLiiiHe [OCbe Ha NikapCbKuii
3aci6: PMF Certificate no: EMEA/H/PMF/000002/04/AU/30/G.
3MiHu | TMNY - 3MiHK 3 AKOCTI. 3MiHW 40 peecTpaviiiHoro
nocBIAYEHHS BHACNIAOK iHLIWX PeryisTopHUX npoueayp.
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MM®/BA3® (macTep-haiin Ha nnasmy/3arasibHuii gaiin Ha
BaKLWHHWIA aHTWUreH). BkoYeHHA HOBOro, OHOB/IEHOTO abo
3MiHEHOro MacTep-haiina Ha nasmy y peectpaliiie AOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMM®) (BKIOYEHHS
OHOBJ/IEHOr0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy, sKLLO 3MiHN
He BNAMBaKTb Ha BIACTMBOCTI FOTOBOrO /1iKApCbKOro 3acoby).
Bk/1l04eHHs1 OHOBNIEHOTO MacTep-haiina Ha nnasmy y
peecTpaldiiiiHe focke Ha nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000002/04/IB/31/G. 3MiHn | TURY - 3MiHW 3 SKOCTI.
3MiHM [0 peecTpaviliHoro NocBiAYeHHs BHACNIA0K IHLLIMX
perynsTopHux npoueayp. NMM®/BA3® (mactep-cthaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUreH). BkitoyeHHs
HOBOrO, OHOBJIEHOrO abo 3MiHEHOro MacTep-haiinia Ha nnasmy y
peecTpauiiiHe foCbe Ha Nikapcbkuii 3aci6 (Npoueaypa 2-ro
etany ans NMM®) (BK/IOYEHHS OHOB/IEHOTO/3MIHEHOTO MacTep-
dhaina Ha nnasmy, SKLWO 3MiHV He BMNAVMBaOTb Ha BNaCTUBOCTI
roTOBOrO /iKapCbKoro 3acoby) - Bko4eHHA OHOB/IEHOrO
MacTep-haiina Ha nnasmy y peectpauiiiHe 40CbE Ha Nikapcbkuii
3aci6:

PMF Certificate no: EMEA/H/PMF/000001/04/AU/021/G. 3MiHu |
TMMY - 3MiHN 3 AKOCTi. 3MiHM A0 peecTpauiiHoro NocBiAYeHHs
BHAC/IJOK iHWWX perynsaTopHux npouegyp. NMMe/BA3D
(mMacTep-haiin Ha nnasmMy/3arasbHuii chaiin Ha BakUUHHWIA
aHTUreH). BKItOYEHHA HOBOro, OHOB/IEHOTO abo 3MIHEHOTO
mMacTep-halina Ha niasmMy y peecTpadiliHe fOCbe Ha JTiKapCbKuii
3aci6 (npouenypa 2-ro etany ana NMM®) (BktoYeHHs
OHOB/IEHOTr0/3MIHEHOr0 MacTep-gaiina Ha nnasmy, SKLLO 3MiHN
He BM/IMBaOTb Ha BNACTVBOCTI FOTOBOTO NiKapCcbkoro 3acoby).
Bk/1l04eHHSI OHOBNIEHOTO MacTep-haiina Ha nnasmy y
peecTpaujiiiHe AOCbE Ha NikapCbkuii 3aci6:

PMF Certificate no: EMEA/H/PMF/000001/04/1B/022/G.

56.

BOTOKC®
KOMMNNEKC
BOTYNIHIYH
oro
TOKCUHY
TANYy A (Bia
CLOSTRIDIU
M
BOTULINUM)

NOPOLLOK AN
PO3UUNHY ANS iH'EKLA
no 200 ogMHULG-
AnnepraH; 1
h1aKoH 3 MOPOLLKOM
B KapTOHHI kopobui

AnnepraH
dapmachbHoTi
Kan3
IpnaHgis

Ipnangis

AnnepraH
dapmacbioTikans
IpnaHgis

Ipnangis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM 3 KOCTi. 3MiHM A0 peecTpaLiiHoro NocBigYeHHs
BHACNIAOK HLWMX perynaTopHux npouedyp. NMM®/BA3®

(mMacTep-haiin Ha nnasmMy/3arasibHuii chaiin Ha BakUMHHWIA
aHTUreH). Bk1t0YEHHS HOBOro, OHOB/IEHOTO abo 3MIHEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe [oCbe Ha ikapCbKuii
3aci6 (npouenypa 2-ro etany ana NMMo®) (BkioYeHHs
OHOB/IEHOr0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy, SKLLO 3MiHN
He BMVBalOTb Ha BNACTWBOCTI FOTOBOTO NiKapCbKOro 3acoby) -
BK/TIOYEHHSI OHOB/IEHOTO MacTep-thaiina Ha nnasmy y
peecTpaujiiHe fockbe Ha nikapcbkuii 3acio: PMF Certificate no:
EMEA/H/PMF/000002/04/11/029/G. 3MiHu | TUNy - 3MiHW 3 SIKOCTI.
3MiHM [0 peecTpauiliHoro NocBiAYeHHs BHACNIA0K iHLLIMX
perynatopHux npoueayp. NMM®/BA3® (mactep-dhaiin Ha
nnasmy/3aranbHuii aiin Ha BaKUMHHWIA aHTUreH). BkitoyeHHs
HOBOrO, OHOB/IEHOTO @60 3MiHEHOr0 MacTep-ghaiina Ha niasmy y

3a peyenmom

UA/16656/01/02
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peecmpayitiHo2o
nocsio4eHHs1

peecTpauiiiHe fOCbE Ha Nikapcbkuii 3aci6 (Mpoueaypa 2-ro
eTany ansa NMV®) (BK1OYEHHSI OHOBIEHOr0/3MIHEHOTO MacTep-
(haiina Ha nnasmy, SKLWOo 3MiHW He BM/IMBAKOTb Ha B/IACTUBOCTI
roTOBOrO /liKapCbKOro 3acoby) - BkMOUEeHHA OHOB/IEHOrO
mMacTep-haiina Ha nnasmy y peectpaLiiiHe [OCbe Ha NikapCbKuii
3aci6: PMF Certificate no: EMEA/H/PMF/000002/04/AU/30/G.
3MiHu | TMNY - 3MiHK 3 AKOCTI. 3MiHWM 40 peecTpaviiiHoro
NOCBIAYEHHS BHACNIAOK iHLIWX PeryisTOpHUX Npoueayp.
MM®/BA3® (MacTep-thaiin Ha niasmy/3arasibHuin haiin Ha
BaKLWHHWA aHTWUreH). BkoueHHA HOBOro, OHOB/IEHOTO abo
3MiHEHOro mactep-haiina Ha nnasmy y peecTpavjiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa MM®) (BKIHOYEHHS
OHOBJ/IEHOTr0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy, SKLLO 3MiHN
He BNMBAlOTb Ha B/IACTMBOCTI FOTOBOIO J1iKapCLKOro 3acoby).
BkntoyeHHs OHOB/IEHOrO MacTep-ghaina Ha nnasmy y
peecTpaLiiHe focbe Ha nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000002/04/IB/31/G. 3MiHu | TUNY - 3MiHW 3 SIKOCTI.
3MiHM [0 peecTpauiiHOro NOCBIAYEHHST BHACNIAOK iHLLMX
perynsaTopHux npouenyp. NMM®/BA3® (mactep-cthaiin Ha
nnasmy/3aranbHuii haiin Ha BakUMHHWIA aHTUreH). BkitoyeHHs
HOBOrO, OHOBJ/IEHOrO ab0 3MiHEHOro MacTep-ghaiina Ha nnasmy y
peecTpauiiHe JOCbE Ha Nikapcbkuii 3acib (Mpoueaypa 2-ro
etany ansa NMV®) (BK1OYEHHSI OHOBIEHOr0/3MIHEHOTO MacTep-
(palina Ha nnasmy, SKLWOo 3MiHWM He BM/IMBAKOTb Ha B/IACTUBOCTI
roTOBOrO /liKapCbKOro 3acoby) - BkMoUEeHHA OHOB/IEHOrO
mMacTep-haiina Ha nnasmy y peectpaLiiiHe [OoCbe Ha NikapCbKuii
3aci6:

PMF Certificate no: EMEA/H/PMF/000001/04/AU/021/G. 3MiHu |
TMNY - 3MiHM 3 SKOCTi. 3MiHM [0 peecTpauiiHoro NocBiAYeHHs
BHAC/MIJOK iHWWX perynaTopHux npouegyp. NM®/BA3®
(macTep-haiin Ha nnasmMy/3arasibHuii haiin Ha BakUMHHWIA
aHTWreH). BknoyeHHA HOBOro, OHOB/IEHOTO abo 3MiHEHOrO
MacTep-haiina Ha nnasmy y peectpauiiiHe 40CbE Ha Nikapcbkuii
3aci6b (mpouenypa 2-ro etany ans NMM®) (BkIOYEHHS
OHOBJ/IEHOr0/3MiHEHOrO MacTep-ghaiina Ha nnasmy, sKLLO 3MiHN
He BNAVBaKTb Ha BIACTMBOCTI FOTOBOrO /1iKApCbKOro 3acoby).
Bk/1l04eHHs1 OHOBNIEHOTO MacTep-haiina Ha nnasmy y
peecTpalLliiiHe f0Cbe Ha Nikapcbkuii 3aci6:

PMF Certificate no: EMEA/H/PMF/000001/04/1B/022/G.

57.

BPUINAY
EKO

Kpansi O4Hi, pO34uH,
2mr/mMano5mny
dhNakoHi-
KpanenbHuLj; no 1
ab6o no 3 hnakoHn y
KapTOHHI KOpoo6Li

dPapmaueBT

WNYHWIA 3aBOy,

"MOJNIb®AP
MA" C.A.

MonbLa

BapLuaBcbkuii
hapmaLeBTUYHNI
3aBof Monbdha AT

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny -
aAMiHiCTpaTMBHI 3MiHX. Buny4yeHHs BUPOGHNYOI AiNbHUL
(Bkntovaroun AinbHUL ans APl NPOMKHOTO NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHUL A8 NPOBEAeHHS

nakyBaHHs, BUPOOHMKa, BigNoBifaIbHOrO 3a BUMYCK cepili, MicLe

NpoBefEeHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOTO

maTepiany, peareHTy abo AONOMiIXXHOT PEYOBVHM (SKLLLO
3a3HaYEHO Y OCLE) - BUTYYEHHS OAHOrO i3 3aTBEPAKEHNX

3a peuernmom

UA/18347/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BMpo6HukiB A®I Indoco Remedies Limited, India gns gitoyoi
pPEeYoBUHY BPUMOHIANHY TapTparty, Wwo Mae CepTudikar

BiAgnoBigHOCTI E€Bponeiickkili hapmakonei Ne RO-CEP 2014-180-

Rev 00. 3anponoHoBaHo:
MEDICHEM, S.A., Spain

58.

BYniPON

PO34nH ANs iHdy3il,
4 mr/mn no 100 mny
KOHTEliHepi B
3axMCHOMY nakeTi

MicTtpan
Kenitan
MeHepxmeH
T Nlimiteq,

AHrnis

ANTAH
®APMACBIOTIKAN
3, CA.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepianis: TexHiuHa
nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),
BUNPaBNEHHS TEXHIYHOI NoMunkmM B MeTtogax KoHTpono AKocTi
3aTBepaKeHa pegakuis:

Cneumdpikauisi (Ha MOMEHT BUMYCKY)
Moka3Huku
AakocTi JlonycTuMi Mexi MeTofu KOHTposo
1.0nuc lMpo3opuii Ta 6e3k01b0poBUil po3yrH Ph.Eur.
n.2.2.1/2.2.2
Cneuucpikanis (Ha TepMiH NpuaaTHOCTI)
Moka3Huku
AKocTi JlonycTuMi Mexi MeToau KOHTPOso
1.0nuc lMpo3opuii Ta 6e3k01b0poBUil po3ynH Ph.Eur.
n.2.2.1/2.2.2
MeToau KOHTPOsIH0 AKOCTI
1.0nuc. Npo3sopwit Ta 6€3K0/1bOPOBUIA PO3UNH. BU3HAYEHHS
npoBOAATb Y BiANOBIAHOCTI A0 BUMOr Ph.Eur. 2.2.1/2.2.2
3anponoHoBaHa pefakLis:

Cneuudpikanist (Ha MOMEHT BUMYCKy)
Moka3Hvkn akocTi JonycTumi
Mexi MeTofu KOHTposo
1.0nuc MNpo3opwuii Ta 6e36apBHUiA po3unH Ph.Eur.
n.2.2.1/2.2.2
Cneuundpikanis (Ha TepmiH NpuAaTHOCTI)
MokasHvKu AKocTi lonycTumi
Mexi MeTofu KOHTPOso
1.0nuc MNpo3opwuii Ta 6e36apBHUiA po3unH Ph.Eur.
n.2.2.1/2.2.2
MeToau KOHTPO/IO AKOCTI
1.0nuc. MNpo3opuii Ta 6e36apBHUA PO3YMH. BU3HAUYEHHS
npoBoAATb Y BiANOBIgHOCTI A0 BUMor Ph.Eur. 2.2.1/2.2.2

3a peuenmom

UA/18807/01/01

59.

BAJ/IbCAKOP
® H 160

TabneTku, BKPUTI
nAiBKOBOO
o6oroHkot, 160
mr/12,5 wmr, no 14
TabneTok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOOLL;
no 15 tabnetok y
6nicTepi; no 2 abo 4
6nicTepn B KOPOOLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4a., Hoso
mecTo, CnoBeHis
(BUPOGHUK,
BiANoBigabHUIA 3a
BMPOGHMLTBO "in
bulk", nepuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepil; BAPOGHUK,
BiNOBifabHWIA 32
KOHTPO/b cepii);

CnoseHisi/
IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
3MiHV BHECEHO [0 IHCTPYKLi A1 MeANYHOr0 3acTOCyBaHHSA
NiKapcbKoro 3acoby y po3ainu: "dapmakosioriyHi BnacTMBocTi",
"Oco6nmBOCTI 3acTocyBaHHs", "MobiuHi peakwyii” BignoBigHO A0
OHOBEHOT iHhopMaLii 3 6e3nekn 440l peyoBUHU.
BBegeHHs1 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS;
3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKLii AN1A MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ginu: "OcobnmnsocTi
3acTocyBaHHs", “MNo6iyvHi peakwii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3neku Ajtoyoi pevyoBuHU. BBeAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NicNa 3aTBEPMAXEHHS

3a peyenmom

UA/9451/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Naypyc Na6c
Nimiten, IHAiA
(BMPOGHUK,
BignoBigasibHWi 3a
BMPOBHULTBO "in
bulk")
60. BAPINIPUKC niodpinizat Ans nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/15966/01/01
™ PO3UMHY NS iH'EKLil KnsiiH BputaHis Bionoaxikans C.A. 3MiHN 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
VARILRIX™ y chnakoHi no 1 Ao3i Ekcnopt KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa napameTpiB
BAKUVHA Ta PO3YMHHYK (Boja Nimiten cneumdikauii Ta/abo AONYCTUMUX MEX MEPBUHHOI YNaKoBKU
And Ons iH'ekuiid) no 0,5 roTOBOro NikapcbKoro 3acoby (4ONOBHEHHS creuudikaLii HoBUM
MPO®INTAKT MmN B amnyni Nel NnoKasHUKOM 3 BifNOBIAHNMM METOAOM BUMPOOYBaHHS) -
KU abo nonepeaHL0 pofaBaHHsa TecTy B (Test B (Glass Grains Test))ans
BITPAHOI HanoBHEHOMY npvBeLEeHHs y BiANOBIAHICTb BUMOram MoHorpadii Ph. Eur. 3.2.1
BICMN XUBA | wnpuuyi Nel B Glass Containers for Pharmaceutical Use ansa umniHgpy wnpuuya
ATEHYWOBA | komnnekTi 3 gsoma Ha BMPO6HWYIN ainbHuui Catalent.
HA ronkamu a6o no 100 3MiHu | TUNY - 3MiHK 3 siKkoCTi. FOTOBWIA Nikapcbkuii 3aci6.
hnakoHis Ta 100 CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
amnyn 3 napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX NEPBUHHOI
PO3YMHHIKOM B yNakoBKM rOTOBOTO /likapCbKOro 3acoby (fONOBHEHHS
OKpeMmnx Kopobkax cneumdikauii HOBUM NOKa3HUKOM 3 BifMOBIAHNM METOAOM
BMNPOGYBaHHS) - AoAaBaHHA BUNpobysaHHs Identity by Total
Ash Test ana ywinbHiOBa4ya NpoodKK LWNpULa Ta 3MiHa rpaHnyHuX
3HauyeHb TecTy Extractable Zinc Test «Not more than 5 pg of
extractible Zn per milliliter solution S» Ha BUPOGHWUIl BiNbHWL
Catalent 3 MeTOl0 NpYBEAEHHS Y BIANOBIAHICTL BUMOram
MoHorpadii Ph. Eur. 3.2.9 Rubber Closures for Containers for
Aqueous Preparations for arenteral Use.
61. BIFOP 6anb3am ans TOB YkpaiHa MpAT "Bionik" YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - be3 peyenma UA/8099/01/01
nepopasibHOr0 "YKpaiHCcbka 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema — 1o 100 mn,
3acToCyBaHHs, Mo chapmaneBT KOHTeliHep/3aKynoproBasibHWiA 3aci6. 3miHa po3mipy ynakoBku 200 mn.
200 mn y chnakoHax; nyHa roTOBOrO JiKapCbKOro 3acoby (3miHa macu/o6'emy BMICTY 3a peyenmom
no 200 mn, 250 mn KomMnaHis" KOHTeliHepa 6aratof0o30BOoro fikapcbKoro 3acoby ans — o 250 mn,
a6o 500 mny HenapeHTepasibHOro 3acTocyBaHHs (abo 0gHOA030BOrO, no 500 mn
nnswkax; no 100 mn 4acTKOBOIO BUKOPUCTaHHSA)) - BBELEHHS A04aTKOBOI YNakoBKM
y 6aHKax 06’emoM 100 M1 6aHKM CKASHI, 3 BigNOBIAHUMY 3MiHAMK A0 p.
«YnakoBka». 3MiHW BHECEHI B p034in "YnakoBka" B iHCTPYKLLi0
ANA MejNYHOro 3acTocyBaHHS NiKapCbKoro 3acoby y 38"A3Ky 3
BBE/IeHHAM [J0aTKOBOro po3Mipy i oopmu ynakoBku Ta sk
Hacnigok - y po3ain "Kareropisa Bignycky". 3aTBepXeHHs TEKCTY
MapKyBaHHS [1OAATKOBOI YNaKoBKW NliKapCbKOro 3acoby.
CynyTHS 3MiHa
- 3MiHK 3 AKoCTi. F0TOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa hopmu abo po3mipy
KOHTelHepa un 3aKyrnoproBasibHOro 3acoby (nepBuUHHOT
yNakKoBKM) (HeCTepUbHi Nikapcbki 3acobm)
62. BITAKCOH® PO3UMH ANA H'EKLN, AT YkpaiHa NOBHUIA LIMKN YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a peyenmom UA/10507/01/01
no 2 M1 B amnyi; "dapmak” BMPOGHULTBA, AZMiHiCTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

noSamnyny
6nictepi; no 1 a6o 2
6nicTepu B navwy;
no 2 Mn1 B amnyni;
no 5 a6o no 10
amnyn y nauyui 3
KapToHy 3
ropoBaHoio
BK/18/JKO0

BignoBigasibHWi 3a
BUNCYK cepii: AT
"Papmak”, YkpaiHa;
NOBHWIA LMKN
BUPOGHMLTBA, 3a
BUHATKOM BUMYCKY
cepii: MAT
"Tanuucapm”,
Ykpaina

3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
Ha3BM Ta agpecu 3asBHUKa (BBeAeHHS 3MiH NPOTAroM 6-tu
MiCALiB NicNsA 3aTBEPAYKEHHS); 3MiHW | TURY - 3MiHW 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart BiANoOBIgHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHW, NoB'sA3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0 MoHorpadii PY
abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT
thapmakonei gepxasu €C (iHLWi 3MiHK) - 3MiHM 0 p. CynpoBigHi
OOMiLLKM y MeTogax BunpobysaHHa APl Ha nipuaoKeyH
rigpoxnopwvg BiAnoBiAHO A0 BUMOTr MoHorpadii EP; 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMNX MeX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMPO6HMLTBA AP| (BUNYYEHHA HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpviknag, BUy4YeHHs 3acTapisioro NokasHuka)) - 3miHu, ski
CTOCYIOTbCS [il040T PEYOBUHW NIPULOKCUHY riApoxnopuay.
BunyyeHHs po3gin «Bakki MeTasin»; 3MiHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax creuudikauii
Ta/abo [onycTUMUX MeX, BU3HaUYEeHNX y cneundikauiax Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BUpobHnutea A®I (iHLwi 3miHW) -
3MiHM y cneumdikayii 415 Ailo4oT pevyoBrHU TiaMiHy rigpoxnopug
3a p. 3aIMLLKOBI Ki/IbKOCTi OPraHiyHMX PO34MHHYIKIB,
3aTBEPMAKEHO: eTaHo He binblie 1000 ppm 3anponoHoBaHo:
eTaHoN He 6inblwe 500 ppm, uuknorekcaH He GinbLue 50 ppm;
3MiHM | TURY - 3MiHK 3 akocTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIAHWIA/NPOMIKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA ADI (iHLWi 3MiHK) - 3MiHK y cneyudikauii ans
Lito40i pevyoBuHM NipUAOKCUHY rigpoxnopug 3a p. CynbgarHa
30718, NPOMOHOBAHO BUBIPKOBMIA KOHTPO/Ib «MpuiimaTn
pe3ynbTaTu KOHTPO/I0 BUPOGHUKIB.KOHTPOL NpOBOANTY A/1A
KOXHOI N°ATOI cepii, ane He piflie 04HOro pasy Ha pik»; 3MiHu |
TUny - 3MiHn 3 akocTi. A®Il. KoHTponb ADI (iHLWi 3MiHW) - 3MiHK Y
cneuudikayii 41 Ailo4oi peyoBMHY TiaMiHy rigpoxsiopua,
nipyaoKcuHy rigpoxnopug Ao Tecty MikpobionoriyHa unicToTa,
BW/Ty4EHO ONMC MeToAuku. MeTog aHanisy Bignosigae Bumoram
LOOY/EP; 3miHM | TRy - AgMiHICTpaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBAKEHHS AisSSIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/10HAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefaeHHs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEP, BK/IOYAKOYN BUMYCK CEpili) - 3MiHa Ha3Bu Ta
aapecy BMpo6Huka M13, 6e3 3MiH Micus BUpobHuLTBa. Takox
3MiHW BHECEHI B IHCTPYKLitO 4711 MeMYHOro 3aCTOCyBaHHsA /13y
p. "BupobHuk", "MicuesHaxomkeHHs BUPOGHMKa Ta 1ioro agpeca
MicLs NpoBaMKEHHS AiANbHOCTI" 3 BiANOBIAHUMW 3MiHAMW B
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

TEKCTi MapKyBaHHS1 yNakoBOK. BBeleHHA 3MiH NpoTarom 6-Tu
MiCALB Nicna 3aTBepKeHHs:; 3MiHW | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3awmiHa po3giny "MapkyBaHHs. BignoBigae HagaHoMy TekcTy
MapKyBaHHSA" Ha po3ain «MapkyBaHHS. 3rifHO 3aTBEPAKEHOr0
TEKCTY MapKyBaHHs». OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKM
nikapcbkoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HaYeHHS
OMHULIb BUMIpIOBaHHS y cuctemi Sl. BBeieHHs 3MiH MPOTArom
6-TV1 MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHW | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax crneuudikauiii Ta/abo
LONyCTUMUX MEX, BU3HAYEHWX Y cneumdikalisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuuTea A®I (iHwi 3MiHK) - 3MiHK y cneuudikauii
A®I TiamiHy rigpoxnopua: BBEAEHHS NOCEPINHUIA KOHTPOb 3a
nokasHnkom «Cynbpatu» - "Mpuiimatin pesysibTaTv KOHTPOSI0
BMPOGHWKIB. KOHTPOMb MPOBOAUTI 4718 KOXHOI M ATOT cepii, ane
He pifLe ogHoro pasy Ha pik'; 3MiHW | TUNy - 3MiHU 3 AKOCTI.
A®|. KoHTposnb A®I. 3miHa y napameTpax cneuudpikauin Ta/abo
[OMNYyCTUMMX MEX, BU3HaUeHuX y cneyudikalisx Ha Ad®l, abo
BVXiAHWIA/NPOMIXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTea AP (iHwi 3MiHK) - 3MiHK y cneuudikawii
A®| TiamiHy rigpoxnopug BBeAEHHS MOCEPINHUIA KOHTPO/Ib 3a
nokasHukoM «CynbpaTHa 30n1a» -"TpuiimaTti pesynbTtatu
KOHTPO/0 BUPOGHWKIB. KOHTPOMb NPOBOAMTM 4151 KOXHOI M ATOT
cepii, ane He pifLe 04HOro pasy Ha pik"; 3MiHu | Tuny - 3MiHu 3
akocTi. A®Il. KoHTposib A®L. 3miHa y napameTpax cnevudikalii
Ta/abo fonycTMMMNX MeX, BU3HaYeHNX y cneumdikauisx Ha Ad®l,
ab60 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCS Y Npoueci BUpobHMLTBa AD| (BUNYUEHHSN
He3HaYHOro nokasHuka sKoCTi (Hanpukiag BUIyYeHHS
3aCTapifioro NokasHKka)) - 3MiHu, iki CTOCYTbCS AjiHo4Ooi
PeyYOoBVHM NiPUAOKCUHY Figpoxnopug BunyyeHHs po3gin
«PO3UMHHICTB»; 3MiHN | TURY - 3MiHK 3 akocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3Ha4YeHux y cneumdikayisax Ha Ad®l, abo
BWXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuuTBa A®| (BUTy4eHHA HE3HAYHOrO NOKa3HUKa
SAKOCTI (HanpuKNag BUyYeHHS 3acTapisioro NokasHuka)) - 3MiHu,
AIKi CTOCYOTbCS Ail04O0T PEYOBUHN TiaMiHy rigpoxaopug,.
BunyueHHst po3gin «Baxki MeTanu»; 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BiaNoBIAHOCTI
€sponevicbkin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkiin hapmakoner: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npPOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI ADI; A58 LONOMIKHOI
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - Hosuii cepTudikar Bif HOBOro BUPO6HUKaA
(3amiHa ab0 AOMNOBHEHHS) - A0AABAHHS aflbTEPHATUBHOI
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

AinbHUU BUpo6bHuyTBa A®I nipnaokcuHy rigpoxnopug DSM
VITAMIN (SHANGHAI) LTD , KuTaii 3 nogaHHam Hosoro CEP
RO-CEP-2017-027-Rev 00 go Bxe 3aTBepmxeHoi ginbHui DSM
Nutritional Products GMBH Germany -79639 Grenzach-Wyhlen
ans A®l nipugokeuHy rigpoxnopug (Name of holder DSM
Nutritional Products Ltd. Switzerland, Site of Production DSM
VITAMIN (SHANGHAI) LTD)

63.

BITAMIH D3

PO34YUH OpasIbHUIA
BOAHWIA, 15 000
MO/1 mn; no 10 mn
y thnakoHi, no 1
dnakoHy B nauw,i

TOB
"APTEPIYM
nTa”

YkpaiHa

MAT "Tanuuchapm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TepmiHax NpuaaTHOCTI abo ymoBax 36epiraHHsi roToBOro
niKapcbKoro 3acoby (36iNbLUEHHs TepMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [1na Toproeoi ynakoBku (MiATBEPLKYETLCA
OaHVIMU peanbHOro vacy) - 36iblUEeHHS TEPMiHY NPUAATHOCTI
roTOBOro nikapcbkoro 3acoby 3 18 micsAuiB 4o 2 pokis. 3MiHK
BHECEHO B iHCTPYKL,iIO 415 MEAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y p. "TepMiH NpuaaTHOCTI". BBeAeHHS 3MiH
NPOTSArom 6-Tv MicsILiB Micns 3aTBEPAKEHHS

3a peyenmom

UA/18599/01/01

64.

FTABAHTUH
300

kancynu no 300 wr;
no 10 kancyny
6nictepi; no 3 a6o 6
6nictepiB y
KapTOHHIN nauui

TOBAPUCT
BO 3
OBMEXEH
fo]le
BIAMNOBIJA
NbHICTIO
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Ctapt"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny -
3MiHUM 3 AKOCTi. A®Il. KoHTposib ADL. 3MiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
crneundikayisx Ha A®l, abo BUXIgHNIA/NPOMIKHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HMLTBA AP (iHLUI 3MiHK) - AONOBHEHHSA crneumdikauii AdI
[abaneHTVHy Bif BUpOGHMKa [iBi'c JlTabopaTtopic JlimiTes, IHais,
NPUMITKOIO: - «laeHTudikauis» ? 1 gonyckaeTbcsi NPOBOAUTU
TecT MeTofloM PamaHiscbkoi cnektpomeTpii (EP 2.2.48).
Mpoueaypa NpoBeAeHHs TECTy Ta Bigbip Npob onucaxi y
BignosigHux COrN. 3MiHu | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHK) - 3aTBepmKeHHa MKA /13 TABAHTWH 300, kancynv no
300 Mr yKpaiHCbKO MOBOK. 3MiHM | TUMY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK) - BUTYYEHHST NOKA3HUKIB «Po3nafaHHs»,
«CepefiHA Maca BMICTY Karcynm», «O4HOpPIAHICTb Macu BMIiCTY
Kancysn» Ta «BTpara B Maci npu BUCYyLLYBaHHI» i3 cneuudikalii
no cTabinbHocTi i3 po3giny 3.2.P.8.1. 3miHu Il TMny - 3miHM 3
akocTi. A®l. Bupo6bHMLUTBO. 3MiHa BUPOGHUKa
BMXi4HOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, a6o 3MiHa
BUPOGHMKa (BKOYatoun, e HeobxigHo, MicLie NPOBeAEeHHS
KOHTpO/to skocTi) AP (3a BifCyTHOCTI cepTuddikata
BiANOBIAHOCTI €BpONeiChKili hapmakonei y 3aTBepaXeHOMy
[0Cbe)(BBEAEHHSI HOBOrO BUPOGHMKa AD| 3 HafaHHAM MacTep-
dhaiina Ha A®l) - BBeieHHs1 HOBOTO BUPOGHMKa ADI
[abaneHTuHy, disi'c labopaTopic JlimiTeg, IHAIA 3 HagAHHAM
MacTep-haiina Ha A®| 0o Bxe 3aTBepAXXeHOro BUPOOHMKa
XIKAN NaT, IHAais.

3a peyenmom

UA/7323/01/03

65.

FA3IBA®

KOHLIEHTpaT A5t

®.XodhchbmaH

LLiBeliuapi

Pow [iarHocTukc

Himeyunna/

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB; 3MiHM | Tvny -

3a peyenmom

UA/14232/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
PO34uHy Ans H-J15 Powwu a v6X, HimeyunHa LLiBeiiuapis 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHarisay.
iHdpysiin no 1000 ntp, (BUpOBHMLTBO BBegeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHWUX NPo cucTeMy
Mr/40 mn; no 40 mn Hepo3dg)acoBaHo! thapmakoHarnsigy (BBeAeHHs y3arasibHEHUX faHWX NP0 cUCTeMy
y chnakoHi; no 1 npoayKuii, NnepBnHHe thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6W, BiANOBIAa/IbHOI
chnakoHy y nakyBaHHs1, 3a 34ilicCHEeHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
KapTOHHI KOpoo6Li BMNPOBYyBaHHSA hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA hapmakoHarnsagy B
KOHTPO/I0 SIKOCTI); YKpaiHi, SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobwm,
. XodhdpmaHH-/15 BiANOBIAA/ILHOI 3a 3ilicHeHHS (hapMakoHarnaay (Bka4vaum
Pow NTg, KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-thainna
LLiBeiiuapis cucTeMu dpapmakoHarnsgy); 3miHa KOHTaKTHUX JaHux
(BTOpPUHHE KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA,
nakyBaHHs, BUMYCK BiANOBIAa/bHOI 3a thapmakoHarnsag B YkpaiHi.
cepii)
66. FAPAACUN | cycnexsisa ans Mepk Wapn i | LBeliuapi Brpo6HuuTBO CLUA/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/13451/01/01
GARDASIL® iH'ekuin, 1 a6o 10 Joywm IOEA A Hepo3chacoBaHo| Higepnangy | 3MiHu 3 AKkocTi. FOTOBWI Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
BAKUUHA hnakoHis (no 0,5 mn vmeX NPOAYKLUIT, KOHTPO/Ib 3amiHa abo BBeAEeHHA [0AATKOBOI Ai/TbHNL BUPOOHULITBA A5
nPOTU (1 posza)) y AKOCTi Ta NEPBUHHE 4acTUHM ab0 BCbOro BUPOBHMYOro NpoLecy rotoBoro
BIPYCY KapTOHHI kopobuyj; nakyBaHHs, nNiKapcbKoro 3acoby (AiNbHULA AN BTOPUHHOTO NakyBaHHS) -
NANIOMUA 1 a6o 6 nonepesHLO anbTepHaTUBHWIA 3a3HayeHHs anbTepHaTMBHOro BUpo6HNka Mepk Wapn i Joym
NOAVHN HanoBHEHUX BUPOBHMUK Kopn., CWA, BifnoBifanbHOro 3a BTOPYHHE NakyBaHHs
(TvniB 6, 11, wnpuuis (no 0,5 mn BTOPVHHOIO h1akoHiB, YTOUHEHHS PyHKL BUpo6HMKa Mepk LWapn i jloym
16, 18) (1 posa)) y nakyBaHHs (ans B.B., HigepnaHaw, BiANoBiAa/IbHOTO 3a BTOPUHHE MaKyBaHHSA
KBAOPUBAN | komnnekTi3 1 donakoHiB): Mepk AN NpUBeAEHH: po3ainy «BupobHuku» PeecTpadiiHoro
EHTHA rOJIKOK Y KOHTYPHIl Wapn i foym Kopn., nocsigyeHHs Ta MeTogiB KOHTPOSII0 SKOCTi Y BigNOBIAHICTb A0
PEKOMBIHA KOMIipKOBI1 ynakoBLi CLA; BTopuHHe mMarepianiB peecTpaLiiHoro AockLe
HTHA B KapTOHHIi kopobui nakyBaHHs (ans
chnakoHiB Ta
Lnpu1yiB), 403BIiN Ha
BUNycK cepii: Mepk
LWapn i foym B.B.,
HigepnaHau
67. FACTPO- TabneTku, BKpUTI NAT YkpaiHa MAT "Tannudpapm”, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3MiHu | Tuny - 6e3 peyenma UA/1034/01/01
HOPM® NnNiBKOBOKO "Tanuudapm Ykpaina; MAT 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
o06050HKot0, Nno 120 " "KuiBmegnpenapart”, 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH po3Mipy cepir)
Mmr no 10 TabneTok y Ykpaina roTOBOrO NikapCcbKoro 3acoby (36inbLeHHs go 10 pasis
6nicTepi; no 4 abo NOPIBHAHO i3 3aTBEPXKEHUM PO3MIPOM) - BBEEHHS JOAATKOBOro
no 10 6nictepis y po3mipy cepii [N13. 3anponoHosaHo: 116,05 Kr, L0 CTaHOBUTb
nauuj 275 000 TabneTokK (3 4ONyCTUMUM BigXnneHHsam Big 247 500
Tabnetok go 302 500 Tabnetok) 232,10 kr, W0 cTaHOBUTL 550
000 TabneTok (3 gonycTumMUM BigxuneHHam 495 000 TabneTok
[0 605 000 Tabnetok) 464,20 «kr, wo ctaHoBMTbL 1 100 000
TabneTok (3 gonyctummm BigxuneHHaM 990 000 TabneTok go 1
210 000 TabneTok)
68. FINEHIA Kancysnm Teepai no HoBaprTic LLseiuapi Brpo6HMUTBO, LLiseiiuapis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/11704/01/01
0,5 mr; no 7 kancyn dapma Al A KOHTPO/1b SIKOCTI, 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.

y 6nicTepi; no 1
6nictepy B

nakyBaHHs1, BUNYCK
cepii: HoBapTic

3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJH0 SIKOCTi rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHK)
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapTOHHI kopobuyj; dapma LUTeliH Al [JonasaHs hyHKLiT BUNYCKy cepii 4O BXe 3aTBEpXEHOro
no 14 kancyny BMpOGHUKa HoBapTic ®apma LUTeliH AT, LLBeiiuapis
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoo6Lli
69. FNCTA®EH Tabnetkn no 50 mr AT Narteis AT "OnaitHpapm" Natsis BHECEHHS 3MiH 40 peecTpaviiHNX MaTepiasiiB: 3MiHK | Tuny - 6e3 peyenma UA/3567/01/01
no 10 TabneTok y "OnaiiHdhap 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnagy (iHwi
6nictepi; no 2 Mm" 3MiHW) - 3MiHW BHECEHO B TEKCT MapKyBaHHS yNakoBKU
6nicTepu y nauui nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
KapPTOHHIW MicCSLIB MicNs 3aTBEPKEHHS.
70. FAATUPAME | po3uuH Ans iH exwuji, Mictpan AHrnis BiNOBifabHWIA 32 HigepnaHngn BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a peyenmom UA/16792/01/01
PY AUETAT- 20 mr/mnno 1 mn Kenitan Bunyck cepii: CiHTOH / AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
BICTA npenapary y MeHepkmeH BB, HigepnaHaw; IcnaHis/ MiCLil NPOBaPKEHHA AisS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
nonepegHL0 T NlimiTeq, BifNOBifabHWIA 32 Icnanis/ nNiKapcbKoro 3acoby, BKIKYAKUN fiNbHNL BUNYCKY cepii abo
HanoBHEHOMY BMNYCK cepil: Ynni MicLie NpOoBeAEHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
wnpwyi, no 1 CiHTOH XicnaHis, BiANOBIAa€e BUPOGHMK/IMNOpTEp, He BK/OYaoUM BUMYCK Cepild) -
nonepegHL0 C.J1., IcnaHis; 3MiHa HalilMeHyBaHHSA BUPOOHYKa BiAMoOBiAaNbHOrO 3a
HanoBHEHOMY BMPOGHULTBO, BMPOBHMLTBO, NaKyBaHHS, KOHTPOb AKOCTI [N13, 6e3 3MiHN
Lwnpuuy B 6nicTepi, nakyBaHHs, MicLit BUPOGHMLITBA
no 28, 30 ta 90 KOHTPO/Ib AIKOCTI:
(3x30) 6nicTepiB B Posi ®apma
KapTOHHI Kopoo6Li IHpacTpian
Cepsices, C.A,,
IcnaHis;
BMPOGHMLITBO,
nakyBaHHs: CiHTOH
Yuni Nitga., Ywni;
KoHTpOsb sIKOCTI
(mikpo6ionoriuHnit):
BakTimm B.B.,
Higepnanau
71. FNIBEK® TabneTkn, BKpUTI HoBaprTic LLseiuapi HoBapTic ®apma HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/9469/01/01
nniBKOBOKO dapma Al A MpopakwH M6X, LLiBeiiuapis 3MiHU 3 AKOCTi. A®Il. KoHTponb AdL. 3MiHa y napameTpax

060/10HKOH0, Mo 100
mr; no 10 TabneTok
y 6nicTepi; no 6

6nicTepiB B KOPOOL

HimeuuunHa;
HoBapTic ®apma
LTeiH AT,
LLBeliuapis

cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HULTBA AP| (BUNYYEHHA HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpvknag BUTy4YeHHS 3aCTapisioro NoKa3HVKa))-BUTyYeHHs
nokasHuka «BTpaTa B Maci Npu BUCYLLYBaHHI». HasBHWiA
NoKa3HUK BU3HAYEHHA BoAM Mo Piwepy. 3miHM | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax cneuudikauii
Ta/abo [onycTUMUX MeX, BU3HAUYEHNX Y crnieundikauisx Ha AdPI,
ab0 BUXigHUIA/NPOMIKHWIA NpoAyKT/peareHT, Wo
BMKOPWCTOBYIOTBCSA y Npoueci BUpobHuLUTBa AD| (BUYUYEHHS
He3Ha4yHOro MokKasHuka IKOCTi (Hanpukiag BUIyYeHHs
3aCcTapisioro NoKasHUKa)) - BUSTYYEHHS NMOKa3HMKa BU3HAYEHHS
4yncToTH MeToAoM «finthepeHuianibHoro KanopumeTpuyHoro
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

CKaHyBaHHs». HassBHWI NOKa3HWK «KiNbKICHOTO BU3HAYEHHSA
4ito4oi pevoBUHU» meTogom BEPX. 3MiHu | Tvny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobyBaHHSA
A®| abo BMXigHOro Matepiany/MpOMiXXHOro NPoAyKTy/peareHTy,
L0 BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®I (iHLWi 3MiHN Y
MeTo4ax BUNPobyBaHHA (BK/IHOYaOUM 3amMiHy abo JOMOBHEHHS)
A®| abo BYXigHOro/MpOMKHOro NPOAYKTY)-HasABHWI NOKa3HMK
«Ki/TIbKICHOTO BM3HAYEHHA Aito40i peyoBrHU» MmeTogom BEPX «in
house» 3amiHeHO Ha meTog BEPX 3 moHorpacpii EP. 3miHu |
TUMy - 3MiHKM 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHsA APl abo BMXiZHOrO MaTtepiany/npomiKHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXiAHOro/MPOMiXHOr3MiHu 3 AKocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BUNpobyBaHHs AD| abo BuXigHOro
mMarepiany/npoMbKHOro NPoAayKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoLieci BupobHuuTea AP| (He3HauHi 3MiHK
y 3aTBEPXEHNX MeTofAax BUNPOOYBaHHS) - HE3HaYHa 3MiHa npu
NPUroTyBaHHi eTa/TOHHUX PO34YMHIB NPU KiNIbKICHOMY BU3HAYEHHI
megom BEPX peyosuHu Pyraguane (507-00). 3miHu | Tuny -
3MiHU 3 skocTi. ADI. KoHTponb Adl. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXiZAHOrO MaTepiany/npomiKHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpOLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEpAKEHMX MeTodax
BUNPOOYBaHHSA) - BBEEeHa METOAMKA NMPUTOTYBaHHA
BMNPOOYBAHOro PO34nHY NpPU BU3HAYEHHI CrieundivHOl 4OMILLKN
1-meTinninepasiH. 3miHu | TMny - 3MiHK 3 AKocTi. AdI.
CT1abinibHICTb. 3MiHa nepiogy NOBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHA abo ymoB 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpMAXEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei, Lo BkIoYae nepiog NOBTOPHOTO
BMNpo6yBaHHSA) (Nepiog NOBTOPHOrO BUNPOGYyBaHHSA/Nepios
36epiraHHs) - 3miHa ymoB 36epiraHHs A®| - 3aTBepAXeHO
36epiraHHa A®I npu <-15 ?, 36epiraHHsA NabopaTopHUX 3paskiB
+5+3 ?. 3anponaHoBaHo, B 060X BMnagkax — He binbe 30 ?.
3MiHn | TURY - 3MiHK 3 sikocTi. ADI. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo BUXIAHWA/NPOMDKHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLLECI
BUPOGHMLTBA AD| (3BYXKEHHSI AONYCTUMUX MEX, BUSHAYEHNX Y
cneumdikauii) - BCTAHOB/IEHO BifbLL XOPCTKE HOPMYBaHHS A71A
nokasHuka «CynpoBigHi AOMILLK/» B YaCTUHI «CyMa AOMILLIOK» 3
NMT 0.8% Ha NMT 0.5%

72.

FNIBEK®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOt0, nNo 400
mr; no 10 TabneTok

HosaprTic
dapma Al

Lsenuapi
a

HosapTic ®apma
MpopakwH M6X,
HimeuuunHa;
Hosaprtic ®apma

Himeuunxa/
LLiBeiiuapis

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHuM 3 AKocTi. A®Il. KoHTposib AdL. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWI/MPOMIKXHWIA

3a peuenmom

UA/9469/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
y 6nictepi; no 3 LTeiH AT, NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NMPOLECI
6nictepu B KOPOOLL LLiBeiiuapis BMpo6HULUTBa API (BUIYYEHHS HE3HAYHOTO MOKa3HMKa AKOCTI

(Hanpvknag BUIyYeHHs 3acTapisioro NoKasHuKa))-BuUIyYeHHs
nokasHuka «BTpaTa B mMaci npy BUCYLLYBaHHI». HasBHWiA
NOKa3HWK BU3HAYeHHS BoAM Nno ®iwepy. 3MiHu | Tvny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax cneuudikauii
Ta/abo fonyCTMMUX MEX, BU3HAUYEHKX Y cneuyndikauisx Ha AdI,
a60 BMXigHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wo
BMKOPWCTOBYIOTbCA Y npoueci BUpobHuutea A®I (BUunyyYeHHs
He3Ha4yHOro MoKasHuKa sIKOCTi (Hanpukiag BUIyYeHHs
3acTapifnioro NokasHWKa)) - BUTyYeHHS! NoKa3HWKa BU3HAYEHHS
YNCTOTM METOAOM «[ndhepeHuianbHOro KanopumeTpniHoro
CKaHyBaHHs». HassBHWI NOKa3HWK «KiNbKICHOTO BU3HAYEHHSA
Lito4oi pevoBUHU» meTogom BEPX. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobyBaHHSA
A®| abo BMXigHOro Matepiany/MpPOMiXXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®I (iHLWi 3MiHN Y
MeTo4ax BUNPobyBaHHA (BK/IHOYaOUM 3aMiHy abo SOMNOBHEHHS)
A®| abo BYXigHOro/MpoOMKHOro NPOAYKTY)-HasABHWUI NOKa3HMK
«Ki/TIbKICHOTO BM3HAYEHHA Aito40T pevoBrHU» MeTogom BEPX «in
house» 3amiHeHO Ha meTog BEPX 3 moHorpachii EP. 3miHu |
TUMy - 3MiHKM 3 AkocTi. A®l. KoHTpons A®I. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXiZAHOrO MaTepiany/npomiKHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYBaHHSA
(BKkOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXiAHOro/MPOMiXHOr3MiHu 3 AKocTi. A®Pl. KoHTponb A®l. 3miHa y
MeTofax BUNpobyBaHHs AD| abo BuXigHOro
mMatepiany/npoMbKHOro NPoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI 3MiHK
y 3aTBEPMXEHNX MeToAax BUNPOOYBaHHS) - HE3HauYHa 3MiHa npu
NPUroTyBaHHi eTa/TOHHUX PO34YMHIB NPU KiNIbKICHOMY BU3HAYEHHI
megom BEPX peyosuHu Pyraguane (507-00). 3miHu | Tuny -
3MiHUM 3 skocTi. ADI. KoHTponb Adl. 3miHa y meTogax
BunpobysaHHsA APl abo BMXiZHOrO MaTepiany/npomMiKHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpoLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEpMKEHMX MeTodax
BUNPOOYBaHHSA) - BBEAEHa METOAMKA NPUTOTYBaHHA
BMNPOOYBAHOro PO34nHY NPU BU3HAYEHHI CrieundivHOl 4OMILLKM
1-meTinninepasiH. 3miHu | TNy - 3MiHK 3 AKocTi. AdI.
CT1abinbHICTb. 3MiHa nepiogy NOBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpMXEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei, Lo BkIouae nepiog NOBTOPHOTO
BMNpo6yBaHHS) (Nepiog NOBTOPHOrO BUNPOGYyBaHHA/Nepios
36epiraHHs) - 3miHa ymoB 36epiraHHs A®| - 3aTBepAXeHO
36epiraHHa A®I npu <-15 ?, 36epiraHHs nabopaTopHUX 3paskis
+5+3 ?. 3anponaHoBaHo, B 060X BMnagkax — He binbLe 30 ?.
3MiHuM | TMNY - 3miHK 3 sikocTi. A@I. KoHTponb A®I. 3miHa y
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIAHWIA/NPOMIKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbLCA Y NMPOLECI
BUPOGHMLTBA AD| (3BYXKEHHSI AONYCTUMUX MEX, BUSHAYEHNX Y
cneumaikauii) - BCTaHOBMEHO 6isbLL XXOPCTKE HOPMYBaHHS A5
nokasHuka «CynpoBigHi AOMILLKM» B YACTWHI «CyMa AOMILLOK» 3
NMT 0.8% Ha NMT 0.5%
73. rMIATOH® PO3UMH ANA H'EKLN, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHSA 3MiH [0 peecTpavyiiiHnx maTtepianis: 3MiHu Il TUnY - 3a peyenmom UA/13359/01/01
250 mr/mn, no 4 mn "dapmak” 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHu
B amnyni; no 5 y TepaneBTUYHUX NOoKasaHHAX (f4oAaBaHHsA HOBOro
amnyn y 6nictepi; no TepaneBTUYHOro NokasaHHsA abo 3MiHa y 3aTBEpAXEHOMY
1 abo 2 6nictepn y nokasaHHi) - 3MiHW BHeCeHi [0 IHCTPYKUii AN MeanyHoro
nadui 3 KapToHY; No 3acTocyBaHHS NiKapcbKoro 3acoby y po3gain “rNokasaHHa"
4 mn B amnyni; no 5 (AopaHo nokazaHHA: "Ana NpodinakTUKA pO3BUTKY
a6o 10 amnyny nicnsonepawiiHol KOrHITUBHOT AUCAYHKLIT Y nauieHTiB nicns
nauui 3 KapToHy NAaHOBUX XipypriYHMX BTPyYaHb B abA0MiHasTbHIl Xipypril i
riHekonorii, NPoOBeAEeHMX i3 3aCTOCYBaHHAM TOTa/IbHOI
BHYTPILUHbOBEHHOI aHeCTesii 3i LUTYYHOI BEHTWU/ISALIED NereHb"),
a Takox y po3gain "Cnocib 3actocyBaHHS Ta 403U" Ha MigcTasi
LaHuX, OTPUMaHNX B pe3y/ibTaTi KNiHIYHOIO JOC/iHKEHHS.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
74. FNHOKOBAHC | TabneTku, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/5390/01/02
® nAiBKOBOO c.a.c. 3MiHY LWoAo 6e3nekn/edeKkTBHOCTI Ta thapmakoHarnagy (iHwi
060/10HKOH0, Mo 500 3MiHM) - BHECEHHS 3MiH 40 po3ainy “ MapkyBaHHs" MKA N3.
mr/5 mr, no 15 3anponoHoBaHo: Bignosigae 3atBeppKeHOMY TEKCTY
TabneTok y 6nictepi; MapKyBaHHS. 3MiHW | TURY - 3MiHK WoA0 6e3nekun/etekTUBHOCTI
no 2 6nictepu B Ta thapmakoHarnagy (iHwi 3mMiHu). 3MiHW BHECEHO B TEKCT
KapTOHHiiA KopobLlj; MapKyBaHHS1 NePBUHHOI YNakoBKW NikapcbKkoro 3acoby. 3MiHu |
no 20 TabneTok y TUNYy - 3MiHW 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. KoHTponb
6nictepi; no 3 rOTOBOTO JTiKAPCbKOro 3acoby (iHLUi 3MiHW) - OHOB/IEHHS BXe
6nictepu B 3aTBEPMKEHVX METOAIB KOHTPOSIIO AKOCTI Nikapcbkoro 3acoby, a
KapTOHHiiA KOpo6Ll came: BUKafeHHs TEKCTY epXXaBHOK MOBOIO 3if{HO Cy4acCHMX
BUMOT.
75. rrvnounTP NOpPOLLOK A/1A ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/11499/01/01
OH KiAC Opa/IbHOro PO34UHY, 3 06MmexXeHo aaMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecun
OPAHX no 4 r NopoLUKy B 06MexeHot BiANOBIAANBHICTIO MiCLil MPOBaKEHHS AiS/IbHOCTI BUPOOHUKa (BK/THOYatoum, 3a
nakeri; no 5 a6o 10 Bignosigaib "®apmMaueBThyHa HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPOSIO AKOCTI), abo
nakeTis y kopobu, 3 HiCTIO KomnaHis "3gopos'a” BNlacHvka mactep-ghaiina Ha A®l, abo nocTavasibHMKa
KapTOHY "®apmaueBT Adl/BuxigHoro matepiasy/peareHTy/MPOMiXXKHOTO MPOAYKTY, LLO
nyHa 3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y A0ChbE
KOMMaHis Ha Nnikapcbkuii 3aci6) 3a BiACYTHOCTI cepTudpikaTa BifMnoBiAHOCTI
"3nopos'a” €Bponeicbkiil hapmakonei y 3aTBepAXeHOMY J0CbE, abo

BMPOOHUKA HOBOI JOMOMIXXHOI PEHOBUHM (SKLLO 3a3HAYEHO Y
[l0CbE) - 3MiHa HallMeHyBaHHSA Ta YTOUHEHHS aApecu BUPO6HMKa
A®I (Napauetamorn), 6e3 3MiHM MicLA BUPOGHMLTBA:
3anponoHoBaHo: Shenzhou Jiheng Pharmaceutical Co., Ltd.,
China West of Guoxin Road, Xijingming Village, Donganzhuang,
Township, Shenzhou County, Hengshui City, Hebei Province,




55

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
China Ten./dpakc: +86 3185198558/-
76. rPnounTP NOPOLUOK A/1A ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/1470/01/01
OH XOT Opa/IbHOro PO34UHY 3 06MEXeHOo aAMiHiCTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
OPAHX no 4 r y nakeri; no 06MEXEHOo BifNOBIAA/IbHICTIO MiCLil NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa (BK/THOYatoum, 3a
10 nakeTiB y Bignosiganb "®apmaLeBTnyHa Heo6XifHOCTI, Micue NPOBeLEeHHS KOHTPOJIO SIKOCTI), abo
KapTOHHI kopobLyj; HiCTIO KomnaHis "3gopos'a” BflacHVKa macTtep-gaiina Ha A®l, abo noctavasibHUKa
no 4 ry nakerti; no 5 "®apmaueBT Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPoayKTy, L0
cnapeHux nakeTiB y nyHa 3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y A0CbE
KapTOHHI KOpoo6Li KOMMaHis Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikaTta BiANOBIAHOCTI
"3p0pos'a” €Bponelicbkiil hapmakonei y 3aTBepAXeHoMY A0Cbe, a60
BMPOBHUKA HOBOI JONMOMIXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo y
[OCbE) - 3MiHa HallMeHyBaHHSA Ta YyTOYHEHHS afpecy BUPOGHMKa
A®I (Napauetamorn), 6e3 3MiHM MicLs BUPOGHMLTBA:
3anponoHoBaHo: Shenzhou Jiheng Pharmaceutical Co., Ltd.,
China West of Guoxin Road, Xijingming Village, Donganzhuang,
Township, Shenzhou County, Hengshui City, Hebei Province,
China Ten./dpakc: +86 3185198558/-
77. FPUMNOCTA | rpaHynu ans CTALA HimeuumnH NozaH dapma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 6e3 peyenma UA/17148/01/01
A® C by, OpPa/IbHOIO PO3UUNHY; ApuHaimitt a v6X , HimeuunHa 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnagy (iHwi
no 2,02 ry CTik- ens Al (BpO6HMLTBO 3MiHU) - 3MiHV BHECEHO B TEKCT MapKyBaHHs NepBUHHOT
nakeTuky; no 12 Hepo3dacoBaHoro yNaKoBKM NiKapCbKOro 3acoby.
CTiK-NaKeTukiB y NPOAYKTY, NepBUHHE
KapTOHHiiA KOpo6Ll Ta BTOPUHHE
nakyBaHHs,
KOHTpPO/Ib cepiid);
JNo3aH ®apma
mM6X , HimewunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b/BUNPOOYB
aHHA cepiin); CTALA
ApuHaiimittens Arl,
HimeuuunHa (Bunyck
cepii)
78. AE-CMAH® PO34YUH ANS iH'EKLN, TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/16880/01/01
25 Mr/mnno 2 mn B "MIKPOXIM" akuioHepHe 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
amnyni; no 5 amnyn TOBapUCTBO BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX Npo cuctemy
y KaceTi y nauui; no "Mlekxim-Xapkis", thapmakoHarnagy (BBeAeHHS y3arasibHeHVX AaHUX Npo cucTemy
2 mn B amnyni; no 5 Ykpaina hapmMakoHarnsagy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANoBifabHOT

amnyn y kaceTi; no 2
KaceTun y nauui

(BignoBiganbHuii 3a
BMPOGHMLITBO Ta
KOHTpO/b/BUNPOGYB
aHHsa cepii, He
BK/THOHAIOUMN BUMYCK
cepii); ToBapucTeo 3
obMexeHoto
BiANOBiAA/IbHICTIO

3a 3[jiicCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobum,
BiANOBiAA/IbLHOI 3a 3filicHeHHs (hapmakoHarnagy (Bkauyatoum
KOHTaKTHI faHi) Ta/abo 3mMiHM y po3MmillieHHi macTep-hainna
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarisg. 3miHa agpecu 34iCHEHHS OCHOBHOT
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
HaykoBo-BMpo6HMYa [OISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaX0AKEHHS
thipma "MIKPOXIM", MacTep-haiina cuctemu chapmakoHarnagy.
Ykpaina
(BignoBiganbHUiA 3a
BMPOBHULTBO Ta
KOHTPONb/BMNPOGYB
aHHs cepii,
BK/THOHAI0UMN BUMYCK
cepii)
79. AXICI @10 cycneHsis gns 'piH Kpocc Kopes 'piH Kpocc Kopes BHECEHHS 3MiH [0 peecTpaLjiiiHNX MmaTepianiB: yTOUHEHHSA 3a peyernmom UA/18246/01/01
KBAAPUBA | iH'exuili no 0,5 mn, KopnopeiiL Kopnope#iuH Ha3BU NikapcbKoro 3aco0y B Haka3i MO3 YkpaiHu Ne 1843
EHT/GCFLU | no05mny H Big 11.08.2020 B npoueci peecTpauii y 38's13Ky 3 MPOBEAEHHSIM
QUADRIVALE | nonepegHbo npoueaypv «BuUnNpasfieHHA TEXHIYHOT MOMUIIKM B
NT BAKUMHA | HanoBHeHoMy peecTpauiiiHomy nocsigyeHHi». Pepakuisi B Hakasi: JXKICI ®J1tO
ansa wnpuui 3 KBALAPVBANEHT / GC FLU QUADRIVALENT BAKL/HA ANA
MNPO®INTAKT 0/HOPa30BOI0 MPODIIAKTVKM FPUMY (PO3YEM/EHWI BIPIOH,
VK1 remny ronkoto, no 1 IHAKTUBOBAHWI). 3anponoHosaHa pegakyis: AXKICI ®JIH0
(PO3WENNE | wnpuuy B 6nicTepi; KBAAPUBANEHT | GC FLU QUADRIVALENT BAKUVHA ons
HWIA BIPIOH, no 1 a6o 10 MPODGINAKTUKN MPUMY (POSLLENAEHWUN BIPIOH,
IHAKTUBOBA | 6nicTepiB y naudi 3 IHAKTBOBAHWIA).
HWIA) KapToHy; Mo 0,5 Ma 'y
nonepeaHLo
HanoBHEHOMY
wnpuui 3
0/IHOPa30BOI0
ronkoto, no 1
Lwnpuuy B 6nicTepi;
no 1 a6o 10
6nicTepis y nayui 3
KapToHY
80. anmn punio renb no 15 r a6o no MeHTonatym AHrniA MeHTOonatym Benuka BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/0377/01/01
50r,abono 100 ry KomnaHi KomnaHi flimiteq BputaHis 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta dhapmakoHariagy.
Ty6i; no 1 Ty6i B Nimiteq BBegeHHs1 abo 3MiHM A0 y3arasibHEHUX JaHWX NPO CUCTEMY
KapTOHHii Kopo6Lli dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHVX NPo cucTemy
hapMakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0co6u, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cucTeMy chapmakoHarnsay). 3MmiHa KOHTakTHOT 0cobu
YMOBHOBaXXEHOT 0COOM 3asIBHMKA, BigmnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. NMponoHoBaHa pepfakuisn: JaHinosa
Napuca BonogymupisHa. 3mMiHa KOHTaKTHUX JaHNX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
(hapmakoHarnsa B YkpaiHi.
81. ann Xit Kpem; no 15 r abo MeHTOonatTym AHrnis MeHTOonatTym Benvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/1453/01/01
67 ry Ty6i; no 1 Ty6i Komnawi Komnani flimiteq BpuTaHis 3MiHM WoA0 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarasagy.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Y KapTOHHIli Kopobui Nimiten BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy (BBeEeHHS y3arasibHEHNX AaHVX NPO CUCTeMyY
hapmakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0co6U, BiANOBigaIbHOT
3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHO| 0cobw,
BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
cuctemn hapMakoHarasgy) - 3MiHa KOHTakTHOI 0cobu
YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
hapmakoHarnag B YkpaiHi. NMponoHoBaHa pefakuisn: JaHinosa
Napvca BonogymupiBHa. 3mMiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobyM 3aABHMKa, BiANOBigaIbHOI 3a
hapmakoHarnsg B YkpaiHi.
82. AIAKOPAVNH TabneTku, BKpUTI TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 peecTpavliiHux martepianis: 3miHu |l Tuny - 3a peyenmom UA/5731/01/02
® 90 PETAP/[, | 060n0HKot0, "CaHodi- Pecnybnika | 3MiHM 3 AKOCTi. [OTOBWIA NikapCbKuii 3aci6. 3MiHM Y BUPOOHULITBI.
NPOMIOHrOBaHoI Aii ABeHTIC 3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX, BCTAHOB/IEHUX Y
no 90 mr Ne 30 Ykpaina" crneungikalisx, nig yac BUPOOGHMLTBA FOTOBOTO JTiKAPCLKOTO
(10x3): no 10 3ac06y (PO3LUMPEHHS 3aTBEPAKEHUX AONYCTUMUX MEX ANS
Tabnetok y 6nictepi; NOKa3HUKIB, SIKi MOXYTb MaTu iCTOTHWI BN/IMB Ha 3arasibHy SKiCTb
no 3 6nictepu y roTOBOrO JliKapCbKOro 3acoby) - BHECEHHS 3MiH A0 crneumdikaw,ii
KapTOHHiiA KOpo6Lli nif yac BUPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby, 30kpema:
3MiHa NOKa3HWKIB TECTY Ha PO3UMHEHHS faep TabneTok.
MponoHoBaHa pegakuis
1h-20-40%
3 h—45- 65%
6 h—65-85%
12 h— NLT 80 %
83. AIHAP PO3UMH ANA IH EKLA, TOB HB® YkpaiHa AT "®APMAK", YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/15275/01/01
50 mr/mn; no 2 mn "MIKPOXIM" Ykpaina 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarisgy.
abono5wmn. (signosiganbHuii 3a BBegeHHs1 ab0o 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
amnyni; no 10 BMPOGHULITBO Ta hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
amnyn y naduyi 3 KOHTPONb/BUNPOGYB hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6U, BiANOBiga/IbHOT
KapTOHY; MO 2 MN aHHs cepil, He 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
abono5wmns BKOYaA0UN BUMYCK thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
amnyni; no 5 amnyn cepii); TOB HB® YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
y 6nicTepi; no 2 "MIKPOXIM", BiANOBIAANLHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
6nictepu y nauui 3 Ykpaina KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-chaiina
KapTOHY (BignoBigansHuii 3a cncTemn hapMakoHarisgy) - 3MiHa KOHTaKTHUX JaHKX
BUNYCK cepil, He YNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
BK/1tOHA0UM thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHSI OCHOBHOT
KOHTPONb/BNNPOGYB LOiSNbHOCTI 3 hapmakoHariagy. 3MiHa MicLe3HaxoKeHHs
aHHsA cepii) MacTep-haina cuctemn dhapmakoHarnsay.
84. AlYTOP® Tabnetkn no 5 wmr, TOB HB® Ykpaina TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/17871/02/01
no 10 TabneTok y "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariaay.

6nictepi, no 3
6nictepn y nauui 3
KapTOHY

BBeaeHHs1 a60 3MiHM A0 y3arasibHeHWX AaHUX Npo cuctemy
thapmakoHarnagy (BBeAeHHS y3araslbHeHNX AaHux Npo cuctemy
dhapMakoHarnsiay, 3MiHa ynoBHOBaXXEHOT 0co6U, BiANOBigaIbHOT
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3a 3AjicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
MacTep-chaina cuctemm dhapmakoHarnsay.
85. AlYTOP® Tabnetku no 10 mr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17871/02/02
no 10 TabneTok y "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
6nictepi, no 3 BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX NPO cucTemy
6nictepu abo no 9 thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX Npo cucTemy
6nicTepiB y nauuj 3 thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0co6y, BiANOBIAA/IbHOI
KapToHY 3a 3[iiCHEHHA hapMakoHarnsay; KOHTaKkTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkavakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cmcTeMun dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnisgy. 3MiHa MiCLEe3HaX0AKEHHS
mMacTep-haiina cuctemmn hapmakoHarisgy.
86. AlYTOP® PO3UMH ANA H'EKLNA, TOB HB® YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/17871/01/01
5 mr/mnno 4 mn B "MIKPOXIM" akuioHepHe 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
amnynax, no 5 TOBapUCTBO BBegeHHs1 ab0 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
amnyn y kaceTiy "Nlekxim- Xapkis", hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cnuctemy
nauui 3 KapToHy Ykpaina hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0CO6U, BiANOBiga/IbHOT
(BignoBiganbHUiA 3a 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTakTHOI 0cobu 3
BMPOGHULITBO Ta thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
KOHTPONb/BUNPOGYB YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0co6u,
aHHs cepil, He BiANOBIAANLHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
BKJ/IOHAKOUMN BUNYCK KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cepii); TOB HB® cucTemn chapMakoHarisgy) - 3MiHa KOHTaKTHUX JaHKX
"MIKPOXIM", YNOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
Ykpaina thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
(BignoBigansHuii 3a LOiSNbHOCTI 3 hapmakoHariagy. 3MiHa MicLe3HaxoKeHHs
BMPOGHMLTBO Ta macTep-haiina cuctemmn thapmakoHariagy.
KOHTPONb/BMNPOGYB
aHHsA cepii,
BK/THOHAI0UMN BUMYCK
cepii)
87. AOMrIT® Kpem, 50 mr/r; no 20 OONOPIIT HimeuunH BAB IHCTUTYT HimeuunHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 6e3 peyenma UA/4117/01/01
KPEM ra6o50r, a6o 100 r v6X i Ko. a ririeHn Ta 3MiHM 3 SiKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPObL roToBOro
y Ty6i; no 1 Ty6i B KIr 3a6e3neyeHHs nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
KapPTOHHI KOpo6U;i SIKOCTi TM6X, L0MYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby (A0NOBHEHHSI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Himeuunna abo 3amiHa nokasHuka cneuudikawjii 3a pesynbTatamm
(kOHTpOSb cepil pocnimkeHb 3 6e3nekn abo AKOCTI (3a BUHATKOM NiKapCbKNX
(mikpobionoriyHi 3ac06iB 6i010r4YHOr0/iIMyHOOMNYHOTO MOXOMKEHHS)) -
BMNPOOYBaHHS)); [LOMNOBHEHHS MOKa3HKKa «JOMilLKK iGynpocheHy» BU3HAYEHHAM
'BA ®apma M'vbX, HOBOI JOMILLKW iBynpotheHy MOHOIILepus 3 Kputepismm
Himeuunna npuiinsaTHocTi ? 0,3% y cneundikauii Ha Bunyck 1a ? 0,8% y
(koHTponb cepii); cneuudikaLii Ha TepMiH NPUAATHOCTI, | IK HACNIAOK, Y
[Lonoprit F'm6X i Ko. cneumaikalii Ha TepMiH NPUAATHOCTI 3MIHIOETLCA CyMa BiJOMUX
KI, HimeuunHa (37 2,5% po ? 3,3%) Ta cyma BiOMUX/HEBIAOMUX AOMILLIOK (3 ?
(BMpPOGHMLTBO 2,9% 0o ? 3,7%). 3MiHu | TUMy - 3MiHK 3 AKOCTi. FOTOBUIA
Hepo3dhacoBaHoT nikapcbkunii 3aci6. KOHTPOIb rOTOBOrO NiKapcbKoro 3acooby.
npoAyKuii, NnepBnHHe 3miHa napameTpis cneuudikaLin Ta/abo fonycTMMmnX Mex
Ta BTOPVHHE roTOBOrO NiKapCbKOro 3acoby (BUTyYEHHA HE3HAYHOIo
nakyBaHHs1, nokasHuka (Hanpuknag 3acTapisioro NokasHuka, Takoro sk 3anax
KOHTpOnb cepii, Ta cMak, abo igeHTudikauis 6apBHUKIB UM CMaKoBMX 406aBOK)) —
BMnyck cepii); Ap. BW/TyYEHO BM3HAYEHHS AOMILLIKM 4-i306yTrpuiaLeToqeHoHy 3
Talicc HatypBapeH nokasHuka «Jlomiwku ibynpodeHy» crneundikaLii Ha BUMNycK Ta
v6X, HimeyunHa TepMiH npugatHocTi MN3. 3milu | TUNy - 3MiHK 3 AkocTi. AdI.
(BMpPOGHMLTBO KoHTponb A®I (iHwWi 3MiHW) — Nepernsg BHYTPILLIHbOr0 MeToay
Hepo3dracoBaHoT BU3HAYEeHHS hocdopy BUPOOHMKOM rOTOBOTO NiKapCbKoro
npoayKuii, NnepBnHHe 3aco6y. BHyTpiLLHIli MeTo BU3HAYeHHS hocdopy € e
Ta BTOPUHHE [04aTKOBMM METOAO0M BUNPOGYBaHHSA, KW 3aCHOBaHWI Ha
nakyBaHHs); Ap. mMeToauui 3rigHo 3 CEP R1-CEP-2000-87-Rev 03 Bif BUpo6HMKa
Tavicc HatypBapeH BASF SE, HimeyuunHa. 3MiHu | Tuny - 3MiHun 3 sakocTi. Adl.
v6X, HimeyunHa KoHTponb A®I (iHLWi 3MiHW) - Nepernsg BHYTPILLHLOro MeToay
(nepBuHHe Ta BU3HAYEHHS 3a/IMLLKOBOrO rekcaHy BUPOGHMKOM roTOBOro
BTOPUHHE nNiKapcbKoro 3acoby. BnacHuii MeTo BU3HAYEHHS TeKCaHy €
nakyBaHHS, e AoAaTKOBUM METOA0M BUNPOBYBaHHS, KW 3aCHOBaHWI
KOHTpONb cepil); Ha meToauui 3rigHo 3 CEP R1-CEP-1996-058-Rev 05 Big
MikpobBionori BMpo6Huka Sl Group, Inc.,CLUA i BanigoBaHuii gns 060x
Kpemep Mv6X, BVMPOGHMKIB Aito40i peqoBuHM ibynpodoeHy. 3miHu | Tuny - 3MiHM 3
HimeuuunHa aKocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BiaNoBiAHOCTI
(koHTpOSb cepil €Bponelicbkiii thapmakonei/moHorpadii. MogaHHs HOBOro abo
(mikpobionoriyHi OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUYyYEHHS
BUNPOGYBaHHS)) cepTudpikaTa BignoBiAHOCTI EBponeiichkiin hapmakonei: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npPOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI A®I; AN LONOMIKHOI
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNeHWI cepTudikar Big, yxe 3aTBepakeHoro
BMPOGHMKA - MOAaHO OHOB/IEHWI cepTudikaT BignosigHocTi EP
No. R1-CEP 2000-087-Rev 03 115 fito4oi pevyoBuHu
ibynpodheHy Bif 3aTBEpAXEHOro BUPO6GHNKa BASF SE,
HimeuunHa Ha 3amiHy cepTudikaty BignosigHocTi E® No. R1-
CEP 2000-087-Rev 02.

88. AOPAMILUWVH TabneTku, BKpUTI YOPNLA TypeyuuunH yoprng MEANLINH TypeyunHa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/14899/01/01
NNiBKOBOKO MEANLUNH a INAY CAH. BE 3MiHM 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
060/10HKOHD, M0 3 ITAY CAH. TIOXK. A.LLL. y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roToBOro
000 000 MO no 10 BE TIX. NiKapCbKoro 3acoby (36i/bLUeHHs1 TEpMiHY NPUAATHOCTI TOTOBOrO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TabneTok y 6nictepi; A.LL. nikapcbKoro 3acoby) - [11s ToproBoi ynakoBku (NigTBEpMAXYETbCA
1 6nictep B LaHUMK peasibHOro Yacy) - 36i/bLUeHHS TEPMiHY NPUAATHOCTI
KapTOHHI KOpoo6Li nikapcbkoro 3acoby. 3aTBepakeHo: 3 pokv 3anpornoHoBaHo: 4
pokv BBefeHHs1 3MiH NpoTArom 6-T MicsAUiB micas
3aTBEPKEHHST; 3MiHK | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuMAaTHOCTI
abo ymoBax 36epiraHHs roTOBOrO JlikapCbKoro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKApCbLKOro
3aco6by) - [lns Toprosoi ynakoBku (NiATBEPAXKYETLCA faHUMU
peasibHOro yacy) - 36i/bLUeHHs TepMiHY NpUAATHOCTI
NiKapcbKoro 3acoby. 3aTBepkeHo: 4 poku 3anponoHoBaHo: 5
POKM 3MiHWN BHECEHI B iHCTPYKLiIO 415 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain "TepmiH npugatHocTi". BBegeHHs
3MiH NPOTArom 6-Tu MicALIB MicAa 3aTBEPAKEHHS
89. AOTABICT PO34unH ANS iH'EKL, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu |l Tuny - 3a peyenmom UA/16798/01/01
279,32 mr/mn (0,5 "®Papmak” BHECEeHHS 3MiH g0 crneundikauii A®| Teposa kucnota (JoTa) Big

MMONb/MAM); No 5 M
a6o 10 mn, a6o 15
mn, abo 20 mn, abo
60 mn, a6o 100 mny
dhnakoHi; no 1
hnakoHy B nauywi; no
10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
wnpudy y 6nictepi;
no 1 a6o 5 6nicTepis
y nayi; no 10 mn
a6o 15 mn, a6o 20
M1y nonepeaHbo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
LUNPULY 3 OKPEMO
BK/1a[I€HOH0 F0JIKOI0
Y KOHTeliHepi Ta/abo
YNOpoM Ans NasibLiB
y 6nictepi; no 1 abo
5 6nicTepiB y navi;
no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY

BMpOGHMKa 13, 30Kkpema: 3MiHa KpUTepiiB NPUIAHATHOCTI 3a
NoKasHUKOM "BakTepiasibHi eHAOTOKCUHKU" 3 "He binblue 19,2
MO/r" Ha "He 6inbLlue 30,0 MO/
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
Lwnpuuy y 6nictepi 3
OKPeMO BK/1afieHOH0
TOMKOK Y
KOHTeliHepi Ta/abo
ynopom Ans nanbLiB
y nayyi; no 1 a6o 5
6nicTepiB y nayui
90. EAEM® cupon, 0,5 mr/mn no AT YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | Tuny — 6e3 peyenma UA/7746/01/01
60 mn a6o no 100 "dapmak” 3MiHa y MeToauLi BUnpobyBaHHsa A5 13 3a NOKa3HUKOM
MY do1akoHi; no 1 «MikpobionoriyHa ynctoTa», a came BUy4YEHO ONUC
chakoHy pa3om 3 NpoBeeHHA MEeTOANKN, OCKIIbKA MeTOAMKa KOHTPO/IIO 3a AaHNM
JI0XKOIO noKasHUKOM NPoBOAMTLCSA BiAMNOBIAHO A0 BUMOr EP, fonoBHEHO
[03YBa/IbHOIO Ta nocunaHHAM Ha J®Y* (*- gitove BUAaHHA); Kputepii
[03YH04MM CTakaHOM NPUAHSATHOCTI 3aUIMLLEHI 6E3 3MiH; 3MiHM | TUMY — HE3HAYHA
y nauui 3MiHa y 3aTBEpPAKEHOMY MeToAi BunpobyBaHHA 13 3a
nokasHukoM «yCTVHa», a came 415 BUNPo6yBaHHSA 3a/IULLEHO
nuwe nocunaHHa Ha A®Y 2.2.5 6e3 3a3HaYeHHs1 KOHKPETHOro
meToAy BunpobyBaHHsA. 3anponoHoBaHo: 5. N'yctuHa (AdY*,
2.2.5). Big 1,17 r/em3 go 1,25 r/cm3; 3MiHu || Tuny — BBEAEHHSA
HOBOro BMpo6HUka A®P| fesnoparaguHy BupobHuuTBa AT
«®dapmak» 3 HagaHHAM macTep-aiina Ha APl fo Bxe
3aTBepaKeHnx BUpobHukiB Morepen Laboratories Limited, IHgjs
Ta Cadila Healthcare Limited, IHais
91. E3AHTAN TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 3a peyenmom UA/18515/01/01
NnNiBKOBOKO "MIKPOXIM" "MIKPOXIM", 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
060/10HKO0, Mo 10 YkpaiHa (topugnyHa BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
mr, no 10 TabneTtok afpeca Ta dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHvx npo cuctemy
y 6nictepi, no 3 abo naboparopis thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
6 6nicTepis y nayuj 3 hi3MKO-XiMIYHOTO 3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOI 0cobm 3
KapToHy. Mo 30 a6o aHauisy Ta hapMakoHarniagy 3asiBHuKa 415 34iNCHEHH hapmakoHarisgy B
60 TabneTok 'y KOHTPONO YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
6aHui, no 1 6aHLi y BMPOOHULITBA,; BiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy (Bkoyatoum
nauui 3 KapToHy BMpPOGHUYa KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MilLeHHI macTep-gaiina
OinbHULSA; cuctemn chapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
naboparopis YMNOBHOBaXeHOT 0CO6M 3as1BHUKA, BiAMNOBIfa/IbHOI 3a
6ionoriyHoro thapmakoHarniag. 3miHa agpecu 34ilCHEHHSI OCHOBHOT
aHanisy) LisNbHOCTI 3 chapmakoHarniagy. 3MiHa MicLe3Haxo4KeHHs
macTep-gpaiina cuctemm papmakoHarnsgy
92. E3AHTAN TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/18515/01/02
nniBKOBOKO "MIKPOXIM" "MIKPOXIM", 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
060/10HKOI0, N0 20 YkpaiHa (topugnyHa BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
mr; no 10 TabneTtok afpeca Ta dhapmakoHarnsgy (BBeEeHHS y3araslbHEHNX AaHvX Npo cuctemy
y 6nictepi, no 3 abo nabéopartopis hapmMakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0cobu, BiANoBifabHOI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6 6nicTepiB y navyj 3 hi3nKO-XiMiYHOTO 3a 3AjicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
KapToHy. Mo 30 a6o aHanisy Ta hapmakoHarnsgy 3asiBHUKa 15 34iiCHEHHSA hapmakoHarnsgy B
60 TabneToK 'y KOHTPO/IO YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
6aHui, no 1 6aHLi y BMPOOHMLITBA; BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovawum
nauui 3 KapToHy BMpOGHUYa KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
AinbHUUS; cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
naboparopis YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
6ionoriyHoro hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
aHanisy) AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
macTep-aiina cuctemm hapmakoHarnsgy
93. EK3O4EPUN PO3YMH HaLLKipHWIA CaHnpos3 CnoseHis BiNOBifaIbHWIA 32 AscTpis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/3960/02/01
® 1% no 10 mn, 20 mn | PapmachbHoTi BUMYCK Cepii: CnoBeHis 3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
a6o 30 mny Kans g.4. CaHpo3 M'mbX — y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
dhnakoHi; no 1 Bupo6bHuua NiKapcbkoro 3acoby (3MeHLLEHHSI TepMiHY NPUAATHOCTI FOTOBOrO
hnakoHy B AinbHUUA nikapcbkoro 3acoby) - 4151 TOproBoi YNakoBKy - 3MEHLLEHHS
KapTOHHIA KOpoo6Li AHTWiHdEKUIHI TN3 TepMiHy NpuAaaTHOCTI NikapcbKoro 3acoby. 3aTBepa)KeHo: 5
Ta XimiuHi Onepauji POKiB. 3anponoHoBaHoO: 3 Pokn. 3MiHN BHECEHI B [HCTPYKLit0 ANs
KyHanb (AIXO M3 MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro 3acoby y po3gin “TepMiH
KyHab), ABCTPIs; npuaatHocTi". BBeAeHHA 3MiH NPOTArom 6-Tu MicsiLiB nicns
BUPOGHMK NPOAYKL,i 3aTBEPAKEHHS
in bulk, nakyBaHHs:
Fno6odapm
dapmauoliTiwe
MpoAayKLbIAOH3- yHA,
laHgenbcresenbLa
T MO6X, ABCTPIS;
BiANOBigaIbHUI 3a
BUNYCK cepii: Jlek
PapmaLeBTnyHa
KomnaHis g.4.,
CrnoseHis
94. ENEBIT® TabneTku, BKPUTI Baiiep LBeiuapi | PorteHgopd ®apma HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - — 6e3 peyenma UA/9996/01/01
MPOHATA/Ib | nniBkoBOIO KoHcbtomep a 6X BBE/IEHO a/lbTEPHATMBHOIO BUPOGHMKA fjl0HOT PeYOBUHN
060/10HKO10; Mo 10 Kep Al KautbLito rigpodhocchaty 6e3sogHoro Dr. Paul Lohmann GmbH &

TabneTok y 6nictepi;
no 3 a6o 10
6nictepiB y
KapTOHHI kopobuyj;
no 20 TabneTok y
6nictepi; no 5
6nicTepiB y
KapTOHHiiA KOpo6Ll

Co. KGaA, HimeyunHa 3 HagaHHsAM MacTep-chaiina (3 HagaHHAM
macTep-haiina (Applicant’s Part L670-s030-EP-RoW-AP-V02);
3MiHu |l TUNy - BBE4EHO albTEPHATMBHOIO BMPOBGHMKA Ajito4oi
peyoBnHM MapraHLto cynbdaty MoHorigpaty Dr. Paul Lohmann
GmbH & Co. KGaA, HimeuunHa 3 HagaHHAM MacTep-caiina
(Applicant’s Part L140-s038-EP-RoW-AP-V02); 3miHu Il Tuny -
BBEZIEHO a/IbTEPHATMBHOIO BUPOOHNKA AiH0H0i pe4oBUHU Mifi
cynbhaTy 6e3sogHoro Dr. Paul Lohmann GmbH & Co. KGaA,
HimeuumHa 3 HagaHHsAM MacTep-taina (Applicant's Part K88o-
s004-EP-RoW-AP-V03; 3miHu Il Tvny - BBEAEHO
albTEPHATMBHOIO BUPOGHMKA Ait0HOT PEYOBWHWN MarHito
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
rigpocpoccpary Tpurigpaty Dr. Paul Lohmann GmbH & Co.
KGaA, HimeuuunHa (Applicant’'s Part C570-plv-DAB-RoW-AP-
VO01)
95. EHTEPOXXEP | cycneHsia opasibHa TOB YkpaiHa JNIABOPATOPII PpaHuis/ BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasiB: 3MiHa 3asBHUKa 6e3 peyenma UA/4234/01/01
MIHA® Ne 10: Ne 20 (10x2): "Onenna IOHITEP, ®paHujs; ITanis (BNacHuKa peecTpaLiiHoro noceigyeHHst) (3rigHo Hakasy MO3
no 5 mn y donakoHi; Xenckea CaHodpi C.n.A,, Bif 23.07.2015 Ne 460) BeeaeHHS 3MiH NpOTArom 6-Tu MicALiB
no 10 chnakoHis, YkpaiHa" ITanis nicnsa 3aTBepkeHHs; 3MiHN | Tuny - 3MiHK Wwoao
3'elHAHNX MiX 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi 3MiHn) - 3MiHK
co6oto BHECEHO B IHCTPYKLiIO 4719 MeAMYHOro 3acTocyBaHHs /13 Wwoao
nosieTuIeHoBO [0faBaHHs iHhopMaLlii CTOCOBHO HaliMeHyBaHHS Ta
nepemMunyKoto, y MicLie3HaxX0KeHHs 3asBHVKa. BBeaeHHS 3MiH NpoTArom 6-tm
KaceTi; no 1 a6o 2 MiCALIB MiCNsA 3aTBEPLKEHHS
KaceTu B KapTOHHIl
Kopobui
96. EHTEPOXEP | kancynu; Ne 12, Ne TOB YkpaiHa CaHodpi C.n.A. ITanis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKaA 6e3 peyenma UA/4234/02/01
MIHA® 24 (12x2): no 12 "Onenna (BnacHvka peecTpadiiHoro nocBigyeHHst) (3rigHo Hakasy MO3
Kancyny énicrepi; Xenckea Bif 23.07.2015 Ne 460) BeeeHHSA 3MiH NPOTArom 6-Tu MicALiB
no 1 a6o 2 6nictepu YkpaiHa" nicns 3aTBEPAKEHHS; 3MiHM | TUMy - 3MiHN Wo40
B KapTOHHI kopobuj 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
BHECEHO B iHCTPYKLiO A58 MeANYHOro 3actocysaHHs /13 Lwopo
[L0f4aBaHHs iHhopmau,ii CTOCOBHO HaliMeHyBaHHA Ta
MicLie3HaxXOKeHHs 3asBHVKa. BBeaeHHS 3MiH NpoTarom 6-tm
MicALIB MicNsa 3aTBEPKEHHS
97. EHTEPOXXEP | nopoluok ans TOB YkpaiHa CaHodpi C.n.A. ITanis BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasliB: 3MiHa 3asBHUKa 6e3 peyenma UA/4234/03/01
MIHA® cycneHsii opasibHOT; "Onenna (BnacHvKa peecTpaLiiHoro nocBigyeHHst) (3rigHo Hakasy MO3
Ne 10 (2x5): no 2ry Xenckea Bif 23.07.2015 Ne 460) BeefeHHS 3MiH NPOTArom 6-Tu MicALiB
cauwe; no 10 cawe Ykpaina" nicns 3aTBepmKeHHs:; 3MiHu | Tvny - 3MiHu Woao
(koxHi 2 cawwe 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHn) - 3MiHK
po3'eAHYIOTbCA BHECEHO B iHCTPYKLi0 A58 MeANYHOro 3actocysBaHHs /13 wopao
NYHKTUPHOIO MiHI€l0) [0faBaHHs iHhopMaLlii CTOCOBHO HaliMeHyBaHHS Ta
B KapTOHHI kopobui MicLle3HaxXoMKEHHS 3as9BHUKa. BBeAeHHS 3MiH NPOTAroM 6-Tu
MicAUIB Micns 3aTBEPKEHHSA
98. EHTEPOXXEP | cycneHsis opanbHa TOB YkpaiHa CaHodpi C.n.A. ITanisa BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasiB: 3MiHa 3asBHUKa 6e3 peyenma UA/15608/01/01
MIHA® Ne 10; Ne 20 (10x2): "Onenna (BnacHuKa peecTpaLiiHoro nocBigyeHHst) (3rigHo Hakasy MO3
POPTE no 5 mn y dpnakoHi; Xenckea Bif 23.07.2015 Ne 460) BeegeHHS 3MiH NpOTArom 6-Tu MicALiB
no 10 chnakoHis, Ykpaina" nicns 3aTBepmKeHHst; 3MiHu | Tuny - 3MiHu Wopao
3'elHAHNX MiX 6e3nekun/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHu) - 3MiHK
co6oto BHECEHO B IHCTPYKLiIO 4719 MeAMYHOro 3acTocyBaHHs /13 Wwoao
nonieTuIeHOBO [0faBaHHs iHhopMaLlii CTOCOBHO HaliMeHyBaHHS Ta
nepemMunyKoto, y MicLie3HaXOKeHHs 3asBHVKa. BBeaeHHSA 3MiH NpoTArom 6-tm
KaceTi; no 1 a6o 2 MiCALIB MiCNA 3aTBEPKEHHSA
KaceTun B KapTOHHIl
Kopobui
99. EPUTPOMIL, Tabnetku no 100 wmr, My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/3701/01/01
NH no 20 TabneTok y akuioHepHe akuioHepHe 3MiHM 3 AKOCTi. [OTOBWI Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
6nictepi; no 1 TOBapuCTBO TOBapuCTBO 3MiHM y npoLeci BUPOGHULITBA FOTOBOrO NiKapCbKoro 3acoby,
6nicTepy B navui 3 "HaykoBo- "HaykoBo- BK/104AI0UM MPOMiXKHMIA MPOAYKT, L0 3aCTOCOBYETHCS NpU
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapToHY BVPOGHWYNIA BMPOGHUUNIA LLEHTP BMPOGHULITBI FOTOBOTO NMiKapCbKOro 3acoby (He3HayHa 3MiHa y
LEeHTp "BopLyariBcbkuii npoueci BUpoOHULITBA) - HE3HAYHI 3MiHM Y NpoLeci BUPO6HULTBA
"Bopuyariscb Ximiko- N3, a came 06'egHaHHS ABOX OMnepadiin, 3anponoHosBaHo: [P
KW Ximiko- hapmaneBTUYHNI 2.1. 3BaXyBaHHS Ta NPOCiloBaHHS CUPOBUHM
hapmaueBT 3asofg"
NYHWIA
3asog”
100. | ECCEHUIAN kancynu no 300 mr TOB YkpaiHa BMPOBHULTBO, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHa 3asiBHUKA 6e3 peyenma UA/8682/01/01
€® ®OPTEH | Ne 30 (10x3): no 10 "Onenna nepBuHHe Ta Monbwa (BNnacHvka peecTpauiiHoro nocigyeHHs) (3rigHo Hakasy MO3
Kancyn y énicrepi, Xenckea BTOPUHHE Bifg 23.07.2015 Ne 460) BBeeHHsI 3MiH NPOTAroM 6-Tu MicAuiB
no 3 6nictepun y YkpaiHa" nakyBaHHs, nicnsa 3aTBepKEHHS; 3MiHK | TNy - 3MiHK Woa0
KapTOHHI kopobLyj; KOHTPO/b Ta BUMYCK 6e3nekn/edeKkTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
Ne 100 (10x10): no cepiii: EN. BHECEHO B IHCTPYKLIIO 4719 MeAUYHOro 3aCTOCyBaHHA Ta 'y TEKCT
10 kancyny HarttepmaHH eHp, MapKyBaHHS ynakoBku J13 WoA0 AofaBaHHs iHhopmali
6nictepi, no 10 Caiii. F'mb6X, CTOCOBHO HaliMeHyBaHHS Ta MIiCLLe3HaxXOMKEHHS 3asiBHMKA.
6nictepiB y HimeuuunHa; BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEePIXKEHHS
KapTOHHI KopooLi nepBrHHE Ta
BTOPUHHE
nakyBaHHs1, BUMYyCK
cepiii: CaHodi-
AseHTic Cn. 3 0.0.,
Monbwa
101. | ECTE3U®DIH PO3YMH HaLLKipHKIA 1 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/14783/01/01
%, no 15 mn a6o 20 "dapmak” BiBE/IEHHS a/IbTEPHATUBHOIO BUAY NakyBaHHSA: (PIaKoHW CKAsHI

M1 abo no 25 mny
chnakoHi; no 1
hnakoHy y nauui 3
KapToHYy

3 FBYHTOBOIO FOPJIOBMHOK GPYHATHOrO KOJ/IbOPY EMHICTIO 15 M
3aKynopeHi KpanenbHULEH 3 KPULLKOK Ta ByLLIOHOM, 6e3 3MiHn
AKICHOTO Ta KifIbKICHOro Cknafy nakyBaslbHOro martepiany, Ta 3
BigMoBiAHMMM 3MiHa A0 p. YnakoBka. MponoHoBaHa pegakuisi Mo
15 mn, 20 mn a6o 25 My dh1akoHW CKIstHI GpyHATHOro
KONbOpY, 3aKynopeHi npobkaMu-kpanensHULAMA Ta KpyLkaMmm
3aKynoproBasIbHO-HArBUHYYBaUTbHUMM 3 KOHTPO/IEM NEPLLOro
PO3KpUTTS. Ha hiakoH Hak/eTb eTUKETKY — CaMOK/IeiiKy.
KOXHWIA chnakoH pasoM 3 IHCTPYKLIE A5t MegUUYHOro
3aCTOCYBaHHS MOMILLAOTh B Nauky 3 kapToHy. A6o no 15 mn, 20
M abo 25 MmNy dh1akoHKW CKSIHI BpyHATHOro KObopy,
3aKynopeHi KpuLLKamy 3aKynopioBasibHO-HarBMHYYBalbHUMU 3
KOHTPO/IEM NEPLUOro po3kKpuTTA. Ha dhiakoH HakieTb
eTUKeTKy — camok/ieliky. KoxHuii pnakoH pasom i3
KpanesbHULLEo 3 KPULLIKOK Ta ByLLIOHOM Y 6nicTepi Ta
IHCTPYKLi€I0 415 MeAMYHOro 3aCTOCYBaHHS MOMILLAOTb Y Mavky 3
KapToHy. A60 Mo 15 Mn y donakoHW CKsiHI GPYHATHOrO KOMbopy,
3aKynopeHi kpanenbHULAMN 3 KPULLIKOKO Ta 6yLuoHoM. Ha
(h1aKoH HaKNEKTb ETUKETKY — camokneliky. KoxHuiA dpnakoH
pa3oM 3 iHCTPYKLi€E 4151 MeAUYHOr0 3aCTOCYBaHHSA NOMILLAIThb
B Nayky 3 KapToHY
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
102. | 3EHTEA™ CyCneHsisi opasibHa, nakcoCmit Benuka dapmaknep PpaHLis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/10241/02/01
400 mr/10 mn; no 10 KnsiiH BpuTaHis 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy.
My dhnakoHi; no 1 Ekcnopt BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHWX Npo cucTemy
hnakoHy B Nimiten thapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHUX Npo cucTemy
KapTOHHI ynakoBLi hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! 0cobu, BiANOBiLabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa AN5 34iiCHEHHA dhapMmakoHarnsagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaumn
KOHTaKTHI faHi) Ta/abo 3mMiHM y po3MmilLieHHi macTep-hainina
cuctemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BigNoBiAaNbHOI 3a thapmakoHarnsag;:
MponoHoBaHa pepakLis — [ip. MeHc-Ynbpix LtermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHWUX
YMOBHOBaXEHOI 0c06u, BifNOBiAaIbHOI 3a thapMakoHarnsg,
3mMiHa HoMepy Ta MiCcLe3HaxoMKeHHs1 macTep-hainna
103. | 3ONTA KOHUeHTpaT ans Awmakca NTIT[, Benvka OHko lnay CaHai Be TypeyunHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a peyenmom UA/18479/01/01
po3unHy AN BputaHis TipxapeT A.LL. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
iHdpysiid, 4 mr/5 mn MiCLil NPOBaPKEHHA AisS/IbHOCTI BUPOBHUKa/iMnopTepa rotoBoro
no 5 mn y chnakoHi; NiKapcbkoro 3acoby, BKIoYakun AinbHULi BUNYCKy cepii abo
no 1 donakoHy B MicLie NpoBEeAEHHS KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHI KOpooLi BiANOBiAae BMPOGHMK/IMNOPTEp, BK/OYAKYM BUMYCK Cepild) -
3MiHa agpecu BupobHuka 113 OHko Inay CaHai Be TigpxapeTt
A.LL., TypeuunHa, 6e3 3mMiHM Micus BUPOOHMLTBA. 3MiHV BHECEHI
B IHCTPYKL,i0 419 MEAMYHOIO 3aCTOCYyBaHHS Nikapcbkoro 3acoby
y po3gin "MicLe3HaxomKeHHs BUpobHMKa Ta agpeca Micus
NPOBaKEHHS AOr0 AiS/IbHOCTI" 3 BifNOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBOK
104. | S3O/ITOHAP pO34nH ANna iHdysid, YOPNA TypeuunH Mecpap Inauy CaH. TypeyuunHa BHECEHHS 3MiH 10 peECTpaLiiHnX MmaTepianiB: TEXHIUHY noMunky | 3a peyenmom UA/14630/01/01
5 mr/100 mn; no 100 MEANLUNH a A.LL. BMNPaB/IEHO B TEKCTi MapKyBaHHA Ha BTOPVHHIN ynakoBLi
M1y dp1akoHi; no 1 INAY CAH. nikapcbkoro 3acoby. 3anponoHoBaHo: 4. JIKAPCbKA ®OPMA
hnaKkoHy B BE TIOX. TA KITbKICTb OANHWLIb B YNAKOBLII Po3unH ans B/B
KapTOHHI KOPOOLi A.LL. IHQPY3il PO34YNH A/19 BHYTPILWHbOBEHHUX iHQRY3iN. 1 dhnakoH 100
M (ml) 3a3HadyeHe BUNpaB/ieHHA BiANOBigae MaTepianam
peecTpaLuiliHoro Aocbe
105. | 3SOMAKTOH NOPOLLIOK A5 deppiHr HimeuunH Baccepbyprep HimeuunHa/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/10477/01/02
PO3YUHY ANst iH'EKLi m6X a ApuHalimiTTensBepk Yecbka 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta papMakoHarnsgy - 3MiHu
no 4 mr, 1 donakoH 3 v6X, HimeyunHa Pecny6nika BHECEHO B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby

MOPOLLKOM Y
KOMNNekTi 3 1
amnynoto no 3,5 mn
PO34YmnHHKKA (HaTpito
xnopug, cnupt
6eH3nnoBwuii (9
mr/mn), Boga ans
iH'EKLiI) Y KAPTOHHIl
ynakoBLi

(BignoBiganbHUii 3a
BUPOBHULTBO
NOpoLLKYy Ta
PO3UYMHHNKA);
®eppiHr TM6X,
Himeuunna
(BignoBiganbHuii 3a
BUPOBHULTBO
NOPOLLKY, BTOPUHHE
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nakyBaHHS,
KOHTPO/b SIKOCTi Ta
BUNYCK cepil);
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHUiA 3a
BTOPVHHE
nakyBaHHs)
106. | IBO-MIK® KOHUEHTpaT ans TOB HB® YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/3186/02/02
pO34nHYy ANns "MIKPOXIM" YkpaiHa; TOB HB® 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
iHdysiiA, 1 mr/mn no "MIKPOXIM", BBegeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHUX NPO cUcTeMy
10 mn B amnyni; no YkpaiHa dhapmakoHarnsgy (BBeeHHs y3araslbHEHNX AaHVX Npo cuctemy
5 amnyn y 6nictepi; (BignoBiganbHUiA 3a hapmakoHarnsay, 3mMiHa yrnoBHOBaXeHO! 0co6u, BiANOBifabHOT
no 2 6nictepu y BUMYCK cepii) 3a 3[jiicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
nauti 3 KapToHy; Nno chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
10 mn B amnyni; no YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
5 amnyn y kaceTi; no BIANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkaodatum
2 kaceTu y nauui 3 KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillieHHi macTep-haina
KapTOoHY cucteMun chapmakoHarnsay) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg. 3viHa agpecy 34iliCHEHHSI OCHOBHOT
LisNbHOCTI 3 thapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
MacTep-tharina cuctemun hapmakoHarnsgy
107. | IBO-MIK® cnpei TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/2621/01/01
cy6niHrBaNbHUIA "MIKPOXIM" "MIKPOXIM" 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta dhapmakoHariagy.
fo30BaHui, 1,25 BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
mr/go3sy, no 15 mn dhapmakoHarnsgy (BBeEeHHS y3araslbHEHNX AaHVX NPO cucTemy
(300 po3) y hnakoHi thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0co6u, BiANOBIAa/IbHOI
3 po3nuBayem; no 3a 3fiiCHEHHA hapMakoHarnsay; KOHTaKTHOI 0cobm 3
1 cpnakoHy y nauui 3 hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHA hapMmakoHarnsgy B
KapToHYy YKpaiHi, KLLIO BOHA BifMiHHa Bifi YNOBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cucTeMu chapmakoHarnsgy) - 3MiHa KOHTakTHUX JaHnx
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLEe3HaXOMKEHHS
mMacTep-arina cucteMmn hapmakoHarisgy
108. | IBONPUHO3 Tabnetku no 500 wmr, TOB "TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny — 3a peyernmom UA/8389/01/01
NH no 10 TabneTok y YkpaiHa" dapmMaveBTUYHUIA MopTyranis OHOB/EHI KpUTepIi NPUAHATHOCTI LWOA0 NokasHuka «CynpoBigHi
6nicTepi; no 1, abo 3aBog TEBA, JOMILLKM» Y cneundikauii Aito4ol peyoBuHM; 3MiHK | Tuny —
2,a60 3, a60 5 YropwmHa [0NOBHEHHS cneumdikayii APl iHO3MHY NpaHO6eKC NOKa3HUKOM
6nicTepis y kopoobLi (BTOPUHHA «MikpobionoriyHa unctota» 3 BignoBIAHM METOAOM

ynakoBka, ,03BiN Ha
BUNYyCK cepii);

BUNPOGYBaHHSIM Yy 3B'SI3Ky C TUM, LU0 AJ15 BUPOGHWLITBA BUXIAHOT
PEYOBMHM IHO3MH BUKOPUCTOBYETLCS NMpoLiec (PepMeHTYBaHHS;
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
IHdhocay ki - 3MiHU | TUMY — KOpUryBaHHS hOpMy /N 4718 po3paxyHKy
IHCTITYTO AXI BiZJCOTKOBOr0 BMICTY HEBIAOMMX AOMILLIOK Y MeToAuLi CynpoBiaHi
dapmaceo i fomiwkm ans APl iHO3MHY npaHobeke; 3mMiHuM | TNy — BUyYeHHs
IHoBaceo im Cayaxi anbTepHaTuBHOI MmeToamukm (IX) 3a nokasHukom «KinbkicHe
YHinecoan, /ga., BM3HAUYEHHS1 KOMMOHEHTA Ajl040i pevyoBuH — umenpaHosy»
MopTyranis
(KOHTpO/b Ccepiid);
Ny3omepikameHTa
TekHikan
dapmaueBTikan
Cocbepage, C.A.,
MopTyranis
(BMpPOGHMLTBO
Hepo3dhacoBaHoT
nNpoAyKuUii, NnepBrHHA
ynakoBka, BTOPYHHA
ynakoBka, 4,03BiN Ha
BUMYCK Cepil,
KOHTPO/b Cepiit)
109. | IKCOXXEBA® PO3YUH ANs1 iH'EKLN, AMDKEH HigepnaH AmaxeH €spona HigepnaHnamn BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/15390/01/01
70 mr/mn; no 1,7 mn €spona b.B. an B.B., HigepnaHngm / CLLA 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
(70 mr/mn) y (BTOpPUHHE BBefeHHs1 abo 3MiHM [0 y3arasibHEHUX AaHWX NPOo cucTemy
chnakoHi; no 1 nakyBaHHs Ta thapmakoHarnsgy (BBeEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
hnakoHy B BUNYCK cepi); thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
KapTOHHii KOpo6Lli AMIKEH 3a 3fiiCHEHHA hapMakoHarnsay; KOHTaKTHOI 0cobm 3
MaHyekuypiHr hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS hapMmakoHarnsgy B
Nimitea, CLWA YKpaiHi, SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobw,
(BMPOGHKMK BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMmakoHarnagy (Bkao4vaum
Hepo3dgracoBaHoT KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
npoAyKuii, NnepBnHHe cmcTeMu chapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu 3asBHYKa,
nakyBaHHs) BinoBiga/IbHOT 3a hapmakoHarnsag B YkpaiHi. NponoHoBaHa
pepakuis: JaHinosa lapuca BonogmmupisHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0COo6u 3asiBHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnag B YkpaiHi
110. | IH-ANITEP Tabnetku no 2 TOB HB® YkpaiHa TOBAPUCTBO 3 YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17135/01/01
mr/0,625 mr no 10 "MIKPOXIM" OBMEXXEHOHRO 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
TabneTok y 6nictepi, BIAMOBIAANBHICT BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX AaHWX NPOo cucTemMy
no 3 6nictepu y O HAYKOBO- hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cnuctemy
nauui 3 KapToHy BVPOBHUYA hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0CO6U, BiANOBiga/IbHOT
®IPMA 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTakTHOI 0cobu 3
"MIKPOXIM", thapmakoHarnsgy 3asBHUKa AN 34ilicCHeHHs hapMakoHarnagy B
YkpaiHa (lopngnyHa YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
agpeca Ta BiANOBIAANLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bka4vakum
nab6opartopis KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
i3nKo-XimMmiyHOro cuctemn chapmakoHarssgy) - 3MiHa KOHTaKTHUX AaHnX
aHanisy Ta YNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a

KOHTPO/IIO

thapmakoHarnsg. 3MiHa agpecu 3jiNCHEHHSI OCHOBHOT
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Ne

Hassa

®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BMPOOHMLITBA; [OISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaX0AKEHHS
36epiraHHs rotoBoi macTep-gpaiina cuctemm hapmakoHarnsgy
npoAyKuii,
marepianis;
BMpOGHUYa
AinbHWUA (BCi cTagil
BMPOGHNYOTrO
npouecy);
naboparopis
6iosioriyHoro
aHanisy)

111. | IH-ANITEP Tabnetku no 4 TOB HB® Ykpaina TOBAPUCTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/17135/01/02
mr/1,25 mr no 10 "MIKPOXIM" OBME>XXEHOO 3MiHM Woao 6e3neku/edhekTMBHOCTI Ta dhapmakoHarisay.
Tabnetok y 6nictepi, BIANOBIAANBHICT BBeneHHs abo 3MiHM A0 y3arasilbHEHUX JaHWX NPO cucTeMy
no 3 6nictepu y O HAYKOBO- thapmakoHarnagy (BBefeHHs y3arasibHeHNX gaHnx Nnpo cuctemy
nauui 3 KapToHy BVPOBHUYA thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI

®IPMA 3a 3[jiicCHEeHHsT hapMakoHariaay; KOHTaKTHOI 0cobu 3
"MIKPOXIM", hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA dhapmakoHarnsgy B
YkpaiHa (opnguyHa YKpaiHi, SIKLLIO BOHA BigMiHHa Bif yNOBHOBaXKeHOT ocobwm,
ajpeca Ta BiANOBiAA/IbLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bkauyarum
nab6opartopis KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLeHHI macTep-ghalina
i3nKo-XiMmiyHOro cuctemu chapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
aHanisy Ta YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
KOHTPOIO hapmakoHarnag. 3viHa agpecu 34iliCHEHHSI OCHOBHOT
BMPOGHMLITBA; LisNIbHOCTI 3 chapmakoHarniagy. 3MiHa MicLe3HaxoKeHHs
36epiraHHs rotoBoi mMacTep-gaiina cuctemm papmakoHarnsgy
NpPoAyKLUii,
marepianis;
BMpOGHUYa
AinbHWUA (BCi cTagil
BMPOGHNYOTro
npouecy);
naboparopis
6ios10riYHOro
aHanisy)

112. | IH-ANITEP Tabnetku no 8 TOB HB® YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB; 3MiHu | Tuny - 3a peyenmom UA/17135/01/03
Mmr/2,5 mr no 10 "MIKPOXIM" OBME>XXEHOIO 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
TabneTok y 6nictepi, BIANOBIAANBHICT BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
no 3 6nictepn y O HAYKOBO- thapmakoHarnsigy (BBeAeHHs y3ara/ibHEHUX faHWX NPO cUcCTemy
nauui 3 KapToHy BVPOBHUNYA thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI

PIPMA 3a 3[jiicCHEeHHs1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
"MIKPOXIM", hapMakoHarnisgy 3asiBHuKa 415 34iNCHEHH hapmakoHarnisgy B
YkpaiHa (ropngnyHa YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobwm,
ajpeca Ta BiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy (Bkoyatoum
nab6opartopis KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MilLeHHI macTep-gaiina
Pi3nko-ximiyHOro cuctemu chapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
aHanisy Ta YMNOBHOBaXeHOT 0CO6M 3as1BHUKA, BiANOBIfa/IbHOI 3a
KOHTPO/HO dhapmakoHarisg. 3miHa agpecu 34iNCHEHHS OCHOBHOT
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BMPOOHMLITBA; [OISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaX0AKEHHS
36epiraHHs rotoBoi macTep-gpaiina cuctemm hapmakoHarnsgy
npoAyKuii,
marepianis;
BMpOGHUYa
AinbHWUA (BCi cTagil
BMPOGHNYOTrO
npouecy);
naboparopis
6iosioriyHoro
aHanisy)
113. | IHAIPAB niocpinizoBaHuii TOB Ykpaina TOB "dapma Maiidy” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a peyenmom UA/15402/01/01
BAKUVHA NOpPOLLOK A/1A "papma (nakyBaHHs i3 3MiHM 3 SKoCTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHA
AHTUPABIYH | po3uunHy st iH'eKLiit Naingp" dhopmu in bulk y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roTOBOro
A OUYMLLEHA, | He mMeHwe 2,5 ipMn-BNpoBGHMKA nikapcbkoro 3acoby (iHWi 3MiHM) - 3MiHN BHECEHO B iHCTPYKLitO
IHAKTUBOBA | MO/go3a Ta Bxapat bioTtek A1 Me4NYHOro 3aCTOCyBaHHS JlikapcbKoro 3acoby y p. "TepMmiH
HA PO3UMHHUK; 1 IHTepHeLLHN npuaatHocTi". lonoBHeHH: po3ainy TepmiH npugatHocTi MKA
hnakoH 3 Nimitea, IHain) iHchopMmavieto LWoA0 yMOB 36epiraHHs BigHOB/IEHOI BaKLMHN
niocpinizoBaHNM BiNOBIAHO 4O OHOB/IEHOT KOPOTKOT XapakTepUCTUKKM NiKapCbKoro
nopoLukom Ta 1 3acoby. 3aTBepKeHo: TepMiH NPUAATHOCTI BaKUMHW Y
amnyna 3 KOMM/EKTI 3 PO3YMHHMKOM — 3 poKW. 3anpornoHoBaHo: TepMiH
PO34MHHKKOM no 0,5 NPUAATHOCTI BaKLWMHM Y KOMNIEKTi 3 PO3YMHHUKOM — 3 POKWU.
M/ (HaTpito xopuay BigHoBneHy BakuuHy IHAIPAB cnig 36epiratu npu Temneparypi
PO34unH ANS iH'EKLiR Bif +2 fo +8 °C Ta cnig BMKopucTaTyi NpoTArom 6-8 rogvH nicns
0,3 %) B BiJHOB/IEHHS.
n1acTKoBOMy
nexani; no 1 a6o 10
NAacTUKOBUX
neHaniB y KapTOHHIi
Kopoo6Li
114. | IHAIPAB niodgpinizoBaHwii TOB YkpaiHa TOB "®apma Naiidy"” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/15402/01/01
BAKUMHA NOPOLLOK A/1A "papma (nakyBaHHs i3 3MiHu Woao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
AHTUPABIYH | po3unHy ans iH'ekuiii Naiidp" dhopmu in bulk 3MiHN).
A OYUYMLLEHA, | He meHwe 2,5 hipMmn-BUPOGHIMKa 3MiHV BHECEHO [0 IHCTPYKUIT 415 MEAWYHOIO 3aCTOCYBaHHSA
IHAKTUBOBA | MO/go3a Ta Bxapat bioTtek nikapcbKoro 3acoby Ao posainis "Cknag”, "MNpotunokasaHHs",
HA PO3UYNHHUK; 1 IHTEepHeLWwHN "Oco6/11Bi 3aCTOCYBaHHA" W0A0 6€3Mekn JOMOMIKHOI peYOBUHN
hnakoH 3 NimiTen, 1HAiN) Ta BIANOBIAHI 3MiHN 0 TEKCTY MapKyBaHHS yNakoBKU.

niocpinizoBaHnM
nopowkom Ta 1
amnyna 3
po34MHHKKOM no 0,5
M/ (HaTpito xopuay
PO34MH ANS iH'EKLi
0,3 %) B
naacTvKoBOMY
nexHani; no 1 a6o 10
NAacTUKOBUX
neHasiB y KAPTOHHIl

3a3HayeHHs iHopmaLii Wof0 HAssBHOCTI CAifiB HEOMILHY
cynbaty y po3gini Cknag MKA BignoBigHoO 40 KOPOTKOT
XapaKTepPUCTUKN BUPOOHNKA.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Kopo6ui
115. | IHAIPAB niogpinizoBaHuii TOB YkpaiHa BMPOBHULTBO in IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB: 3MiHU LL0A0 - UA/15391/01/01
BAKUMHA NMOPOLLOK A/1A "papma bulk, Bunyck cepii: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
AHTUPABIYH | po3unHy ANs iH'eKLiit Nang" Bxapat bioTtek npveefeHHA po3giny Cknag MKA Ta TekCTy MapKyBaHHS LLOA0
A OUYMLLEHA, | He meHwe 2,5 IHTepHeLwwHN HasABHOCTI CNifiB HEOMIUMHY cynbgaTy 40 KOPOTKOI
IHAKTUBOBA | MO/go3a Ta Nimitea, IHgis; XapaKTepucTUKN BUPOOHMKa
HA PO3UMHHKK; in bulk: BMPOGHMLTBO
1 chnakoH 3 PO3YMHHYIKA:
niogpinizoBaHUm CosepeiiH ®apma
nopotukom Ta 1 MpaiiBaT NimiTes,
amnyna 3 IHais
pPO34MHHMKOM no 0,5
M/ (HaTpito xnopuay
PO3YMH N5t iH'EKLi
0,3 %) B
nnacTKoBOMy
neHani y navui 3
KapToHy; no 10
navokK 3 KapToHy y
KOpo6Li 3 KAapTOHY;
no 12 a6o 32
KOPOOGKM 3 KapPTOHY Y
KapTOHHOMY KOpOO6i
(TpaHcnopTHOMY
KOpo6i)
116. | IH®PATIN Kpanni opasibHi No MEKAHA HimeuuunH MEKAHA HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: yTOUHEHHA yMOB | 6e3 peyenma UA/14859/01/01
CMNAT. NMEKA 30 mn, no 50 mny HATYPXAI a HATYPXAWbMITT BifNyCKy Ta peknamMyBaHHsi B Hakasi MO3 YkpaiHu Ne 1725
chnakoHi; no 1 NBbMITTE/b E/lb T'm6X BiA 11.08.2021 B npoueci nepepeecTpauii. Pefakuis B Hakasi:
hnakoHy B m6X 3a peuenTom, He nignarae. 3anponoHoBaHa peaakLis: 6e3
KapPTOHHI ynakoBLi peuenTa, nignsarae.
117. | KBATTPEKC Kancynu no 250 mr TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - 6e3 peyenma UA/12875/01/01
no 10 kancyny "ACIHO 3MiHN 3 aKocTi. A®I. KoHTponb A®| — BBEEHHS a/lbTePHATUBHOI
6nicTepi; no 2 YKPAIHA" CXeMu CUHTe3y cybcTaHuii deHibyT BUpo6Hmka TOB
6nictepn y «®@APMXIM», YKpaiHa, fka BUKOPUCTOBYETLCA ANA
KapTOHHI nauj BMpo6HMLUTBa NN13 KBatTpekc, kancynm no 250 mr.
ANbTepHATUBHUIA METOA CUHTE3Y NONArac B OTPUMaHHi
cybcTaHUii PeHibYT 3 CpPOBUHY — 4-amiHO-3-heHinbyTaHoBOI
KNCNOTK, 3aMiCTb 3aTBEPKEHOI paHile — 3-kapbomeToken-4-
doeHin-2-niponigoHy. JaHuii MeTos [03BO/ISE 3MEHLLNTY
KiNbKICTb OnepaLiii Ta Yac BUPOGHMYOro npouecy Ans
OTPUMaHHS roTOBOro MPOAYKTY
118. | KETOKOHAS3 Kpem ans MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/4126/01/01
on- 30BHILUHLOIO "®ITOPAPM 3MiHM 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI.
®PITOPAPM 3acTocyBaHHs 2 %; " 3MiHa po3mipy cepii (Bk/IOUYatoumn giana3oH po3Mipy cepir)

nol5raéono25r
y Ty6i, no 1 Ty6i y
nauj 3 KapToHy

rOTOBOrO Jlikapcbkoro 3acoby (3MeHLwweHHs o 10 pasis) -
BeJleHHs AoAaTkoBMX po3Mipis cepii [/13; 3anponoHosaHo: 100
Kr (6733 yn. no 15, 4040 yn. no 25 ) 200 kr (13466 yn. no 15,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
8080 yn. no 25 r) 300 kr (20200 yn. no 15, 12120 yn. no 25r)
400 kr (26933 yn. no 15, 16160 yn. no 25r)
119. | KETOHAN® cynosuTopii no 100 CaHpos CnoBeHis BUMYCK cepii: Jlek CnoseHis/ BHECEHHS 3MiH 40 peeCcTpaviiHNX MaTepiasiB: 3MiHK | Tuny - 3a peyenmom UA/8325/06/01
Mmr, no 6 dapmacbHoTi dapmaueBTUYHa TypeyuunHa/ AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Cyno3nTopiiB y Kan3 g.4a. KoMnaHisa g.4., PymyHis MiCLisi NPOBaKEHHS AiANbHOCTI BUPOGHVKa/imnopTepa rotoBoro
cTpvni, No 2 cTpunn CnoBeHis; nNiKapcbKoro 3acoby, BKIKOHAKUN fibHNLi BUNYCKY cepii abo
B KapTOHHI kopobui BMPOGHULITBO in MicLie NpoBefEeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
bulk, nakyBaHHs: BiANOBIAA€ BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK Cepild) -
'eHBeoH Inak CaHai 3MiHa Ha3BM Ta agpecu BMpobHuka MNN3, BiANOBIAa/IbHOIO 3a
Be TikapeT A.C., BMPOGHMLTBO in bulk, nakyBaHHs, 63 3MiHM MicLst BUpO6HULTBA
TypeuuunHa,; (BBeAEeHHs 3MiH NPOTAroM 6-T1 MicALIB NiCNsA 3aTBEPL)KEHHS)
KOHTPONb/BMNPOGYB
aHHsA cepii: C.K.
Canpos C.P.J1.,
PyMmyHis
120. | KETOPOJAK- | po3uuH Ans iH eKLiid, TOB HB® YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/17057/01/01
MIKPOXIM 30 mr/mn, no 1 mn B "MIKPOXIM" akuioHepHe 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
amnyni; no 5 amnyn TOBapUCTBO BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
y kacerTi; no 2 "Mekxim-Xapkis", hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cnuctemy
KaceTu y nauui 3 Ykpaina hapMakoHarnsigy, 3MiHa yrnoBHOBaXXeHOT 0CO6U, BiANOBiga/IbHOT
KapToHYy (BignoBiganbHUiA 3a 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTakTHOI 0cobu 3
BMPOGHULITBO Ta thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
KOHTPONb/BUNPOOGYB YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, YNOBHOBa)XXEHOI 0co6u,
aHHs cepii, He BiANOBIAANbHOI 3a 3ilicHeHHS (hapMakoHarnaay (Bkavaum
BKJ/IOHAKOUMN BUNYCK KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cepii); ToBapucTeo 3 cuctemn chapmakoHarsisgy) - 3MiHa KOHTaKTHUX AaHUX
06MexeHo YNOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
BiANOBIA&NLHICTIO thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
HaykoBo-Brpo6HUYa LOiSNbHOCTI 3 hapmakoHariagy. 3MiHa MicLe3HaxoKeHHs
thipma "MIKPOXIM", macTep-gaiina cuctemm hapmakoHarnsgy
Ykpaina
(BignoBigansHuii 3a
BMPOGHULITBO Ta
KOHTPONb/BMNPOGYB
aHHA cepii,
BK/THOHAI0UMN BUMYCK
cepii)
121. | KNOTPUMA3 | Tabnetku BariHasibHi | [nakcoCmiT Benuka "nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny — 6e3 peyenma UA/2564/01/01
on no 100 mr; no 6 KnsiiH BpuTaHis dapmacbloTnkans nogaHo Howii cepTudikat BignosigHocTi E® No. R1-CEP 2000-
Tabnetok y énictepi; Ekcnopt C.A. 009-Rev 01 ana Aitoyoi pevyoBUHY KNOTPYMasosy Bif HOBOro
no 1 6nictepy B Nimiten BMpo6HMka AMOLI Organics Private Limited, IHgis; 3miHy | Tuny

KapTOHHI ynakoBLi

— [ONOBHEHHA cneuudikauii Ha APl HOBUMK NOKa3HMKaMU
«3a/IMLLKOBI PO3YMHHUKM» (ALLETOH He GinbLue 5000 ppm,
ToNyon He 6inbwe 890 ppm) Ta «PO3Mip YacTok» (YacTUHKM
MeHLwe 20pum MiHiMym 90%, YaCTUHKM MeHLwe 50um MiHiMyM
100%) 3 BigNOBIAHUMY MeTOAaMW BUNPOBYBAHHS; 3MiHM | TUNy —
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3a3HaYeHo AiNbHULI Ha AKX 34iACHIOETLCA MIKPOHIi3aLis Aitoyol
PeYOoBMHM KNOTPUMA30y; 3MiHM | TUNY — fofaHO AiNbHUL
PozLab Sp. z 0.0., MonbLuya Ta GlaxoSmithKline
Pharmaceuticals S.A., MNonbLya, Ae NpoBOANTLCS KOHTPOSIb 3a
NOKa3HUKOM «P03Mip YacToK»; 3MiHW | TUMY — AONOBHEHHS
po3giny 3.2.S.6.Cuctema ynakoska/ykynopka matepiaiamu
CTOCOBHO YNaKOBKY fjt040i Pe4OBMHWN K1OTPUMa30.
MiKpOHi30BaHwii Big BUpo6HMka AMOLI Organics Private Limited,
IHais
122. | KNOTPUMA3 | ma3b 1%, no 151 MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/3967/01/01
on- abo no 25 ry Ty6i; "®ITOPAPM 3MiHU 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI.
®PITOPAPM no 1 Ty6i y nayui 3 " 3MiHa po3mipy cepii (Bk/ItouYatoumn gianasoH po3Mipy cepir)
KapToHY rOTOBOrO JliKapcbKoro 3acoby (3MeHLwweHHs ao 10 pasiB) -
BBEJEHHS A04aTKOBUX po3MmipiB cepii N13. 3anponoHoBaHo: 200
Kkr (13466 ynakosok no 15 r; 8080 ynakosok no 25 r), 300 kr
(20200 ynakoBok no 15 r; 12120 ynakoBok no 25 r) , 400 kr
(26933 ynakoBok no 15 r; 16160 ynakoBok no 25 r)
123. | KOMBICINA3 Tabnetku, no 10 OPTAHOCU OAE NOBHWI LKA IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiB: 3MiHM 3 SKOCTI. Nel0; Ne20 - UA/3088/01/01
M® TabneTok y 6nictepi H BMPOGHMLTBA: CnoBeHis ['oTOBWIA Nikapcbkunii 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo 6e3 peyenma;
3 thonbrn NIAN®CAEH EBepTomKeH Maiich BBEJEHHS A04aTKOBOI AiNIbHUL BUPOOHULTBA 4118 YacTuHU abo Ne100 - 3a
Q/TIOMIHIEBOI Ta CnN3 (E® CaeHcus Jliviteq, BCbOr0 BUPOBHMYOrO NPOLECy roTOBOrO JlikapCbKoro 3acoby peyenmom
nnisku 3ETI) IHAis; (minbHUUSA, Ha sAKi NpoBOAATLCSA ByAb-sKi BUPOGHUUI cTagjl, 3a
NONiX/10PBIHINOBOI; NOBHWUIA LKA BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOTO Ta
no 1 a6o 10 BMpPOGHULTBA: BTOPVHHOIO MaKyBaHHSA, 4/ HECTEPUIbHUX NiKapCbKNX 3acobiB)
6nicTepiB B TOB "MAPI®APM", - CynyTHS 3MiHa: 3MiHK 3 AKOCTi. [0TOBUIA Nikapcbkuii 3aci6.
KapTOHHI nauui; no CnoseHis 3MiHM Yy BUPO6HULITBI. 3amiHa abo BBeEHHSA [0AaTKOBOI

10 TabneTok B
a/TIOMIHIEBOMY
6nicTepi; no 1
6nictepy B
KapTOHHI naJi; no
10 KapTOHHWUX NavoK
y TYPTOBIli KAPTOHHIN
nauui; no 10
TabneTok B
a/TIOMIHIEBOMY
6nicTepi; no 1
6nictepy B
KapTOHHIN mayuyi; no
10 TabneTok B
antoMiHieBOMy
6nictepi; no 2
6nictepu B
KapTOHHIN nauuj;

no 10 TabneTok B
aoOMiHiEBOMY

LiNbHUL BUPOGHMLTBA AJ151 YaCTMHN ab0 BCbOrO BUPOBHMYOTO
npoLiecy roToBOro Nikapcbkoro 3acoby (AinbHULA ans
BTOPWHHOrO NakyBaHHs) - CynyTHA 3MiHa: 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3amiHa abo
BBE/IEHHSI 40AATKOBOI AifIbHUL BUPOOHULTBA AN YacTuHK abo
BCbOr0 BUPOGHMYOro NPOLECY roTOBOrO NiKapPCLKOro 3acoby
(8inbHULA ON18 NePBUMHHOIO NakyBaHHSA) - BBeAeHHSA [0AaTKOBOI
AinbHUUi BUpo6HuyTBa /13 - TOB "MAPI®APM", CnoBseHis.
BBefieHHs1 3MiH NpoTArom 3-x MicALIB NiCNSA 3aTBEPAYKEHHS.
3MiHM 3 IKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHMLTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYTbCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oJaBaHHs BMPOOHMKA, WO BigNOBiga€E 3a BBE3EHHs Ta/abo
BUMYCK cepili) - Bknoyatoum KOHTPOb/BUNPOGyBaHHSA cepii -
[lopasaHHA BUPOGHYVKa BiANOBIAA/ILHOIO 3a KOHTPO/Ib SAKOCTi Ta
Bunyck cepii /13 - TOB "MAPI®APM", CrioBeHisi. 3MiHN BHECEHO
B IHCTPYKLI0 A/ MeAMYHOro 3acToCyBaHHS LL0A0
HaliMeHyBaHHS Ta MiCLLe3HaxX0KEHHSA BUPOOHYKa 3
BigMNOBIAHMMMN 3MiHAMM Yy TEKCTi MapKyBaHHS YMaKOBKU
niKkapcbKoro 3acoby (aogaBaHHs BUPOOHKKA). BBeAEHHS 3MiH




73

Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nictepi; no 10
6nictepis B
KapTOHHIN nayui

NpOTArom 3-X MiCALIB MiC/1A 3aTBEPMAXEHHS. 3MiHM 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3MiHM Yy BUPOGHULTBI. 3MiHa po3mipy
cepii (BKIHOYakoUM gianaszoH po3Mipy cepii) FOTOBOro Nikapcbkoro

3aco6y (3mMeHLWweHHs fo 10 pasiB) - 3MeHLLEHHS po3Mipy cepii
[ONs rOTOBOrO /likapcbkoro 3acoby. [iova pefakuis - 3.2.P.3.2.
Cknag Ha cepito. Po3mip cepii: 1 200 000 Tabnetok (774,00 «r).
lMponoHoBaHa pepakuis - 3.2.P.3.2. Cknag Ha cepito. Po3mip
cepii: 1 200 000 TabneTok (774,00 kr). Po3mip cepii: 465 100
Tabnetok (300 kr). 3miHm Il Tuny: 3miHun 3 aKocTi. AdI.
Brpo6HMUTBO. 3MiHa BUPOOHUKA BUXiZAHOrO/NPOMIKHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
npoueci Ad®l, abo 3miHa BUpobHuKa (BKOYaroun, e HeobxigHo,
MicLe NpoBeAeHHs KOHTposito akocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEpPAKEHOMY [0CbE)(BBEAEHHSA HOBOrO BUPO6HMKA AdI 3
HagaHHAM macTep-ghaiina Ha A®l) - BBegeHHs oAaTKOBOro
BUpo6HMKa A®I inumknomidy rigpoxnopug - Olon S.p.A., Italy.

124.

KOMBICNA3
M®

Tabnetku, in bulk:
no 1200 TabneTtok y
nakeTax y naukax 3
KapTOHY

OPIAHOCU
H
NAVI®CAEH
CU3 (E®
3ET 1)

OAE

NOBHUIA LMK
BMPOGHMLTBA:
EBepTomKeH Naiich
CaeHcus Jliviteg,
IHgjs;
NOBHUIA LWKN
BMPOGHMLTBA:
TOB "MAPI®APM",
CnoseHis

IHpis/
CnoseHis

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasiB: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEEHHS 0AATKOBOI AifIbHULI BUPOOGHMLTBA A1 YacTUHM abo
BCbOr0 BUPOGHMYOrO NPOLECy roTOBOrO J1ikapCbKoro 3acoby
(@inbHUUSA, Ha AKi NpoBOASATLCA OyAb-AKi BUPOOHUUI CTagji, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOTO Ta
BTOPUHHOTO NakyBaHHS, 4719 HECTEPUIBHUX NMIKAPCbKMX 3aco6iB)
- CynyTHS 3MiHa: 3MiHM 3 AKOCTi. [0TOBUIA NniKkapcbKuii 3aci6.
3MiHM y BUPOOHULITBI. 3amiHa abo BBeAEHHS A0AAaTKOBOI
OiNbHULI BUPOOHULTBA 4718 YacTVHM abo BCbOro BUPOOHNYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA Ans
BTOPUHHOIO NakyBaHHS) - CynyTHA 3MiHa: 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHK y BUpOOHULTBI. 3amiHa abo
BBe/leHHs 0AATKOBO AiNbHULL BUPOBHMLTBA 415 YAaCTUHN abo
BCbOr0 BYPOBHMYOro NPOLLECY rOTOBOrO /iKapCbKoro 3acoby
(AinbHULA ONA NepBUMHHOIO NakyBaHHSA) - BBeAeHHA [oAaTKOBOI
AinbHUUI BUpo6HuuTBa /13 - TOB "MAPI®APM", CrnoBeHis.
BBefeHHs 3MiH NPOTAroM 3-X MicsLIB NiCNSA 3aTBEPLKEHHS.
3MiHK 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYTLCA BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[oaaBaHHA BUPOOHWKa, LLO BiAMNOBifa€e 3a BBE3eHHS Ta/abo
BUMYCK cepil) - Bknoyatouy KOHTPONb/BUNPOGYyBaHHSA cepii -
[opasaHHA BUPOGHMKA BiANOBILaNILHOMO 3@ KOHTPO/b AKOCTI Ta
Bunyck cepii /13 - TOB "MAPI®PAPM", CnoseHisi. 3MiHM BHECEHO
B IHCTPYKL,i0 415 MeANYHOr0 3aCTOCYBaHHS LLOA0
HaliMeHyBaHHS Ta MiCLe3HaX0KEHHSA BUPOBHYKa 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby (AofaBaHHs BUPOOHMKa). BBeAeHHS 3MiH
NpOTArom 3-X MicALiB Nic/a 3aTBEPAXEHHS. 3MiHN 3 AKOCTI.
[o0TOBWMIA Nikapcbknii 3aci6. 3MiHW Y BUPOBHULTBI. 3MiHA po3Mipy

UA/3089/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
cepii (BK1OYAKOUM fiana3oH po3mipy cepii) FoTOBOro NikapCbKoro
3aco6y (3MeHLLeHHs 0 10 pasiB) - 3MeHLUEHHSI po3Mipy cepil
[O/15 TOTOBOTO Nikapcbkoro 3acoby. [litoua pegakuis - 3.2.P.3.2.
Cknap Ha cepito. Po3mip cepii: 1 200 000 Tabnetok (774,00 «r).
MponoHoBaHa pepakuis - 3.2.P.3.2. Cknag Ha cepito. Po3mip
cepii: 1 200 000 TabneTok (774,00 kr). Po3mip cepii: 465 100
Tabnetok (300 «kr). 3miHu Il Tuny: 3miHu 3 aKocTi. AP,
Bupo6bHMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXHOrO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci Adl, abo 3miHa BUpo6HuKa (Bk/oHaKoun, e HeobxigHo,
MicLLe NpoBefeHHS KOHTPOo AkocTi) A®I (3a BigcyTHOCTI
cepTucbikaTa BiANOBIAHOCTI E€BpONeiichbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOrO BUPOGHUKa AdI 3
HaZjaHHAM MacTep-ghaiina Ha A®I) - BBefieHHs1 0AaTKOBOIO
BMpo6HMKa AP| [inumknominy rigpoxniopug - Olon S.p.A., Italy.
125. | KOHKOP® TabneTku, BKpUTI Mepk HimeuwunH | Mepk Xenckea KlraA HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/3322/01/01
KOP NNiBKOBOKO Xenckea a 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy - 3MiHu
060/10HKO10, M0 2,5 KraA BHECEHO B TEKCT MapKyBaHHS YNakoBKM NiKapCbKoro 3acooby;
Mr no 10 TabneTok y 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
6nictepi; no 3 KOHTPO/1b rOTOBOrO NiKapCcbKoro 3acoby - OHOB/IEHHS BXe
6nictepn y 3aTBEPKEHNX METOAIB KOHTPOSIO SIKOCTI J1iKapCbKOro 3acoby, a
KapTOHHiiA KOpo6Lli came: BUKNafEeHHS TEKCTY AepXXaBHOK MOBOH 3iHO Cy4acHUX
BUMOT
126. | KOHTPAKTY renb no 10, 20 a6o Mepu, HimeuunH | Mepy ®apma MmoX i HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 6e3 peyenma UA/6090/01/01
BEKC 50 ry Ty6i; no 1 Ty6i | dapmacbtoTi a Ko. KraA 3MiHM Woao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnsgy -
Y KapTOHHiIli KopoobLi Kasic F'mo6X OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY JTiKapCbKOro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs OAVHULb
BUMIpOBaHHsA y cuctemi Sl. 3amiHa po3giny «IpadivHe
ohopMIEHHA» Ha po3ain «MapkyBaHHsA» MKA N13:
3anpornoHoBaHo: MapkyBaHHS. 3rifiHO i3 3aTBEPKEHNM TEKCTOM
MapKyBaHHs. TepMiH BBe,EHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPAKEHHS
127. | KOPUHPAP® | Tabnetku TOB "TeBa YkpaiHa MNIBA Xpatcka XopBsarTis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/9756/01/01
NPOSIOHroBaHoI Al YkpaiHa" 4.0.0. 3MiHa B yMOBax 36epiraHHs roToOBOro /iKkapcbkoro 3acoby Ha
no 10 wr; no 10 «36epiraTv Npu Temnepatypi He Bule 25 °C B opuriHasIbHIiA
TabneTok y 6nictepi; ynakoBLji A58 3axX1CTy Big cBiTna» (byno: 36epiratu npu
no 3 6nictepu B Temnepatypi He Buie 30 °C B opuriHabHilA ynakoBLji ans
Kopobui; no 50 abo 3axu1CTy Bif, CBiTN1a») 06YMOB/IEHO Gi3HEC PiLLIEHHAM:
100 TabneTok y MPOMNOHYETLCS BUPIBHATY YMOBW 36€epiraHHs 4151 BCiX PUHKIB.
chnakoHi; no 1 3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro 3aCTOCYBaHHA y p.
h1aKoHy B KOpooLyi «YMOBW 36epiraHHs» 3 BiAMNOBIAHUMU 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBK/ NiKapCbKoro 3acooy.
BBefeHHSA 3MiH NPOTAroM 6-Tu MiICALIB Nic/1A 3aTBePAXEHHS
128. | KPECTOP TabneTkun, BKpUTI AcTpa3eHek Benuka AVMIEp CLWA/ BHECEHHS 3MiH 40 pPEECTPaLiiHNX MaTepiastiB: 3MiHuM | Tuny - 3a peyenmom UA/3772/01/04
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
NAiBKOBOO a toK BputaHis dapmacbroTrKanc Benuka 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarisgy. 3miHa
060/10HKOH0, M0 5 Mr, Nimiteq IHK., CLUA; BpuTaHis Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi

no 14 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI KOpoo6Li

AcTpa3eHeka HOK
NimiTen, Benvka
BpuTaHis

MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCYBaHHSA Ha
nigcTasi perysispHO OHOB/THOBAHOIO 3BIiTY 3 6e3neku NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3aCTOCYBaHHS JiKapCbKOro
3aco6y B nicnspeecTpaviiiHvin nepiod, abo Ak pesynbTar OLiHKK

3BiTYy 3 fOCNiAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimxkeHnb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVWM OPraHoMm) - 3MiHN BHECEHO B
IHCTPYKLil0 ANS MeAMYHOro 3acToCyBaHHS NiKapCbKoro 3acoby
00 po3giny "®apmakosnorivyHi BnactMBocTi" Bif4NOBIAHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPMKEHHS; 3MiHM | TURNY - 3MiHK LWoAo
6e3nekn/echekTMBHOCTI Ta hapmakoHarnsagy. 3miHa(n) y
KOPOTKili XapakTepucThL,j NikapCbKoro 3acoby, TeKCTi
MapkKyBaHHS ab0 IHCTPYKLIT 415 MEeAMYHOrO 3aCTOCyBaHHS AN
nikapcbKoro 3acoby, niyeHsoBaHoro y €C 3a npoueayporo
B3A€EMHOr0 BU3HaHHSA (Nikapcbkuii 3acib He BXOAUTb A0 cdhepu
4ii npoLesypy B3aEMHOrO BU3HAHHS, ane 3MiHa BHOCUTLCA K
pe3ynbTaT npoueaypy i Big BNacHMKa TOProsoi fileHsii He
BUMaraeTbCsl HaflaHHS XXOAHNX HOBUX A0AATKOBUX JaHUX) -
3MiHM BHECEHO B IHCTPYKLiI0 AN MeANYHOro 3aCTOCYBaHHS
niKapcbKkoro 3acoby o po3giny "B3aemogis 3 iHwnmu
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aEMogiii" BignoBiaHO 40
OHOB/EHOT iH(hopMaLlii 3 6e3neky 3acTocyBaHHSA Ailoyol
peyoBuHW. BBEEHHSA 3MiH MpOTAroM 6-Tv MicsAiB nicns
3aTBEPMAKEHHS; 3MiHM Il TMNY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3mMiHn y
TepaneBTUYHMX NOKa3aHHAX (foJaBaHHSA HOBOTO
TepaneBTUYHOTO NoKa3aHHs abo 3MiHa y 3aTBepAKEHOMY
nokasaHHi) - 3MiHW BHECEHO B iHCTPYKLiI0 4158 MegU4HOro
3aCTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BnactmsocTi”, "Moka3aHHA" (pPO3LWMPEHHS cdhepu 3acTOCyBaHHS
NiKapcbKoro 3acoby A1 NikyBaHHs rinepxoniecTepuHeMii y aitei
BikOM Bif 6 pokis), "OcobnnBocCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta gosu", "[iTn" (3aTBepaKeHo: npenapar
KpecTop He pekoMeHAYy€eTbCA 3aCTOCOBYBATU AiTAM BikoM A0 10
poKiB; 3anponoHoBaHo: npenapat KpecTtop He peKkoMeHAy€eETbCA
3acTOCOBYBaTK AiTAM BiKOM [0 6 pokiB), "lMo6iyHi peakuii”.
BBefeHHS 3MiH NPOTAroM 6-TW MICALB NIC/1A 3aTBEPAXKEHHS;
3MiHu | Trny - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUYHUX NOKa3aHHAX

(hofaBaHHs HOBOrO TepaneBTUYHOIO NokasaHHA abo 3miHa y

3aTBEPKEHOMY NOKa3aHHi) - 3MiHW BHECEHO B iHCTPYKLIit0 AN
MeJMYHOro 3aCTOCYBaHHA MikapCbKoro 3acoby A0 po3Ainis
"apmakonoriyHi BnactusocTi", "MokasaHHSA" (PO3LUMPEHHS
coepu 3aCTOCyBaHHS NiKapcbKoro 3acoby A5 NiKkyBaHHS

rOMO3UroTHOI CiMeIHOT rinepxosiecTepuHeMii y aiTeli Bikom Big 6
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

pokiB), "OcobnmBOCTi 3acTocyBaHHs", "B3aemogis 3 iHWyMK
nikapcbkMu 3acobamu Ta iHWi BUAKM B3aemogiii”, "Cnocio
3acTocyBaHHSA Ta go3un”, "Litn" ( 3aTBEpAKEHO: Npenapar
KpecTtop He pekoMeHAY€ETbCSA 3aCTOCOBYBATU AiTAM 3
rOMO3MrOTHO CiMEHOH rinepxosiecTepuHeMieto Bikom o 10
poKiB; 3anponoHoBaHo: npenapat KpecTtop He peKkoMeHAy€eETbCS
3aCTOCOBYBATY AiTAM 3 FTOMO3UTOTHOIO CiMEiHO
rinepxonecrtepnHeMieto BikoM A0 6 pokiB), "Mo6iuHi peakwii”.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB NiCNA 3aTBEPAKEHHS;
3MiHy I Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XapakTepucTuL NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MegnyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY i@HUMM 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta fJaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO B iHCTPYKLLitO AN MEANYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"MpoTnnokasaHHA" Ta "B3aemogis 3 iHWNMY NiKapCbKUMU
3acobamu Ta iHWi BUAW B3aeMOgjin". BBefeHHs 3MiH NpoTArom 6-
TV MicALiB Nic/1s 3aTBepPAKEHHSI

129.

KPECTOP

TabneTku, BKpUTI
nAiBKOBOO
060n0HKot0, Mo 10
Mr no 14 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoo6Li

AcTpa3eHek
a foK
Nimiteq

Benwuka
BputaHis

AMIEp
PapmacboTrKanc
IHK., CLUA,
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTaHis

CLUA/
Benvka
BpuTaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta papMakoHarisgy. 3miHa
Y KOPOTKiiA XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysIspHO OHOB/HOBAHOIO 3BITY 3 6e3neku NikapcbKoro
3aco0by, abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo Sk pe3ybTaT OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimkerb (PIP) (3MiHY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiH1 BHECEHO B
IHCTPYKLil0 ANS MeAMYHOro 3acTocyBaHHS NikapCbKoro 3acoby
00 po3giny "®apmakosioriyHi BnactMBoCTi" BiANOBIAHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neky 3acTocyBaHHS Ailoyoi
peyoBuHW. BBEAEHHSA 3MiH MpOTAroM 6-Tv MicsAiB nicns
3aTBepPKEHHS; 3MiHU | TUny - 3MiHN Wwoao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy. 3miHa(u) y
KOPOTKIll XapaKTepucTuMLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHSA ab0 IHCTPYKLIT 415 MEeJUYHOro 3aCTOCyBaHHS AN
nikapcbKoro 3acoby, niueHsoBaHoro y €C 3a npoleaypoto
B3AEMHOr0 BMU3HaHHSA (NikapcbKuii 3aci6 He BXoaUTb 0 cdhepu
4ii npoLieypy B3aEMHOrO BU3HAHHS, ane 3MiHa BHOCUTbCA AK
pe3ynbTaT npoLeaypu i Bif BNacHMKa TOProsoi iLeHsii He
BMMAaraeTbCa HafaHHs XOAHNX HOBVX AOAATKOBUX AaHUX) -
3MiHV BHECEHO B IHCTPYKLIiIO A4/19 MeMYHOro 3aCTOCYBaHHsA
nikapcbKoro 3acoby o po3ainy "B3aemogis 3 iHwmnmu
nikapcbkumu 3acobamu Ta iHLWi BUAM B3aEMOZin" BignoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn 3acTocyBaHHs Aitoyol
pevoBUHU. BBEAEHHS 3MiH NPOTArOM 6-TW MicALIB nicas
3aTBEPMKEHHS; 3MiHu |l Tuny - 3MiHK Woao

3a peyenmom

UA/3772/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40A4aBaHHA HOBOrO
TepaneBTUYHOrO MokasaHHs abo 3MiHa y 3aTBepAKeHOMY
nokasaHHi) - 3MiHM BHECEHO B iHCTPYKLitO AN MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ziniB "®apmMakonoriyHi
BnactuBocTi", "Moka3aHHA" (PO3LWNPEHHs chepy 3acTOCyBaHHSA
nNikapcbKoro 3acoby A5 MikyBaHHS rinepxonecTepuHeMii y gitei
BIKOM Bif, 6 pokiB), "OcobnmnBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHsA Ta go3un”, "[itn" (3aTBEpAKEHO: npenapar
KpecTtop He pekoMeHAY€ETbCA 3aCTOCOBYBATM AiTAM Bikom A0 10
pOKiB; 3aNponoHOBaHoO: NpenapaT Kpectop He pekoMeHayeTbCA
3acTOCOBYBaTK AiTAM BIiKOM [0 6 pokiB), "lM06iuHi peakuii”.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB NicNs 3aTBEPAKEHHS;
3MiHu |l TNy - 3MiHKM Woao 6e3neku/edhekTBHOCTI Ta
thapmakoHarnsgy. 3MiHM y TepaneBTUYHMX NoKa3aHHAX
(fopaBaHHS HOBOrO TepaneBTUYHOIO NokasaHHA abo 3miHa y
3aTBEpPKEHOMY NoKa3aHHI) - 3MiHW BHECEHO B IHCTPYKLi0 AN
MeJMNYHOro 3aCTOCYBaHHSA MiKapCbKOoro 3acoby [0 po3Ainis
"®apmakonoriyHi BnactmocTi”, "lMokazaHHA" (PO3LLNPEHHS
cdoepu 3acToCyBaHHA NiKapcbKoro 3acoby Ans NikyBaHHSA
rOMO3MrOTHOI CiIMEeHOI rinepxonecTepuHemii y aiteli Bikom Bif, 6
pokiB), "OcobnmBOCTi 3acTocyBaHHS", "B3aemogis 3 iHWyMK
nikapcbkMu 3acobamu Ta iHWi BUAKM B3aemogiii”, "Cnocio
3acTocyBaHHSA Ta go3un”, "[itn" ( 3aTBepAKeHO: npenapar
KpecTtop He pekoMeHAY€ETbCSA 3aCTOCOBYBATU AiTAM 3
rOMO3MrOTHO CiMEHOH rinepxosiecTepuHeMieto Bikom o 10
poKiB; 3anponoHoBaHo: npenapat KpecTtop He peKkoMeHAYy€eETbCS
3aCTOCOBYBATY AiTAM 3 FTOMO3UTOTHOIO CiMEiHO
rinepxonectepuHeMieto BikoM A0 6 pokis), "Mo6iuHi peakwii”.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS;
3MiHy I Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiH1 y KOpoTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW J@HUMM 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW faHUMKW Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO B iHCTPYKLLtO AN MEAUYHOTO
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"MpoTmnokasaHHA" Ta "B3aemogis 3 iHWNMY NiKapCbKUMU
3acobamu Ta iHWi BUAW B3aeMOgiin". BBefeHHs 3MiH NpoTArom 6-
TV MicALiB Nic/1s 3aTBepAKEHHSI

130.

KPECTOP

TabneTku, BKpUTI
nAiBKOBOO
060710HKO0, MO 20
Mr no 14 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI KopooLi

AcTpa3eHek
a foK
Nimiteq

Benwuka
BputaHis

AMIEp
PapmacboTuKanc
IHK., CLUA,
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTaHis

CLUA/
Benvka
BpuTaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta papMakoHarisgy. 3miHa
Y KOPOTKiiA XapaKkTepucTuLi slikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysIspHO OHOB/HOBAHOIO 3BITY 3 6e3neku Nikapcbkoro
3aco0by, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo Sk pe3ynbTaT OLiHKM
3BITY 3 fOCAIMKEHb, NPOBEAEHMX BiANOBIAHO A0 NAaHy

3a peyenmom

UA/3772/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

negjatpnyHux gocnigpkeHs (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpPraHom) - 3MiHN BHECEHO B
IHCTPYKLil0 ANS MeAnYHOro 3acToCyBaHHS NiKapCbKoro 3acoby

[0 po3gainy "®apmMakosoriyHi BnacTuBoCTi" BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neky 3acTocyBaHHSA Ailoyol
peyoBuHW. BBEaEHHSA 3MiH NpOTAroM 6-Tv MicsAiB nicns

3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK WoAo

6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy. 3miHa(u) y

KOPOTKIl XapaKTepuCcTuMLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHSA ab0 IHCTPYKLIT 415 MEeJUYHOro 3aCTOCyBaHHS A1

nikapcbKoro 3acoby, niueHsoBaHoro y €C 3a npoueayporo

B3AEMHOr0 BN3HaHHSA (NikapcbKuii 3aci6 He BXoaUTb A0 cdhepu
4ii npouieypy B3aEMHOIO BU3HAHHSA, asie 3MiHa BHOCUTLCS 5K
pesynbTaT npoleaypu i Bif BNacHMKa TOpProsoi fiLeHsii He
BUMaraeTbCsl HafJaHHs XOAHNX HOBUX AOAATKOBUX JaHUX) -
3MiHV BHECEHO B IHCTPYKLItO A/19 MEANYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy "B3aemogis 3 iHWnmu
nNikapcbkumu 3acobamu Ta iHLWi BUAM B3aEMOZin" BignoBigHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3nekn 3acTocyBaHHs Aitoyol
pevoBUHU. BBEEHHS 3MiH NPOTAroM 6-TW MicALIB nicns
3aTBEPMKEHHS; 3MiHU || Tuny - 3MiHK LWoAao
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40A4aBaHHA HOBOrO

TepaneBTUYHOrO NokasaHHs abo 3MiHa y 3aTBepAKeHOMY

nokasaHHi) - 3MiHM BHECEHO B iHCTPYKLitO AN MeAUYHOr0
3aCcTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ziniB "®apmMakonoriyHi
BnactmsocTi", "Moka3aHHA" (PO3LWMNPEHHs chepy 3acTOCyBaHHSA
nNikapcbKoro 3acoby A5 NikyBaHHS rinepxonecTepuHeMii y gitei

BIKOM Bif, 6 pokiB), "OcobnmnBoCTi 3acTocyBaHHA", "Cnoci6

3acTocyBaHHsA Ta go3un”, "[itn" (3aTBEepAKEHO: npenapar
KpecTtop He pekoMeHAY€ETbCA 3aCTOCOBYBATM AiTAM Bikom A0 10
pOKiB; 3anMponoHOBaHoO: NpenapaT Kpectop He pekoMeHAyeTbCA
3acTOCOBYBaTK AITAM BIiKOM [0 6 pokiB), "lM06iuHi peakuii”.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB NicNs 3aTBEPAKEHHS;
3MiHu |l TNy - 3MiHKM Woao 6e3neku/edhekTBHOCTI Ta
thapmakoHarnsgy. 3MiHM y TepaneBTUYHMX NMOoKa3aHHAX
(hopaBaHHS HOBOrO TepaneBTUYHOIO NokasaHHA abo 3miHa y
3aTBEpPKEHOMY NoKasaHHI) - 3MiHW BHECEHO B IHCTPYKLi0 AN
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKOoro 3acoby [0 po3Ainis
"®apmakonoriyHi BnactmocTi”, "lMokazaHHA" (PO3LLNPEHHS
cgoepu 3acToCyBaHHA NiKapcbKoro 3acoby Ans NikyBaHHSA
rOMO3MrOTHOI CiIMEeHOI rinepxonecTepuHemii y aiteli Bikom Bif, 6
pokiB), "OcobnmBOCTi 3acTocyBaHHs", "B3aemogis 3 iHWVMK
nikapcbkMu 3acobamu Ta iHWi BUAmM B3aemogiii”, "Cnocio
3acTocyBaHHSA Ta go3un”, "Litn" ( 3aTBepAKEHO: npenapar
KpecTtop He pekoMeHAY€ETbCSA 3aCTOCOBYBATU AiTAM 3
rOMO3MrOTHO CiMEHOH rinepxosiecTepuHeMieto Bikom o 10
poKiB; 3anponoHoBaHo: npenapat KpecTtop He peKkoMeHAy€eETbCA
3aCTOCOBYBATY AiTAM 3 TOMO3UIOTHOI CiMEHO
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

rinepxonecTepuHemieto Bikom 40 6 pokiB), "INo6ivHi peakuii”.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS;
3MiHu |l Trny - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco06y, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans MeANYHOro
3aCTOCYBaHHS y 3B'AA3KY i3 HOBMMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
thapMakoHarnagy - 3MiHM BHECEHO B iHCTPYKLiO 4151 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"MpoTrnoka3aHHa" Ta "B3aemogis 3 iHLWMMY NiKapCbKUMun
3aco6amu Ta iHWi BUAK B3aemogiii". BBeAeHHS 3MiH NpoTarom 6-
TW MicsiLiB nicns 3aTBeppKeHHS

131.

KPECTOP

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0, M0 40
Mr no 7 TabneTok y
6nictepi; no 4
6nictepu B
KapTOHHIA KOpoo6Li

AcTpa3eHek
a oK
Nimiten

Benuka
BpuTaHis

ANMIEp
PapmacboTrKanc
IHK., CLLA;
AcTtpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis

CLIA/
Benvka
Bputanis

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasiB: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnisgy. 3miHa
Y KOPOTKili xapakTepucTuL,i MikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLT A1 MeAUYHOro 3acToCyBaHHA Ha
niacTasi peryssipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekun Nikapcbkoro
3acoby, abo fgocnimpkeHb 3 6e3nekn 3aCTOCYBaHHS JiKapCbKoro
3acoby B mic/ispeecTpaviiiHvin nepios, abo Sk pe3ynbTaT OLiHKK
3BiTY 3 OCNiMKEHb, MPOBEAEHNX BiANOBIAHO A0 NaaHy
neajatpnyHux gocnimpkenb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiH1 BHECEHO B
IHCTPYKLiIO AN MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
[0 po3gainy "®dapmMakonoriyHi BnactusocTi" BignoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn 3acTocyBaHHs Aitoyol
pevoBUHU. BBEAEHHS 3MiH NPOTArOM 6-TW MicALIB nicas
3aTBEPMXEHHS; 3MiHM | TURY - 3MiHN LWOA0
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa(n) y
KOPOTKIili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHsi ab0 IHCTPYKLUiT 4719 MeAMYHOr0 3aCTOCYBaHHS A5
nikapcbKoro 3acoby, niyeH3oBaHoro y €C 3a npoweaypoto
B3aEMHOr0 BU3HaHHS (Nikapcbkuii 3acio He BXOAUTb 0 cchepu
Ail npoueAypn B3aEMHOIO BU3HaHHS, asie 3MiHa BHOCUTLCSA 5K
pe3ynbTaT npoueaypu i Bif BNacH1Ka TOProsoi fiLeHsii He
BUMaraeTbCsl HafiaHHs XOAHNX HOBUX A0AATKOBUX [aHUX) -
3MiHM BHECEHO B IHCTPYKLilO 415 MEANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zainy "B3aemogis 3 iHWMMn
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aeMogiii" BignoBiaHoO fo
OHOB/EHOT iH(hopMaLii 3 6e3nekn 3acTocyBaHHS Aitoyoi
pevoBUHU. BBeEHHSA 3MiH NPOTATOM 6-TW MicALIB nics
3aTBEPMAKEHHS; 3MiHM Il TUny - 3MiHK WoA0
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOTO
TepaneBTUYHOrO MoKa3aHHs abo 3MiHa y 3aTBEpAXXEHOMY
nokasaHHi) - 3MiHW BHECEHO B iHCTPYKLitO AN MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BnactusocTi", "Moka3aHHA" (PO3LLUMPEHHs chepy 3aCTOCyBaHHSA
NikapcbKoro 3acoby Ans nikyBaHHSA rinepxoaecTepuHeMii y aitei

3a peuernmom

UA/3772/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BikOM Bif 6 pokiB), "OcobnmnBoCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta ao3un”, "4itn" (3aTBepKeHo: npenapar
KpecTop He pekoMeHAyeTbCSA 3aCTOCOBYBATU AiTAM BikoM A0 10
POKiB; 3anMpoONoOHOBaHO: NpenapaT KpecTtop He peKoMeHAy€eTbCA
3acTocoByBaTH AiTAM BiKOM A0 6 pokiB), "Mo6iuHi peakuii™.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB NiCNA 3aTBEPAKEHHS;
3MiHy I Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUUHUX NOKa3aHHAX
(AofaBaHHA HOBOro TepaneBTUYHOIO MOKa3aHHS abo 3MmiHa y
3aTBEPKEHOMY NOKa3aHHi) - 3MiHW BHECEHO B iHCTPYKLito AN
Me[UYHOro 3acTocyBaHHS NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "lMokazaHHA" (PO3LLNPEHHS
cchepy 3aCTOCYBaHHS JliKapcbKoro 3acoby Ans NikyBaHHSA
roMO3MroTHOI CiMeHOI rinepxonecTepuHemii y aiteli BikoM Big 6
pokiB), "Oco6/IMBOCTI 3aCTOCYBaHHS", "B3aemogisi 3 iHWMMK
nikapcbkMun 3acobamu Ta iHWi Buamn Baemogiii”, "Cnocio
3acTocyBaHHA Ta go3un”, "Oitn" ( 3aTBEpKeHO: npenapar
KpecTop He pekoMeHAyETbCA 3aCTOCOBYBATY AiTAM 3
rOMO3MrOTHOIO CiMEHOM0 FinepxosiecTepmHeMieto Bikom o 10
pOKiB; 3anMponoHOBaHoO: NpenapaT Kpectop He pekoMeHayeTbCA
3aCTOCOBYBAaTHW AiTAM 3 TOMO3UIOTHOK CiMEHO0
rinepxonecTepuHemieto Bikom A0 6 pokiB), "INo6ivHi peakuii”.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS;
3MiHu | Tvny - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT A1S MeANYHOro
3aCTOCYBaHHS y 3B'AA3KY i3 HOBMMU JaHUMU 3 SKOCTI,
[LOKMIHIYHUMM, KNIHIYHUMKW JaHUMK Ta AaHUMK 3
thapmakoHarnsagy - 3MiHM BHECEHO B iHCTPYKLiO 4151 MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"MNMpoTrnoka3aHHa" Ta "B3aemogis 3 iHLWMMY NiKapCbKUMun
3aco6amu Ta iHWi BUAK B3aemogiii". BBeAeHHS 3MiH NpoTsrom 6-
TW MicsiLiB Nicns 3aTBeppKeHHS

132.

KPOMOZPONM
ce®

Kpansi O4Hi, pO34uH,
20 mr/mn; no 5 mn
abo 10 mny
hnakoHi-
KpanenbHuj; no 1
dnakoHy-
KpanesibH1Li B
KapTOHHI KOopoo6Lli

Mikpo Jlabc
Nimiten

IHAjA

Mikpo /la6c Nimiteq,

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasiB: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
3asBHVIKa (BNacHWKa peecTpauiiHoro nocsigveHHs) (iHLi 3MiHn)
- 3miHa HaliMeHyBaHHS agpecy 3asiBHUKa (BBeeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPAXKEHHS)

3a peuernmom

UA/15701/01/01

133.

KPOMNY
NMAXYYOro
nnoau

nnogm no 50 r abo
no 100 r y naykax 3
BHYTPILLUHIM NakeTom

MpAT
"NikTpasun"

YKpaiHa

MpAT "NliktpaBn"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHM | Tuny -
3MmiHK 3 sKoCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWIA 3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO JliKapCbKOro 3acoby (3miHa Macu/06'eMy BMICTY
KOHTeliHepa 6araTto1030B0Oro NikapcbKoro 3acoby ans
HenapeHTepasIbHOro 3acTocyBaHHsA (abo 04HOA030BOrO,
4acTKOBOIO BMKOPUCTaHHS)) — BBEAEHHS [10AATKOBOI YNakoBKY -

6e3 peyenma

UA/5975/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 100 r y naykax 3 BHYTPiLUHIM NakeToM, 6e3 3MiH1 NepBUHHOIO
nakyBaslbHOro Matepiany, 3 BignoBigHMMK 3MiHaMm1 1o p.
«YnakoBKka» Ta crneumdikalii/MmeTogiB KOHTPOO SKoCTi . «Maca
BMICTY yrakoBKu». 3MiHV BHeCeHi B po3gin "Cknag" Ta
"YnakoBka" B IHCTPYKLitO 4715 MeANYHOr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby y 38"A3Ky 3 BBEAEHHAM 40AaTKOBOT
yNaKkoBKM Ta SK HACNIAOK - 3aTBEPKEHHA TEKCTY MapKyBaHHS
[0AaTKOBOI YNakoBKW Nikapcbkoro 3acoby
134. | KYHYUKY® Kpanni HasabHi, fenbTa Lsenuapi K.O. Biohapm C.A. PymyHis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/18502/01/01
HA3A/b po3uuH 0,05 %, no Megiken A 3MiHM Woao 6e3neku/edhekTMBHOCTI Ta dhapmakoHarisay.
10 mn y chnakoHi 3 MpomoyLUH3 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo cuctemy
HasasIbHUM Al thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
annikatopom, no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
hnakoHy B 3a 3[jiicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
KapTOHHI ynakosLii hapmakoHarnsgy 3asBHUKa ANS 34iCHEHHA dhapmakoHarnsgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif YNOBHOBaXKeHOT ocobw,
BiANOBiAA/IbHOI 3a 3filicHeHHs (hapmakoHarnaay (Bka4yaum
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-ghalina
cuctemmn chapmakoHarnsgy) - 3MiHa ynoBHOBaXkeHOi 0cobm
3asBHMKa, BiANOBIAALHOT 32 hapMakoHarnsg.
MponoHoBaHa pepakuis: daHinosa flapuca BonogvmumpisHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBAXXEHOT 0CO6U 3asBHYKA,
BignoBigasIbHOI 3a hapmakoHarnsg
135. | NAMIBYOVH TabneTkun, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 3a peyenmom UA/14446/01/01
060/10HKOt0, No 150 "TexHonor" 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
Mmr, no 60 TabneTok 3MiHa po3Mmipy cepii (BkouYatoun Aiana3oH po3mipy cepii)
y KOHTelHepi, no 1 roTOBOrO NikapCcbKoro 3acoby (36inbLeHHs go 10 pasis
KOHTEelHepy y naui NOPIBHAHO i3 3aTBEPXKEHUM PO3MIPOM) - BBEEHHS JOAATKOBOro
3 KapTOHY pO3Mipy cepii roTOBOro NikapcbKoro 3acoby; 3anponoHOBaHO:
5,562 kr (18 000 Tabnetok; Big 16 200 go 18 000 TabneTok);
15,45 kr (50 000 Ta6netok; Big 40 000 ao 50 000 Ta6NeTok)
136. | IEBOKOM TabneTku TOB YkpaiHa TOB "®apma Ctapt” YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/7844/01/01
PETAPL NPOJIOHroBaHoI fii, "ACIHO 3amiHa po3giny «[paciyHe 0hopMIEHHS yNakoBKM» Ha PO34in
BKPWUTI NNiBKOBOIO YKPAIHA" «MapkyBaHHa» MK#A J13: 3anponoHoBaHo: MAPKYBAHHA

060n10HKot0, 200
mr/50 wmr; no 10
Tabnetok y 6nictepi;
no 3 a6o no 10
6nicTtepis B
KapTOHHIN nauui

3rigHO 3aTBEPKEHOrO TEKCTY MapKyBaHHS. BunyyeHHs
iHchopmauii Wwoao nakyBaHHs in bulk 3 maTepianis
peecTpaviiiHOro AOChE Y 3B A3KY i3 3aKiHUEHHSM Al
peecTpadiiiHoro nocsigueHHs N13 SleBokom petapg, (TabneTku
MPOJIOHrOBaHOI Aji, BKPUTI N/1IBKOBOK 060/10HKO, 200 Mr/50 Mr)
in bulk: no 7 kr TabneTok y nonietTnneHosux naketax (P Ne
UA/4000/02/01 Big 15.03.2013). BBeAeHHA 3MiH NPOTAroM 6-Tn
MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHM | TUMY - 3MiHM Wo40
6e3nekn/edekTBHOCTI Ta hapMakoHarniagy - OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHSIM
iHhopMaUii LWoA0 3a3HaYeHHS OAMHML BUMIPIOBaHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NPOTAroM 6-T1 MicsLB NiCNsA 3aTBEPKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
137. | NIGOKCAH cnpeii Ans poToBoi TOB YkpaiHa Na6opaTtopia Benebrisi/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/16227/01/01
NMOH NOPOXHWHWK, 2 Mr/0,5 "CaHpo3 Keanicap HB CnoseHis 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI.
CMPEIA mr Ha 1 mn; no 30 Ykpaina" (Keanidhap HB), 3MiHa po3mipy cepii (Bk/Iouatoumn gianasoH po3Mipy cepir)
My donakoHi, no 1 Benebrisa roTOBOrO Jlikapcbkoro 3acoby (36inbLeHHs go 10 pasis
hnakoHy B KOpo6L,i (BUPOBHMLTBO 3a NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - BBEAEHHS OAATKOBOro
NOBHMM LUK/IOM); po3mipy cepii N3 3000 n, 4o Bxe 3arsepakeHoro 750 n:
Nexk 3anponoHoBaHo: 750 11 (25000 chnakoHis); 3000 i1 (100 000
dapmaueBTUYHA NakoHIB)
KomnaHis g.4.,
CrnoBeHis (BMNycK
cepiii)
138. | NIMEHAA cynosuTopii POTA®APM | TypeuuuH yoprng MEANLINH TypeyunHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/14636/01/01
BariHasibHi, no 7 INAYNAPI a INAY CAH. BE 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy -
Cyno3nTopiiB y ATA. WTI. TIOK. A.LL. BHECEHHS 3MiHM A0 po3ziny “MapkyBaHHsA" MKA N13:
6nicTepi; no 1 3anponoHoBaHo: MAPKVPOBKA B cooTBeTcTBUM C
6nictepy y YTBEPXAEHHBIM TEKCTOM MapKUpoBKu. OHOBNEHHS TEKCTY
KomnnekTi 3 7 MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby 3 BHECEHHSM
HanasibYHUKamu iHhopmauii LWoA0 3a3HaYEHHS OAMHMLb BUMIPIOBaHHS Y CUCTEMI
0/lHOpPa30BoOro S, BUganeHHs iHdopmauii Wwoao /Iorotuny 3asBHuKa 3
BWKOPWCTaHHS abo NepBUHHOT YNakoBKU Ta BUKNaAeHHS iHdopmaLlii y HoBoMy
no 2 6nictepu y chopmaTi y po3gini 7. "IHLWI OCOBVBI SACTEPEXEHHA" Ha
KOMMNNekTi 3 14 BTOPWHHII ynakoBL,i. BBeAeHHS 3MiH NpoTArom 3-x MicAuiB micns
HanasibYH1Kamm 3aTBEPAKEHHS
O/IHOPa30BOro
BUKOPWCTaHHSA y
KapTOHHI Kopoo6Lli
139. | NINPETTO TabneTkun, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB; 3MiHu | Tuny - 3a peyenmom UA/18323/01/01
NnNiBKOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHa KOHTaKTHUX [aHnX YNOBHOBaXXEHOT 0CO6M 3asiBHIKA,
060/10HKO0, Mo 10 BifNoBiganbHOI 3a hapmakoHarnag. 3miHa agpecy 3ailicHeHHs
mr; no 10 TabneTok OCHOBHOI AisiNbHOCTI 3 chapmakoHarnsgy. 3miHa
y 6nictepi; no 3 abo MiCLLe3HaX0PKEHHSI MacTep-chaiina cuctemm hapmakoHarnsgy
no 9 6nictepis y
nauui 3 kKapToHy abo
no 30 TabneTok y
6aHUj; no 1 6aHL y
nauui 3 KApToHY
140. | NINPETTO TabneTkun, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/18323/01/02
NNiBKOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
060/10HKO10, No 20 BiANOBIAa/IbHOI 3a hapMakoHar/isg. 3MiHa agpecu 34iiCHEHHSA
mr; no 10 TabneTok OCHOBHOI AlisNbHOCTI 3 hapmakoHarnsagy. 3miHa
y 6nictepi; no 3 abo MicLie3HaxX0MKeHHA MacTep-ghalina cuctemy hapmakoHarnagy
no 9 6nictepis y
nauui 3 kapToHy abo
no 30 TabneTok y
6aHuj; no 1 6aHyi y
nauui 3 KApToHY
141. | NINPETTO TabneTkun, BKpUTI TOB HB® Ykpaina TOB HB® YKpaina BHECEHHS 3MiH 40 peeCTpaviiHNX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/18323/01/03
NNiBKOBOK "MIKPOXIM" "MIKPOXIM" 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

060/10HKOI0, N0 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepu y nauui 3
KapToHy; no 30
TabneTok y 6aHL;
no 1 6aHuj y nauui 3
KapTOHY

BiANOBIAa/IbHOI 3a hapMakoHariag. 3miHa agpecu 34iiCHEHHSA
OCHOBHOI AlisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3Hax0MKEeHHS1 MacTep-ghaiina cuctemmn thapmakoHarnsgy

142.

NO3APTAH
KPKA

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKo no 100
mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 9 6nictepis y
KapTOHHI KOpoo6Li

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
mecTo, C/oBeHis
(BignoBiganbHUiA 3a
BMPOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPVHHHE
naxyBaHHs,
KOHTPO/b cepiii Ta
BMNYCK Cepiit);
KPKA, a.4., Hoso
mecTo, CroBeHis
(koHTpONb cepii);
NabeHa g.0.0.,
CnoBeHisa (KOHTPOb
cepii); HiHr6o
MeHoBo TiaHKaHr
dapmacboTrKanc
Ko., NiTa., Kutait
(BignoBiganbHUii 3a
BMPOGHMLTBO “in
bulk™)

CnoseHis/
Kutait

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
[ONOBHEHHA cneumndikauii APl no3apTaHy kanito BU3HAYEHHAM
pomiwok «N-nitrosodimethylamine (NDMA) He 6inbLue 0,03
ppm» Ta «N-nitrosodiethylamine (NDEA) He 6inbLue 0,03 ppm»
BBefeHHA 3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS;
3MiHKM | TNy - 3MiHW 0 cneundikaLii KOHTPOK0 MPOMDKHOIO
NpoAyKTy 3a nokasHukom "BTpaTta B maci npu
BucywyBaHHi"(Loss on drying of the compression mixture) 3
"Makcumym 3,5 %" Ha "mMakcumym 4,0 %". MeToam KOHTPOI0
NPOMDKHUX MPOAYKTIB 3anunwmnamcsa 6e3 3miH BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXEHHS; 3MiHW Il Tuny -
OHoB/eHHA ASMF Ha A®I no3apTaHy Kanito 4719 BUPO6HMKa
KRKA, d.d., Novo mesto, Slovenia: - BU1y4eHHs1 BUPOOGHMYOT
OinbHMUl A®l KRKA, d.d., Novo mesto, CnoBeHisl. BnacHuk
macTep-aiina, skuii BkazaHuii B MaTepiasiax peectpawiiiHoro
pocbe Ta MKA N13 3anuwnecsa HeamiHHMM, KPKA, a.4., HoBo
MecTo, C/I0BEHIs. - BUNYYEHHA cxemn cuHTesy A®I (RoS1),
OCKiNbKN HasABHWI anbTepHaTUBHWIA MeToA cuHTe3y RoS1,; -
onTMMmi3auis BUpobHuyoro npouecy A®I JlozapTaHy Kasito Ta
3a3HayvYeHHs BUXigHNX MaTepiasiB, SKi BUKOPUCTOBYIOTLCH B
CuHTE3i ADI| ANa OTpYMaHHA NPOMKHOro npoaykty AG1
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS

3a peuenmom

UA/14818/01/01

143.

NO3APTAH
KPKA

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0 No 50
mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 9 6nictepis y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4a., Hoso
mecTo, CnoBeHis
(BignoBigansHuii 3a
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHHE
nakyBaHHs1,
KOHTPO/b cepiii Ta
BUMYCK Cepiit);
KPKA, a.4a., Hoso
mecTo, CnoBeHis
(koHTpO/b cepii);
Nab6eHa p.0.0.,
CnoBeHia (KOHTPONb
cepii); HiHr6o
MeHoBo TiaHkaHr
PapmacboTrKanc
Ko., IT4., Kutai

CnoseHis/
Kutait

BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
[ONOBHEHHA cnevudikauii APl no3apTaHy Kanito BUSHAYEHHAM
nomiwok «N-nitrosodimethylamine (NDMA) He 6inbe 0,03
ppm» Ta «N-nitrosodiethylamine (NDEA) He 6inbLie 0,03 ppms»
BBefieHHs1 3MiH NpOTArom 6-T1 MiCALB NiCNA 3aTBEPAKEHHS;
3MiHKM | TRy - 3MiHW 40 cneundikalii KOHTPOTHO MPOMIKHOTO
NpoAayKTy 3a nokasHukoMm "BTparta B maci npu
BuCyLLyBaHHi"(Loss on drying of the compression mixture) 3
"Makcumym 3,5 %" Ha "mMakcumym 4,0 %". MeToay KOHTPOSI0
NPOMiXHMX NPOAYKTIB 3anuwmnuncs 6e3 3miH BBeeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNA 3aTBEPLYKEHHS; 3MiHW Il TUny -
OHoB/eHHSA ASMF Ha A®I no3apTaHy Kasito 415 BUPOGHMKa
KRKA, d.d., Novo mesto, Slovenia: - BUny4eHHs1 BUPOOHNYOT
AinbHuui A®I KRKA, d.d., Novo mesto, CrnoseHisi. BnacHuk
macTep-goaiina, sknii BkasaHuii B MaTepianax peectpauiiHoro
pocbe Ta MKA N13 3anuwmneca HeamiHHUM, KPKA, a.4., HoBo
MecTo, C/oBeHis. - BUyYeHHs cxemu cuHtesy A®| (RoS1),
OCKINIbKN HasABHWI aNlbTepHaTUBHWIA MeTof cuHTe3y RoS1,; -

3a peyenmom

UA/14818/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
(BignoBiganbHuii 3a onTuMi3auis BupobHuyoro npouecy Adl JlozapTaHy kKanito Ta
BMPOBHULTBO "in 3a3HayvYeHHs BUXiAHUX MaTepianiB, ki BAKOPUCTOBYIOTLCH B
bulk") cuHTe3i AD| 415 OTPMMaHHA NPOMIKHOTO NpoaykTy AG1
BBeAeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/a 3aTBepAKEHHS
144. | NOMEKCUH® | kpem 2% no 30ry Pekopparti Ipnangis BAM®APMA C.P.J1., ITania BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: BUNpaB/eHO 6e3 peyenma UA/6094/02/01
Ty6i; no 1 Ty6i y Aineng Ntp, ITanisa; Pekopaari TEXHIYHY MOMW/IKY Y TEKCTi MapKyBaHHS BTOPVHHOI yNakoBKu
KapTOHHIA KOpoo6Li IHoacTpia Xivika e niKkapcbkoro 3acoby A1 060X BUPOGHMKIB: 3anpornoHoBaHo: 8.
dapmaceBTika OATA 3AKIHUEHHA TEPMIHY NPUAATHOCTI MpugatHuii fo
C.n.A., Itanis 13. HOMEP CEPIi IKAPCbKOIO 3ACOBY
Cepisa Ne / 3a3HaueHe BUNpaBneHHSA BiAnosigae marepiaiam
peecTpauiiiHoro focbe
145. | NOPATEK® crpeii Ha3albHWUA, TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepiasiiB: 3MiHu | Tuny - 6e3 peyenma UA/17398/01/01
no3oBaHuii 0,05 %, "BANNAPTIH [ONOBHEHHS cnewmdikalii roToBOro nikapcbkoro 3acoby
no 10 r y dpakoHi 3 PAPMA" nokasH1koM "CynyTHi AOMILLK1" 3 BigNOBIAHM METOAOM
posnunoBayem, no BUNPOOYBaHHSA (3anponoHOBaHO: OKCMMETAa30/1iHy AoMiluka A: He
1 cpnakoHy y nauui 6inblue 0,2%; HecneundikoBaHi OMILLKU: KOXHOI He Ginblue
0,2%; cyma [OMiILOoK: He Ginblie 1,0%), (*He pyTUHHUIA TecT
(KOHTPO/Ib MPOBOAATL AN1S KOXHOI M'ATOI cepii MPoAyKTy); 3MiHNn |
TMNy - 3MiHN Y MeTodax BUNpobyBaHHSA T. KinbkicHe BU3HAYEHHS:
OKCUMETAa30/1iHY rigpoxnopuay (BHECEHO NocunaHHsA Ha TecT
CynyTHi AOMILLKU3i 3MiHAMM YMOB XpoMaTtorpaddyBaHHs (MeTog
piavHHOT XxpomaTtorpadii)) 6eH3asIKOHIl0 X1opua — pefaxuiiiti
npasku
146. | MAKPOron BOCKOMOAibHa abo ToBapucTBO YkpaiHa KNAPIAHT HimeuunHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - - UA/15487/01/01
3350 napaciHonogi6Ha 3 MPOAYKTE noAaHHA OHOB/MIEHOTO cepTuchikaTa BignoBigHOCTI EBponeiichkiii
Maca (cybcTaHuis) y | obMexeHot (HIMEYUMHA) thapmakonei Ne R1-CEP 2002-180-Rev 04 ana Adl Big Bxe
noABiliHMX Bignosigaib 'MBX, HimewunHa 3aTBepmxeHoro BupobHuka Clariant Produkte (Deutschland)
nonieTuneHoBmx HiCTIO (BUpO6HMLTBO, GmbH, HimeuunHa, y Hacnifok BUIy4eHHs Micusi nonepeaHbLoro
naketax gns "®apmaveBT BUNYCK cepil); noApibHeHH: Ta 36epiraHHs; OHOB/IEHHS BXWBAHOIO
hapmaLeBTUYHOrO nyHa NIHYC T'MBX, BMPOGHMYOro 061afHaHHS; OHOB/IEHHS AAHVX LLOAO BUXiAHOTO
3acTOCyBaHHSA KoMnaHis HimeyunHa maTepiany Ta NPOMKHVX MPOAYKTIB; BUTYYEHHSA TUNY Makporosny
"3p0pos'a” (po3nuneHnHs) 8000 i3 cepTudikata Yepes pisHi cneuudikaLii hopmanbaerigy;
OHOBJIEHHS PO34iNy LLOAO NaKyBaslbHOro Marepiany
147. | MAKCITPAH® | Tabnetku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/18255/01/01
nAiBKOBOO "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHariagy.

060s10HKo0, Mo 500
Mr no 10 TabneTok y
6nictepi, no 3
6nicTepu y nauui 3
KapToHy a6o no 30
Tabnetok y 6aHui,
no 1 6aHuj y nauui 3
KapToHYy

BBegeHHs1 ab0 3MiHM [0 y3arasibHeHUX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeEHHS y3arasibHEHNX AaHVX NPO CUCTeMy
hapmakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBigaIbHOT

3a 3AjicHeHHs hapMakoHariaay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHO| 0cobw,
BiANOBIAA/ILHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovawum

KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-gaiina

cucTeMun dpapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
YMOBHOB&XeHOT 0c06M 3aBHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-haiina cuctemm hapmakoHarnsgy
148. | MAKCITPAH® | po3uunH Ans iH'ekuii, TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/18255/02/01
100 mr/mnno 5mn B | "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3neku/edhekTMBHOCTI Ta dhapmakoHarisay.
amnynax, no 5 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo cuctemy
amnyn y kaceTiy thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
nauui 3 kKapToHy abo thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
no 5 mn B amnynax, 3a 34ilicCHEHHS chapMakoHarnsay; KOHTakTHOI 0cobm 3
no 5 amnyn y kaceri, hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsgy B
no 2 kacetu y nayui YKpaiHi, SIKLLIO BOHA BigMiHHa Bif YNOBHOBaXKeHOT ocobwm,
3 KapTOHYy BiANOBiAANLHOI 3a 3filicHeHHS (hapMakoHarnsay (Bkauyaum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLeHHI macTep-halina
cucteMun chapmakoHarsifgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarniag. 3miHa agpecu 34ilCHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxoKeHHs
macTep-haiina cuctemu dpapmakoHarnsgy
149. | MAKCITPAH® | po3unH gns iH'ekuii, TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHu | Tvny - 3a peyenmom UA/17307/01/01
100 mr/mn; no 5 mn "MIKPOXIM" akuioHepHe 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
B amnynax; no 5 TOBapPUCTBO BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
amnyn y kaceti 'y "Jlekxim-XapkiB", thapmakoHarnsigy (BBeAeHHs y3arasibHEHUX faHNX NPO cUCTemy
nadui; no 5 mn B Ykpaina thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
amnynax; no 5 (BignoBiganbHUiA 3a 3a 3[jiicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
amnyn y kaceri; no 2 BMPOBGHMLTBO Ta hapMakoHarniagy 3asiBHuUKa 415 34iNCHEHHs hapMakoHarnisgy B
KaceTu y nauuj KOHTPONb/BMNPOGYB YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
aHHsA cepii, He BiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy (Bkaoyatoum
BK/1HOYAOUM BUMYCK KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLeHHI macTep-gaiina
cepii); ToBapncTeo 3 cuctemn chapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
06MeXeHo YNOBHOBAXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
BignoBTOBAPVCTB hapmakoHarniag. 3miHa agpecu 34ilCHEHHST OCHOBHOT
O 3 OBMEXEHOIHO LisNbHOCTI 3 chapmakoHarniagy. 3MiHa MicLe3Haxo4KeHHs
BIAMOBIJANTBHOC macTep-haiina cuctemu dpapmakoHarnsgy
THO HAYKOBO-
B/IPOBHNYA
®IPMA "MIKPOXIM"
, YKpaiHa
(BignoBiganbHUiA 3a
BUMNYCK cepii, He
BK/THOHAIOUM
KOHTPO/b/BUNPOGYB
aHHsA cepii)
150. | MAKCITPAH® | Tabnetku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/18255/01/01
nNiBKOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta ddapMakoHarnsgy - 3MiHu
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
060710HKOt0, Mo 500 BHECEHO B TEKCT MapKyBaHHS NepBUHHOT YNaKoBKM /liKapCbKOro
Mr no 10 TabneTok y 3acoby. TepMiH BBeZleHHS 3MiH - NPOTAroM 6 micAuis nicns
6nictepi, no 3 3aTBEPIKEHHS
6nicTepu y nauui 3
KapToHy a6o no 30
Tabnetok y 6aHui,
no 1 6aHuj y nauui 3
KapTOoHY
151. | MEAOBIOTU Tabnetkn no 2,5 mr TOB «MIBE YkpaiHa AHTOH Xt06HEp HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | TUny - 6e3 peyenma UA/2432/01/01
H no 10 TabneTok y YKPATHA» v6X & Ko. KT, noAaHHA OHOBNIEHOro cepTudpikaTa BignoBigHOCTI EBponeiichkiii
6nictepi; no 3 abo 6 HimeuuunHa hapmakonei Ne R1-CEP 2001-405-Rev 03 a5 Ajto40i pevyoBrHU
6nictepiB y (BMPOGHUK, BioTuHy Big, BXe 3aTBepaxeHoro Bupo6Hka DSM Nutritional
KapTOHHIA KOpoo6Li BignoBiganbHWiA 3a Products Ltd, LBeliyapis, y Hacnigok 3MiHu B MeToauL,i
BMNYCK cepil, BMNPOGYBaAHHS 3@ NOKA3HUKOM "3a/IMLLKOBI PO3UYMHHUKN"
BK/IHOYAOYM
KOHTpO/b/BUNPOGYB
aHHsA cepii); mibe
m6X
ApuHaiimiTTenNb,
Himeuunna
(BMPOGHUK,
BignoBigasnbHWiA 3a
BMNYCK cepil,
BK/IHOYAOYM
KOHTPO/b/BUNPOGYB
aHHsA cepii); mibe
m6X
ApuHaiimMiTTenNb,
Himeuunna
(BMPOGHUK,
BignoBigasnbHWiA 3a
BUPOBHULTBO
Hepo3cacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs)
152. | MEKIHICT TabneTku, BKPUTI Hosapric Lseiiuapi nakco Bennkom IcnaHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/16836/01/01
nAiBKOBOO Papma Al a C.A., IcnaHis ITanisa 3MiHV BHECEHO A0 IHCTPYKLIT A/19 MEANYHOrO 3aCTOCYyBaHHSA
o060os0HKoto, no 0,5 (nepBuHHe Ta nNiKkapcbKoro 3acoby Ao po3ainis "OcobanBOCTI 3aCTOCyBaHHA",
mr; no 30 TabneTok BTOPUHHE "Mo6iuHi peakyii” BignosigHo Ao pekomeHaauii PRAC wopo
y thnakoHi, no 1 nakyBaHHs, BUNYCK MOX/IMBUX BUNAAKIB Capkoifo3y. BBeAeHHS 3MiH NpoTArom 6-u
nakoHy B cepii); MiCAILiB Micns 3aTBEPAKEHHST; 3MiHM || TUNY - 3MiHM BHECEHO A0
KapTOHHI Kopoo6Li nakcoCmiTKnsiiH IHCTPYKUiT ANA MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
MaHyhakTypuHr po3ainis "®apmakooriyHi BnactueocTi”, "B3aemogis 3 iHwWmmu
C.n.A, Itanis nNiKkapcbknmy 3acobamu Ta iHWi BUAK B3aemogiit”, "Oco6/mBOCTi
(BMPOGHKMK 3acTocyBaHHS" BigMnoBigHO A0 MaTepianiB peecTpaviinHoro
Hepo3schacosaHol focbe. BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns

npoaykuii Ta
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Ne

Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOHTPO/Ib SIKOCTI) 3aTBEPMKEHHS
153. | MEKIHICT TabneTkn, BKPUTI HosaprTic LBeliuapi nakco Bennkom Icnanisa/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/16836/01/02
nAiBKOBOO Papma Al A C.A., IcnaHis ITanisa 3MiHV BHECEHO A0 IHCTPYKUIT 4719 MEANYHOrO 3aCTOCYyBaHHS
060/10HKOI0, NO 2 MT; (nepBuHHe Ta nikapcbKkoro 3acoby Ao po3gainis "Oco6nBOCTi 3aCTOCYBaHHS",
no 30 TabneTtok y BTOPWUHHE "Mo6iyHi peakui™ BignosigHo Ao pekomeHgauii PRAC woao
dnakoHi, no 1 nakyBaHHs, BUMYCK MOX/IMBUX BUNAAKIB Capkoifo3y. BBeAeHHS 3MiH NpoTarom 6-tu
hnakoHy B cepii); MiCALiB Micnsa 3aTBEPIKEHHS; 3MiHM |l TUNY - 3MiHW BHECEHO A0
KapTOHHI Kopoo6Li nakcoCmiTKnsiAH IHCTPYKLiT ANa MeAMYHOro 3aCTOCYBaHHS JiKapCbKoro 3acoby Ao
MaHydhakTypuHr po3ginis "®apmakooriyHi BnacTueocTi”, "B3aemogist 3 iHwnmun
C.n.A, Itanisa nikapcbkMmn 3acobamu Ta iHWi B1uAn Baemogiii”, "Oco61mMBocCTi
(BUPOBHYK 3acTocyBaHHs" BignoBigHO A0 MaTepianis peecTpayiiiHoro
Hepo3chacoBaHo| pocbe. BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicas
npoaykuii Ta 3aTBEPAXKEHHA
KOHTPO/Ib SIKOCTI)
154. | MINYKAHT TabneTkn, BKPUTI AT "Apaveg, Monbwa BUPO6HMK "in bulk", Monbua BHECEHHS 3MiH 0 peecTpauiiiHux MaTepianis: 3miHu | Tuny - 3a peyenmom UA/10397/02/01
NiBKOBOO dapma” nepBuHHa Ta 3MiHKM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
060n0HKot0, Mo 10 BTOPVHHA YNakoBKa, KOHTeliHep/3aKynoptoBasibHWIA 3aci6. 3miHa po3mipy ynakoBku
Mr, N0 7 TabneTok y KOHTPO/b SKOCTi Ta roTOBOrO JIiKapCbKOro 3acoby (3miHa KibKOCTi OANHULL
6nictepi, no 4 abo [,03BINT Ha BANYCK (Hanpuknag TabneTok, amnys TOLW0) B yNakoBu;:) - 3miHa nosa
12 6nicTepis B cepii: AT «Apnames [iana3oHoM 3aTBepXeHNX PO3MipiB YNakoBKW - BBELEHHS
KapTOHHiiA KOpo6Ll dapmax, MNonbLya AopatkoBoro nakysaHHsA Ne 84 (7 x12) no 7 TabneTok y 6nictepi;
no 12 6nicTepiB B KApTOHHIlA kKOpobLi, 3 BigNOBIAHMMMN 3MiHAMMN
0o po3gziny “Ynakoka” MKA J13. 3MiHW BHECEHI B iHCTPYKLtO
0151 MeAVYHOro 3aCTOCYBaHHSA MikapCbKoro 3acoby y po3ain
"YnakoBka" sik HaC/iAoK NosiBa AOLATKOBOTO NMakyBaHHS.
BBefeHHS 3MiH NpoTAroM 6-T MicALiB NiC/A 3aTBEPAKEHHS
155. | MINMYKAHT TabneTkn XyBasbHi AT "Apamep, Monbwa BMPO6HUK "in bulk", Monbla BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/10397/01/02
no 5 wmr, no 7 dapma" nepBuHHA Ta 3MmiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
Tabnetok y 6nictepi, BTOPWHHA YNakoBKa, KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
no 4 a6o 12 KOHTPONb AKOCTi Ta rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
6nicTtepis B [L,03Bi/T HA BUMYCK (Hanpviknag TabneTok, amnyn TOL0) B yNakoBsLi:) - 3MiHa nosa
KapTOHHI KopooLi cepii: Jiana3oHOM 3aTBepXeHNX PO3MipiB YNakoBKX - BBELEHHS
AT «Apgamef [opartkoBoro nakyeaHHsA Ne 84 (7 x12) no 7 TabneTok y 6nictepi;
dapma», MNonbLa no 12 6nictepiB B KapTOHHIl kOpOO6L,i, 3 BiANOBIAHMY 3MiHAMU
00 po3gainy “Ynakoka” MKA J13. 3MiHW BHECEHI B iHCTPYKLtO
4151 MEAVYHOrO 3aCTOCYBaHHSA MiKapCbKOro 3acoby y po3ain
"YnakoBka" ik HaC/iJoK NosiBa [OAATKOBOrO NaKyBaHHS.
BBefeHHS 3MiH NPOTAroM 6-TW MiICALIB Nic/1A 3aTBEPAKEHHS
156. | MINMYKAHT TabneTkn XyBasbHi AT "Apamep, Monbwa BMPO6HUK "in bulk", MonbLla BHECEHHS 3MiH 40 peeCcTpaviiHNX MaTepiasis: 3MiHn | Tuny - 3a peyenmom UA/10397/01/01
no 4 mr, no 7 dapma" nepBuHHAa Ta 3MmiHu 3 SKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
Tabnetok y énictepi, BTOPWHHA YNakoBKa, KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
no 4 a6o 12 KOHTPO/b AKOCTi Ta rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
6nicTepis B [L,03Bi/T HA BUMYCK

KapTOHHI KOpooLi

cepii:
AT «Apamep,
®apmay, MNonbLua

(Hanpwviknag TabneTok, amnyn TOLO) B yNakoBLi:) - 3MiHa nosa
[ianasoHoM 3aTBepKEHUX PO3MIPIB YNaKoBKM - BBEAEHHS
AopartkoBoro nakysaHHsA Ne 84 (7 x12) no 7 TabneTok y 6nictepi;
no 12 6nictepiB B kapTOHHIli kOpobL,i, 3 BiANOBIAHAMYN 3MiHAMU
00 po3giny “Ynakoska” MKA J13. 3MiHM BHECEHI B iHCTPYKLitO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
ON18 MeAUYHOTO 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3fin
"YnakoBka" sik HacNiAoK NosiBa AOA4ATKOBOrO NakyBaHHS.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
157. | MIPAMIAE3® | po34uMH HaLLKipHUIA, KHBMIM YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/0237/01/01
cnupTosuii, 0,1%, "ICHA" BHECEHHS 3MiH 40 MeTogiB BUNpobysaHHs 13, 30kpema: 3miHa
no 100 mny KOHLLeHTpaLii BUNpo6yBaHOro po3ynHy 3a NokasHUKOM «pH».
chnakoHi; no 1 (3aTBEpmXEHO: [nsa BU3Ha4eHHs 6epyTb 0,1% po3uuH y Bogi P;
hnakoHy B 3anponoHOBaHO: A4/151 BU3Ha4YeHHs1 6epyTb 0,01% po3unH y BOAj
KapTOHHI nayui P); 3miHu Il Tvny - BHeceHHs 3MiH Ao cneundikauii AdD|
MipamicTuH, 30Kkpema: 3MiHa KpuTepiiB NPUIAHATHOCTI 3a
nokasHukom «pH» 3 "Big, 5,2 oo 6,8" fo "sig 3,8 40 6,8"; 3miHK |1
TUMY - BHECEHHSA 3MiH 40 cneuudikauii A®I MipamicTuH,
30Kpema: 3MiHa KpuTepiiB MPUIAHATHOCTI 3a NokasHnkoM «Boaa"
3"Big 4,0 o 5,0 %" po "Big 4,0% p£o 5,5 %". 3miHa 06ymoB/ieHa
BMCOKOHO rirpockonivHicTio A®I
158. | MIPAMIAE3® | kpanni BYLUHI, KHBMIM YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/0237/02/01
PO3YMH CNMPTOBUIA, "ICHA" BHECEHHS 3MiH [0 MeTogiB BUnNpobysaHHs 13, 30kpema: 3miHa
0,1%,no5mny KOHLEHTpaL,ji BUNpo6GyBaHOro PO34rHy 3a NMOKasHNKOM «pH».
nosiMmepHomy (3aTBEpmXEHO: [N BU3Ha4eHHs 6epyTb 0,1% po3uuH y Bogi P;
dNaKoHi 3 3anpornoHoBaHoO: AN BU3HaueHHs1 6epyTb 0,01% po3uunH y BOAj
KpanesibH1Uero; no 1 P); 3miHu Il TMNY - BHECEHHST 3MiH A0 cneumdikauii AdI
hnakoHy B nayui 3 MipamicTuH, 30Kkpema: 3MiHa KpUTepiiB NPUIAHATHOCTI 3a
KapToHYy nokasHukom «Bopa" 3 "Big 4,0 fo 5,0 %" go "sig 4,0% po 5,5 %"
3MiHa 06yMOB/IEHA BMCOKOHK FIrPOCKONIYHICTIO ADI; 3miHu Il Tuny
- BHECEHHS 3MiH A0 cneumdikauii A®I MipamicTuH, 30kpema:
3MiHa KpUTEPITB NPUIAHATHOCTI 3a NOKa3HUKOM «pH» 3 "Bif 5,2 fo
6,8" go "ig 3,8 po 6,8"
159. | MI®EHAKC® Kancysnu Teepgi no TOB "TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB: yTOUHEHHSA 3a peyernmom UA/11519/01/01
250 mr no 10 kancyn YkpaiHa" dapmaleBTUYHNIA Ha3BU NikapcbKoro 3aco6y B Haka3i MO3 YkpaiHu Ne 1752
y 6nictepi, no 3 abo 3aBog TEBA Big 18.08.2021 B npoueci BHECEHHSA 3MiH (3MiHu | Tuny -
10 6nicTepiB y noAaHHA OHOB/MIEHOTO cepTuchikaTa BignoBigHOCTI EBponeiichkiii
Kopoo6Li dapmakonei Ne R1-CEP 2005-239-Rev 04 15 Aito4oi pevoBuHN
MiKogheHoNnaTy MogheTuny Bif, BXe 3aTBEPAKEHOTO BUPOBHMKA
Teva Czech Industries s.r.o., Czech Republic, y Hacnifok 3miHn
MOLUTOBOrO iHAEKCY Y aApeci BUPOOHMKa NPOMKHOrO NPoAYyKTY
6e3 3MiHN MiCLA NPOBaKEHHS AiS/IbHOCTI; : HE3HAYHUX 3MiH Y
MeTOAWNLj BUSHAYEHHS 3a/IMLLKOBMX PO3YMHHUKIB; MOBTOPHOI
Bautifalii METOAMKN BUSHAYEHHS CYNPOBIAHMX AOMILLOK Ta
OHOBJ/IEHHS 3BITYy 3 BasigaLii; pefakuiiiH1X OHOB/IEHb B MacTep-
paiin Ha A®I Ta iHLIMX HE3HAYHMX 3MIH B 3aKpUTUX PO3Aiiax
macTep-haiiny Ha Adl). Pepakuisi B Hakasi: MIPEHAKC®
(MOBTOPHWW PO3I/151/]). 3anponoHoBaHa peaakLis:
MIPEHAKC®.
160. | MN-KAPA po3uunH ang iH'ekui, | AT "BIONIK" YkpaiHa AT "BIOJTIK" YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/18702/01/01

100 mr/mn; no 5 mn
B amnynax, no 5 abo

3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6 (iHLWi 3MiHW) - BHECEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
10 amnyn y naui; [04aTKOBOro nakyBaHHa amnyn y 6nictepi, a came no 5 mn B
no 5 amnyny amnynax, no 5 amnyny 6nictepi, no 1 a6o no 2 6nictepun y
6nictepi, no 1 abo nadui, 6e3 3MiHM NEePBMHHOIO NakyBasIbHOTO MaTepiasy, 3
no 2 6nictepn y BiANOBIAHUMY 3MiHaMWK Y p. «YnakoBka» MKHA N13. Takox 3MiHN
nauui BHECEHI B IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHS NMikapCbKoro
3acoby y po3gin "Ynakoska"
161. | MYNbTUIPA TabneTku Wwunyui, HenbTa LBeiiuapi Annekc ®apma CA LLiBeiiuapis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/18647/01/01
N BPOHXO 600 mr; no 10 Megpiken a 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Tabnetoky Ty6ino 1 | MpomoyLiH3 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cucTemy
Ty6i B KAPTOHHiIl Al dhapmakoHarnsgy (BBeeHHS y3arasibHEHNX AaHVX Npo cuctemy
KopoobLi hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0co6u, BiANoBifabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-haina
cuctemu dhapmMakoHarnsay) - 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuisa: daHinosa /lapuca BonogvmupisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6Y 3asiBHIKA,
BigNoBigasIbHOI 3a dhapmakoHarnsg
162. | MYNbTUIPU NOpPOLLOK A/1A [enbTa Lseiiuapi Binim lnay CaH. Be TypeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/18122/01/01
M BPOHXO 0pasIbHOro PO3UUHY Megiken A Tig. A.LL. 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta dhapmakoHariagy.
no 600 mr,no 3ry MpomoyLH3 BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX JAaHux Npo cuctemy
cawe Ne 2, 10, 20, Al thapmakoHarnsgy (BBefieHHs y3araslbHEHUX faHuX NPo cUcCTeMy
30 B KApPTOHHIl thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0co6u, BiANOBIAaIbHOI
Kopoo6ui 3a 34iiCHeHHs thapmakoHarnisay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cuctemu dhapmMakoHarnsay) - 3MiHa ynoBHOBaXKeHO! 0cobu
3as1BHMKA, BiANOBiAa/IbHOI 32 dhapMakoHarnsg.
MponoHoBaHa pepakuisn: daHinosa flapuca BonogvmupisHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0CO6U 3asBHIIKa,
BigNoBiga/IbHOI 3a dhapmakoHarnsg
163. | HATPIO PO3YUH NS iH'EKLN, TOB "tOpis- YkpaiHa TOB "HOpia-®apm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/8331/02/01
Xnoeunpg 9 Mr/mn; no 2 mny Papm” 3MiHU 3 AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBoro

KOHTeliHepax
0fHO4,030BMX, Mo 10
KOHTelHepiB y
nadui; no 5 mn B
amnynax, no 5
amnyn y KOHTYPHii
YapyHKOBIli
ynakosLj, no 1 a6o 2

nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby (BUnyYeHHS
He3HayHOro nokasHuka (Hanpuknag, 3actapifioro nokasHuka,
TakKoro Sk 3anax Ta cMak, abo ifeHTudikauis 6apBHUKIB Yn
CMakoBMX 406aBOK)) - BUTyYEHHS 3aCTapisioro nokasHuka
"AHOMasIbHa TOKCUYHICTb"
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOHTYPHi YapyHKOBI
yNakoBKW B NayLi
164. | HEMPOOAP® | po3uuH Ans iH'ekuiin, | Amakca 1TA Benvika BMPOBHMLITBO, ITanisa BHECEHHS 3MiH 40 peecTpavliitHux maTepiasiB: 3MiHa 3asBHUKa 3a peyenmom UA/14668/01/02
no 1000 mr/4 mn; no BpuTaHis KoMnnekTawis, (BnacHvka peecTpauiiHoro nocBigyeHHs) (3rigHo Hakasy MO3
4 mn B amnyni; no 5 nakyBaHHs1, BUMYCK Big 23.07.2015 Ne 460). 3MiHM BHECEHI B IHCTPYKLiO A5
amnyn y KOHTYpHIi cepii: JlabopaTopio Me[MYHOro 3actocyBaHHsA /13y p. "3asaBHUK",
YapyHKOBIli ®apmaueyrTiko C.T. "Miceu3HaxoMKeHHs 3aaBHMKA" 3 BiANOBIAHUMW 3MiHAMW B
ynakosLij; no 1 C.p.n., TEKCTi MapKyBaHHS1 yNakoBOK. BBeleHHs 3MiH NpoTArom 6-Tu
ynakoBLi B ITanis; KOHTPONb MiCALIB MiCNsA 3aTBEPKEHHS
KapTOHHIA KOpoo6Li AKOCTI/KOHTPO/Tb
cepii: labopaTopio
dapmayeyTiko C.T.
C.p.n., Itania
165. | HEMPOOAP® | pos3uuH gns iH'ekuiin, | Amakca /ITA Benvka BMPOGHULTBO, ITanis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKaA 3a peyenmom UA/14668/01/01
no 500 mr/4 mn; no 4 BpuTaHis KOMnnekTawis, (BnacHvka peecTpadiiHoro nocBigyeHHst) (3rigHo Hakasy MO3
M B amnyni; no 5 nakyBaHHs1, BUMYCK Bif 23.07.2015 Ne 460). 3MiHM BHECEHI B IHCTPYKLtO AN
amnyn y KOHTYpHIi cepii: Jlabopatopio MeAU4YHOro 3actocyBaHHA J13 y p. "3asaBHUK",
YapyHKOBIli ®apmaueyrTiko C.T. "Miceu3HaxoMKeHHs 3aaBHMKA" 3 BiAMNOBIAHUMW 3MiHAMW B
ynakosLi; no 1 C.p.n., Itanis; TEKCTi MapKyBaHHs yNakoBOK. BBefleHHs1 3MiH NpoTArom 6-Tu
ynakoBLi B KOHTPO/b MiCsILiB MiCNsi 3aTBEPAYKEHHS
KapTOHHI Kopoo6Li AKOCTI/KOHTPO/Ib
cepii: labopaTopio
dapmaueyTiko C.T.
C.p.n., Itania
166. | HIMOTOMN® PO34uH ANs iHdy3il, Baiep Al HimeuunH Baiiep AT, HimeuunHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/3871/01/01
10 mr/50 mn; no 50 a HimeyunHa (Becb 3MiHW BHECEHO B IHCTPYKLiIO 4151 MeAUYHOro 3aCTOCyBaHHS

M/ PO3YMHY Y
dnakoHi; no 1
hnakoHy pasom 3
nonieTUNeHoBo
CMoyyHOI TPY6KO
ons iHdysomarta y
KapTOHHiiA Kopo6Lj;
no 5 Kopo6ok B
ynakosLji 3
nonietTuneHy

LWKN BUPOGHMLTBA
(BUPOGHMLTBO in-
bulk, nepsuHHe
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
Bunyck cepii)); KB
dapma + BeTepuHap
Mpogykre MM6X,
HimevunHa
(anbTepHaTUBHWIA
BMPOGHUK (BTOPUHHE
nakyBaHHs));
Contodpapm
dapmavoiiTiwe
EpuotirHicce Mv6X,
HimeuunHa
(anbTepHaTUBHUIA
BUPOBHMK

nikapcbKoro 3acoby y po3ain "OcobmMBOCTi 3aCTOCyBaHHS"
BIANOBIAHO O OHOB/MEHOT iH(hopMaLlii 3 6e3nekn 3acToCyBaHHS
[LOMOMDKHUX peYOBUH. BBeeHHS 3MiH NpOTArom 4-x micsuis
nicns 3aTBepmkeHHs
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
(BUpPOGHMLTBO in-
bulk, nepsuHHe
nakyBaHHs,
KOHTPO/Ib SIKOCTI))
167. | HITPOIMNIUE Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/0129/01/01
PVH cybniHrBasibHi No "MIKPOXIM" «MIKPOXIM» 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
0,5 wr, no 40 BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
TabneTok y 6aHkax thapmakoHarnsgy (BBEEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
hapMakoHarnsay, 3MiHa yrnoBHOBaXXEHOT 0cO6U, BiANOBigaIbHOT
3a 3[iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, SKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkao4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-haiina
cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-aiina cuctemu dpapmakoHarnsgy
168. | HITPOMAKC TabneTkun TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6es UA/14157/01/02
Cyb6niHrBasIbHI MO "MIKPOXIM" "MIKPOXIM" 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarisgy. peyenmom
0,4 mr; no 50 BBefieHHs1 ab0 3MiHU [0 y3araslbHEHUX OaHWX NPo cucTemy
TabneTok y 6aHL; hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cnuctemy
no 4 6aHkM y nauui 3 hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6U, BiANOBiga/lbHOT
KapToHy; no 100 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
TabneTok y 6aHL; thapmakoHarnsgy 3asBHUKa AN 34ilicCHeHHs hapMakoHarnagy B
no 1 6aHuji B nayuj 3 YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
KapToHYy BiANOBIAANbHOI 3a 3filicHeHHS (hapmakoHarnaay (Bkavawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cucteMun hapmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarsiagy. 3MiHa MicLe3HaxoKeHHs
macTep-haiina cuctemu dpapmakoHarnsgy
169. | HITPOMAKC TabneTku TOB HB® Ykpaina TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/14157/01/03
cybniHrBasibHi Mo "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariaay. peyenmom
0,5 mr; no 50 BBefeHHsA abo 3MiHM A0 y3ara/lbHeHUX JaHuUX Npo cucTemy

TabneTok y 6aHL;
no 4 6aHkn y nauui 3
KapToHy; no 100
TabneTok y 6aHL;
no 1 6aHuji B nayuj 3
KapToHY

thapmakoHarnsgy (BBefeHHs y3arasibHeHUX fJaHuX Npo cucTemy

thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOI 0Co6y, BiANOBIAa/IbHOI
3a 34iicCHEHHA thapMakoHarnsay; KOHTakTHOI 0cobm 3

thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B

YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT ocobw,
BiANOBIAA/ILHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkavaum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina

cucteMun hapmMmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMNoBigaIbHOI 3a




92

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
hapmakoHarnsg. 3viHa agpecy 34iiCHEHHSI OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
mMacTep-harina cuctemmn hapmakoHarnsgy
170. | HITPOMAKC TabneTkun TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/14157/01/01
Ccy6niHrBasIbHI N0 "MIKPOXIM" "MIKPOXIM" 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
0,3 wmr; no 50 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
TabneTok y 6aHuj; dhapmakoHarnsgy (BBeeHHs y3araslbHEHNX AaHVX Npo cuctemy
no 4 6aHkM y nauui 3 hapmakoHarnsay, 3amMiHa yrnoBHOBaXXeHO! 0co6u, BiANOBifabHOT
KapToHy; no 100 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
TabneTok y 6aHLj; chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
no 1 6aHuji B nayuj 3 YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0Ccobu,
KapTOHY BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavarumn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmillleHHi macTep-ghaina
cucteMun chapMakoHarnsay) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg. 3viHa agpecu 34iliCHEHHSI OCHOBHOT
LisNbHOCTI 3 thapmakoHarnagy. 3MiHa MicLe3HaxX04KeHHs
MacTep-harina cuctemu hapmakoHarnsgy
171. | HITPO-MIK® cnpei TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/2622/01/01
cy6niHrBaNbHUIA "MIKPOXIM" "MIKPOXIM" 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
fo3oBaHwui, 0,4 BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHux nNpo cuctemy
mr/go3a, no 15 mn dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHVX NPo cucTemy
(300 po3) y hapMakoHarnsay, 3aMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBifabHOT
cnakoHi; no 1 3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
chnakoHy 3 chapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
posnuaBayeM, YKpaiHi, KLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
3an06iKHUM BiANOBIAA/IbHOI 32 34iICHEHH hapmakoHarnsgy (Bkavarum
KOBMaYKoM Y nauui 3 KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
KapToHY cucTeMu dhapmakoHarnsagy) - 3MiHa KOHTakTHUX JaHnx
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BigmnoBigasibHOI 3a
hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLEe3HaXOAKEHHS
mMacTep-arina cucteMu hapmakoHarisgy
172. | HITPO-MIK® KOHUeHTpaT ans TOB HB® YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/2622/02/01
po3UnHYy AN "MIKPOXIM" aKuioHepHe 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHariagy.
iHdpysin, 1 mr/mn, no TOBapUCTBO BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy

5 mn B amnyni; no
10 amnyn y nayui 3
KapTOoHY

"JlekxiM-Xapkis"

dhapmakoHarnsgy (BBeeHHS y3arasibHEHNX AaHVX NPo cucTemy

hapMakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0co6U, BiANOBiAaIbHOT
3a 3[jicCHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3

chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B

YKpaiHi, AKLLIO BOHA BifMiHHa Bifi YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkadyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina

cucTeMun dpapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
YMOBHOB&XeHOT 0c06M 3aBHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
mMacTep-darisia cucteMu papmakoHarnsgy
173. | HITPOCOPBI | Tabnetku no 10 wmr, TOB YkpaiHa TOB Haykoso- YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/6831/01/01
A no 50 TabneTok y HaykoBo- BMPO6GHMYa dhipma 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
6aHuj; no 1 6aHui B BMPOGHMYA "Mikpoxim" BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPO cucTemy
nauLi 3 kKapToHy; no dhipma thapmakoHarnsgy (BBEEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
10 TabneTtoK 'y "Mikpoxim" thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
6nicTepi; no 5 3a 3[jiicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
6nicTepis y nayui 3 hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS hbapMmakoHarnsgy B
KapToHY YKpaiHi, SKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkao4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-haiina
cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg. 3miHa agpecu 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-aiina cuctemu dpapmakoHarnsgy
174. | HO-NAr TabneTku, BKpUTI ToBapucTeo YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17026/01/01
060/10HKOH0, 20 Mr; 3 06MeXeHo 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarisgy.
no 10 TabneTok y 0b6MeXxeHoto BiNOBIAIbHICTIO BBegeHHs1 ab0o 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
6nicTepi, no 9 Bignosiganib HaykoBo-BMpO6HUYa hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
6nicTepiB y nayui 3 HICTtO ipma "MIKPOXIM", hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6U, BiANOBiga/lbHOT
KapTOHY Haykoso- YkpaiHa (ropngnyHa 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
BMPOGHMYA ajpeca Ta thapmakoHarnsgy 3asBHUKa AN 34ilicCHeHHs hapMakoHarnagy B
ipma nab6opartopis YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
«MIKPOXIM Pi3nko-XimiyHOro BiNOBIAaNbHOI 3a 3AjiCHEHHS hapmakoHarnagy (Bkaoyatoum
» aHanisy Ta KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-chaiina
KOHTPO/0 cucteMun hapmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
BMPOGHWLTBA;BNPO6 YNOBHOB&)XXEHOI 0CO6U 3asBHUKA, BiAMNoOBiAa/IbHOI 3a
Huya AinbHUUA (BC thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
cTagii BUpOGHMYOro LisNbHOCTI 3 hapmakoHarsiagy. 3MiHa MicLe3HaxoKeHHs
npouecy); macTep-gaiina cuctemm hapmakoHarnsgy
naboparopis
6ionioriyHoro
aHanisy)
175. | HOPMOMNPO Kancynm m'ski no 0,5 ANKANOIL, Pecny6nik BUPOBHUK, Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/18002/01/01
CT mr, no 15 kancyn y AL Cxon'e a NisHiyHa | BigNOBiga/IbHUI 32 MiHiuHa AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
6nicTtepi, no 2 MakefoHis BMNYCK cepil: MakepoHis/ 3asBHMKa (BNacHyKa peecTpaLliiHoro NocBig4YeHHs) - 3MiHa
6nictepu y AJIKANOIL AL Icnanis HanucaHHs Ha3BW KpaiHu 3asBHVKa; 3MiHu | Tuny -

KapTOHHI KOpoo6Li

Ckon’'e, Pecny6nika
MiBHiYHa MakefoHis;
BMPOGHMLTBO
Hepo3dacoBaHoro

NPoOAYKTY, NepBrUHHE
Ta BTOPUHHE

AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLs MpOBaMXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUakoun AinbHULi BUNYCKy cepii abo
MiCLie NpOBEeAEHHS KOHTPOJIH0 AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOpPTEp, BK/OUAKOUM BUMYCK cepild) -
3MiHa HanMcaHHs Ha3BW KpaiHy BUPO6HMKA. 3MiHM BHECEHI B
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nakyBaHHS, IHCTPYKLiO 415 MeAMYHOro 3acTocyBaHHA /13y p.

KOHTPO/b AKOCTI:
NABOPATOPIOC
NNIEOH ®APMA,
C.A., IcnaHis;
BTOPVHHE
nakyBaHHs
(anbTepHaTUBHi
BMPOGHMKKM): ATAIC
®APMA, C.N1.,
IcnaHis; BTOpUHHE
nakyBaHHs
(anbTepHaTVBHI
BUPOBHUKM):
MAHAHTIAN
IHTEIPA, C.J1.1O.,
Icnanis;
KOHTPO/Ib SKOCTI
(anbTepHaTUBHWIA
BUPOGHMK ANns
KOHTPO/IO SKOCTi 3a
MOKa3HNKOM
"MikpobionoriyHa
yncrtoTa"):
NTABOPATOPIO
EYEBAPHE, C.A.,
IcnaHist; KOHTPOsIb
AKOCTI
(anbTepHaTUBHWIA
BMPOGHWK ANA
XimMiyHoro/cpianyHoro
Ta
Mikpob6ionoriyHoro
TecTyBaHHS:
HET®APMANAB
KOHCA/BTIHF
CEPBICEC, IcnaHis

"MicLe3HaxomKeHHs! BUpO6HYMKa Ta ioro agpeca miclst
NPOBaKEHHS AiS/IbHOCTI" 3 Bi4NOBIAHUMY 3MiHAMUW B TEKCTI
MapKyBaHHS! yMakoBOK; 3MiHW | Tuny - AAMIHICTpPaTWUBHI 3MiHU.
3MiHa Ha3BU nikapcbkoro 3acoby - AoAaBaHHA 3Haky ® [0
natuHcbKoi Ha3su J13: 3ateepaxeHo: HOPMOIMPOCT
NORMOPROST 3anponoHosaHo: HOPMOTIPOCT
NORMOPROST®; 3miHu | TUnYy - 3MiHun 3 aKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI EBpONENCHKiIi
thapmakonei/MoHorpadii. NogaHHsa HOBOro abo OHOB/IEHOTO
cepTugikaTa Bi4nNoBIiAHOCTI abo BUy4YeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ona
BVXiHOrO Matepiany/peareHTy/npomMiKHOro MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONenChbKil
thapmakonei) - OHOBMEeHUIA cepTUdiKaT Bif YXXe 3aTBepAKEHOro
BMpPOOHUKA - NofaHHsA oHoBrieHoro CEP Ha AdI gyTactepuy Big,
3aTBEpAXEHOro Bupo6Huka Aurobindo Pharma Limited RO-CEP
2014-306-Rev 02 (nonepenHs Bepcis RO-CEP 2014-306-Rev
01); 3miHu | TUNY - 3MiHK 3 AKocTi. CepTudikaT BignosigHOCTI/IE-
cepTndikaT BiANOBIAHOCTI €BPONENCchKiln
thapmakonei/MoHorpadii. NogaHHsa HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4nNoBIiAHOCTI abo BUy4eHHs cepTudiikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns A®l; ona
BVXiHOrO Matepiany/peareHTy/npoMiKHOroO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONenCchbkKil
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPOGHUKaA
(3amiHa abo AONOBHEHHS) - NofaHHA HoBoro CEP Ha AdI
aytactepup Big HOBOro BupobHuka Hetero Labs Limited, IHais
RO-CEP 2016-126-Rev 02.; MiHu | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTi FOTOBOr0 NikapCcbKoro 3acoby (3amiHa abo fJoAaBaHHSA
[iNbHULI, Ha 5Kl 3AiCHIOETLCSI KOHTPOL/BUNPOGYBaHHS cepii) -
BBE[EHHS HOBOTO BMPOGHUKA, BiAMOBIAa/IbHOrO 38 KOHTPO/Ib
SKOCTi (a/lbTepHATUBHMWI BUPOGHVK A1 XiMivHOro/doisnyHoro ta
Mikpo6iosnoriyHoro TectyBaHHs) NETPHARMALAB
CONSULTING SERVICES, Spain; 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHU Y BUPOOHULTBI. 3MiHN Y
npoueci BUPOGHULITBA FOTOBOTO NiKapCbKoro 3acoby, BK/IYaumn
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHNLTBI
rOTOBOrO JliKapCbKoro 3acoby (He3HauHa 3miHa y npoueci
BMPOOHULITBA) - HE3HAYHA 3MiHa Y npoueci BupobHuuTea /13, a
came, y NpoLeci BUrOTOB/IEHHS XXeNaTUHOBOI Macu; 3MiHu | Tuny
- 3MiHu 3 SKoCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBGHUUTBI. 3MiHa po3mipy cepii (BkYaoum gianasoH
po3Mipy cepii) roToBOro fAikapcbkoro 3acoby (3mMeHwWweHHsa 4o 10
pasiB) - BBeAEeHHs A04aTKOBOro, 3MEHLLEHOro po3mipy cepii /13 -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
665000, nopiBHAHO i3 3aTBEpAKeHM 1000000 kancyn
176. | HO-LUNA® TabneTku, BKpUTI TOB YkpaiHa XIHOIH 3aBog, YropwumHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/15328/01/01
KOM®OPT nAiBKOBOO "Onenna PapmaLeBTUYHNX Ta 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
060/10HKOI0, MO 40 Xenckea XimiyHux MNpoaykTiB 3MiHW) - 3MiHV/ BHECEHO B IHCTPYKLiIO AN Me4UYHOro
mr, Ne 24: no 24 Ykpaina" Mpaiisit Ko. fTa,. 3aCTOCYBaHHA Ta y TeKCT MapKyBaHHA ynakosku J13 Woa0
TabneTku y 6nictepi; y Mignpuemcteo 2 AofaBaHHs iHchopMaLlii CTOCOBHO HaliMeHyBaHHS Ta
no 1 6nictepy B (nignpremcTBo MicLle3HaxX0KEHHS 3asiBHUKA. BBeeHHs 3MiH npoTarom 6
KapTOHHI Kopoo6Li Bepelwenpbxas) MiCAILiB MicNs 3aTBEPIKEHHS; 3MiHa 3asBHMKa (BNacHuka
peecTpaLuiiHoro nocsigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) BBeeHHs1 3MiH NpoTAroM 6-tm micAuiB nicns
3aTBEPAKEHHS
177. | OPHIBAT 250 | Tabnetku, BKpUTI [enbTa Lseliyapi | ABAI IBPAXIM Inay TypeyunHa BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/3099/01/01
NnNiBKOBOKO Mepiken A CaHai Be Tigxapet 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
060/10HKO0, No 250 [MpomoyLLH3 BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
Mr no 10 Tabnetok y Al dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHux npo cuctemy
6nicTepi; no 1, 2 abo thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
3 6nictepn y 3a 34ilicHEHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
KapTOHHI KOPOOLi hapMakoHarnisgy 3asBHuKa 415 34iNCHEHHs hapMakoHarnisgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobw,
BiANOBiAA/IbLHOI 3a 3filicHeHHs (hapMakoHarnaay (Bkauyaum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLeHHI macTep-gaiina
cucteMmn chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobm
3a8BHVIKa, BignosifanbHOT 3a hapmakoHarnsg,.
Litoua pegakuisi: BeHrep fliogmuna AHatoniisHa. MNponoHoBaHa
pepakuis: JaHinosa flapuca BonogmmupisHa. 3MiHa KOHTaKTHUX
[aHvX YNOBHOB&aXeEHOI 0CO6M 3asBHYKa, BignoBifanbHOT 3a
chapmakoHaring,
178. | OPHIBATI 500 | Tab6netku, BKpUTI [enbTa LWeenuapi | ABAl IBPAXIM lnay TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/3099/01/02
nAiBKOBOO Megiken A CaHai Be TigxapeT 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHariagy.
o060s10HKot0, Nno 500 MpomMoyLUH3 A.LL. BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
mr; no 10 TabneTok Al dhapmakoHarnsgy (BBeeHHs y3araslbHEHNX AaHVX NPo cucTemy
y 6nictepi; no 1, 2 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0co6u, BiANOBIAa/IbHOI
abo 3 6bnictepn B 3a 3[jicCHeHHs hapMakoHariaay; KOHTakTHOI 0cobu 3
KapTOHHI KopooLi hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapmakoHarnsgy B
YKpaiHi, AKLLIO BOHA BifMiHHa Bifi YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkadyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina
cuctemn dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeEHOT 0co6u
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsag,.
MponoHoBaHa pepakuisn: daHinosa Mlapuca BonognmupisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHariag
179. | OP®ALVH Kancynu Teepai no 2 Caigiw LiBeuis AnoTek NpojakH & LLBeuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - 3a peyenmom UA/13603/01/01
Mr; no 60 kancyn y OpdhaH Ne6opeTpiep AB, 3MiHV BHECEHO A0 YacTuH |l «Cneundikauis 3 6esnekv» (Mogyni
donakoHi; no 1 BioBiTpym LLiBeujs CV «[icnsipeecTpaduiiHnii focsig», «lgeHTndikoBaHi Ta
hnakoHy B IHTEepHeLLeH (BUPOBHMLTBO 3a NOTEHLliHI pr3nKn», «Pe3tome npobnem 6e3nekn»), il «MnaH 3
KapTOHHI ynakosLii en Ab NMOBHWM LMK/I0M); hapmakoHarnsgy», V «3axofgu 3 MiHiMisauii pusukis», VI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
AnoTtek NpogakwH & «Pe3ome nnaHy ynpasniHHA pu3nkamu» y 3B’s13Ky 3 OHOBJIEHHSAM
Ne6opeTpiep AB, [aHuX Woa0 NoCTMapKeTUHIOBOI eKCrno3uLii, BUAaNeHHSAM
LLisewist (kOHTpOsb BaXK/IMBUX MOTEHLNHMX PU3MKIB Ta BiACYyTHBOI iHhopmauii Ha
AKOCTI) nigcrasi pekomeHgauii PRAC
180. | OP®PALVH Kancynu Teepai no 5 Caigiw LLBeuis AnoTek NpogakH & LBeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - 3a peyenmom UA/13603/01/02
Mr; no 60 kancyn y OpdhaH Ne6opeTpiep AB, 3MiHV BHECEHO A0 YacTuH |l «Cneundikauis 3 6esnekv» (Mogyni
chnakoHi; no 1 BiosiTpym Lseuis CV «lNicnspeecTpauiiiHnii gocsigy», «laeHTudikoBaHi Ta
hnakoHy B IHTEepHeLLeH (BUPOGHMLTBO 3a NOTEHLViHI pr3nKn», «Pe3tome npobnem 6e3neku»), il «MnaH 3
KapTOHHI ynakosLii en Ab MOBHWM LMK/IOM); thapmakoHarnsgy», V «3axoaun 3 MiHiMisaLii pusukis», VI
AnoTek MNpogakwH & «Pe3tome nnaHy ynpasaiHHA pU3viKkamm» Yy 3B’A3Ky 3 OHOBJ/IEHHAM
Ne6opeTpiep AB, [aHuX Woa0 NoCTMapKeTUHIOBOI eKCrno3uLii, BUAaNEHHSM
LLisewist (koHTpoOnb BaXK/IMBUX MOTEHLNHMX PU3MKIB Ta BiACYyTHBOI iHhopMauii Ha
AKOCTI) nigcrasi pekomeHgauii PRAC
181. | OP®PAAVH Kancynu Teepgi no CsigiLu LLisewjs Anotek NpogakiiH & Lsewis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a peyenmom UA/13603/01/03
10 wr; no 60 kancyn OpdpaH Neb6opeTpiep Ab, 3MiHM BHECEHO A0 YacTuH |l «Cneuncbikauis 3 6e3nekn» (Moayni
y thnakoHi; no 1 BiosiTpym Lseuis CV «lNicnspeecTpauiiiHnii gocsigy, «laeHTudikoBaHi Ta
hnaKkoHy B IHTepHeLleH (B1pPO6GHMLTBO 3a NOTEHLiliHI pu3nkn», «Pe3tome npobnem 6e3nekns»), Il «MnaH 3
KapTOHHIN ynakoBLi en Ab NOBHMM LUK/IOM); thapmakoHarniagy», V «3axogu 3 MiHimizauil pusmkie», VI
AnoTek MNpogakwH & «Pe3iome nnaHy ynpasiHHA pU3viKamm» Yy 3B’A3Ky 3 OHOB/IEHHAM
Ne6opeTpiep AB, JaHnX LWoA0 NOCTMapPKETUHIOBOT eKCno3nLii, BUAAIEHHAM
LLIBeuist (KOHTPO/Ib BaXK/IMBUX MOTEHLHNX PU3KMKIB Ta BiACYTHLOT iHhopMauii Ha
AKOCTI) nigcraBsi pekomeHaauii PRAC
182. | MAPALEETAM | cycneHsis opanbHa ToBapucTeo YkpaiHa ToBapucTBo 3 YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/11577/01/01
O/l BEBI 120 wmr/5 mn, no 100 3 0bMexeHot 3MiHa HaliMeHyBaHHs Ta yTOYHEHHS agpecy BUpo6Huka Ad|
MY pnakoHi, no 1 06MEXeHOo BiANOBiAa/IbHICTIO (NapaueTtamon), 6e3 3mMiHW MicLs BUPOBHULTBA:
hnakoHy pasom 3 BignoBigab "®apmMaLeBTnyHa 3anponoHoBaHo: Shenzhou Jiheng Pharmaceutical Co., Ltd.,
[03y0UnMm HiCTIO KomnaHis "3gopos'a” China West of Guoxin Road, Xijingming Village, Donganzhuang,
NPUCTPOEM Y "®apmaueBT Township, Shenzhou County, Hengshui City, Hebei Province,
KapTOHHiiA Kopo6Lj; nyHa China Ten./cbakc: +86 3185198558/-
no 5 mn a6o no 10 KOMnaHis
My caule, no 20 "3popos's”
calle y KapTOHHii
Kopo6ui
183. | MEKTOJIBAH | cupon, no 100 mny AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/9396/01/01
® NNy, hnakoHi; no 1 "dapmak" BHECEHHS 3MiH B npouec BMpo6HMLTBa A®I MNntowa 3BmnyaliHoro

dhnakoHy pasom 3
[03YH0HO0 NTOXKKOH
B NnayLi 3 KapTOHY

JINCTA, eKCTPaKT CyXuii: KOHKPETU30BaHO Temneparypy
eKCTpaKL,i; yTOYHEHO TUCK Ta TemnepaTypy BUNapoBYBaHHS;
BU/IYYEHHS CMTa 3 PO3MipOM OTBOPIB 1 MM; 3MiHM | Tuny -
BHECEHHS 3MiH fo Cneumdikayii/MeTogis Bunpo6oByBaHHS AD|
MntoLwa 3B14aiHoro IMCTA, eKCTPaKT CyXWid, 30Kkpema: 3amiHa
TecTy "Boaa" Ha TecT "BTparta B maci npu BUCYLLYBaHHI"; 3MiHU |
TUMy - BHECEHHS 3MiH Yy Cneuudikauito/MeToais BUNpobyBaHHS
N3 3a napameTpom "MikpobionoriyHa yicToTa", 3oKkpema:
BW/Ty4YEHHS NOBHOTO OMNWCY NPOBEAEHHSI METOAMKM; LONOBHEHHSI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BiANOBIAHUM NOCMNAHHAM Ha fitouy pegakuito AdY; 3miHu | Tuny
- BHECEHHs 3MiH y Cneuudpikauito/MeTogis BunpobysaHHs /13,
30KpemMa: 3a NokasHWKom "lNycTnHa" BUyYEHHHS 3a3HaYeHHsA
nocvnaHHA Ha MeTof 2. Bpaxouytoun Te, WO ryCTUHY npenapary
BM3HA4alTb METOAO0M 2 ab0 Ha cepTudiKoBaHOMY
aBTOMaTMYHOMY UmdpoBoMy rycTuHoMipi Mettler Toledo DM40
(3 TouHicTTIO BUMiptoBaHHA 0,0001 r/cM3), TOMy B aHOMY TecTi
3a1MLIAETLCA NOCUMAHHSA TiNlbkn Ha APY*, 2.2.5; 3MiHun | Tuny -
BHECEHHS 3MiH fo Cneumdikayii/MeTogis Bunpo6oByBaHHs Ad|
Mnowa 3B14aiHoro IMCTA, eKCTPaKT CyXWii, 30Kpema: MeToguka
BMNPOGYBaHHSA 3a NOKa3HUKOM "“laeHTudpikauia" npusegeHa y
BIANOBIAHICTb 40 BUMOT BUPOGHMKA
184. | NEKTO/IBAH | kancynu no 52,5 wr, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/15403/01/01
® nnwoLy no 10 kancyny "®Papmak" BHECEHHS 3MiH [0 creundikaLii Ta aHaniTUYHUX MeTOAIB
6nicTepi; no 3 BXIZIHOr0 KOHTPO/IKO Ha Kancynu TBEPA XenaTuHoBI, a came:
6nictepy B navw, BW/IYYEHHSs 3i cneuudikalii Ta MeTOAiB KOHTPOJIHO NOKa3HMKa
«eoMeTpUYHI PO3MIpK», @ TaKOX BUMYYEHHS TeCTy «Baxki
mMeTanm»
185. | MEMETPEKC KOHUEHTpaT ans MicTpan AHrniA B1po6HMLTBO, Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/18044/01/01
EQ - BICTA NpUroTyBaHHs Kenitan nepsuHHe Pecny6nika/ AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
conwT pPO34nHYy ANns MeHemKMeH nakyBaHHs, IcnaHisi/ 3as1BHMKA (B/1AaCHMKA PEECTPALIAHOrO NOCBIAYEHHS) - 3MiHa
iHdpysii no 25 mr/mn; T NimiTep, KOHTPOJ1b SIKOCTI: Bonrapis/ aZipecy 3asiBHMKa
no 4 mn (100 mr) OHKOMe[, Yexis

ab6o no 20 mn (500
Mr), abo no 40 mn
(1000 mr) y
cnakoHi; no 1

hnakoHy y
KapTOHHiiA KOpo6Ll

MaHyhaKTopiHr a.c.,
Uecbka Pecny6nika;

KoHTpOsb AKOCTI,
Bunyck cepii: CiHTOH
Xicnanis, C.J1.,
IcnaHist; KoHTponb
AKOCTI, BUNYCK cepil:
CiHTOH c.p.o.,
Yecbka Pecny6rika;
BTopuHHe
nakysaHHs: i |
dapmacbtoTikasic
Ntp, Bonrapis;
KoHTposb skocTi
(chi3nKO-XimiuHWiA):
KBiHTa-AHaniTika
c.p.0., Yecbka
Pecnyb6nika;
KOHTPO/Ib SKOCTI
(6ionoriynni,
MiKPOGIONOriYHMIA):
ITECT nstoc, c.p.o.,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Uecbka Pecny6nika;
BTopuHHe
nakysaHHsa: CBYC
dapwma a.c., Uexisa
186. | MPENEHEM NOPOLLOK A5 IDKEHO®A Benvka [xeli Jabn-tO Pecny6nika BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: BUNpaBaeHo 3a peyenmom UA/18693/01/01
pO34nHy AN PM NTA BpuTaHis PapmacboTikau Kopes TEXHiYHY NOMUIKY Y TEeKCTi IHCTPYKLii 4519 MegNYHOoro
iHcpysiin, 500 mr/500 KopnopeiiLuH 3acToCyBaHHSA Nikapcbkoro 3acoby y po3gaini “/ikapcbka opma':
Mr y dhiakoHax; no 3anponoHOBaHO - MOPOLLIOK A/15 PO3UMHY A4S iHAY3iit; y po3aini
10 chnakoHiB y "apmakoguHamika" BUTy4EHO CNOBO “ekcno3unuin”. 3a3HavyeHe
KapTOHHI Kopoo6Lli BMMNpaB/IEHHs BiAMNoBifae MaTepiasiaM PeECTPaLiiHOrO A0CbE
187. | NPIOPUKC™ niocpinizat ans nakcoCwmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3miHu |l Tuny - 3a peyenmom UA/13694/01/01
| PRIORIX™ po3ynHYy Ans KnsiiH BputaHis Bionogxikans C.A. pofaBaHHsA ainbHUL GSK Vaccines GmbH - Stadtteil
KOMBIHOBA iH'ekuii, 1 Ekcnopt Michelbach, Emil-von-Behring-Str. 200, 35041, Marburg,
HA MOHOZ030BWIA Nimiteq Germany An1si BAPOGHULTBA NPOMIXKHOr0 NpoAykty Mumps
BAKUVHA chnakoH (1 po3sa) 3 monovalent bulk drug substance; 3miHu Il TUNy - fogaBaHHA
Aand niogpinizaTom y AinbHuui GSK Vaccines GmbH - Stadtteil Michelbach, Emil-von-
MPO®ITAKT KOMMNEKTI 3 Behring-Str. 200, 35041, Marburg A5t KOHTPOJO AKOCTi Npn
MKW KOPY, PO34MHHKKOM (BOAA BMNYCKY MPOMDKHOIO NPOAYKTY Bipycy napotuTy (Quality Control
EMNIAEMIYHO | ans iH'ekuiid) y releas testing of the Mumps bulk)
ro nonepenHLo
NAPOTUTY HanoBHeHOMY
TA Lwnpuui Ta AsomMa
KPACHYXW rosikamu B
KapTOHHI kopobuyj;
100 moHopgo30BUX (1
[,03a) DNaKoHIB 3
niocpinizatom y
KOMMMEKTi 3
pO34MHHKKOM (BOAA
ONs iH'eKuUiii) B
amnynax Ne 100 B
okpemili ynakosuj; 1
MyNbTUL030BUIA
dnakoH (2 posn) 3
niocpinizatom y
KOMM/IEKTi 3
PO34MHHKKOM (BOAA
ONs iH'eKUin) B
amnyni; no 100 wryk
hnakoHis Ta amnyn
B OKpPEMUX KOpOBKax
188. | MPIOPUKC™ niocpinizat Ans nakcoCmit Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/13694/01/01
I PRIORIX™ pO3unHy Ans KnsiiH BputaHis Bionoaxikans C.A. fopasaHHa TecTy B (Test B (Glass Grains Test))ans
KOMBIHOBA | iH'exuii, 1 EkcnopT npuBeAeHHS Y BiANOBIAHICTb BUMOram moHorpadii Ph. Eur. 3.2.1
HA MOHO/1030BMiA NimiTen Glass Containers for Pharmaceutical Use ansa umniHgpy wnpuua
BAKUMHA nakoH (1 gosa) 3 Ha BMPOGHWYI AinbHKLi Catalent; 3miHu | TUNY - fofaBaHHSA

ans

niocpinizatom y

BMNpo6yBaHHs Identity by Total Ash Test gns yulinbHioBava
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

MPO®INIAKT
MKW KOPY,
ENIAEMIYHO
ro
NMAPOTUTY
TA
KPACHYXW

KoMnNekTi 3
PO34MHHKKOM (BOAA
ONs iH'eKuin) y
nonepeaHL0
HanoBHEHOMY
Lwnpuui Ta ABomMa
rosikaMu B
KapTOHHI kopobLyj;
100 moHogo30BUX (1
[03a) o1aKkoHIB 3
niocpinizaTtom y
KOMM/IEKTI 3
PO34MHHKKOM (BOAA
ONs iH'ekUild) B
amnynax Ne 100 B
okpeMmili ynakosuj; 1
MyNbTUL030BUIA
dnakoH (2 posn) 3
niodgpinizatom y
KOMM/EKTi 3
PO34MHHKKOM (BOAA
ONs iH'ekuUiii) B
amnyni; no 100 wryk
hnakoHis Ta amnyn
B OKpPEMUX KOpObKax

npo6ky LWnpuua Ta 3MiHa rpaHnYHKX 3HaveHb TecTy Extractable
Zinc Test «Not more than 5 pg of extractible Zn per milliliter
solution S» Ha BUpoGHWUiI ainbHKLi Catalent 3 meTot0
npuBeAeHHs Yy BiANOBIAHICTb BUMOram moHorpadii Ph. Eur. 3.2.9
Rubber Closures for Containers for Aqueous Preparations for
arenteral Use

189.

NMPOreCTEP
OH

MOPOLLOK
(cybeTaHuin) B
MilLKax noABirHMX
nonieTnNeHoBux
415 BUpobHULTBa
CTEPUIbHUX
nikapcbkux hopm

AT
"dapmak”

YkpaiHa

Xebeii egsHb
XblOMeHBesN
$apmacstoTikan Ko.,
nTg

Kutait

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
HaliMeHyBaHHs Ta afjpecu 3asBHUKa; 3MiHW | Tuny - 3MiHK 3
skocTi. CepTudikaTt BignosigHocTI/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudiKaTa BignoBigHOCTI a60 BUIYYEHHS
cepTudiikaTa BignoBiAHOCTI EBpoONeNichKin thapmakonel: ans
A®I; onsa BUXigHOro marepiasny/peareHTy/npoMixXHOro NpoayKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
pevoBUHM (cepTudikaT BiANOBIAHOCTI €BpONeichbkil
thapmakonei) - OHOBMeHUIA cepTudikaT Bif yXXe 3aTBepAKeHOro
BMPOBHMKA - NOAaHHA OHOB/IEHOro cepTudikarta BiANoBiAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP 2013-328-Rev 00, y
Hacnigok BCTAHOB/IEHHS nepiogy petecTtyBaHHA Ad| 60 micsuis;
[04aHO0 3BIiT 3 OLHKN PU3KKIB ANS €NeMEHTHUX AOMILLOK Y
BignosigHocTi Ao ICH Q3D; 3miHu | TUNYy - 3MiHU 3 AKOCTI.
CepTudbikat BignosigHocTi/l'E-cepTudpikar BignosigHocCTi
€Bponeiicbkiit hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI ab0 BUTYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npoMiXKHOro NpoayKTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPO6GHULUTBI API; A1 AONOMIKHOI

UA/12994/01/0
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

peyoBUHM (cepTudikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMEHUIA cepTudDikaT Bif yXe 3aTBepKEHOr0
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€poneiicbkili hapmakonei Ne RO-CEP 2013-328-Rev 02, y
HacnifoK He3HaYHMX 3MiH B NPOLLeCi BUPOBHULITBA; HE3HAUYHMX
3MiH B napameTpax cnevudikauii 4na BUXiAHOI Pe4OoBUHM;
pO3LIMpPEHHS 3aTBEPMKEHMX MeX crieumdikayii gns
HanisnpoAykTy (HTT-00); 36inbLUeHHA nepiody peTecTyBaHHSA
A®I| no 48 micauis; 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignoBigHocTI/IE-cepTudikat BignoBiaHOCTI EBpoNeiichKii
thapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMEHUIA cepTudDiKaT Bif yXe 3aTBEepKEHOr0
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€Bponelicbkinn hapmakonei Ne RO-CEP 2013-328-Rev 01
(3aTBepmxeHo: RO-CEP 2013-328-Rev 00), y Hacnigok
YTOUYHEHHS LLIOAO HanWcaHHs afpecy BACHUKA Ta BUPOGHMYOT
AinbHuuj (cTano: No.25 Juxian Road Gedian Economic
Development District China-436 070 E-Zhou, Hubei Province)

190.

MPOKTO-
rniIBEHON

KpeM pekTanibHWii no
30 r kpemy y Ty6i; no
1 1y6i y kKOMNAEeKTi 3
HacagKko y
KapTOHHIN nauui

Pekopgaari
Aineng N1g

IpnaHgjs

Pekopgarti IHgacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauliiiHmx maTepiasis: 3MiHu | Tuny -
noAaHHA OHOBNIEHOTro cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei Ne R1-CEP 2013-103-Rev 00 ans A®l NigokaiHy
rigpoxnopuay Bif BXe 3aTBepxeHoro BupobHnka SWATI
SPENTOSE PVT. LTD., India, y Hacnigok 3miHu Ha3su A®I 3
«Lidocaine hydrochloride» Ha «Lidocaine hydrochloride
monohydrate» BifgnoBigHO 40 OHOB/IEHOT MOHOrpadii €P; 3MiHK |
TUMYy - NOAAHHA OHOBJ/IEHOIO cepTudlikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1996-020-Rev 08 ans
A®I Nligokainy rigpoxiopuay Big, BXe 3aTBEPAKEHOrO BUPOGHMKa
Moehs Iberica S.L., Spain, y Hacnigok 3miHu Ha3su A®| 3
«Lidocaine hydrochloride» Ha «Lidocaine hydrochloride
monohydrate» BignoBigHO A0 OHOBMEHOI MOHOrpadii E®

be3 peyenma

UA/4678/01/01

191.

NMPONIA®

PO3YUH ANS iH'EKLN,
60 mr/mn no 1 mn
PO34YUMHY B CK/IIHOMY
nonepegHL0
HanoBHEHOMY
LUNpWLi 3 FOJIKOLO,
3aKpuTOH0
KOBMAaYKoM, i3
3aXVCHUM
NPUCTPOEM BIfJ
BMNaSKOBOrO YKO/y

AmMOKEH
€spona b.B.

HigepnaH
an

AmMIKeH €spona
B.B., Higepnangu
(BTOpPUHHE
nakyBaHHs Ta
BUNYCK cepil);
AMOXKeH
MaHyekuypiHr
Nimitea, CLLA
(BUPOGHMLTBO
Hepo3dacoBaHoT
NpoAyKLUii, NepBuHHe

HigepnaHamn
/ CLUA

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHUX Npo cucTemy
hapMakoHarnsay, 3MiHa yrnoBHOBaXXeHOT 0co6u, BiANOBifabHOT
3a 34iiCHeHHA thapmakoHarnisgy; KOHTakTHOI 0cobu 3
hapmakoHarnagy 3asiBHUKa Ans 34iiCHEHHA hapmakoHarnsgy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cucTemMu dpapMakoHarasgy) - 3MiHa KOHTakTHOI 0coby 3asiBHUKA,

3a peyenmom

UA/12077/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
ronkoto; no 1 nakyBaHHs1) BiANOBIAa/IbHOI 32 hapMakoHarnisg B YkpaiHi. [ponoHoBaHa
nonepeaHLo pepakuis: faxinosa flapuca BonogmmmpiBHa. 3MiHa KOHTaKTHUX
3anoBHeHOMY LaHNX KOHTaKTHOI 0CcOo6u 3asiBHMKA, BiANOBIAA/IbHOT 32
LnpuLy 3 3axXucHUm hapmakoHarnsg B YkpaiHi
NpUCTPOEM B
6nicTepi; no 1
6nictepy B
KOPTOHHI kopo6Lyj;
no 1 mn po3uunHy B
CKNIAHOMY
nonepeaHLo
3anoBHEHOMY
LUNpUL 3 FONKOIO,
3aKpUTOL0
KOBMa4ykom; rno 1
nonepeaHL0
3anoBHeHOMY
Lwnpuuy B 6nicTepi
abo 6e3 bnicTepa,
noMilLeHomMy B
KapTOHHY KOpOOKy
192. | NMPOMAHOPM | TabneTtku, BKpUTI MPO.MEA.LL Yecbka BMPOGHMLITBO, Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a peyernmom UA/5421/01/01
® 060/10HKOH0, Mo 150 C MNpara a.c. | Pecny6nik nepBuHHE i Pecny6nika/ | 3MmiHuW 3 sIKOCTi. FOTOBWMIA NikapCbKuii 3aci6. 3MiHM y BUPOGHULTBI.
mr, no 10 TabneTok a BTOPUHHE Cnosaubka 3MiHa iMnopTepa/3miHu, L0 CTOCYOTbCS BUNYCKY cepii Ta
y 6nicTtepi, no 5 nakyBaHHs, Pecny6nika KOHTPOJI0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
6nictepiB y KOHTPO/Ib SIKOCTI, [ofaBaHHs AiNbHUL, Ha 5K 3AiCHI0ETLCSA
KapTOHHI KOpoo6Li BUMYCK Cepii: KOHTPO/b/BMNPOGYBaHHA cepii) AoAaBaHHA AibHULL, Ha SAKiiA
MPO.MEA.LIC 3[iICHIETLCA KOHTPO/Ib SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
Mpara a.c., Yecbka AJIC, Yecbka Pecny6bnika c.p.o.,/ ALS Czech Republic, s.r.o.,
Pecnyb6nika; agpecu: 1. Ha Mapdpe 336/9, Mpara 9 — BucouyaHu, 19000,
BMPOGHMLITBO, Yecbka Pecny6nika/. Na Harfe 336/9, Prague 9 — Vysocany 190
nepBuHHE i 00 Czech Republic; 2. Mogebpaacbka 540/26, Mpara 9, 190 00,
BTOPUHHE Yecbka Pecnybnika/ Podebradska 540/26, Prague 9, 190 00
nakyBaHHs, Czech Republic.
KOHTPO/b AKOCTI:
XBM dapma c.p.o.,
CnoBaubka
Pecnyb6nika;
KOHTPO/Ib SIKOCTI:
AJIC, Yecbka
Pecny6nika c.p.o.,
Yecbka Pecny6nika
193. | NMPOMAHOPM | Tabnetku, BKpUTI MPO.MEA.LL Yecbka BMPOGHULITBO, Yecbka BHECEHHS 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | Tuny - 3a peyenmom UA/5421/01/02
® 060/10HKOH0, Mo 300 C MNpara a.c. | Pecny6nik nepBuHHE i Pecny6nika/ | 3MiHM 3 KOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3MiHN Y BUPOOHULTBI.
mr, no 10 TabneTok a BTOPUHHE Cnosaubka 3MiHa iMnopTepa/3miHu, L0 CTOCYTbCA BUNYCKY cepii Ta
y 6nicTepi, no 5 nakyBaHHs, Pecny6nika KOHTPO/I0 SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo

6nicTepiB y

KOHTPOJ1b AKOCTI,

[0JaBaHHA Ai/TbHUL, HA SKi 34INCHIOETBLCSA
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapTOHHI KOpoo6Li BUMYCK Cepii: KOHTPO/b/BMNPOGYBaHHSA cepii) AoAaBaHHA AiNTbHULL, Ha SKIiA
MPO.MEA.LIC 3[iICHIETLCSA KOHTPO/Ib SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
Mpara a.c., Yecbka AJIC, Yecbka Pecny6nika c.p.o.,/ ALS Czech Republic, s.r.o.,
Pecny6nika; appecwu: 1. Ha Mapdpe 336/9, Mpara 9 — Bucoyann, 19000,
BMPOBHULTBO, Yecbka Pecny6nika/. Na Harfe 336/9, Prague 9 — Vysocany 190
NepBuHHE i 00 Czech Republic; 2. Mogebpaacbka 540/26, Mpara 9, 190 00,
BTOpPUHHE Yecbka Pecnybnika/ Podebradska 540/26, Prague 9, 190 00
nakyBaHHs, Czech Republic.
KOHTPO/Ib SIKOCTI:
XBM ®apma c.p.o.,
CnoBsavbka
Pecnyb6nika;
KOHTPO/b AKOCTI:
AJIC, Yecbka
Pecny6nika c.p.o.,
Yecbka Pecnyb6nika
194. | PE3OINMOBIH | po3unH gns iH'exuin, TOB YkpaiHa BMPOBHMLITBO, YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/13033/01/01
1500 MO (300 mkr "BIO®APMA nepBuHHE 3MiHu 3 sKocTi. A®I. Bupo6HMLTBO. 3MiHM B NpOLLECi
iMyHOrno6ynixy); no MNA3MA" nakyBaHHS; BMpo6HULUTBa AP| (HE3HAYHA 3MiHa Y NpoLeci BUpobHMLTBa
1 mn B amnyni, no 1 BMPOBHMLITBO, A®I) - MepeHoc ToukM Bif6OPY NPO6U ANA KOHTPO/IO NEPLLOro
abo 3, abo 5 amnyn nepBuHHe Ta rOMOreHHOro BUpo6HMYoro nysy nnasmu 3 «Cragis 1
B nauuj BTOPUHHE dopmyBaHHSA BUPOGHMYOro nyny nnasmu Onepauis 1.2
nakyBaHHs, dopmyBaHHS BUPO6HMYOro nyny nnasmm» Ha «Ctagis 3

KOHTPO/b AKOCTI,
BUWMYCK Cepilf;
KOHTPO/Ib SIKOCTI:
TOB "BIO®APMA
MNAA3SMA"

OTpuMaHHA ueHTpudoyraTy | Onepauia 3.1 OTpuMaHHA CymiLdi 1»
Y 3B'A3KY 3 BUKOPUCTaHHAM 06/1aHaHHA GiNbLUIOT MICTKOCTI Ha
HOBIli BUPOOHUYIN AinbHUi y M. Bina Liepksa. Cneuundikauis
KOHTPOJ0 HE3MIHHA; 3MiHM | Tuny - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKKOUAOUM giana3oH po3Mipy cepii) roTOBOro MikapCbKoro
3acoby (36inbweHHA fo 10 pasiB NOPIBHSHO i3 3aTBEPIKEHUM
po3mipom) - 36inbLUEHHSI PO3Mipy cepii Ha BUPOBHUYIN AinbHUL
y M. Bina Llepksa. 3anponoHosaHo: ns amnyn no 1 mn 42000
(20800 — 51400) 3 1050 n nna3mn 86000 (44760 — 101300) 3
2100 n nnasmu Ana amnyn no 2 ma 21000 (10900 — 25700) 3
2100 n nnasmu; 3miHK | TRy - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynopioBasibHuiA 3aci6
(iHWi 3miHW) - HagaHHa aeTanbHOT iHhopmalii B
peecTpaviiiHOMy AOCbE LW0A0 NEPBUHHOIO NakyBaHHSA NPOMiKHOT
(Hepo3dhacoBaHoi) NpoAykKLii, a came 36epiraHHs npoaykTy y 3D-
KOHTeliHepi ALLEGRO single use system; 3minu Il Tuny - 3miHu 3
AKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3amiHa
abo BBeAEHHS A0AATKOBOT fiNbHULI BUPOOHWLTBA 4151 HACTUHW
a60 BCbOro BUPOGHMYOro npoLecy rotoBOro AikapcbKoro 3acoby
(@inbHUUSA, Ha AKi NpoBOAATLCA ByAb-AKi BUPO6HUUI cTagji, 3a
BUHATKOM BUMYCKY Cepili, NpOBeAEHHS KOHTPO/I0 AKOCTI Ta
BTOPWHHOrO NakyBaHHS, AN NiKapcbknx 3acobis
6i0/10r4YHOr0/iMyHOMOrYHOrO MOXOMKEHHS ab0 NiKapCbkux dopm
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ynakoska) nocBi0O4Y€eHHs
KOMM/IEKCHOTO (CKNaAHOro) BUpo6GHMYOro npouecy)
CynyTHs 3MiHa
- 3MiHu 3 sKoCTi. FOoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL

BMPOGHMLTBA [/151 HACTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOro MiKapCbKOro 3acoby (A4iNbHMUUA 4715 NePBUHHOTO
nakyBaHHs) - [logaBaHHs PyHKLiA BUPOGHMLTBO Ta NepBUHHE
nakyBaHHs A9 BUPO6HMYOT AinbHULi y M. Bina LiepkBa;
Brpo6HMLUTBO, NepBMHHE Ta BTOPUHHE MakKyBaHHS, BUMYCK Cepili;
3MiHN |l TRy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYIOTbLCS BUNYCKY
cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO MikapCbKoro 3acoby (3amiHa
abo gopgaBaHHA AiNbHUL, Ha AKIA 34JIACHIOETLCS KOHTPOb
AKOCTI/BUNPOBYBaAHHA cepil 415 6i0N0riYHOro/iMyHO0rN4YHOro
nikapcbKoro 3acoby, Ta 6yAb-AKoi AiNbHUL, Ha AKili
3aCTOCOBYETbLCA GioNoriYHUIA/iIMyHOMOriYHUIA MeTOoS
BMNPO6YBaHHSA) - JofaBaHHA PYHKLIT KOHTPOsb AKOCTI 4715
BMPOGHMYOI AinbHULi Y M. Bina Liepksa; 3mMiHu Il Tuny - 3miHun 3
akocTi. A®l. Bupo6bHuuTBO. 3MiHM B npoueci BupobHuutea AdI
(iHWi 3MiHKW) - 36iNbLIEHHA 06’eMy BUPOOHUYOrO Nyny naasmu
Ans dpakuioHyBaHHsa 3 300 1 o 1050 n a6o 2100 1 Ha HOoBIM
BMPOGHWUIN AinbHULi y M. Bina Liepksa y 38’A3ky 3
BUKOPUCTAHHAM 061aHaHHA BinbLIOT MICTKOCTI; 3MiHuM Il Tuny -
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BMWXi4HOro/MpoMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®l, abo 3miHa
BMPOOHUKa (BK/IKOYAOUM, fe HeobXigHO, MicLie NPOBeAEHHS
KOHTpoOsIto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoOMy
[0CbE)(iHLWi 3MiHK) - loaaBaHHA BUPOOHNYOT AiNbHULI ANA
OTPVMaHHS Ajto40i PEeUOBWHM 3 NNA3MK1 MIOAUHN ANS
thpakuioHyBaHHsI; 3MiHK |l TUNy - 3MiHK 3 sKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHn,
LLIO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FTOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHUL, Ha SKiiA
3[iICHIOETBLCA KOHTPO/b SIKOCTI/BUNPOBYBaHHS cepii Ans
6i010riYHOro/iMyHO/TOrYHOTO NiKapCbKOro 3acoby, Ta 6yab-aKoi
OiNbHULI, Ha AKili 3aCTOCOBYETLCS GIO/IOMYHMIA/IMYHONOTIYHWIA
mMeToZ BunNpobyBaHHs) - [lofgasaHHA BUPOOHUYOI AiNbHUL, HA
AKili 30iACHIOETLCA KOHTPOb AKOCTI cepii; 3MiHu Il Tuny - 3miHun 3
AKoCTi. A®l. Bupo6HMLTBO. 3MiHM B npoueci BUpobHuuTea APl
(3HauHa 3miHa y npoueci BupobHuuTea A®I, Lo Moxe matu
iCTOTHWIA BM/IMB Ha AKiCTb, 6e3neky abo epekTUBHICTb
nikapcbKoro 3acoby) - BBefieHHA f4oAaTKOBOro etany
BipyCiHakTMBaLjii y npoueci BupobHuutea APl — etan
HaHogiNbTpaLii nepea eTanomM ynbTpadinbTpauii 3 MeTolo

BUAA/IEHHS MOTEHLIIHO NPUCYTHIX 6€3060/10HKOBUX BipYCiB.

KOPOTKY XapaKTEPUCTUKY JIKAPCbKOro 3acoby y p. "OCHOBHI

3MiHM BHECEHO B IHCTPYKLiIO 415 MEANYHOTO 3aCTOCYBaHHA Ta B
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
i3NKO-XiMiYHi BNacTUBOCTI"

195. | PE3OIMIOBIH | po3uunH ans iH'exuii, TOB YkpaiHa BMPOBHULTBO, YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/13033/01/02
1500 MO (300 mkr "BIO®APMA nepBuHHE 3MiHn 3 aKocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLeCi
iMyHOrno6yniny); no MNA3MA" nakyBaHHs; BMPO6HMLTBA AD| (He3HaYHa 3MiHa Y NpoLeci BUpobHuLTBa
2 mn B amnyni, no 1 BMPOBHULTBO, A®I) - MepeHoc ToukK Bif6GOPy NPO6U A5 KOHTPOIO NEPLUOro
abo 3, abo 5 amnyn nepBrHHe Ta rOMOreHHoro BUpo6Hunyoro nyny nnasmu 3 «Cragia 1
B nauuj BTOPUHHE dopmyBaHHS BUPOGHMYOro nyny nnasmu Onepauis 1.2

nakyBaHHs1, dopmMyBaHHA BUPOGHMYOro Nyny nnasmm» Ha «CTagis 3

KOHTPO/Ib SIKOCTI,
BMNYCK Cepiii;
KOHTPO/Tb AKOCTi:
TOB "BIO®APMA
MNA3MA"

OTpumanHs ueHTpudpyraty | Onepadis 3.1 OTpyMaHHs cymiLui 1»
Yy 3B’A3KY 3 BUKOPUCTAHHAM 06/1ajHaHHSA BiNbLLOT MICTKOCTi Ha
HOBIli BUPOGHUYIN AinbHULI y M. Bina Liepkea. Cneuundikauis
KOHTPO/O HE3MIHH&; 3MiHM | Tuny - 3MiHW 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYAlOUM giana3oH po3Mipy cepii) roToBOro NikapcbKoro
3aco6y (36inbLieHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - 36inbLUEeHHS PO3Mipy cepii Ha BUPOOHUYIN AiNbHULI
y M. bina LlepkBa. 3anponoHoBaHo: ns amnyn no 1 mn 42000
(20800 — 51400) 3 1050 n nnasmu 86000 (44760 — 101300) 3
2100 n nna3mu Ana amnyn no 2 mn 21000 (10900 — 25700) 3
2100 n nnasmu; 3MiHK | TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbknii 3acib. Cnuctema KOHTelHep/3aKynopoBasibHUIA 3aci6
(iHWwi 3miHW) - HagaHHa geTanbHOT iHchopmaii B
peecTpauiiHoMy [OCbe LL0A0 NEPBUHHOTO NakyBaHHSA NPOMiXHOI
(Hepo3dhacoBaHoi) NpoAykKLji, a came 36epiraHHs NpoaykTy y 3D-
KOHTeliHepi ALLEGRO single use system; 3minu Il Tuny - 3miHu 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI fi/TbHUL BUPOBHMLTBA A5 YACTUHM
a60 BCbOro BMPOGHMYOro NpoLLecy roToBOTO /iKapCbKOro 3acoby
(minbHUUSA, Ha AKi NpoBOASATLCSA ByAb-AKi BUPOOHUUI cTagjl, 3a
BVHATKOM BWMYCKY CEpiii, NpOBELEHHS KOHTPO/IO AKOCTi Ta
BTOPVHHOIO NakyBaHHSA, A/19 NiKapCbKnx 3acobiB
6i0N10rivYHOro/iMyHOOMNYHOr0 NOXOMKEHHS ab0 Nikapcbkux chopm
KOMMNJIEKCHOrO (CKNaAHOro) BUPOGHMYOro npoLecy)
CynyTHSA 3MiHa
- 3MiHK 3 siKoCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
BMPOGHMLTBA [/15 YaCTUHM abo BCbOro BUPOBGHMYOro npoLiecy
roTOBOro NikapcbKoro 3acoby (AiNbHUUA A5 NePBUHHOTO
nakyBaHHs) - flogaBaHHs (PyHKLi BUPOGHMLTBO Ta NepBUHHE
nakyBaHHs A4N15 BUpOOHMYOT AinbHuui y M. Bina Liepksa;
B1po6HMLTBO, NEpBMHHE Ta BTOPMHHE NakyBaHHS, BUMYCK Cepid;
3MiHW I TMny - 3MiHK 3 AKOCTI. FOTOBWUIA NiKapCbkuMii 3aci6. 3MiHM
Y BUPOOHMLTBI. 3MiHa iMnopTepa/3MiHu, WO CTOCYTbLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha AKIA 34IACHIOETECS KOHTPOb
AKOCTI/BNpoBYBaHHA cepii 4518 6i0N0riYHOro/iMyHOs0r4YHOro
nikapcbKoro 3acoby, Ta 6yab-AKoi AiNbHUL, Ha sIKili
3aCTOCOBYETLCA 6I0OMYHNIA/IMYHOMOTIYHUA MeToz
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Ne
n/n

Hassa
JNliKapCcbK0O20

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby

BMNpOGYBaHHS) - [logaBaHHsa dyHKUIT KOHTPO/b AKOCTi ANs
BMPOGHMYOT AinbHUUi y M. Bina Llepksa; 3miHu Il Tuny - 3MiHK 3
akocTi. A®l. Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea AdI

(iHWi 3miHK) - 36iNbLUEHHS 06'EMY BUPOGHMYOrO My/y naasmu
Ans dpakuioHysaHHs 3 300 1 o 1050 n1 a6o 2100 11 Ha HOBIl
BMPOGHWUIN AinbHuLi y M. Bina Liepksa y 38’A3Ky 3
BMKOPVCTaHHAM 061aAHaHHS GinbLUoi MiCTKOCTI; 3MiHW || Tuny -
3MiHuM 3 aKocTi. A®l. BUpo6HULTBO. 3MiHa BUPOGHMKaA
BWXi4HOro/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUPO6HUYOMY npoueci A®l, abo 3miHa
BMPOOHUKa (BK/THOYaKoUK, Ae HeobXiaHO, MicLe NpoBeeHHs
KOHTpOt0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANoBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(iHWi 3MiHK) - JoaaBaHHs BUPOOHMYOT AiNbHUL oNs
OTPUMAaHHS Aito4oi PEYOBMHM 3 NNa3Mu NIOAUHN NS
dhpakuioHyBaHHS; 3MiHK |l Tuny - 3MiHK 3 skocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMUTBI. 3MiHa iMnopTepa/aMiHu,

LLIO CTOCYHTLCS BUMYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOro

nikapcbKoro 3acoby (3amiHa abo AoAaBaHHA AiNTbHUL, Ha SKiiA
3[iCHIOETLCSI KOHTPOJIb SIKOCTI/BUNPOGYBaHHS cepii ans
6i0N10ri4YHOro/iMyHO/IONYHOr O JliKapCbKOro 3acoby, Ta 6yab-AKoi

OiNbHULI, Ha AKill 3aCTOCOBYETLCS 6iO/IOMNYHWIA/IMYHONOTIYHWI

MeToZ, BUNpo6yBaHHA) - JloaaBaHHA BUPOOHUYOT AiNbHUL, Ha
AKil 30iiICHIOETLCA KOHTPOb AKOCTI cepii; 3MiHu Il Tuny - 3miHun 3

akocTi. A®l. Bupo6bHuUTBO. 3MiHM B npoueci BupobHuutea AdI

(3HauHa 3miHa y npoueci BupobHuuTBa A®I, L0 MOXe MaTtu

iICTOTHWIA BNIMB Ha AKiCTb, 6e3neky abo ethekTUBHICTb

nikapcbKoro 3acoby) - BBefieHHs [oAaTKOBOro etany

BipyciHakTVBaUii y npoueci BupobHuutea APl — etan
HaHogiNbTpavyii nepes etanom ynbTpadinbTpauii 3 MeToro

BWAA/IEHHS MOTEHLiHO NPUCYTHIX 6€3060/10HKOBUX BipYCiB.
3MiHM BHECEHO B iHCTPYKLiI0 4151 MeAWNYHOro 3aCTOCyBaHHA Ta B

KOPOTKY XapakTepucTuKy AikapcbKoro 3acoby y p. "OCHOBHI
i3nKO-XiMiYHi BNacTUBOCTI"

UA/5370/01/01

196.

PENIEHLA

NMOPOLLOK AN
iHranauin,
[030BaHuiA, No 5 mr,
5 potaguckis 3 4-ma
yapyHKamu, KoxHa 3
AKUX MICTUTb OfHY
03y NikapcbKoro
3acoby, y
NnacTVKOBIl Kopoobui
Yy KOMMNAEKTi 3
[nckxanepom y
KapTOHHIA KOpooLi

nakcoCmit
KnsaiH
EkcnopTt
Nimiten

Benwuka
BputaHis

nakco Bennkom
MpofakLuH,
PpaHuis;
nakcoCmiTKnsiAH
AscTtpania Nty N14,
ABcTpanis

PpaHuis/
AscTpanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisgy.
BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
hapMakoHarnsay, 3MiHa yrnoBHOBaXXEHOT 0co6U, BiANOBigaIbHOT
3a 3[iiCHEHHA hapMakoHarnsay; KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicCHeHHs hapMakoHarnagy B
YKpaiHi, KLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobu,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkavawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHVKa, BiANoBiAa/IbHOT 38 papMakoHarnsag:
MponoHoBaHa pefakuis — Ap. MeHc-Ynbpix LTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa KOHTaKTHVX AaHUX

3a peyenmom
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
YMOBHOBaXeHOI 0cobu, BiANOBiAaNbHOT 3a hapMakoHarnsg,
3MiHa HoMepy Ta MiCLe3HaxX0MKEHHs1 MacTep-gaiina
197. | PEMABIP Tabnetku no 50 mr, AT Nartsis AT "OnaitHpapm" Nartsis BHECEHHS 3MiH 40 peecTpaviiHNX MaTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/3777/01/01
no 10 TabneTok y "OnaiiHdpap 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy - 3MiHu
6nictepi; no 2 Mm" BHECEHO B TEKCT MapKyBaHHS YNakoBKM NiKapCbKoro 3acooby.
6nictepu B TepmiH BBEAEHHS 3MiH NPOTAroM 6 MicsLiB nicns 3aTBepKeHHs
KapTOHHIN nauui
198. | PEHEWPO PO34UH ANS iH KL, TOB HB® YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/14966/01/01
250 mr/mn; no 4 mn "MIKPOXIM" aKujioHepHe 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta dhapmakoHariagy.
B amnyni; no 5 TOBapUCTBO BeefieHHs1 ab0 3MiHM [0 y3arasibHeHNX JAaHux Npo cuctemy
amnyn y kaceri; no 1 "Jlekxim-XapkiB" , thapmakoHarnsgy (BBefeHHs y3araslbHEHUX faHuX NPo cUCTeMy
KaceTi B nayu,i 3 Ykpaina thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0co6u, BiANOBIAaIbHOI
KapTOHY; No 4 MmN B (BignoBigansHuii 3a 3a 34iiCHeHHs thapmakoHarnisay; KOHTakTHOI 0cobu 3
amnyni; no 5 amnyn BMPOGHMLTBO Ta chapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapMakoHarnagy B
y kacerTi; no 2 KOHTPONb/BMNPOGYB YKpaiHi, AKLLIO BOHA BiMiHHa Bifi YNOBHOBaXKeHOT ocobu,
KaceTu B nauui 3 aHHs cepil, He BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KapToHYy BK/1HOHA0UN BUMYCK KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillieHHi macTep-haina
cepii); TOB HB® cucTeMu chapmakoHarnsgy) - 3MiHa KOHTakTHUX JaHnx
"MIKPOXIM", YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
YKpaiHa hapmakoHarnsg. 3miHa agpecy 34iliCHEHHSI OCHOBHOT
(BignoBiganbHuii 3a AISNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLEe3HaXOMKEHHS
BMPOBGHMLTBO Ta mMacTep-harina cucteMmn hapmakoHarisgy
KOHTPO/b/BUNPOOYB
aHHsA cepii,
BK/THOHAI0UMN BUMYCK
cepil)
199. | PEXOnN TabneTku TOB HB® YkpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/17043/01/01
KMLLKOBOPO34MHHI no | "MIKPOXIM" "MIKPOXIM", 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHariaay.
400 mr, no 8 YkpaiHa (BnpobHuya BBefeHHsA abo 3MiHM A0 y3ara/lbHeHUX JaHuUX Npo cucTemy
TabneTok y 6nictepi, AinbHWUA (BCi cTagil hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
no 1l a6ono3 BMPOGHNYOTrO thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOI 0Co6y, BiANOBIAa/IbHOI
6nictepu y nauui 3 npouecy); 3a 3[jicCHEeHHST hapMakoHariaay; KOHTaKTHOI 0cobu 3
KapToHy; no 10 lopuanyHa agpeca thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
TabneTok y 6nictepi; Ta nabopartopist YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobw,
no 2 6nictepun y Pi3nko-XimMmiyHOro BiANOBIAANILHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkavaum
nauui 3 KapToHy aHanisy Ta KOHTaKTHI faHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina
KOHTPO/0 cucteMun hapmMmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
BMPOOHULTBA) YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNoBigabHOI 3a
thapmakoHarnsg,. 3MiHa agpecu 34jiACHEHHST OCHOBHOT
[OISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-haiina cuctemun dpapmakoHarnsgy
200. | PIHFTEPA pPO3unH ANsa iHdysil TOB YkpaiHa MAT "ranuucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/18296/01/01
NAKTAT no 200 mn a6o no "APTEPIYM 3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHA
PO34YMH 400 Mn y naswkax nTar y TepMiHax npuaaTHOCTi abo ymMoBax 36epiraHHs roToBOro

CKNSAHMX (chnakoHax)

NiKapcbKoro 3acoby (36i/bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [11s ToproBoi ynakoBku (NigTBEpMAKYETbCA
LaHUMK peasibHOro Yacy) - 36i/bLUeHHS TEPMiHY NPUAATHOCTI
Nikapcbkoro 3acoby. 3arBepmpkeHo: 1 pik. 3anponoHoBaHo: 2
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
pokv 3MiHV BHeCeHi B po3ain “TepMiH NnpuaaTHOCTI" B iIHCTPYKLitO
NS MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby. BeegeHHs
3MiH NpOTArom 6-T1 MiCALIB NicAa 3aTBEPAKEHHS
201. | POHOUUT PO34UH ANS iH KL, yopna Ipysia K.O. Pomdpapm PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/16011/01/01
500 mr/4 mn, no 4 MEANLUNH Komnani C.P.J1. BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHA» MKA N3:
M B amnyni; no 5 nTa 3aTtBepmkeHo: MAPKNPOBKA TekcT MapKyBaHHsSI NepBUHHOI
amnysn y KOHTYPHii ynakoBKkn TeKCT MapKyBaHHA BTOPUHHOI YMakoBK/
YapyHKOBIl 3anponoHosaHo: MAPKNPOBKA B cOOTBETCTBUN C
ynakosLj; no 1 YTBEPXAEHHbIM TEKCTOM MapKMPOBKU. OHOBMEHHS TEKCTY
KOHTYpHIli MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
YapyHKOBIli ynakoBLji iH(hopMaUii LWoao 3a3HAYEHHS OAMHNL BUMIPIOBAHHS Y CUCTEMI
B KAPTOHHIli Kopobu,i S| Ta BHECEHHS [04aTKOBOIO 3aCTepexeHHs Woao
3acTocyBaHHS Nikapcbkoro 3acoby. BeefeHHA 3MiH NpoTArom 6-
TV MiCALIB Nicna 3aTBepAKEHHS
202. | POHOUUT PO34MH NS iH EKL,il, YOPN4 Ipysis K.O. Pomdhapm PymyHis BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/16012/01/01
1000 mr/4 mn, no 4 MEANUNH Komnani C.P.J1. BHECEHHS 3MiHM [0 po3ainy «MapkyBaHHA» MKA N13:
M B amnyni; no 5 nTa 3aTtBepmkeHo: MAPKMPOBKA TekcT MapKyBaHHs NepBUHHOI
amnys y KOHTYPHii ynakoBKn TeKCT MapKyBaHHA BTOPUHHOI YNakoBKN
YapyHKOBIli 3anponoHosaHo: MAPKNPOBKA B coOTBETCTBUN C
ynakosLi; no 1 YTBEPXEHHbIM TEKCTOM MapKMPOBKU. OHOBNEHHS TEKCTY
KOHTYPHil MapKyBaHHS YNakoBKM NiKapCbKOro 3aco0y 3 BHECEHHSM
YapyHKOBIli ynakoBLji iH(hopMaUiT Woa0 3a3HAYEHHS OAMHNL BUMIPIOBAHHS Y CUCTEMI
B KapPTOHHIi kopobui S| Ta BHECEHHS [04aTKOBOrO 3aCTepeXxeHHs LWoao
3acToCcyBaHHS Nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTArom 6-
TW MiCALIB NicNa 3aTBEPIKEHHS
203. | CANiunnoB pPO34mMH ana MPAT Ykpaina MPAT "®ITOPAPM" YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/8494/01/01
OI KNCNOTN | 30BHILIHLOTO "®ITOPAPM 3miHa po3mipy cepii /13 3 990 kr go 1000 kr - 3anponoHOBaHO:
PO34MH 3acToCyBaHHS, " 1000 kr (28 288 chnakoHis no 40 mn)
CMNWPTOBUIA | cnnpTosuii 1 % no
40 mn y chnakoHax
204. | CEHUN NNCTA | nucta Ta naogm MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/5882/01/01
TA nnogn pi3aHo-npecoBaHi no "NikTpasn" 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
100r,200ry KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa po3mipy ynakoBku
naykax 3 BHYTpILUHIM roTOBOrO iKapCbKOro 3acoby (3miHa Macu/o6'eMy BMICTY
nakeTom KOHTeliHepa 6aratogo30BOro fikapcbkoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHsA (abo 0fHOA030BOrO,
4aCTKOBOrO BUKOPUCTaHHA)) — BBEAEHHS A0AATKOBOT YNaKkoBKU -
no 200 r y naykax 3 BHYTPiLLUHIM NakeToM, 6e3 3MiH1 NepBUHHOTO
nakyBa/IbHOro Matepiasty, 3 BiANOBigHUMK 3MiHamMy A0 p.
«YnakoBKa» Ta creuugikaLii/MmeToiB KOHTPOIO AKOCTI N. «Maca
BMICTY yMakoBKM1»
205. | CUH®NOPUK | cycneHsia ans nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/15363/01/01
c™ iH'ekuili; no 1 posi KnsiiH BpuTaHis Bionogxikans C.A. 3aMiHa piKoro eTaJIoHHOr0 CTaHAapTY, SIKUI1 BUKOPUCTOBYETCS
BAKUUHA (0,5 mn) cycneHsii EkcnopTt 0151 BU3HAYEHHS1 NOBHOTU copbuii g5 agcopboBaHoOro
ana ONs iH'eKUin y Nimiteq KOH'toroBaHoro nonicaxapugy PS6B-PD meTogom ELISA, Ha
NMPO®INTAKT nonepenHLo HOBWIA NiogpinizoBaHuUiA eTaSIOHHUIA CTaHAAPT; 3anponoHOBaHO:
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KN HanoBHEHOMY Lot SSG1350A01
MHEBMOKOK | cknsiHomy wwnpuui y
OBOI KOMMEKTi 3 OfIHIED
IHOEKLIT rofIkoKo abo 3 ABOMa
(MONICAXAP | ronkamu Ta 6e3
NaHNIA ronok; 1
AHTUIEH) nonepegHL0
TA HanoBHEHWIA LLINPULY
HETUMOBAH | 3ronkoto abo gsoma
ol rosikamu, a6o 6e3
FTEMO®I/IbH ronoKy
Ol IHOEKLUII, | iHavBigyanbHOMy
KOH'FOFOBA | repmeTu4HO
HA, 3anakosaHomy
AACOPBOBA | nnactMkoBomy
HA KOHTeliHepi; no 1
nnacTKoBOMy

KOHTEliHepy y
KapTOHHI kopobuyj;
no 1 posi (0,5 mn)
cycnensii gns
iH'exUin y
nonepeaHLo
HanoBHEHOMY
CK/IIHOMY LUNpuLy;
no 10 wnpuuis 3 10
ronkamu a6o 6es
ronokK y
iHAMBIAYaNbHUX
repMeTuyHO
3anakoBaHux
NAacTUKOBUX
KOHTeliHepax y
KapTOHHI kopobuyj;
no 1 posi (0,5 mn)
cycnewsii gns
iH'exUin y
MOHOZ,030BOMY
CKNsTHOMY hnakoHi;
no 1, 10 a6o 100
hnakoHiB y
KapTOHHI kopobuyj;
no 2 gosm (1 mn)
cycneHsii ans
iH'exuUin y
MyIbTUL030BOMY
dhnakoHi; no 100
dnakoHiB y
KapPTOHHI KOpooU;j
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
206. | CUH®NOPUK | cycneHsia gns nakcoCmit Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/15363/01/01
c™ iH'ekUili; no 1 posi KnsiiH BpuTaHis Bionoaxikans C.A. 3aMiHa pifIKoro eTaJIoHHOr0 CTaHAapTy, SIKUI BUKOPUCTOBYETCS
BAKUUHA (0,5 mn) cycneHsii EkcnopTt 0151 BU3HAYEHHS1 NOBHOTU copbuii g5 agcopboBaHOro
ANnd ONs iH'eKuin y Nimiten KOH'toroBaHoro nonicaxapugy PS4-PD metogom ELISA, Ha
NMPO®INAKT nonepenHL0 HOBWI1 NiogpinizoBaHUiA eTaSIOHHUIA CTaHA4APT; 3anponoHOBaHO:
KN HanoBHeHOMY Lot SSG1324A01
MHEBMOKOK | ckisiHOMy Lwinpuui y
OBOI KOMMNEKTi 3 OfHIEI0
IHDEKLIT ro/ikolo a6o 3 ABomMa
(MONICAXAP | ronkamu Ta 6e3
NaHNIA ronok; 1
AHTUTEH) nonepenHL0
TA HanoBHEHWIA LLNpULY
HETUMOBAH | 3ronkoto abo gsoma
ol ronkamu, a6o 6e3
FEMO®I/IbH rofioK y
Ol IHOEKUII, | iHausigyansHomy
KOH'IOFOBA repmeTnyHo
HA, 3anakosaHomy
ALCOPBOBA | nnactukoBomy
HA KOHTeliHepi; no 1
nnacTUKoBOMy

KOHTEliHepy y
KapTOHHI kopobLyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'exuUin y
nonepeaHL0
HanoBHEHOMY
CKNISIHOMY LUMPUL;
no 10 wnpwuuis 3 10
ronkamun a6o 6e3
ronokK y
iHAVBIAYaNbHNX
repMeTuyHo
3anakoBaHux
NAacTUKOBUX
KOHTeliHepax y
KapTOHHI kopobuyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'exuUin y
MOHOZ,030BOMY
CK/IAHOMY (J/1aKOHi;
no 1, 10 a6o 100
dNakoHiB y
KapTOHHI kopobuyj;
no 2 gosu (1 mn)
cycneHsii ans
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
iH'exUin y
MybTUL030BOMY
hnakoHi; no 100
dNakoHiB y
KapTOHHI Kopoo6Lli
207. | CUH®NOPUK | cycneHsia ans nakcoCwmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHNX MaTepiasiiB: 3MiHK | Tuny - 3a peyenmom UA/15363/01/01
c™ iH’exuili; mo 1 posi KnsaiiH BpuTaHis Bionogxikans C.A. 3aMiHa pifKoro eTasIoHHOro cTaHJapTy cTaHapTy, SKWid
BAKLUVHA (0,5 mn) cycneHsii Ekcnopt BMKOPUCTOBYETCA AN5 BU3HAYEHHA NOBHOTY copbuii Ans
ana LN iH ek y Nimiteq afcopboBaHOro KOH'toroBaHoro nonicaxapugy PS5-PD metogom
MPO®INAKT nonepegHL0 ELISA, Ha HOBUIA niodoini3oBaHWin eTa/IOHHWI cTaHaapT;
KN HanoBHeEHOMY 3anponoHoBaHo: Lot SSG1349A01
MHEBMOKOK | ckisHoMy wwnpuui y
OBOI KOMMN/IEKTi 3 OJHIED
IHOEKLT rofikoKo abo 3 ABoMa
(MONICAXAP | ronkamu Ta 6e3
NAHUN ronok; 1
AHTUIEH) nonepegHL0
TA HanoBHEHWIA LNpuLy
HETUMOBAH | 3ronkoto abo gsomMa
ol ronkamu, a6o 6e3
FEMO®I/IbH roNnoK y
Ol IHOEKUII, | iHauBigyansHomy
KOH’'FOTOBA repmeTuyHo
HA, 3anakoBaHomy
AACOPBOBA | nnactukoBomy
HA KOHTeliHepi; no 1
naacTyKoBOMy

KOHTEliHepy y
KapTOHHI KopobLyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'eKUil y
nonepegHL0
HanoBHEHOMY
CKNSIHOMY LUNpUL;
no 10 wnpwuuis 3 10
ronkamu a6o 6es
ronok y
iHAVBIAYaNbHNX
repMeTuyHO
3anakoBaHux
NIacTUKOBUX
KOHTeliHepax y
KapTOHHI kopobLyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'eKUil y
MOHO/J030BOMY
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
CKNSTHOMY h1aKoHi;
no 1, 10 a6o 100
dnakoHiB y
KapTOHHI kopobuyj;
no 2 gosu (1 mn)
cycnensii gns
iH'exUin y
MybTUL030BOMY
chnakoHi; no 100
doNakoHiB y
KapTOHHI Kopoo6Lli
208. | CKIHOPEH® Kpem 20 %, no 30ry | JIEO dapma [aHia NEO dapma ITanis BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | Tuny - 6e3 peyenma UA/1074/02/01
Ty6i; no 1 Ty6i y AlC MaHyakTypiHr 3MiHM Woao 6e3neku/edhekTMBHOCTI Ta dhapmakoHarisay.
KapTOHHI KopooLi ITani CPN BBeneHHs abo 3MiHM A0 y3arasilbHEHUX JaHWX NPO cucTeMy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX gaHnx Nnpo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
3a 34ilicHeHHA chapMakoHarnsay; KOHTakTHoI 0cobm 3
hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA dhapmakoHarnsgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif yNOBHOBaXKeHOT ocobwm,
BiANOBiAA/IbLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bkauyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLeHHI macTep-ghalina
cucteMmn chapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg B Ykpaini. NMponoHosaHa pegakuis: [aHinosa
Napuca BonogrmupiHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0C0o6M YyNOBHOBaXXEHOI 0CO6U 3as1BHKKA, BifnoBigaibHOI 3a
hapmakoHarnsg B YkpaiHi
209. | CKIHOPEH® renb 15%, no 5r NEO dapma [aHia NEO dapma ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/1074/01/01
abo no 30 ry Ty6i; AlC MaHyhakTypiHr 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
no 1 Ty6i B ITani CPN BBegeHHs1 abo 3MiHM A0 y3ara/ibHEHUX JaHWX NPO CUCTeEMY
KapTOHHI naulj dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHVX NPo cucTemy
hapMakoHarnsay, 3aMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cuctemun dhapMakoHarnsgy) - 3MiHa KOHTakTHoOI 0cobu
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. NMponoHoBaHa pepfakuis: JaHinosa
Napuca BonoguymupisHa. 3mMiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi
210. | CcMoO®INIa emynbcia gns PpeseHiyc HimeuunH PpeseHiyc Kabi ABCTpis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/13846/01/01
20 % iHdpysii; no 100 mn, Kabi a ABcTpif F'M6X noAaHHsA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI EBpoNechKiii
a6o no 250 mn, abo Loiunang papmakonei Ne R1-CEP 2012-410-Rev 00 ans Ad®l
no 500 mny 'm6X Tpurniuepunais cepeHbOro NaHuora Bif BXe 3aTBEPKEHOro
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
donakoHi BMpobHuka |0l OLEO GMBH, y Hacnifok gofaBaHHs iHchopma,ii
CTOCOBHO TOTO, LLI0 X0AHa enemeHTapHa JoMiLLKa,
knacudikoBaHa B ICH Q3, HaBMMCHO He BBOAWTLCS Npu
BMPOGHULTBI ADI
211. | CNASMA/IO | po3unH Ans iH'ekuili AT Bonrapis AT "Codpapma” Bonrapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/3531/01/01
H® no 2 mna6o5wmne "Codpapma" 3MiHV BHECEHO A0 IHCTPYKUIT A/19 MEANYHOrO 3aCTOCYyBaHHSA
amnyni; no 5 a6o 10 nikapcbKoro 3acoby A0 po3zinis "B3aemogis 3 iHWNMK
amnyn y 6nictepi; no nikapcbknMun 3acobamu Ta iHWi BUAK B3aemogiii”, "Oco61MBOCTi
1 6nictepy B 3acTocyBaHHs", "MNo6iyvHi peakwii" BiANOBIAHO 4O OHOBAEHOI
KapTOHHIN nauui iHchopmalii 3 6e3neky 3aCTOCyBaHHS Ail0UMX PEYOBYH
212. | CMIPAMIUUH | Tabnetku, BKpUTI TOB Pecny6nik TOB Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/16681/01/01
-dT 060/10HKoM0, Mo 1,5 "PapmMTEXHO a "dapmTexHonoris" Binopycb BHECEHHS 3MiHM A0 po3giny «MapkyBaHHa» MKA N3:
MH. MO, no 16 norig" Binopycb 3anponoHoBaHo: MAPKYBAHHSA BignosigHO 40 3aTBEpAXeHOro
TabneTok y 6aHLj, TEKCTY MapKyBaHHS; OHOBJ/IEHHS TEKCTY MapKyBaHHS ynakoBKu
no 1 6aHuyj y nayui 3 NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HaYEHHS
KapTOHY OfVHULb BUMIpIOBaHHA y cuctemi Sl
213. | CMIPAMIUUH | TabneTtku, BKpUTI TOB Pecny6nik TOB Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/16681/01/02
-OT o6ornoHkoto, no 3,0 "papMTEXHO a "®apmMTexHonoris" Binopycb BHECEHHS 3MiHM A0 po3giny «MapkyBaHHsa» MKA N13:
MAH. MO, no 10 norig" Binopycb 3anponoHoBaHo: MAPKYBAHHS BignoBigHoO A0 3aTBEpAXeHOro
TabneTok y 6aHLj, TEKCTY MapKyBaHHS; OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKn
no 1 6aHuj y nayui niKkapcbkoro 3acoby 3 BHECEHHAM iHchopMaLii LLoA0 3a3HauYeHHs
KapToHY OfMHULLb BUMipIOBaHHA y cuctemi Sl
214. | CNIPUBA® NMOPOLLOK A/1A BepiHrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/6495/01/01
iHransuin, TBepai IHrenbxanm a IHrenbxavim ®apma BHECEHHS 3MiHM A0 po3ainy 3.2.P.3.1 Bupo6Huk(n), a came -
Kancynu no 18 mkr, IHTepHeLwHN 'm6X i Ko. KI 3MiHa Ha3BM OinbHULI (nabopaTopii 3 KOHTPOJI0 AKOCTI
no 10 kancyn 3 66X BM3HAYEHHS 3arasibHOr0 BMIiCTY @30Ty AONOMiDKHOT pEYOBUHM
MOPOLLKOM An1S NakTo3n MoHorigpaTy, Lo BXOANTb A0 CKNagy roToBoro
iHransyin y énictepi; niKapcbKoro 3acoby), 6e3 3MiHu Micusa BUpOOHMLTBA:
no 3 6nictepu B 3anponoHoBaHo: EBoHik OnepeiiwHec Mv6X, HimeuunHa / Evonik
KapTOHHI kopobuyj; Operations GmbH, Germany
no 10 kancyn 3
NopoLLKOM AN
iHransauin y énicrepi,
no 1 a6o 3 6nictepu
B KOMM/IEKTI 3
NpUCTPOEM
XeHpiXelinep® B
KapTOHHI Kopoo6Lli
215. | CTAMAPUN NOpPOLLOK A5 CaHodpi PpaHuis NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/16354/01/01
BAKLUUHA cycneHsii ans MacTtep BMPOBGHULTBA, YropLimHa 3BY)XXEHHSA AOMYCTUMMUX MEX 3@ NOKa3HUKOM BmicT
Ana iH'eKUI, He MeHLwe 3arMoBHEHHSA, 6akTepiasibHNX eHAOTOKCUHIB A5 MPUBEAEHHS Y BiAMNOBIAHICTb
MPO®INAKT Hi>xX 1000 MO/p03a, niodpinisauisn, [,0 NPOMUC/OBOI NPaKTUKN Ta BUMOT MoHorpadii Eur. Ph. 0537
MKW XXOBTOI | no 1 103iy donakoHi nepBrHHE Ta «Yellow fever vaccine (live)» - 3anponoHoBaHo: < 5 MO Ha ofHy
NNXOMAHKW | Ta po3unmHHMK BTOPUHHE [o3y;
(PKUBA (HaTpito xnopua, nakyBaHHs, 3MiHU | TUNY - LHOBNEHHS 3aPEeECTPOBAHOr0 NPOTOKOSY
ATEHYMNOBA | Bopa 515 iH'ekujii) KOHTPO/Ib SIKOCTI, KBavlichikaLlii cepili eTaJIOHHNX CTaHAAPTIB, WO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
HA) no0,5mvny BUMYCK Cepii; BMKOPUCTOBYIOTLCS Y BUNPOBYBaHHAX A1 ifeHTudikalii Ta

nonepeaHLo NOBHWUIA LIMKN BU3HAYEHHS aKTUBHOCTI A4/19 [il040i peYOBUHW Ta rOTOBOr0

3anoBHEHOMY BMPOGHMLITBA, nikapcbkoro 3acoby

Lnpuy 3 nepBuHHe Ta

NPYIKPINIEHOI0 BTOPVHHE

ronkoto; no 1 nakyBaHHs,

dhnakoHy 3 KOHTPO/b SKOCTi Ta

nopowukom T1a 1 BUNYyCK cepii

nonepegHL0 PO3YMHHYIKA:

3anoBHEHOMY CaHodpi Macrep,

Lnpuuy 3 ®dpaHLis; NnepBrMHHe

NPUKPINIEHO
rOJIKOI B KAPTOHHIi
Kopobui; no 1
nakoHy 3
nopowukom T1a 1
nonepeaHLo
3anoBHeHOMY
Lnpuy 3
NPUKpPINIeHo
TOMKOK B
cTaHfjapTHO-
EKCMopTHii
ynakoBLyj, sika
MIiCTUTBCA Y
KapTOHHI Kopobui 3
IHCTpYKLUi€0 Ans
MeAnYHOro
3aCTOCYBaHHS; - N0
1 posiy dnakoHi Ta
PO3YUHHKK (HaTpito
Xnopua, Boga ans
iH'ekui) no 0,5 mny
nonepeaHL0
3anoBHeHOMY
LINpULY 3 OAHIE
abo aBoma
OKpPeMMMU rofikamu;
no 1 dnakoHy 3
nopowukom T1a 1
nonepeaHLo
3anoBHeHOMY
wnpudy 3 1 a6o 2
OKpPemM1MK rofikamu
y 6nicTepi B
KapTOHHI Kopobuj; -
no 1 gosiy donakoHi
Ta PO3UNHHUK
(HaTpito xopua,

Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BUMYCK Cepil;
NOBHWIA LMKN
BMPOOHULTBA,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BMMYCK cepil
PO3YMHHYIKA:
CaHodpi Mactep,
®paHLis; NOBHWUIA
LMK BUPOGHULTBA,
nepBuHHE
nakyBaHHS,
KOHTPO/b AKOCTI
PO3UYNHHYKA:
CAHO®I BIHTPOI
IHOACTPIA,
®paHLis; BTOPUHHE
nakyBaHHS1, BUMyCK
cepii: CaHodi-

AseHrTic MpaiisiT Ko.

NTa., Nnatdopma
NoricTukM Ta
ONCTpUBYLIi y M.
Bypanewr,
YropLmHa
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BOAA ANS iH'EKUIN)
no0,5mny
nonepegHL0
3anoBHeHOMY
LINPULY 3 OJHI€E0
abo asoma
OKPeM1MU rofikamu;
no 1 cpnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpudy 3 1 a6o 2
OKpPemMnMK rofikamu
y 6nicTepi B
cTaHgapTHO-
€KCMOPTHii
ynakoBLi, sika
MIiCTUTBCA Y
KapTOHHI kopobui 3
IHCTpyKLieto ans
MeaNYHOro
3aCTOCyBaHHS.
MapkyBaHHsA
YKparHCbKO0
MOBOI0. N0 1 f03iy
hnakoHi Ta
PO3UYMHHVIK (HATPItO
xnopug, Boaa ans
iH'ekuiid) no 0,5 mny
nonepegHL0
3anoBHeHOMY
Lwnpuuy 3
NPUKPINIEHO
rosikoto; no 1
donakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpudy 3
MPUKPIN/IEHOO
rO/IKOK0 B KAPTOHHIi
KOpo6Li 3i CTUKEpPOM
YKpaiHCbKOIo
MOBOIO; Mo 1 f03i y
hnakoHi Ta
PO3YUHHKK (HaTpito
Xnopua, Boga ans
iH'ekuii) no 0,5 mny
nonepegHL0
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3anoBHeHOMY
LINPULY 3 OAHI€E0
abo asoma
OKPeM1UMU rofikamu;
no 1 cpnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMyY
wnpudy 3 1 a6o 2
OKpPemMnMK rofikamu
y 6nicTepi B
KapTOHHI kOpoo6Li 3i
CTKepoMm
YKPaiHCbKOI MOBOO
216. | CTPENCIIC® | nboAasHuku; no 12 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpaLiiiHnx matepianis: 3MiHu | Tuny - 6e3 peyenma UA/7436/01/01
3 NbOASAHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis 3MiHu Woao 6e3nekn/edekTMBHOCTI Ta hapmakoHarisgy. 3miHa
BITAMIHOM 6nictepi; no 2 Xenckep IHTepHeLwHN NlimiTes, Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
C 3l 6nictepu B IHTepHeLuHN MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOrO 3aCTOCYyBaHHSA Ha
CMAKOM KapTOHHIA KOpoo6Li Nimiten nigcTasi perysispHO OHOB/IHOBAHOIO 3BIiTY 3 6e3neku NikapcbKoro
AMNENbCUHA 3acoby, abo gocnimkeHb 3 6e3neky 3aCTOCYBaHHS JiKapCbKOro
3ac06y B nicnspeecTpaviliHvin nepiod, abo Ak pesynbTar OLiHKK
3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpnyHux gocnimxkerb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHomM) 3MiHN BHECEHO B
IHCTPYKLUiO 4151 MeAMYHOro 3aCTOCYBaHHSA /iKapCbKoro 3acoby
00 po3gainy "MNo6iyHi peakuii” BiANOBIAHO A0 OHOBNEHOI
iHhopmauii 3 6e3nekn 3acToCyBaHHA Ail0UMX PEYOBUH.
BBefeHHA 3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHu | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa kogy ATX
3MiHV BHECEHO A0 IHCTPYKLUIT 4151 MEANYHOIO 3aCTOCYBaHHS
npenapary o po3giny "®apmakotepanesTuyHa rpyna.Kog ATX"
BifNOBIAHO A0 MibXHapoAHOoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/) kogis ATX. 3aTBepaxeHo:
MpenapaTy, W0 3aCTOCOBYOTHCA NPU 3aXBOPIOBAHHSAX ropna.
AHTucenTukn. Kog ATX RO2A A20. 3anponoHoBaHo:
Mpenapaty, L0 3aCTOCOBYOTLCS NPU 3aXBOPIOBAHHAX ropra.
AHTucenTukn. Auxnop6eHsunosuii cnupT. Kog ATX RO2A A03.
BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAXKEHHS
217. | CTPOHAEKC | npeii ansa poToBoi TOB HB® YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepiasiiB: 3MiHu | Tuny - 3a peyenmom UA/15759/01/01
NOPOXHUHN "MIKPOXIM" BMPOGHMYa hipma 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.

[030BaHwin, 12,5
mr/gosa no 10 mn
(64 poswn) abo no 5
Mn (32 posn) y
hnakoHi
nonimepHomy a6o 3i
CBIiT/103aX1CHOT0
ckna, o 1 dpiakoHy

"MIKPOXIM"

BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHX AaHnX Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI

3a 34ilicHEHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
hapMakoHarniagy 3asiBHuKa 415 34iNCHEeHHs hapMakoHarisgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
BiANOBiAA/IbLHOI 3a 3filicHeHHs (hapMmakoHarnaay (Bkayarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MilLLeHHI MmacTep-dalina
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
y nautli 3 kKapToHy cucteMun chapmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnag; 3amiHa agpecu 34iliCHEHHS OCHOBHOI Aisi/IbHOCTI
3 (hapmakoHarnsgy; 3amMiHa MicLe3HaxomkeHHs1 MacTep-haiina
cucTeMu dpapmakoHarnsgy
218. | CY/Ib®AMET | nopoLiok AT YkpaiHa BipLuoy IHAjsa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - UA/10104/01/01
OKCA30/ (cybeTaHuis) y "®apmak” Na6opaTopiec 3MiHa B yMoBax 36epiraHHss A®| - nponoHoBaHa pefakuis:
MiLLKax Nimiten 36epiraty npu TemnepaTypi Hx4ve 30? C.
nonieTnIeHoBmxX
NoaBIHMX Ans
BUPOGHMLTBA
HeCTepuIbHUX
Nikapcbknx dhopm
219. | TAMOKCU®E | Ttabnetku no 20 mr EBEBE AscTpist BUMYCK Cepil, AscTpis/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/2894/01/02
H "EBEBE" no 30 TabneTok y dPapma TectyBaHHA: EBEBE HimeuunHa 3MiHM BHECEHO A0 iIHCTPYKL,i A5 MeAMYHOro 3aCTOCYBaHHS
KOHTeliHepi; no 1 lec.m.6.X. dapma ec.m.6.X. nikapcbkoro 3acoby y po3ainu: "OcobanBOCTi 3acToCyBaHHS",
KOHTelHepy B Hdpr.KI Hdor. KI', ABCTpis; "3acTocyBaHHA y nepio BariTHOCTI abo rogyBaHHs rpyaar”,
Kopoo6ui BMNYCK cepil, "Mo6iyHi peakui” BigNOBIAHO A0 OHOB/EHOT iHChopmali 3
TecTyBaHHS: 6e3nekn Ailo4oi PeYOBUHU; BBEAEHHSA 3MiH NPOTAroM 6-Tu
Cantotac dapma MiCALIB MiCNA 3aTBEPKEHHSA
mM6X, HimeuunHa,
BMPOGHMLTBO
Hepo3dracoBaHo!
npoAayKuii, NnepBnHHAa
Ta BTOPUHHA
ynakoBka,
TecTyBaHHs: laynt
dapma Amaper
'vM6X, HimeuynHa
220. | TEFPYM TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/15148/01/01
060/10HKOH0, No 100 «MIKPOXIM "MIKPOXIM" 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapmakoHariaay.
mr; no 1 a6o no 4 » BBegeHHs abo 3MiHM A0 y3ara/ibHEHUX JaHWUX NPO cUcTeMy
TabneTku y 6nictepi; thapmakoHarnagy (BBeAeHHS y3arasibHeHVX AaHUX Npo cuctemy
no 1 6nicrepy y hapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHOo! 0cobu, BiAnoBifanbHOT
nauui i3 kapToHy 3a 3[jiicCHEeHHsT hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobum,
BiANOBiAA/ILHOI 3a 3filicHeHHs (hapmakoHarnsgy (Bkauyatoum
KOHTaKTHI faHi) Ta/abo 3mMiHM y po3MmillieHHi macTep-hainna
cucteMun chapmakoHarnfgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBaXXEHOT 0CO6U 3asiBHVKA, BifnoBigasibHOI 3a
thapmakoHarnag; 3miHa agpecu 34iNCHeHHSI OCHOBHOT Ais/TIbHOCTI
3 chapmakoHarnsgy; 3amMiHa MicLie3HaxomkKeHHs1 MacTep-aiina
cuctemu chapmakoHarnsgy
221. | TEFPYM TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/15148/01/02
060/10HKO10, Mo 50 «MIKPOXIM "MIKPOXIM" 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta hapmakoHariamy.

mr; no 1 a6o no 4
Tabnetkun y bnicrepi;

»

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHVX Npo CucTemy
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

no 1 6nictepy y
naui i3 kapToHy

thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAa/IbHOI
3a 34ilicCHEeHHA chapMakoHarnsay; KOHTakTHoI 0cobm 3
hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA hapmakoHarnsagy B
YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobwm,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bka4vaum
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEHHI macTep-dalina
cucteMun chapmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg; 3miHa agpecu 34iMCHEHHST OCHOBHOT AisifIbHOCTI
3 chapmakoHarnsgy; 3amMiHa MicLie3HaxomkeHHs1 MacTep-taiina
cucTeMu dpapmakoHarnsgy

222.

TEPBIHOPM

TabneTkn no 250 mr;
no 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA KOpoo6Li

TOB
«YOPN[
MEAVILIVIH>

YkpaiHa

K.O. C/IABIA ®APM
C.P.N.

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiB: 3MiHa 3asBHUKA
(BnacHvKa peecTpaLuiiHoro nocBigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3MiHM BHECEHI B IHCTPYKLiO A5
MEeAMYHOrO 3aCTOCYBaHHS MikapCbKoro 3acoby y po3gin
"3asaBHUK" 3 BiANOBIAHUMY 3MiHAMY B TEKCTI MapKyBaHHS
ynakoBOK. BBefieHHs 3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHMX AaHWX NPo cuctemy hapMakoHarisay
(BBEAEHHSA Y3arasibHEHUX JaHUX MPO cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKa ANA 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jficHeHHs1 hapMakoHarsay (BK/IHYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MilLEeHHI MacTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0CO6U 3asBHIIKA,
Bi4NOBiAabHOI 32 hapmakoHarnsg.

[itoua pepaxuin: PycyaaH Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuin: Myano MaHHa CtaHicnasiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnfg. 3miHa Micus 34iiCHeHHSA
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaX0MKeHHs MacTep-gdhaiina cuctemu hapmakoHarnaay.

3a peuenmom

UA/13367/02/01

223.

TIKONMIH®

PO3UMH AN IH'EKLN,
125 mr/mn, no 4 mn
B anynax, no5
amnyn y kaceti 'y
nauvi 3 KapToHy; No
4 Mmn B amnynax, no
5 amnyn y kaceTi; no
2 kaceTu y nadui 3
KapToHY

TOB HB®
"MIKPOXIM"

YKpaiHa

BignoBigasibHM 3a
BMPOGHULITBO Ta
KOHTPONb/BMNPOGYB
aHHs cepil, He
BK/THOHAI0UMN BUMYCK
cepii: MpusaTtHe
akuioHepHe
TOBapUCTBO
"Mekxim-Xapkis",
YKpaiHa,;
BiANoBigabHUIA 3a
BUMNYCK cepii, He
BK/THOHAI0UM

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB; 3MiHu | Tuny -
3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHX AaHnX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHoI 0cobm 3
hapMakoHarnisgy 3asiBHuKa 415 34iNCHEHH hapmakoHarnisgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobwm,
BiANOBiAA/IbLHOI 3a 3filicHeHHs (hapmakoHarnaay (Bkauyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MilLeHHI macTep-gaiina
cucTeMu dpapmakoHarnsgy) - 3MiHa KOHTakKTHUX AaHnx
YNOBHOBAXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
dpapmakoHarnsg; 3MmiHa agpecu 34jiMCHEHHS1 OCHOBHOI AisiNIbHOCTI

3a peyenmom

UA/17695/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOHTPO/b/BMNPOGYB 3 chapmakoHarnsgy; 3amMiHa MicLie3HaxomkeHHs1 MacTep-caiina
aHHsa cepii: TOB cucTemMy hapmMakoHarnsgy
HB® «MIKPOXIM>,
YkpaiHa
224. | TIKONIH® PO3YUH ANs1 iH'EKLN, TOB HB® YkpaiHa BiANoBiganbHUi 3a YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17695/01/02
250 mr/mn, no 4 mn "MIKPOXIM" BMPOGHMLITBO Ta 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
B anynax, no5 KOHTPO/b/BUNPOGYB BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
amnyn y kacerti y aHHA cepii, He thapmakoHarnsgy (BBEEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
nauuj 3 KapToHy; No BK/HOHA0UN BUMYCK thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
4 Mmn B amnynax, no cepii: MpuBaTtHe 3a 3[jiicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
5 amnyn y kaceri; no akLjioHepHe thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
2 KkaceTu y nauui 3 TOBapUCTBO YKpaiHi, AKL,0 BOHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0CcO6U,
KapToHY "JlekxiM-Xapkis", BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkao4vaum
YkpaiHa,; KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-haiina
BiANOBigaIbHUI 3a cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
BMNYCK cepil, He YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
BK/IOYA0UM thapmakoHarnag; 3miHa agpecu 34iCHEHHSI OCHOBHOT Ais/IbHOCTI
KOHTPONb/BUNPOGYB 3 hapmakoHarnsagy; 3MmiHa MicLe3Haxo4KeHHs macTep-gaina
aHHsa cepii: TOB cucTemy dhapmakoHarnsgy
HB® «MIKPOXIM»,
Ykpaina
225. | TIKONIH® PO3YUH ANS iH'EKLN, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a peyernmom UA/18445/01/02
250 mr/mn, no 4 mn "MIKPOXIM" "MIKPOXIM" 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
B amnynax, no 5 BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX JAaHux Npo cuctemy
amnyn y kacerti y dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHVX NPo cucTemy
nauuj 3 KapToHy, no thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0co6u, BiANOBIAaIbHOI
4 mn B amnynax, no 3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
5 amnyn y kaceTi; no chapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapmakoHarnagy B
2 kaceTu y nauui 3 YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobU,
KapTOHY BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
cucTeMu chapmakoHarnsagy) - 3MiHa KOHTakTHUX JaHnx
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BigmnoBigasibHOI 3a
thapmakoHarnag; 3miHa agpecu 34iCHeHHSA OCHOBHOT Ais/IbHOCTI
3 chapmakoHarnsgy; amMiHa MicLie3HaxomkeHHs1 MacTep-caiina
cucteMun dpapmakoHarnsgy
226. | TIKONMIH® PO3YUH NS iH'EKLN, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/18445/01/01
125 mr/mn, no 4 mn "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHariagy.

B amnynax, no 5
amnyn y kacetiy
nauuj 3 kKapToHy, no
4 Mmn B amnynax, no
5 amnyn y KaceTi; no
2 kaceTu y nadui 3
KapToHY

BeegeHHs1 ab0 3MiHM [0 y3arasibHEeHNX AaHUX Npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHNX AaHVX NPo cucTemy
hapMakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOT

3a 3AjicCHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLIO BOHA BifMiHHa Bifi YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkadyakum

KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina

cucTeMu dhapmakoHarnsagy) - 3MiHa KOHTakTHUX faHnx
YMOBHOBAXEHOT 0COOM 3asiIBHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
thapmakoHarnag; 3miHa agpecu 3iCHeHHS OCHOBHOT Ai/IbHOCTI
3 chapmakoHarnsgy; 3amMiHa MicLle3HaxomkKeHHs1 MacTep-haiina
cuctemn chapmakoHarnsgy
227. | TIKONIH® TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/17695/02/01
NNiBKOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
o60noHkKoto, no 500 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
Mr, Mo 7 TabneTok y dhapmakoHarnsgy (BBeeHHs y3araslbHEHNX AaHVX Npo cuctemy
6nictepi, no 4 hapmakoHarnsay, 3amMiHa yrnoBHOBaXXeHO! 0co6u, BiANOBifabHOT
6nictepun y nauui 3 3a 3[jiicCHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
KapToHY chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0Ccobu,
BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavarumn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmillleHHi macTep-ghaina
cucteMun chapMakoHarnsay) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag; 3miHa agpecu 34iiCHeHHSI OCHOBHOT Ais/TIbHOCTI
3 chapmakoHarnsigy; 3amMiHa MicLie3HaxokeHHs1 MacTep-thaiina
cuctemu chapmakoHarnsgy
228. | TIOKTAUMA® | Tabnetku, BKpUTI MEOA HimeuuunH BUPOGHUK, HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyernmom UA/6616/01/01
600 HR nAiBKOBOO Papma a BiNOBifabHWIA 32 Ipnangis 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
060/10HKOI0, M0 600 M6X eHp, BUPOBHNLITBO BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHux nNpo cuctemy
mr no 30 a6o no 100 Ko. KI Hepo3dhacoBaHoT thapmakoHarnsgy (BBefieHHs y3arasibHEHUX AaHuX NPo cUcCTeMy
TabneToK y doyiakoHi; NpoAyKLUii, NnepBuHHe thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0co6u, BiANOBIAa/IbHOI
no 1 cpnakoHy B Ta BTOPVIHHE 3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOI 0cobu 3
KOpo6Lii 3 KapTOHY nakyBaHHs, chapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapMakoHarnagy B
KOHTPO/Ib AIKOCTI: YKpaiHi, AKLLIO BOHA BigMiHHa Bifi YNOBHOBaXKeHOT ocobu,
MELA BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsgy (Bkavarum
MeHblodhekyepuHr KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-haina
M6X, HimeuuunHa,; cuctemu dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
BUPOGHMK, 3asBHUKA, BiAMNOBIAa/IbHOI 3a (hapMakoHar/1s4; NPonoHoBaHa
BiANoBigabHUIA 3a pegpakuis — Dr Eiko Soehlke, MD MPH; 3MiHa KOHTaKTHUX JaHuX
BunyckK cepii: MEJA YNOBHOBaXEHOI 0CO6U, BifNOBIAabHOT 3a thapMmakoHarnsg,
dapma M'vb6X eHg 3MiHa KOHTaKTHUX AaHNX KOHTAKTHOT 0CO6M YNOBHOBaXXEHOT
Ko. KI', HimeuunHa; ocobu, BiANOBIAa/IbHOI 3a hapMakoHarnisg B YKpaiHi; 3miHa
anbTepHaTNBHUI MicLie3HaX0MKeHHs MacTep-ghaiina cuctemu hapmakoHarnaay;
BMPOGHUK, 3MiHa Micus 34iACHEHHST OCHOBHOT Ajisi/IbHOCTI 3
BiANoBigabHUIA 3a hapmakoHarnsgy
BMPOGHMLTBO
Hepo3dg)acoBaHoi
npoAayKuii, NnepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTi Ta
BUMYCK Cepil:
PotTacapm N14,.,
IpnaHgis
229. | TPU- Tabnetku no 4 TOB HB® Ykpaina TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/17632/01/01
ANITEP® Mmr/1,25 mr/5 mr; no "MIKPOXIM" "MIKPOXIM", 3MiHM WoA0 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarasagy.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
10 TabneTtoky YkpaiHa (opugnyHa BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
6nictepi, no 3 ajpeca Ta thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHuX Npo cuctemy
6nictepu y nauui 3 naboparopis thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAA/TbHOI
KapToHY hi3nKO-XiMi4HOTO 3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
aHanisy Ta chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
KOHTPO/IO YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHO| 0cobw,
BMPOOHMLITBA; BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovakum
BMpOGHUYa KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
AinbHWUA (BCi cTagil cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
BMPOGHNYOTrO YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
npouecy)) thapmakoHarnag; 3miHa agpecu 3iiCHEHHSI OCHOBHOT Ais/IbHOCTI
3 hapmakoHarnsagy; 3miHa MicLe3Haxo4KeHHs macTep-gaina
cuctemun dpapmakoHarnsgy
230. | TPU- TabneTku no 4 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/17632/01/02
ANITEP® mr/1,25 mr/10 mr; no | "MIKPOXIM" "MIKPOXIM", 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisgy.
10 TabneTtoky YkpaiHa (opngnyHa BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX NPOo cucTemy
6nictepi, no 3 ajpeca Ta thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX NPo cucTemy
6nictepu y nauui 3 naboparopis thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
KapToHY i3nKo-XiMmiyHOro 3a 3[jicHeHHs1 hapMakoHariaay; KOHTakTHOI 0cobu 3
aHanisy Ta thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
KOHTPOIO YKpaiHi, SKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobw,
BMPOGHMLITBA; BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkavakum
BMpOGHUYa KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
AinbHWUA (BCi cTagil cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
BMPOGHNYOTro YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
npowecy)) thapmakoHarnag; 3miHa agpecu 34iCHEHHSI OCHOBHOT Aisi/IbHOCTI
3 hapmakoHarnsgy; 3MmiHa MicLe3HaxoLKeHHs macTep-gaina
cucteMun dpapmakoHarnsgy
231. | TPW- Tabnetku no 8 TOB HB® YkpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/17632/01/03
ANITEP® mr/2,5 mr/5 mr; no 10 | "MIKPOXIM" "MIKPOXIM", 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarisgy.
Tabnetok y 6nictepi, YkpaiHa (opnanyHa BBegeHHs1 ab0o 3MiHM [0 y3arasibHeHUX AaHUX Npo cuctemy
no 3 6nictepu y agpeca Ta hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
nauui 3 KapToHy nab6opartopis hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6U, BiANOBiga/IbHOT
Pi3nko-ximiyHOro 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
aHanisy Ta thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
KOHTPOSI0 YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
BMPOGHULITBA; BiANOBIAANLHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
BMpO6GHUYaA KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
LinbHUUA (BCi cTagji cuctemn chapmakoHarsisgy) - 3MiHa KOHTaKTHUX AaHnX
BMPOGHNYOTrO YNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
npouecy)) thapmakoHarnag; 3miHa agpecu 34iCHEHHSI OCHOBHOT Aisi/IbHOCTI
3 hapmakoHarnsgy; 3MiHa MicLe3Haxo4KeHHs macTep-gaiina
cucteMu dpapmakoHarnsgy
232. | TPU- Tabnetku no 8 TOB HB® Ykpaina TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/17632/01/04
ANITEP® Mr/2,5 mr/10 mr; no "MIKPOXIM" "MIKPOXIM", 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariaay.
10 Tabnetok y YkpaiHa (opngunyHa BBefeHHsA abo 3MiHM A0 y3ara/lbHeHUX AaHWX NPo cucTeMy
6nictepi, no 3 agpeca Ta hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo cuctemy
6icTepur y nayui 3 nab6opartopis dhapMakoHarnsiay, 3MiHa ynoBHOBaXXEHOT 0co6U, BiANOBigaIbHOT
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapToHY hi3nKO-XiMiYHOTO 3a 3AjicHeHHs hapMakoHariaay; KOHTakTHOI ocobu 3
aHanisy Ta thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
KOHTPO/IO YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BMPOOHMLITBA; BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovawum
BMpOGHUYa KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
AinbHWUA (BCi cTagil cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
BMPOGHNYOTrO YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
npouecy)) thapmakoHarnag; 3miHa agpecu 3iiCHEHHSI OCHOBHOT Aisi/IbHOCTI
3 hapmakoHarnsgy; 3miHa MicLe3Haxo4KeHHs macTep-gaina
cuctemun dpapmakoHarnsgy
233. | TPMBEPAM® | Tabnetku, BKpUTI ne ®paHuisa BMPOGHULITBO, PpaHuia/ BHECEHHSA 3MiH [0 peecTpavliiiHux maTtepianis: AgMiHiCTpaTUBHI 3a peyenmom UA/15517/01/01
10 Mr/5 Mr/5 nAiBKOBOO NABOPATY KOHTPO/Ib SIKOCTI, Ipnangis 3MiHW. BunyyeHHs BUPOGHUYOT AinbHULI (BKIOYAOUN AiNbHUL
Mmr 060/10HKOI0, N0 10 AP CEPB'E€ nakyBaHHs1, BUMYCK ana A®l, npomikHOro NpoAyKTy abo roToBOro JlikapCbKoro

mr/5 mr/5 wmr; no 30
TabneTok y
KOHTeliHepi gns
Tabnetok; no 1 abo
no 3 KoHTelHepu
Ons Tabnetok y
KOpobLi 3 KapTOHY

cepii: labopaTtopii
Ceps'e IHAacTpi,
PpaHuis;
nakyBaHHs1, BUMYyCK
cepii: Ceps'e
(IpnaHgis) IHpacTpic
Nta, Ipnangis

3aco0by, AiNbHUL ANA NpoBeAEeHHS NaKyBaHHS, BUPOOHUKA,

BiANOBIAA/ILHOrO 3a BUNYCK Cepiii, MicLie NPOBEAEHHS KOHTPOSIHO
cepil) abo nocTayanbHKKa BUXiAHOTO MaTtepiany, peareHty abo
[OMOMiXHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y OCLE) - BunyyeHHs
TPbOX BUPOOGHMYUMX AifbHULL BifMOBIAaUTIbHUX 38 BUPOGHULTBO
NPOMIXHOI pevoBuHY (atorvastatin protected diol). BunyyeHHs
IND SWIFT LABORATORIES Ltd 3 kBanighikoBaHUX BUPOBHUKIB

aTopBacTaTuHy 3axuLLeHuii gion (atorvastatin protected diol)
(NpomixKHa peyoBMHa atopBacTaTUHy KasibLito Tpurigparty) i, sk

HacnifgokK, BUNYyYeHHS BiANOBIAHUX NOCTAaYa/IbHUKIB BUXIAHOTO
matepiany ARCH PHARMALABS Ltd ta ESSIX BIOSCIENCES

Ltd.

AMIHICTpaTMBHI 3MiHW. 3MiHa AaTy NPOBEeAEHHNA ayauTy Woao
BiANOBIAHOCTI BUPOGHMKa AD| BUMOraM HaleXxHoi BUPOOHUYOI
npakTukn (GMP) - OHoBNeHHs1 3asiB YNOBHOBaXeHWX 0OCib y
3B'A3KY 3 BUA/IEHHAM BUPOOGHUUMNX AiNbHULL BiANOBIigabHNUX 3a
BMPOGHMLITBO MPOMIXHOT peyoBuHU (atorvastatin protected diol).
3MiHK 3 SKoCTi. FoToBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX MeTodax
BMNPOOYBaHHS) -

HesHayHa 3MiHa 40 MeTOAMKM BUNPOGYBaHHS 3a NokasHukamm
«KinbkicHe B13HaueHHs» Ta «CynpoBifHi AOMILLKM» METOAOM
BEPX.
3MiHK 3 sIKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTodax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHUX MeTofax
BMNPOBYBaHHS) -

He3HauHa 3MiHa 00 3aTBEPAKEHOT METOAMKM 3@ NOKA3HNKOM
«OAHOPIAHICTb 1030BaHNX OAVHWLL Ta CEPeAHili BMICT fjitounx
peyoBMH», a caMe 3MiHa Npo6oniAroToBKN BUNPOOYBaHOro
pO34nHYy A1 BUSHAYEHHS cepefHbOro BMICTY AitloUMX PeYOBUH.
3MiHu 3 gKocTi. CepTudikat BignosigHocTI/l'E-cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOr0 cepTudpikaTa BigNoBIAHOCTI a60
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTLCS Y BUPOOHULTBI ADI; A5 ONOMIXHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTUdIKaT Bif YXKe 3aTBEepAKEHOrO
BMPOGHMKa - MogaHHsA oHoBneHoro CEP Ne R1-CEP 2007-185-
Rev.02 ana A®l Amnoauniny 6ecunarty Big 3AT
dapmauesTnuHuin 3asog ElNC (Egis Pharmaceuticals PLC).
(3atBeppxeHo: R1-CEP 2007-185-Rev.01).
3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3mMiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX MEPBVHHOT YNaKoBKN
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK) -

HesHauHi 3miHn B crneumdpikavii npo6ku. MoninponineHosuii
KOHTeliHep Ansa Tabnetok ans gosyBaHHa 10 mr/5 mr/5 mr mae
KPWLLKM 3 NPO6KOI0. 3aABHVK NPONOHYE peAakLiiiHi npaskn [0
cneumdikauii NPo6Ku KPULLKK Ans fo3ysBaHHA 10 mr/5 mr/5 mr
LL/IAXOM KOPUryBaHHS 3apeecTpoBaHux cneuudikauiid, o6 BoHM
Bignosiganu cneumdikalisv BUPO6HYVKaA.
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHM y npoueci BUpOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOH@I0UM NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS NPU
BMPOBHMLTBI TOTOBOrO MiKAPCLKOro 3acoby (He3HayHa 3miHa y
npovueci BUpobHULTBa) - He3HauHi 3MiHWM BUPO6HUYOro npoLiecy
00 rpaHynAaLii 2-X rpaHyNsaTiB aTopBacTaTuHy Ta
nepuHgonpwn/amnoguniy.

AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(Bovatoum ainbHui ans A®Il, NpoMixXHOro NpoaykTy abo
roTOBOrO iKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BifgNoBifaIbHOMO 3a BUMYCK cepili, Micue
NpoBeAEeHHS KOHTPOO cepii) abo noctavyasibHUKa BUXiLHOroO
marepiany, peareHTy abo AONOMKHOT PEYOBMHU (SIKLLLO
3a3Ha4YeHo y A0CkE) - BunyyeHHs BUpo6HUYMX ginbHuuUb Qualiti
(Burnley) Ta Millmount (Navan) BignoBiganbHVX 3a NepBuHHe Ta
BTOPVHHE NaKyBaHHS.
3MiHn 3 sKocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXiLAHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKtOYatoum 3amiHy abo fonoBHeHHs) APl abo
BVIXiHOro/MpoMKHOro NPOAYKTY) - 3anpoBafXeHHS
a/IbTEPHATUBHOIO METOAY BU3HAYEHHA PO3MOZisy po3mipy
4acToK 4151 Ait040T peHOBMHU ATOpPBACTATUHY KaulbLiito
Tpurigparty.
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOIO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX MeTodax
BMNPOGYBaHHS) -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

NPOMNOHYETLCA YTOYHUTY CMOCI6 PO3pPaxyHKY BMICTY
HeigeHTuikoBaHMX NPOAYKTIB Aerpajauii Ana metoay
BM3HAYEHHA NPOAYKTIB Aerpagaduii 3a gonomoro PX (BEPX abo
YBEPX). Lisi 3mMiHa NpONOHYETLCA 4718 TOro, W06 YHUKHYTK
PY3nKy HENPaBWILHOTO BU3HAYEHHS MiIKIB.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikayisx Ha A®I, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS cneuyvdikauii HOBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHSA) -
[JlonosHeHHA cneuudikavii BUxigHoi peyosuHu (Dioxanitboc RR),
LLI0 BUKOPUCTOBYETBCSA Y Npoveci BupobHuutea Ad|
ATOpBacTaTuHy cneuudivyHUM TECTOM Ha BU3HAYEHHS
eHaHTiomepis (Enantiomer (3S,5S) by HPLC - NMT 0.10 %).
3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIAHNIA/NPOMIKHNIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMpo6HULTBa API (LONOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM SIKOCTI Ta BiAMoBigHMM METOL0M BUNPOOYyBaHHS) -
[JlonoBHeHHs cneuudikavii BUxigHoi peyoBuHmM (Dioxanitboc RR),
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
ATopBacTaTuHy cneuudiyHNM TECTOM Ha BU3HAUYEHHS
eHaHTiomepiB (Diasdtereoisomer (5R,3S) by GC - MNT 0.30 %).
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUTyYeHHS 3aCTapisioro NokasHuka)) - BUyYeHHs
He3HayHoro napameTpy «[MToMe onTU4He 0b6epTaHHA» 3i
cneuudikauii BuxigHoi peyosuHn Dioxanitboc RR, wo
BVIKOPVCTOBYETbLCS Y Mpoueci BUpobHuuTBa A®| ATopBacTatuHy.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUTyYeHHS 3aCTapisioro NokasHuka)) - BUyYeHHs
He3Ha4yHoro napameTpy «3a/IMLWKOBI PO3YMHHUKM METOAOM
napocpasHoi razosoi xpomatorpadii» 3i cneuudikauii BUXigHOI
peyoBuHM Dioxanitboc RR, W0 BUKOpPUCTOBYETLCS Y MpoLECi
BUpo6HUUTBa APl ATOpBacTaTuHy.
3MiHu 3 aKocTi. A®Il. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikayisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NMPOLECI
BMpo6HULTBa AP| (gONOBHEHHS cneuudikauii HoBUM
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNpPo6yBaHHs) -
[lonoBHeHHs cnevumaikaLii NPOMDKHOro NpoayKTy
(Metoxofepamibenz), L0 BUKOPUCTOBYETLCS Y BUPOOHOUOMY
npoueci A®| ATopBacTaTuHy, a came BignosigHo go BumMor ICH
Q3A [onoBHUTK NoKa3HWK CynpoBigHi AOMILLKM BUSHAUYEHHAM
«byab-sika HeBU3HaveHa gomiluka (0,5% makc.)» Ta «3aranbHa
KINbKICTb AOMILLOK (2,0% makc.).»
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUTyYEeHHS 3acTapifioro NokasHuKa)) - BUMyYeHHs
He3HayHoro napameTpy «[MToMe ONTUYHe obepTaHH:A» 3i
cneumdikauii npomikHoi peyosrH Amidioxaboc RR, wo
BVKOPVCTOBYETbLCA Y NpoLieci BUPo6HMLUTBa AD| ATopBacTaTviHy
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/l'E-cepTudikar
BiANOBIAHOCTI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBUHM (cepTudikaT BIANOBIAHOCTI €BpONenchbkKil
thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHUKa
(3amiHa abo AONOBHEHHS) - NogaHHA HoBoro CEP Ne R1-CEP
2005-237-Rev 01 ana A®Il gnsa amnogunidy 6ecunary Big
HoBoOro Bupo6Huka MbOXC KATAJIAHA C.J1. (MOEHS
CATALANA S.L.) Ha faHWii MOMEHT 3apeecTpoBaHmii BUPOOHMK
amnoaunivy 6ecunaty ons nikapcbkoro 3acoby € 3AT
dapmaueBTuyHKin 3aBog ElNC (Egis Pharmaceuticals PLC),
SIKWIA € BNACHWUKOM cepTudikaTy BignoBigHOCTI €EBponelicbKol
dapmakonei R1-CEP 2007-185-REV 02.
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuid 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3aco6by. 3MiHa napameTpiB cneuudikaii Ta/abo
[OMNYCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby (3miHa
3HaxXo0ANTLCA N03a 3aTBEPAKEHUMMN JONYCTUMUMMN MeXamm
cneyudikaliit) - Po3wmnpeHHs nimiTiB y cneumdikayii M3 ana
fomiwkm amnogmniny Y 1745 Big < 0,2% fo < 0,3% npu BUnycky
Ta Big < 0,5% o < 0,7% npwv 36epiraHHi.
3MiHM 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis cneuucdikauii Ta/abo
[OMNyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby (3miHa
3HaX0ANTLCA N03a 3aTBEPAKEHUMMN JONYCTUMUMMN MeXamm
cneuudikauiin) - Po3wmpeHHs nimiTie y cneumdikavii M3 ana
atopsacTtatuHy D Big < 0,2% pgo < 0,3% npu BNycky Ta Big, <
0,5% 10 < 1,0% npu 36epiraHHi.
3MiHn 3 aKkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BVXiAHOro/NpoMiXXHOro NPoAyKTy/peareHTy, Lo
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n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY

ynakoska)

(nikapcbka cpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

234.

BVIKOPVCTOBYIOTLCH Y BUPO6HUYOMY npoLeci A®l, abo 3miHa
BMPOOHUKa (BK/THOYaKoUU, Ae HeobXiaHO, MicLe NpoBeeHHs
KOHTpO/t0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
[0cbe) (3anponoHoBaHuii BUPOGHUK BUKOPUCTOBYE CMOCIO
CWHTE3Y, L0 CYTTEBO BiAPI3HAETLCA B nonepeaHbLoro, abo
YMOBM BUPOOHULTBA, SIKi MOTEHLiAHO MOXYTb 3MIHUTU BaXK/MBI
XapaKkTepucTukm sikocTi A®I, Taki ik sikicHulA Ta/abo KinbKicHUiA
npodhinb AOMILLIOK, L0 NOTpebytoTb kBanidikavii, abo disnko-
XiMiyHi BnactusocTi AdI, o BNAMBalOTb Ha 6iOAOCTYMHICTb) -
BBeneHHs1 BUPOGHMKIB NPOMIXHUX NMPOAYKTIB, AKi
BVIKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECI AjiH0H0i PEHOBUHM
(aTopBacTaTuHy kanbLjto Tpurigpaty): Anhui Menovo
Pharmaceutical Co., Ltd. Ta Henan Yuchen Pharmaceutical Co.,
Ltd.

TPUBEPAM®
20 Mr/10
Mr/10 Mr

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Mo 20
Mr/10 mr/10 mr; no
30 TabneTok y
KOHTeliHepi gns
Tabnetok; no 1 abo
no 3 KoHTelHepu
0Ns TabneTok y
KOpOO6Li 3 KapTOHY

ne
NABOPATY
AP CEPB'E€

PpaHuis

BMPOGHMLITBO,
KOHTPO/b AKOCTI,
nakyBaHHs, BUNYyCK
cepii: labopartopii
Ceps'e IHpacTpi,
®paHLis;
nakyBaHHs, BUMYyCK
cepii: Ceps'e
(Ipnangis) IHgacTpic
Nta, Ipnangis

PpaHuia/
Ipnangis

BHECEHHS 3MiH [JO peecTpaviiiHuX maTepianiB: AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHMYOT AiNbHULL (BKIHOYAOUN AiNbHULL
ans A®l, npomiXHOro NPoAyKTy abo roToBOro /ikapcbkoro
3aco0y, AinbHULI NS NPOBELEHHS NakyBaHHSA, BUPOOHNKa,
BiANOBIAA/IbLHOrO 3a BUNYCK CEPiii, MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavasibHMKa BUXiAHOTO MaTepiany, peareHTy abo
[OMOMiKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BunyueHHs
TPbOX BUPOOHUYMX AiNbHULL BIANOBIA&/IbHUX 3@ BUPOOHMLTBO
NPOMDKHOI peyoBuHM (atorvastatin protected diol). BunyuyeHHs
IND SWIFT LABORATORIES Ltd 3 kBanichikoBaHWX BUPOOHUKIB
aTtopBacTaTuHy 3axuieHuii gion (atorvastatin protected diol)
(NpomixHa peyvoBrHa aTopBacTaTUHy KasbLjto Tpurigpary) i, sk
HacnigokK, BUNy4YeHHs BiANOBIAHUX NOCTAaYa/IbHUKIB BUXIAHOIO
maTepiany ARCH PHARMALABS Ltd Ta ESSIX BIOSCIENCES
Ltd.

AIMiHICTpaTMBHI 3MiHW. 3MiHa JaTv NPoBeAeHHA ayauTy LWoao0
BignoBigHOCTI BUpo6HMKa ADI BUMOram HanexHoi BUPO6HUYOT
npakTukm (GMP) - OHoBNeHHs1 3asiB YNOBHOBaXeHWX 0cCib y
3B’A3KY 3 BUAASIEHHAM BUPOOHNYMX [iNbHULbL BiANOBIfaUTbHMX 38
BMPOBHULITBO NPOMiXHOI pevoBuHHK (atorvastatin protected diol).
3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumgikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNaKoBKU
roTOBOrO JliKapcbkoro 3acoby (f0MoBHEHHS cnevudikaLii HOBUM
NOKa3HWKOM 3 BiANOBIAHUM METOL0M BUNPOOYBaHHS) -
3MiHa napameTpy cnevudikalii noninponineHoBoi Ty6u, LWo
BMKOPUCTOBYHOTbCS B AKOCTi MEPBUHHOT YNakoBku, a came
[0AaBaHHA KOHTPOJII0 BHYTPILUHBOIO JjiaMeTpy
noninponineHoBoi Ty6u.
3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdgikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNakKoBKU
rOTOBOIO JIiKAPCbKOro 3acoby (BUYYEHHS HE3HAYHOTO

3a peuernmom

UA/15517/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nokasHuka (Hanpuknag, 3actapifioro nokasHuka)) -

BUJa1EHHS KOHTPOJII0 30BHILLHBOIO AiameTpy noninponineHoBol
Ty6W, LLIO BUKOPUCTOBYHOTLCS B AKOCTI MEPBUHHOI YNaKOBKW.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTpOsb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX MeTodax
BMNPOOYBaHHS) -
HesHayHa 3MiHa 40 MeTOAMKM BUNPOOYBaHHS 3a NokasHuKamm
«KinbkicHe BU3HaueHHs» Ta «CynpoBigHi AOMILLKM» METOAO0M
BEPX.
3MiHM 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa y metogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPOBYBaHHS) -
He3HauHa 3MiHa 00 3aTBEPAKEHOT METOAMKM 3@ NOKA3HNKOM
«OAHOPIAHICTb 1030BaHMX OAVHWLb Ta CEPeAHili BMICT Ajilounx
peyoBMH», a caMe 3MiHa NpoboniAroToBKN BUNPOBOYBaHOro
PO34nHY A1 BUSHAYEHHS cepefHbOro BMICTY Ail0UMX PEYOBUH.
3miHu 3 sKkocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHs:A
HOBOro abo OHOBMIEHOrO cepTudpikaTa BigNoBIAHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 ONOMIXHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTUdIKaT Bif YXKe 3aTBEpPAXKEHOrO
BMPOGHMKa - MogaHHsA oHoBnieHoro CEP Ne R1-CEP 2007-185-
Rev.02 ana A®l Amnoauniny 6ecunarty Big 3AT
dapmauesTuuHuin 3asog ElNC (Egis Pharmaceuticals PLC).
(3atBeppxeHo: R1-CEP 2007-185-Rev.01).
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3MiHN y npoueci BUPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS NpU
BMPOBGHMLTBI rOTOBOIO NMiKapCbKOoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBA) - He3HauHi 3MiHW BUPOGHUYOro npoLiecy
LLOA0 rpaHy ALl 2-X rpaHyNsaTiB atopeacTaTuHy Ta
nepuHgonpun/amnoauniy.
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL
(Bkntovaroum ginbHuLi ans Adl, NpoMiXXKHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BUPOOHMKa, BifgNOBifaIbHOMO 3a BUMYCK Cepili, MicLe
NpOBeAEHHS KOHTPOSIO cepii) abo nocTavasibHVKa BUXIAHOTO
martepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HaYeHo y A0CbE) - BunyyeHHs BUpo6HUYMX AinbHuupb Qualiti
(Burnley) Ta Millmount (Navan) BignoBiganbHuX 3a NepBMHHE Ta
BTOPVHHE NaKyBaHHS.
3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax

BUNpo6yBaHHsA APl abo BMXigHOro martepiaay/npomiKHOro
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBa API (iHLWI 3MiHM Y MeToAax BUNPoOyBaHHSA
(BKntovatoum 3amiHy abo fonoBHeHHs) APl abo

BVIXiLHOro/MpOMDKHOr0 MPOAYKTY) - 3anpoBafXeHHS

aflbTePHATUBHOrO METOAY BU3HAYEHHA PO3MOoZiy po3mipy

4acToK A1 Airo40i pevyoBUHN ATopBacTaTUHy KaslbLiito

Tpurigparty.

3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro

nikapcbKkoro 3acoby. 3MiHa y meTogax BUNpobyBaHHSA roTOBOro

nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPOBYBaHHS) -

NPOMOHYETHLCS YTOYHUTUN CMOCIO po3paxyHKy BMICTY
HeigeHTUIKOBaHMX NPOAYKTIB Aerpajauii ons metoay
BM3HAYEHHS NPOAYKTIB Aerpagadii 3a gonomorot PX (BEPX a6o
YBEPX). List 3mMiHa NpONOHYETLCA 4718 TOro, W06 YHUKHYTK

PV3NKy HENPaBW/IbHOTO BU3HAYEHHS MiKIB.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMpO6HUMLTBAa AP| (4ONOBHEHHS cneumdikauii HoOBUM
NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNpPO6YyBaHHS) -
[JlonoBHeHHs cnevudikauii BuxigHoi pevosuHu (Dioxanitboc RR),
LLI0 BUKOPUCTOBYETBCSA Y NpovLeci BUpobHuutea AP|
ATOpBacTaTuHy cneuudivyHNM TECTOM Ha BU3HAYEHHS
eHaHTiomepis (Enantiomer (3S,5S) by HPLC - NMT 0.10 %).
3MiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneyudikayisx Ha A®I, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPVUCTOBYIOTLCS Y NPOLLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS cneuvdikauii HOBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHSA) -
[JlonoBHeHHA cneuudikavii BUxigHoi peyosuHu (Dioxanitboc RR),
LLI0 BUKOPUCTOBYETBCSA Y Npoveci BupobHuutea Ad|
ATOpBacTaTuHy cneuudivyHUM TECTOM Ha BU3HAYEHHS
eHaHTiomepis (Diasdtereoisomer (5R,3S) by GC - MNT 0.30 %).
3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHUA/NPOMIXHNIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLLECI
BUMPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOIO NOKa3HUKa SKOCTI
(Hanpuknag BUTYYEHHS 3aCTapifioro NokasHuka)) - BUIyYeHHs
He3HauHoro napameTpy «[MToMe onTU4He obepTaHH:A» 3i
cneuundikavii BuxigHoi peyosrHu Dioxanitboc RR, wo

3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y

BVIKOPVCTOBYETbLCA Y npoueci BupobHuutBa A®| ATopBactatuHy.

cneundikayisx Ha A®l, abo BUXIgHUA/NPOMIXHNIA
npoyKT/peareHT, Lo BUKOPVCTOBYIOTHCS Y MPOLECI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa SKOCTI

(Hanpuknag BUNYyYEHHS 3acTapifioro nokasHuka)) - BUIyYeHHs
He3HayHOro napameTpy «3a/IMLLKOBI PO3UYNHHUKA METOAOM
napodpasHoi razoBoi xpomatorpadii» 3i cneyudikauii BUXigHOI
peyoBuHu Dioxanitboc RR, L0 BUKOPUCTOBYETLCA Y NPOLECI
BMpO6HULTBA APl ATOpBacTaTuHy.
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLini Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIGHNA/NPOMIXHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HULTBa API (LONOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNPOOYyBaHHS) -
[lonoBHeHHs crieumdikaLii MPOMiIXXHOIO NPoAyKTY
(Metoxofepamibenz), 1,0 BUKOPUCTOBYETLCH Y BUPOOHOUOMY
npoueci A®| AtopeacTaTuHy, a came BignosigHo o sumor ICH
Q3A [0MoBHUTK NOKa3HUK CynpoBiAHI AOMILLKM BU3HAYEHHAM
«By/b-sIka HeBM3HaveHa fomiwka (0,5% Makc.)» Ta «3arasibHa
KINbKICTb AOMILLOK (2,0% makc.).»
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXigHNA/NPOMIXHNIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOIO NOKa3HUKa SKOCTI
(Hanpuknag BUTyYEHHS 3aCTapifioro NokasHuka)) - BUIyYeHHs
He3HauHoro napameTpy «[MToMe onTU4He obepTaHH:A» 3i
cneuundikauii npomixxHoi pevosuHn Amidioxaboc RR, wo
BMKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLTBa APl ATopBacTaTuHy
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHs:A
HOBOro abo OHOBMIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 ONOMIXHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - Hosuii cepTudikar Bif, HOBOro BUPO6HUKa
(3amiHa abo JOMOBHEHHS) - mogaHHsA HoBoro CEP Ne R1-CEP
2005-237-Rev 01 ana A®l ana amnoguniHy 6ecunarty Big
HoBoro Bupo6Huka MbOXC KATAJIAHA C.J1. (MOEHS
CATALANA S.L.) Ha gaHuii MOMEHT 3apeecTpoBaHmii BUPOGHNK
amnoaunivy 6ecunaty ons nikapcbkoro 3acoby € 3AT
dapmaueBTnyHMin 3aBog ElC (Egis Pharmaceuticals PLC),
AKWIA € BMACHWMKOM cepTudikaTy BignoBigHOCTI €EBponelicbKol
dapmakonei R1-CEP 2007-185-REV 02.
3MiHK 3 SKOCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby (3MiHa
3HaxoAMTbCA No3a 3aTBEPMKEHVMUN JOMYCTUMUMU MEXamu

crneundikauiii) - Po3LwmpeHHs niMiTiB y cneumdikauii N3 ans
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

235.

TPUBEPAM®

Jomiwkm amnogmnivy Y 1745 Big < 0,2% po < 0,3% npu BUnycky
Ta Big < 0,5% [0 < 0,7% npwu 36epiraHHi.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby (3MiHa
3HaAX0ANTLCA N03a 3aTBEPAKEHUMMN LONYCTUMUMMN MEXamm
cneuudikauiin) - Po3wmnpeHHs NimiTiB y cneumdikayii M3 ans
aTopsacTatuHy D Big < 0,2% fo < 0,3% npu BUNYycKy Ta Big <
0,5% o < 1,0% npw 36epiraHHi.
3MiHu 3 sKkocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKaA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci Adl, abo 3miHa
BMPO6HUKa (BK/IKOYauM, fe HeobXigHo, MicLie MPOBeAEeHHS
KOHTPOsIH0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI €BpONeNchbKili hapmakonei y 3aTBepaxeHoOMy
[0cbe) (3anponoHoBaHui BUPOBGHUK BUKOPUCTOBYE CMOCIO
CUHTe3Y, L0 CYTTEBO BiAPI3HAETLCA Bifg nonepeaHbOro, abo
YMOBM BUPOOHNLTBA, SKi NOTEHLiIHO MOXYTb 3MIHUTWN BaXKNUBI
XapakTepucTukm skocTi A®I, Taki K skicH1iA Ta/abo KinbKicHUiA
npodinb [OMILLOK, WO NOTPebyroTh kBanidikauii, abo ¢isnko-
XiMiuHi BnactusocTi AdI, Lo BNAMBaKOTb Ha 6iOAOCTYMHICTb) -
BBefeHHs1 BUPOOHUKIB MPOMDKHUX MPOAYKTIB, AKi
BMKOPWCTOBYHOTLCS Y BUPOBHNYOMY NPOLIECI Ajit040i PEeHOBUHM
(aTopBacTtatuHy KanbLjto Tpurigpaty): Anhui Menovo
Pharmaceutical Co., Ltd. Ta Henan Yuchen Pharmaceutical Co.,
Ltd.

20 Mr/10
Mr/5 MI

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH 1Mo 20
mr/10 mr/5 mr; no 30
TabneTok y
KOHTeliHepi gns
Tabnetok; no 1 abo
no 3 KoHTelHepu
0ns TabneTok y
KOpOo6Li 3 KapTOHY

ne
NABOPATY
AP CEPB'E€

®paHuisa

BMPOGHMLITBO,
KOHTPO/b AKOCTI,
nakyBaHHs1, BUMYyCK
cepii: labopaTtopii
Ceps'e IHpacTpi,
PpaHuis;
nakyBaHHs, BUNYyCK
cepii: Ceps'e
(IpnaHgis) IHpacTpic
Nta, IpnaHgis

PpaHuia/
Ipnangis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasiB: AgMiHICTpaTUBHI
3MiHWU. BrnyyeHHst BUPOGHMYOI AinbHUL (BKTHOYAKUN AiTbHULL
ans A®l, NpomixKHOTO NPOAYKTY abo roTOBOro NiKapcbKoro
3aco6y, AinbHULI 418 NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y AOCbE) - BunyueHHs
TPbOX BUPOOHNYMX fiNbHULL BiANOBIAA/IbHWX 38 BUPOOHULTBO
NpoMixHOI pevoBuHYK (atorvastatin protected diol).
BunyuerHs IND SWIFT LABORATORIES Ltd 3 kBanichikoBaHnx
BMPOGHWKIB aTopBacTaTuHy 3axuLLleHuii gion (atorvastatin
protected diol) (npomikHa peyoBrHa aTopBacTaTUHy KasibLiito
TpurigpaTy) i, SK HacnifokK, BUIYYeHHS BiAMNOBIAHNX
nocravanbHuUKiB BuxigHoro marepiastly ARCH PHARMALABS Ltd
Ta ESSIX BIOSCIENCES Ltd.

AAMIHICTpaTUBHI 3MiHW. 3MiHa AaTy NpoBeAeHHS ayauTy Woa0
BiANOBIAHOCTI BUPOGHMKa AD| BUMOraM HanexHoi BUPOOHUYOI
npaktukn (GMP) - OHOBNEHHA 3asiB YNOBHOBaXEHWX OCib y
3B'A13Ky 3 BUAAIEHHAM BUPOOHNUMX AiNbHULE BiANOBIAAIBHNX 3
BMPOGHMLITBO NMPOMIiXHOT peyoBuHU (atorvastatin protected diol).
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUI 3acib. 3MiHa napameTpis

3a peuenmom

UA/15515/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

cneumdikauii Ta/abo AONYCTUMUX MEX MEPBVHHOT YNaKoBKN
roTOBOro NikapcbKoro 3acoby (4ONOBHEHHS crieuudikaLii HoBUM
NOKa3HUKOM 3 BifNOBIAHMM METOAOM BUMPOGYBaHHS) - 3MiHa
napameTpy creumdikauii noninponineHoBoi Tyéu, Lo
BMKOPVCTOBYIOTbLCS B AIKOCTi MEPBUHHOI YNakoBKW, a came
[0faBaHHA KOHTPOJIO BHYTPILLHBLOrO AiaMeTpy
noninponisnieHoBoi Ty6w.
3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3mMiHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX MEPBVHHOT YNakKoBKN
roTOBOrO NiKapCbKOro 3acoby (BUy4YeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapizioro NoKasHUKa)) - BUAaIEHHS
KOHTPO/I0 30BHILUHLOTO AiamMeTpy NoninponineHoBoi Tyou, Wwo
BUKOPVCTOBYIOTbLCS B AIKOCTi MEPBUHHOI YNaKOBKY.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepXEeHNX MeTodax
BMNPOOYBaHHS) -
HesHayHa 3mMiHa 40 MeTOAMKM BUNPOOYBaHHSA 3a NoKasHKamm
«KifibkicHe BU3HauYeHHs» Ta «CynpoBiAHi LOMILLKU» METOL0M
BEPX. 3MiHn 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax B1unpobyBaHHs
roTOBOrO liKapCbKOro 3acoby (He3HayHa 3MiHa Y 3aTBepIKeHUX
MeTofax BMNpoGyBaHHs) - HesHauHa 3MiHa [0 3aTBEPAKEHOT
MeTOAVKM 3a NOKa3HMKOM «OAHOPIAHICTb [030BaHNX OAVNHULIb
Ta cepefHili BMIiCT filouMx peyoBUH», a came 3MiHa
npo6oniAroToBkM BUNPOGYBAHOT0 PO3UMHY A/151 BUSHAYEHHSA
cepefHbOro BMIiCTY Ajil0UMX PEYOBUH. 3MiHM 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat BignosigHocCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUTYyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiichkiin hapmakoner: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npPOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI ADI; A58 LONOMIKHOI
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTUdIKaT Bif YXKe 3aTBEpPAXKEHOrO
BMPOGHMKa - MogaHHs oHoBneHoro CEP Ne R1-CEP 2007-185-
Rev.02 ana A®l Amnoauniny 6ecunarty Big 3AT
dapmauesTuuHnii 3aBog ElNC (Egis Pharmaceuticals PLC).
(3atBeppxeHo: R1-CEP 2007-185-Rev.01).

3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.

3MiHN y npoueci BUPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS NpU
BMPOBGHMLTBI rOTOBOIO NMiKapCbKOoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBA) - He3HauHi 3MiHW y BUPOOHNYOMY
npoueci Ha cTagii rpaHynALii 2-x rpaHy/IATiB aTopBacTaTtuHy Ta
nepuHgonpui/amnoauniy.
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL
(BkYaruM AinbHUUi ans A®I, NpoMiXHOro NpoAykTy abo
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

roTOBOrO JliKapCcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHsl, BAPOOHMKa, BifgNoBifaIbHOMO 3a BUMYCK cepil, MicLe
NPOBeAEHHS KOHTPOIO cepii) abo nocTavasnibHMKa BUXIAHOTO
marepiany, peareHTy abo AONOMIKHOI PEHOBMHY (SIKLLO
3a3HayeHo y 10CbE) - BunyyeHHss BUPOOGHMUMX AinbHuLb Qualiti
(Burnley) Ta Millmount (Navan) BignoBigasibH1x 3a NepsuMHHE Ta
BTOPVHHE NaKyBaHHS.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y meTogax
BunpobysaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BUpo6HMUTBa API (iHLWI 3MiHM Y MeToAax BUNPobyBaHHSA
(BKtOYatoum 3amiHy abo fonoBHeHHS) APl abo
BVIXiLHOro/MpOMDKHOr0 MPOAYKTY) - 3anpoBafXeHHS
aflbTePHATUBHOIO METOAY BU3HAYEHHA PO3MOZiy po3mipy
4acToK A1 Airo40i pevyoBUHN ATopBacTaTUHy KaslbLiito
Tpurigpaty. 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHs
rOTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3miHa y 3aTBepaXEHNX
MeToAax BUNPOOYBaHHS) - MPONOHYETLCA YTOYHWUTY CNOCI6
po3paxyHKy BMICTY HeifeHTUikoBaHUX NPOAYKTIB Aerpaaadii
ONA MeToay BU3HAYeHHs NpoAykKTiB Aerpagadii 3a 4onomMoro
PX (BEPX a6o YBEPX). Lis 3mMiHa nponoHyeTbCSA A1 TOro, LWo6
YHUKHYTW PU3NKY HENpaBUIbHOTO BU3HAYEHHS MiKiB.
3MiHu 3 saKocTi. A®Il. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikauisix Ha A®I, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS cneuyvdikauii HOBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHSA) -
[JlonosHeHHA cneuudikavii BUxigHoi peyosuHu (Dioxanitboc RR),
LLI0 BUKOPUCTOBYETBCSA Y Npoveci BupobHuutea Ad|
ATOpBacTaTuHy cneuudivyHUM TECTOM Ha BU3HAYEHHS
eHaHTiomepis (Enantiomer (3S,5S) by HPLC - NMT 0.10 %).
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIGHNA/NPOMIXHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HULTBa API (LONOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNPOOYyBaHHS) -
[JlonoBHeHHs cneuudikavii BUxigHoi peyoBuHmM (Dioxanitboc RR),
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
ATopBacTaTuHy cneuudiyHM TECTOM Ha BU3HAUYEHHS
eHaHTiomepiB (Diasdtereoisomer (5R,3S) by GC - MNT 0.30 %).
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUyYEHHS 3acTapifioro NokasHuka)) - BUyYeHHs
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
He3HauHoro napameTpy «[MToMe onTU4He obepTaHHsA» 3i

cneuundikavii BuxigHoi peyosrHu Dioxanitboc RR, wo
BVIKOPVCTOBYETLCS Y npoueci BupobHuutBa A®| ATopBactatuHy.
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneundikayisx Ha A®l, abo BUXigHNIA/NPOMIKXHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLLECI
BUMPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOIO NOKa3HUKa SKOCTI
(Hanpuknag BUTyYEHHS 3aCTapifioro NokasHuKa)) - BUyYeHHs
He3HauyHoro napameTpy «3a/TMLWKOBI PO3YMHHUKMA METOAOM
napodpasHoi ra3zoBoi xpomarorpadii» 3i cnewmdikayii BUXigHoi
peyosuHM Dioxanitboc RR, W0 BUKOpPUCTOBYETLCS Y NpoLeci
BMPOGHMLTBA AD| ATOpBacTaTuHy.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpO6HUMLTBa AP| (4ONOBHEHHS cneumdikauii HoBUM
NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNPO6YyBaHHS) -
[lonoBHeHHs cneunaikalii NPOMDKHOro NPoAyKTy
(Metoxofepamibenz), L0 BUKOPUCTOBYETLCS Y BUPOOHOUOMY
npoueci A®| ATopBacTaTuHy, a came BignosigHo go BumMor ICH
Q3A [onoBHUTK NoKa3HWK CynpoBigHi AOMILLKM BUSHAUYEHHAM
«byab-sika HeBU3HaveHa fomiluka (0,5% makc.)» Ta «3aranbHa
KINbKICTb AOMILLOK (2,0% makc.).»
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUTyYeHHS 3aCTapisioro NokasHuka)) - BUy4YeHHS
He3HayHoro napametpy "MuToMe onTuyHe obepTaHHA" 3i
cneumdikauii npomikHoi peyosrH Amidioxaboc RR, wo
BVIKOPVCTOBYETbLCS Y Mpoueci BUpobHuuTBa A®| ATopBacTaTuHy.
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/l'E-cepTudikar
BiANOBIAHOCTI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBUHM (cepTudikaT BIANOBIAHOCTI €BpONEnCchbKil
thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHUKa
(3amiHa abo AONOBHEHHS) - NofaHHA HoBoro CEP Ne R1-CEP
2005-237-Rev 01 ana A®Il gnsa amnogunidy 6ecunary Big
HoBoOro BMpo6Huka MbOXC KATAJIAHA C.J1. (MOEHS
CATALANA S.L.) Ha faHWii MOMEHT 3apeecTpoBaHmii BUPOOHMK
amnoaunivy 6ecunaty ons nikapcbkoro 3acoby € 3AT

dapmaueBTnyHUiA 3aBog ElC (Egis Pharmaceuticals PLC),
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

AKWIA € BMACHWMKOM cepTudikaTy BignoBigHOCTI €EBponelicbKol
dapmakonei R1-CEP 2007-185-REV 02.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby (3MiHa
3HaxoAMTbCA N03a 3aTBEPMKEHVMUN JOMYCTUMUMU MEXamu
cneuudikauiin) - Po3wmnpeHHs NimiTiB y cneumdikayii M3 ans
Oomiwkm amnoaunidy Y 1745 Big < 0,2% g0 < 0,3% npu BUNycky
Ta Big < 0,5% o < 0,7% npwv 36epiraHHi.
3MiHM 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikaii Ta/abo
[ONyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby (3miHa
3HaxXo0ANTLCA N03a 3aTBEPAKEHUMUN JONYCTUMUMMN MeXamm
cneuudikauiin) - Po3wmpeHHs nimiTie y cneyudikadii F13 ans
atopsacTtatuHy D Big < 0,2% o < 0,3% npu BUNycky Ta Big, <
0,5% po < 1,0% npu 36epiraHHi.
3MiHu 3 aKocTi. A®l. BUpo6GHULTBO. 3MiHA BUPOGHMKA
BWXi4HOrO/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTLCS Y BUPO6HUYOMY npoueci A®l, abo 3miHa
BMPOOHUKa (BK/THOYaKoUU, Ae HeobXiaHO, MicLe NpoBeeHHs
KOHTpO/t0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
[0cbe) (3anponoHoBaHuii BUPOGHUK BUKOPUCTOBYE CMOCIO
CWHTE3Y, L0 CYTTEBO BiAPI3HAETLCA B nonepeaHbLoro, abo
YMOBM BUPOOHULTBA, SIKi MOTEHLiAHO MOXYTb 3MIHUTU BaXK/MBI
XapaKkTepucTukm sikocTi A®I, Taki ik sikicHulA Ta/abo KinbKicHUiA
npodhinib AOMILLIOK, L0 NOTpebytoTb kBanidikavii, abo disnko-
XiMiyHi BnactusocTi AdI, o BNAMBalOTb Ha 6iOAOCTYMHICTb) -
BBeneHHs1 BUPOGHMKIB NPOMIXHUX NMPOAYKTIB, AKi
BVIKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECI AjiH0H0i PEHOBUHM
(aTopBacTaTuHy kanbLjto Tpurigpaty): Anhui Menovo
Pharmaceutical Co., Ltd. Ta Henan Yuchen Pharmaceutical Co.,
Ltd.

nocsio4eHHs

236.

TPUBEPAM®
20 Mr/5 Mr/5
Mmr

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Mo 20
mr/5 mr/5 mr; no 30
Tabnetok y
KOHTeliHepi gns
Tabnetok; no 1 abo
no 3 KoHTelHepu
0Ns TabneTok y
KOpOO6Li 3 KapTOHY

ne
NABOPATY
AP CEPB'E€

PpaHuis

BMPOGHMLITBO,
KOHTPO/b AKOCTI,
nakyBaHHs, BUNYyCK
cepii: labopartopii
Ceps'e IHpacTpi,
®paHuis;
nakyBaHHs, BUMYyCK
cepii: Ceps'e
(Ipnangis) IHgacTpic
Nta, Ipnangis

PpaHuis/
Ipnangis

BHECEHHS 3MiH [JO peecTpaviiiHuX MmaTepianiB: AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHMYOT AiNbHULL (BKIHOYAOUN AiNbHULL
ans A®l, npomiXHOro NPoAyKTy abo roToBOro Nikapcbkoro
3aco0y, AiNbHULI NS NPOBELEHHS NaKyBaHHSA, BUPOOHNKa,
BiANOBIAA/IbLHOrO 3a BUNYCK CEPiii, MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavasibHMKa BUXiAHOTO MaTepiany, peareHTy abo
[OMOMIKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BunyyeHHs
TPbOX BUPOOHNYMX AiNbHULL BIAMOBIA&/IbHUX 3@ BUPOOHMLTBO
NPOMiXHOI pevoBmMHYK (atorvastatin protected diol).
BunyyeHHs IND SWIFT LABORATORIES Ltd 3 kBastichikoBaHUX
BMPOGHUWKIB aTopBacTaTHy 3axumLLeHunii gion (atorvastatin
protected diol) (MpomixHa peyoBuHa aTopBacTaTUHy KasibLiito
TpurigpaTy) i, K HacNigoK, BUNYYEeHHS BiANOBIAHUX
noctavanbHuUkiB BuxigHoro matepiasly ARCH PHARMALABS Ltd

Ta ESSIX BIOSCIENCES Ltd.

3a peuernmom

UA/15516/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

AAMiHICTpaTUBHI 3MiHW. 3MiHa AaTy NPOBEAEHHS ayauTy Woa0
BignoBigHOCTI BUpo6HUMKa AP BUMOram HanexHoi BUPO6HUYOT
npakTukm (GMP) - OHoBNeHHs1 3asiB YNOBHOBaXeHWX 0Cib y
3B'A3KY 3 BUAAUIEHHSIM BUPOOHNYUX [iTbHULb BiAMOBIiga/TIbHUX 3a
BMPOBGHULITBO NPOMIXHOI pevyoBuHK (atorvastatin protected diol).
3MiHM 3 iKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa napameTpiB
cneumdikaLii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNakoBKU
rOTOBOrO /liKapCbkoro 3acoby (f0NOBHEHHSA cnevudikaLii HOBUM
NoKa3HUKOM 3 BifNOBiAHMM METOAOM BUMPOOYBaHHS) - 3MiHa
napameTpy cnewmdikauii noninponineHoBol Tyou, Lo
BUKOPVCTOBYIOTLCS B IKOCTi MEPBUHHOI YNaKoBKW, a came
[0AaBaHHA KOHTPOJII0 BHYTPILUHBOIO AjiaMeTpy
noninponinieHoBoi Ty6u.
3MiHM 3 iKoCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa napameTpiB
cneumdikaLii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNakKoBKU
rOTOBOTO JIiKAPCbKOro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag, 3acTapifioro nokasHuka)) - BugaseHHs
KOHTPOJI0 30BHILLHLOIO AiameTpy noninponineHosol Tyou, Lo
BUKOPVCTOBYIOTHCS B IKOCTi MEPBUHHOI YNAKOBKY.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTpOsb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX MeTodax
BMNpPo6YyBaHHSA) - He3HayHa 3MiHa A0 METOAVKM BUMPOGYBaHHS
3a nokasHukamu «KinbkicHe BU3HaYeHHs1» Ta «CynpoBigHi
OOMiLLKnM» meTogom BEPX
3MiHM 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOIO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX MeTodax
BMNPOOYBaHHS) -

HesHauHa 3miHa 40 3aTBepA)KeHOI METOAMKY 3a NOKA3HMKOM
«OAHOPIAHICTb A030BaHNX OAUHWLb Ta CEPeAHili BMICT Ajilounx
peyoBUH», a caMe 3MiHa Npo6oniAroTOBKM BUNPO6YBaHOro
PO34MHY 4719 BU3HAYEHHS CEPeAHbOro BMICTY Ai0UNX PEHOBUH.
3miHn 3 sKkocTi. CepTudikat BignosigHocTi/l E-cepTudiikar
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/MIEHOr0 cepTudpikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudiikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMEHUIA cepTudDiKaT Bif yXe 3aTBEepKEHOr0
BMPO6HUKa - MogaHHsA oHosneHoro CEP Ne R1-CEP 2007-185-
Rev.02 ana A®l AmnoguniHy 6ecunarty Big 3AT
dapmaueBTuyHKii 3aBog ElNC (Egis Pharmaceuticals PLC).
(3atBeppxeHo: R1-CEP 2007-185-Rev.01).
3MiHM 3 iKOCTi. [0TOBWIA NiKapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3MiHN y npoueci BUpOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOH@I0UM NPOMIXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPK
BMPOBHMLTBI FOTOBOrO MiKApPCbLKOro 3acoby (He3HayHa 3miHa y

npoueci BUpobHULTBA) - He3HauHi 3MiHW y BUPOOHUYOMY
npoueci Ha cTagii rpaHy ALl 2-X rpaHyNsaTiB atopBacTaTvHy Ta
nepuHgonpui/amnoguniy.
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(Bovatoum ainbHuui ans A®Il, NpoMixXHOro NpoaykTy abo
roTOBOrO /liKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifaIbHOMO 3a BUMYCK cepili, Micue
NnpoBeAEeHHS KOHTPOO cepil) abo noctavyasibHUKa BUXiLHOroO
marepiany, peareHTy abo AONOMKHOT PEYOBMHU (SIKLLLO
3a3Ha4YeHo y A0CkE) - BunyyeHHs BUpo6HUYMX ginbHuuUpb Qualiti
(Burnley) Ta Millmount (Navan) BignoBiganbH1X 3a NepBuHHe Ta
BTOPVHHE NaKyBaHHS.
3MiHn 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHsA APl abo BMXiZHOrO MaTepiany/npomMiKHOro

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi

BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKtOYatoum 3amiHy abo fonoBHeHHs) APl abo
BVIXiHOro/MpoMiKHOro NpPOAYyKTY) - 3anpoBafkeHHS
a/IbTEPHATUBHOIO METOAY BU3HAYEHHSA PO3MOZisTy po3mipy
4acToK 4151 Ait040T peHOBMHU ATOPBACTATUHY KaulbLiito
Tpurigparty.
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOIO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX MeTodax

BMNPOOYBaHHS) -

NPOMNOHYETLCA YTOUHUTU CMOCI6 PO3paxyHKy BMICTY
HeigeHTUdIKOBaHNX NPOAYKTIB Aerpagauii 4ns metogy
BM3HAYEHHS NPOAYKTIB Aerpagadii 3a gonomoroto PX (BEPX abo

YBEPX). LA 3MiHa NponoHyeTbCA A1 TOro, Wob YHUKHYTH

PU3MKY HENPaBUILHOIO BU3HAYEHHS MiKiB.
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y

cneundikayisx Ha A®l, abo BUXIGHNA/NPOMIXHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HULTBa API (LONOBHEHHA cneuudikauii HoBUM

NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNPOOYyBaHHS) -

[JlonoBHeHHs cneuudikavii BUxigHoi peyoBuHmM (Dioxanitboc RR),
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
ATopBacTaTuHy cneuudiyHM TECTOM Ha BU3HAUYEHHS
eHaHTiomepiB (Enantiomer (3S,5S) by HPLC - NMT 0.10 %).
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMpO6HUMLTBa API (4ONOBHEHHS cneumdikalii HOBUM

NOKa3HNKOM SIKOCTi Ta BiAMNOBiAHUM METOAOM BUNPOOYBaHHS) -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

[JlonoBHeHHs cneuudikayii BuxigHoi peyoBuHmM (Dioxanitboc RR),
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
ATopBacTaTuHy cneuudiyHM TECTOM Ha BU3HAUYEHHS
eHaHTiomepiB (Diasdtereoisomer (5R,3S) by GC - MNT 0.30 %).
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUTyYEeHHS 3aCTapisioro NokasHuKa)) - BUyYeHHs
He3HayHoro napameTpy «[MToMe onTU4He obepTaHHsA» 3i
cneuudikauii BuxigHoi peyosuHmn Dioxanitboc RR, wo
BVIKOPVCTOBYETbLCS Y Mpoueci BUpobHuuTBa A®| ATopBacTaTuHy.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HMLTBA AD| (BUNYYEHHA HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpukiag BUTyYeHHS 3acTapisioro NokasHuka)) - BUyYeHHs
He3Ha4yHoro napameTpy «3a/IMLWKOBI PO3YMHHUKM METOAOM
napocpasHoi razosoi xpomatorpadii» 3i cneuudikauii BUXigHOI
peyoBuHM Dioxanitboc RR, L0 BUKOpPUCTOBYETLCS Y MpoLECi
BUpo6HUUTBa AP ATOpBacTaTuHy.
3MiHu 3 saKocTi. A®Il. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikauisix Ha A®I, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPVUCTOBYIOTLCS Y NPOLLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS cneuyvdikauii HOBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHSA) -
JlonoBHeHHs cneumdikalii MPOMIXHOro NPoAayKTY
(Metoxofepamibenz), L0 BUKOPUCTOBYETLCS Y BUPOOHOUHOMY
npoueci A®l AtopeactaTuHy, a came BiAnoBiagHO Ao BumMor ICH
Q3A [0MoBHUTM NOKa3HWK CynpoBiAHi 4OMILLKN BU3HAYEHHAM
«byab-ska HeBM3HaYeHa Jomilka (0,5% makc.)» Ta «3araibHa
KiNbKIiCTb AOMILLOK (2,0% makc.).»
3MiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneyudikayisx Ha A®I, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECI
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag BUNYyYEHHS 3acTapifioro nokasHuka)) - BUIyYeHHs
He3HayHoro napameTpy "MuTome onTuyHe obepTaHHs" 3i
cneuudikauii npomikHoi peyoBrHM Amidioxaboc RR, wo
BUKOPUCTOBYETbLCA Y npoueci BUpobHuuTea APl AtopBactaTuHy,
3miHn 3 sKkocTi. CepTudikat BignosigHocTi/l E-cepTudiikar
BiANoBigHOCTI E€Bponelickbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/MIEHOr0 cepTudpikata BignoBigHOCTI a60
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
chapmakonei: ans A®l; ans BuxigHoro
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n/n

JNliKapCcbK0O20
3acoby

(nikapcbka cpopma,
ynakoska)

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

237.

TPUBEPAM®

TabneTku, BKpUTI

ne

PpaHuis

matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBUHM (cepTudikaT BIANOBIAHOCTI €BpONenChbKil
thapmakonei) - HoBuii cepTudikat Bif, HOBOrO BUPOGHUKaA
(3amiHa abo OMNOBHEHHS) - — NoAaHHs HoBoro CEP Ne R1-CEP
2005-237-Rev 01 gns A®| gns amnoguniHy 6ecunarty Big,
HoBoOro Bupo6Huka MbOXC KATAJIAHA C.J1. (MOEHS
CATALANA S.L.) Ha faHunii MOMEHT 3apeecTpoBaHuii BUPOOHIMK
amnoaunivy 6ecunaty Ans nikapcbkoro 3acoby € 3AT
dapmaueBTuyHnii 3aBog ElNC (Egis Pharmaceuticals PLC),
SIKWIA € BNACHWUKOM cepTudpikaTy BignoBigHOCTI EBponelicbKol
dapmakonei R1-CEP 2007-185-REV 02.
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3aco6y. 3MiHa napameTpiB cneuudikaii Ta/abo
[OMNYCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby (3miHa
3HaxXo0ANTLCA N03a 3aTBEPAKEHUMUN JONYCTUMUMMN MeXamm
cneuudikauiin) - Po3wmpeHHs nimiTie y cneyudikadii F13 ans
fomiwkm amnogmnidy Y 1745 Big < 0,2% fo < 0,3% npu BUnycky
Ta Big < 0,5% o0 < 0,7% npwv 36epiraHHi.
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis cneuucdikauii Ta/abo
[OMyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby (3miHa
3HaxX0ANTLCA N03a 3aTBEPAKEHUMUN JONYCTUMUMMN MeXamm
cneumdikauiin) - Po3wmperHs nimiTie y cneuudikadii 13 gna
atopsacTtatuHy D Big < 0,2% pgo < 0,3% npu BNycKy Ta Bif, <
0,5% 1o < 1,0% npu 36epiraHHi.
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BMXi4HOro/MpOMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
BMPOOHUKa (BK/IKOYAOUM, fe HeobXigHO, MicLie NPoBeAEeHHS
KOHTpoOsto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBiAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakKeHoOMY
[0CbE) (3anponoHoBaHui BUPOOHNK BUKOPUCTOBYE CMOCI6
CWHTE3Yy, L0 CYTTEBO BiAPI3HAETLCA B nonepeHbLoro, abo
YMOBM BUPOBHULITBA, SIKi NOTEHLIAHO MOXYTb 3MIHUTU BaXX/IMBI
XapakTepucTukmn skocTi A®I, Taki ik SKicHWI Ta/abo KinbkKicHWIA
npodhinib AOMILLOK, L0 NoTpebytoTh kBanidikawii, abo isnko-
XiMiyHi BnactmeocTi A®I, Lo BNAMBalOTh Ha 6i040CTYMHICTD) -
BBefeHHs1 BUPOOHUKIB NPOMDKHUX MPOAYKTIB, AKi
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI Ajit040i PeHOBUHM
(aTopBacTaTuHy KasnbLito TpurigpaTty): Anhui Menovo
Pharmaceutical Co., Ltd. Ta Henan Yuchen Pharmaceutical Co.,
Ltd.

nocsio4eHHs

40 Mr/10
MI/10 MIr

NNiBKOBOO
060/10HKO10, Mo 40
mMr/10 mr/10 mr; no

NABOPATY
AP CEPB'E€

30 TabneTok y

BMPOBHULTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs, BUMYyCK
cepii: labopaTtopii

Ceps'e IHgacTpi,

PpaHuis/
Ipnangis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOT AinbHULI (BKIOYAOUN AiNbHUL
ans A®Il, NpomibKHOro NPOAYKTY abo roToBOro MiKapcbKoro

3aco0by, AiNbHUL ANS NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,

3a peyenmom

BiANOBI4a/IbHOrO 3a BUNYCK Cepiil, MicLie NpOBeAEHHS KOHTPO/IHO

UA/15516/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOHTeliHepi gns dpaHuis; cepil) abo nocTayasnbHKKa BUXiAHOTO MaTtepiany, peareHTy abo
Tabnetok; no 1 abo nakyBaHHs1, BUMyCK [OMOMIXHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) - BunyyeHHs
no 3 KoHTelHepu cepii: Ceps'e TPbOX BUPOOHNYMX AiNbHULL BifMNOBIA&UIbHUX 38 BUPOGHNLTBO
4ns Tabnetok y (Ipnangis) IHgacTpic NpoMiKHOI peyoBuWHM (atorvastatin protected diol).
KOpo6Li 3 KapTOHY Nta, Ipnangis BunyyeHHsi IND SWIFT LABORATORIES Ltd 3 kBasichikoBaHUX

BMPOBGHUKIB aTopBacTaTuHy 3axuLleHunin gion (atorvastatin
protected diol) (MpomixHa pevyoBUHa aTopBacTaTUHy KasibLiito
TpurigpaTy) i, IK HacNigoK, BUNYYEHHS BiANOBIAHUX
nocTavanbHukis BuxigHoro matepiannly ARCH PHARMALABS Ltd
Ta ESSIX BIOSCIENCES Ltd.
AMIHICTpaTMBHI 3MiHW. 3MiHa JaTy NPOBeAeHHA ayauTy LWoao0
BiANOBIAHOCTI BUPOGHMKa AD| BUMOraMm HaleXxHoi BUPOOHUYOI
npakTukm (GMP) - OHoBNeHHs1 3asiB YNOBHOBaXeHWX 0cCib y
3B'A3KY 3 BUA&/IEHHAM BUPOOGHUUMX AiNbHULL BiANOBIigaIbHUX 38
BMPOGHMLITBO NMPOMIXHOT peyoBuHU (atorvastatin protected diol).
3MmiHu 3 SKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikayin Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNakoBKM
rOTOBOrO Jlikapcbkoro 3acoby (40MoBHEHHS cnevudikavii HOBUM
NOKa3HWKOM 3 BifNOBIigHM METO0M BUNPOBYBaHHS) - 3MiHa
napameTpy cneumdikauii noninponineHoBoi Tyou, LWo
BMKOPVCTOBYIOTbCS B AKOCTi MEPBUHHOI YNakoBKW, a came
[0AaBaHHA KOHTPOJIH0 BHYTPILUHBLOIO AjiaMeTpy
noninponisneHoBoi Tyow.
3MmiHu 3 SKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikayin Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNakoBKM
roTOBOrO NiKapCbKOro 3acoby (BUyYEHHS HE3HAYHOrO
nokKasHuka (Hanpvknag 3acTapisioro NokasHuka)) - BUAaieHHs
KOHTPOJIH0 30BHILUHLOrO AiameTpy NoninponineHoBol Tyou, Lo
BUKOPVICTOBYIOTbCS B AKOCTi MEPBUHHOI YNaKOBKY.
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3MiHa y metogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPO6YBaHHSA) - He3HayHa 3MiHa 40 METOAVKM BUNPOBYBaHHSA
3a nokasHmkamu «KifibkicHe BU3HaYeHHs» Ta «CynpoBigHi
LOMiLLKM» meTogoMm BEPX
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa y metogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPOBYBaHHS) -

He3HauHa 3MiHa 00 3aTBEPAKEHOT METOAMKM 3@ NOKA3HNKOM
«OAHOPIAHICTb 1030BaHVX OAVHWLb Ta CEPeAHili BMICT Ajilounx
peyoBMH», a caMe 3MiHa NpoboniAroToBKN BUNPOBOYBaHOro
PO34nHYy A1 BUSHAYEHHS cepefHbOro BMICTY AiloUMX PEYOBUH.
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifgnoBigHOCTI €Bponeiicbkiii
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuMHM (CepTudiikaTt BiANOBIAHOCTI EBpoNechbkili
thapmakonei) - OHOBMEHUIA cepTuddikaT Bif yXXe 3aTBepKEHOr0
BMPOGHUKa - MogaHHsA oHosneHoro CEP Ne R1-CEP 2007-185-
Rev.02 ana A®l AmnoguniHy 6ecunarty Big 3AT
dapmaueBTuyHKii 3aBog ElC (Egis Pharmaceuticals PLC).
(3atBeppxeHo: R1-CEP 2007-185-Rev.01).
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHM y npoLeci BUPOGHULITBA FOTOBOIO NiKapCbKoro 3acooby,
BK/1HOYAOUM NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHUWLITBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUPO6HULTBA) - He3HauHi 3MiHN Y BUPOGHUUYOMY
npoueci Ha cTagii rpaHy ALl 2-X rpaHyNsaTiB atopBacTaTyHy Ta
nepviHAoNpun/amnoaunix.

AQMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHUYOT AiNibHUL
(BkNtovaroun AinbHULi ans APl NPOMKHOTO NpoaykTy abo
roTOBOrO JliKapCbKoro 3acoby, AiNbHUL 415 NTPOBEeAEHHS
nakyBaHHsl, BAPOOHMKa, BifgNoBifaIbHOMO 3a BUMYCK cepil, MicLe
NPOBeAEHHS KOHTPOIO cepii) abo nocTavasnibHMKa BUXIAHOTO
marepiany, peareHTy abo AONOMDKHOI PEHOBMHY (SIKLLO
3a3HayveHo y 0CbE) - BunyyeHHss BUPO6HMYMX AinbHuLG Qualiti
(Burnley) Ta Millmount (Navan) BignoBigasibH1x 3a nepeuMHHE Ta
BTOPVHHE NaKyBaHHS.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y meTogax
BunpobysaHHA APl abo BMXigHOrO MaTepiany/npomiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BUpo6HMUTBa API (iHLWI 3MiHM Y MeToAax BUNPoOyBaHHS
(BKtOYatoum 3amiHy abo fonoBHeHHS) APl abo
BVIXiLHOro/MpOMDKHOr0 MPOAYKTY) - 3anpoBafXeHHS
aflbTePHATUBHOrO METOAY BU3HAYEHHA PO3MOoZiy po3mipy
4acToK A1 Airo40i pevyoBUHN ATopBacTaTUHy KaslbLiito
Tpurigparty.
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKkoro 3acoby. 3MiHa y meTogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPOBYBaHHS) -

NPOMOHYETHLCS YTOYHUTUN CMOCIO po3paxyHKy BMICTY
HeigeHTUIKOBaHMX NPOAYKTIB Aerpajauii ons metoay
BM3HAYEHHS NPOAYKTIB Aerpagadii 3a gonomorot PX (BEPX a6o
YBEPX). List 3mMiHa NpONOHYETLCA 4718 TOro, W06 YHUKHYTK
PV3NKY HENPaBW/IbHOTO BU3HAYEHHS MiKIB.
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMpO6HUMLTBa API (4ONOBHEHHS cneumdikalii HOBUM
NOKa3HNKOM SIKOCTi Ta BiAMNOBiAHUM METOAOM BUNPOOYBaHHS) -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

[JlonoBHeHHs cneuudikayii BuxigHoi peyoBuHmM (Dioxanitboc RR),
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
ATopBacTaTuHy cneuudiyHM TECTOM Ha BU3HAUYEHHS
eHaHTiomepiB (Enantiomer (3S,5S) by HPLC - NMT 0.10 %).
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpO6HULTBa AP| (4ONOBHEHHS cneumdikauii HOBUM
NoKa3HUKOM SIKOCTi Ta BiAMoBigHMM METOLOM BUNpPo6yBaHHs) -
[JlonoBHeHHs cneyudikauii BuxigHoi pevosuHu (Dioxanitboc RR),
LLI0 BUKOPUCTOBYETBCSA Y NpovLeci BUpobHuutea API
ATOpBacTaTuHy cneuudivyHNM TECTOM Ha BU3HAYEHHS
eHaHTiomepiB (Diasdtereoisomer (5R,3S) by GC - MNT 0.30 %).
3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikayisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCA Y NMPOLECI
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOIO NOKa3HUKa SKOCTI
(Hanpuknag BUNYyYEHHS 3acTapifioro nokasHuka)) - BUIyYeHHs
He3HayHoro napameTpy «[MToMe oNnTUYHe 06epTaHHs» 3i
cneuudikayii BUxigHoi pevoBuHmn Dioxanitboc RR, wo
BUKOPUCTOBYETbLCA Y npoueci BUpobHULTBa APl ATOpBacTaTuHy.
3MiHu 3 saKocTi. A®Il. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikauisix Ha A®I, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag BUNYyYEHHS 3acTapifioro nokasHuka)) - BUIyYeHHs
He3HayHOro napameTpy «3a/IMLLKOBI PO3UYNHHUKA METOAOM
napodpasHoi razoBoi xpomatorpadii» 3i cneyudikauii BUXigHOI
peyoBuHu Dioxanitboc RR, L0 BUKOPUCTOBYETLCA Y NPOLECI
BMpO6HULTBA APl ATOpBacTaTuHy.
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIGHNA/NPOMIXHNIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMpo6HULTBa API (LONOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM SIKOCTI Ta BiAMoBigHMM METOLOM BUNPOOYyBaHHS) -
[lonoBHeHHs crneumdikalii MPOMIXHOIo NPoAyKTy
(Metoxofepamibenz), 1,0 BUKOPUCTOBYETLCH Y BUPOOHOUOMY
npoueci A®| AtopeacTaTuHy, a came BignosigHo Ao sumor ICH
Q3A [0MoBHUTY NOKa3HUK CynpoBiAHI AOMILLKM BU3HAYEHHAM
«By/b-sIka HeBM3HaveHa fomiwka (0,5% Makc.)» Ta «3arasibHa
KINbKICTb AOMILLOK (2,0% makc.).»
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHUA/NPOMIXHNIA
NpOAYKT/peareHT, Wo BUKOPUCTOBYOTLCA Y NPOLLECI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa SKOCTI

(Hanpuknag BUNYyYEHHS 3acTapifioro nokasHuka)) - BUIyYeHHs
He3HayHoro napameTpy "MuTome onTuyHe obepTaHHs" 3i
cneuudikauii npomikHoi pevoBrHM Amidioxaboc RR, wo

BUKOPUCTOBYETbLCA Y npoueci BUpobHuuTea APl ATopBactaTuHy,
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIgHOCTI EBponelickbkili hapmakonei/moHorpadii. MogaHHsA

HOBOro abo OHOB/IEHOr0 cepTudpikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
martepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (CepTudiikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif, HOBOro BUPOGHUKA
(3amiHa abo [ONOBHEHHS) - — nogaHHa Hosoro CEP Ne R1-CEP
2005-237-Rev 01 gnsa Ad®| gns amnoguniHy 6ecunary Big,
HOBOro BMpo6Huka MbOXC KATAJIAHA C.J1. (MOEHS
CATALANA S.L.) Ha gaHuii MOMEHT 3apeecTpoBaHuii BUPOBGHMK
amnoauniHy 6ecunaty ans nikapcbkoro 3acoby € 3AT
dapmaueBTuyHuii 3aBog ElC (Egis Pharmaceuticals PLC),
AKWIA € BNACHWMKOM cepTudpikaTy BignoBigHOCTI €BponelicbKol
dPapmakonei R1-CEP 2007-185-REV 02.
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis cneuucdikauii Ta/abo
[OMNyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby (3miHa
3HaxX0ANTLCA N03a 3aTBEPAKEHUMUN JONYCTUMUMMN MeXamm
cneumdikauiin) - PoswmperHs nimiTie y cneuudikadii 13 gna
Jomiwkm amnogmnivy Y 1745 Big < 0,2% po < 0,3% npu BUnycky
Ta Big < 0,5% [0 < 0,7% npwu 36epiraHHi.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3acié. KOHTposb roToBoro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby (3MiHa
3HaxoAMTbCA No3a 3aTBEPMKEHVMUN JOMYCTUMUMU MEXaMKU
cneuudikauiin) - Po3wmpeHHs nimiTie y cneuudikauii M3 ons
aTopsacTatuHy D Big < 0,2% fo < 0,3% npu BUNYycKy Ta Bif <
0,5% o < 1,0% npw 36epiraHHi.
3MiHu 3 sKkocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKaA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci Adl, abo 3miHa
BMPO6HUKa (BK/TKOYauM, Ae HeobXigHo, MicLie MPOBeAEeHHS
KOHTPOsIH0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI €BpONeNichbKili hapmakonei y 3aTBepaxeHOMy
[0cbe) (3anponoHoBaHui BUPOBGHUK BUKOPUCTOBYE CMOCIO
CUHTe3Y, L0 CYTTEBO BiAPI3HAETLCA Bifg nonepeaHbOro, abo
YMOBM BUPOOHNLTBA, SKi MOTEHLiiIHO MOXYTb 3MIHUTWN BaXXUBI
XapakTepucTukm skocTi A®I, Taki K skicH1iA Ta/abo KinbKicHUiA
npodinb [OMILLOK, WO NOTPebyroTh kBanidikauii, abo ¢isnko-
XiMiuHi BnactusocTi AdI, Lo BNAMBaKOTb Ha 6iOAOCTYNHICTb) -

BBefeHHs1 BUPOOHMKIB NPOMiXXHUX MPOAYKTIB, AKi
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI Ajit040i PEeHOBUHM
(aTopBacTaTuHy KasnbLito TpurigpaTty): Anhui Menovo
Pharmaceutical Co., Ltd. Ta Henan Yuchen Pharmaceutical Co.,
Ltd.
238. | TPUSUMUNH® | TabneTkun, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/12303/02/01
o060510HKot0, Nno 250 "Mikpoxim" "Mikpoxim" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
mr, no 40 TabneTok BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
y 6aHuj, no 1 6aHui thapmakoHarnsgy (BBefeHHs y3araslbHeHUX AaHuX Npo cucTemy
B NayL,i 3 KAPTOHY; thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
no 10 TabneTok y 3a 3[iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
6nictepi, no 4 hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS hbapMmakoHarnsgy B
6nicTepy B nauu,i 3 YKpaiHi, AKL,0 BOHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0CcO6U,
KapToHY BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnagy (Bkao4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-haiina
cucTemu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag; 3miHa agpecu 34iCHEHHSI OCHOBHOT Ais/IbHOCTI
3 hapmakoHarnsagy; 3MmiHa MicLe3Haxo4KeHHs macTep-gaina
cucteMu dpapmakoHarnsgy
239. | TPUSUMUNH® | TabneTtku TOB HB® YkpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/12303/01/01
NOHIr NPOJIOHrOBaHOI il «MIKPOXIM «MIKPOXIM» 3MiHM Wwogo 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay.
no 500 wmr; no 28 » BBefieHHs1 ab0 3MiHU [0 y3araslbHEHUX OaHWX NPo cucTemy
TabneTok y 6aHL; hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
no 1 6aHuji B nauyu;j 3 hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6U, BiANOBiga/lbHOT
KapTOoHYy 3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicCHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, yNOBHOBa)XXEHOI 0co6u,
BiANOBIAANLHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cucteMun hapmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnag; 3miHa agpecu 34iCHEHHSI OCHOBHOT Aisi/IbHOCTI
3 hapmakoHarnsgy; 3MiHa MicLe3Haxo4KeHHs macTep-gaiina
cucteMu dhapmakoHarnsg
240. | TPUSUMNH® | Tabnetku TOB HB® Ykpaina TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a peyenmom UA/12303/01/02
NOHr NPOJIOHrOBaHOI fji «MIKPOXIM «MIKPOXIM> 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

no 750 wmr; no 28
TabneTok y 6aHL;
no 1 6aHuji B nayuj 3
KapTOoHY

»

BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHUX Npo cuctemy
thapmakoHarnsgy (BBELEHHS y3araslbHEHNX AaHVX NP0 CUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOI 0Co6y, BiANOBIAa/IbHOI

3a 34iliCHEHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hbapMakoHarnagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAANILHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkavaum

KOHTaKTHI faHi) Ta/abo 3MiHM y po3MillleHHi macTep-haiina

cucteMun hapmMmakoHarnifgy) - 3MiHa KOHTakTHUX AaHnX
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnag; 3miHa agpecu 34iRCHEHHSI OCHOBHOT Aisi/IbHOCTI
3 hapmakoHarns4y; 3MiHa MicLie3HaxoMKeHHs MacTep-daiina
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
cucteMun dhapmakoHarnsg
241. | TPUSUMNH® | Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/12303/01/03
NOHIr NPOJSIOHrOBaHOI fji «MIKPOXIM «MIKPOXIM» 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
no 1000 wmr; no 28 » BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
Tabnetok y 6aHui; thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHWX NPO cucTemy
no 1 6aHui B nayuj 3 thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
KapToHY 3a 3fiiCHEHHA hapMakoHarnsay; KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobw,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMmakoHarnagy (Bkao4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag; 3miHa agpecu 34iCHEHHSI OCHOBHOT Aisi/IbHOCTI
3 hapmakoHarnsagy; 3MmiHa MicLesHaxoLKkeHHs macTep-gaiina
cucteMun dhapmakoHarnsg
242. | TPIOMBPACT | po3uuH AN iH'eKuiii AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/3439/01/01
® 60 % no 20 mn B "dapmak” BHECEHHS 3MiH 40 MeTogiB BunpobyBaHHsa AD| MertomiH 3a
amnyni; no 5 amnyn napameTpoM "Mikpo6iofioriyHa uMcToTa", 30Kkpema: BUyYEHHS
B nayu; no 20 mn B MOBHOrO OMNWCY NPOBEAEHHS METOAMKM; 3MiHW | TUMY - BHECEHHSA
amnyni; no 5 amnyn 3MiH g0 Cneyucpikauii/MeToais BunpobyBaHHa AD| MerntomiH,
y 6nictepi; no 1 BMpo6HuUTBa Merck KGaA, HimeuunHa, 30kpema: yTOUYHEHHS
6nicTepy B navi KpUTepIiB NPUAHATHOCTI 3a NOKa3HWKOM "BakTepiasbHi
€HAO0TOKCMHN" 3 "He Binblwe 1,5 MO/ Ha "MeHwe 1,5 MO/,
3MiHK | TUNY - BHECEHHA 3MiH A0 Cneuundikauii/MeTogais
BMNpo6yBaHHA A®| MernomiH, 30Kpema: BUTlyYEHHS KOHTPOSTHO
3a NMOKa3HMKOM "PO3UMHHICTL". (HE € 060B'A3KOBMM MOKA3HUKOM,
Mae iH(hopMaTBHUIA XapakTep); 3MiHW | TUMY - BHECEHHS 3MiH 1O
Cneuucpikauii/MeTogais BunpobysaHHss A®| Mersomi,
BUpo6bHMUTBa Merck KGaA, HimeuurHa, 30kpema: BUTyUYEHHSsI
KOHTPOJIH0 3@ MNOKa3HUKOM "Badkki meTanun"
243. | TPIOMBPACT | po3u4uH A1 iH'eKL;ii AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a peyenmom UA/3439/01/02
® 60 % no 20 mn B "dapmak” BHECEHHS 3MiH f0 MeTogis BUnpobyBaHHsa AD| MerntomiH 3a
amnyni; no 5 amnyn napameTpoM "Mikpo6iofioriyHa uMcToTa", 30Kkpema: BUyYEHHS
B nayu; no 20 mn B NOBHOrO OMNWCY NPOBEAEHHS METOAMKM; 3MiHW | TUMY - BHECEHHSA
amnyni; no 5 amnyn 3MiH o Cneuvdikauii/MeTogis BunpobysaHHs APl MernomiH,
y 6nicTepi; no 1 BUpobHUUTBa Merck KGaA, HimeuyunHa, 30kpemMa: yTOUHEeHHS
6nicTepy B navui KpUTepIiB NPUAHATHOCTI 3a NOKa3HWKOM "BakTepiasbHi
€HA0TOKCMHN" 3 "He Binble 1,5 MO/ Ha "MeHwe 1,5 MO/,
3MiHK | TUNY - BHECEHHA 3MiH A0 Cneuundikauii/MeTogais
BMNpo6yBaHHA A®| MernomiH, 30Kpema: BUlyHEHHS KOHTPOSTHO
3a NOKa3HMKOM "PO3UYMHHICTB". (HE € 060B'A3KOBMM MOKA3HWKOM,
Mae iH(hopMaTBHUIA XapakTep); 3MiHW | TUMY - BHECEHHS 3MiH 1O
Cneuyucpikauii/MeTogais BunpobysaHHss A®| Mersomi,
BMpo6HMUTBa Merck KGaA, HimeuunHa, 30kpema: BUMyYeHHs
KOHTPOJIH0 38 NOKa3HWKOM "Baxkki MeTasin"
244. | TPIYMEK™ TabneTkn, BKpUTI BiiB Benvka Brpo6HMK Benvka BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: yTOYHEHHSA 3a peyenmom UA/14812/01/01
NNiBKOBOK Xenckep KOK | BpuTtaHis Hepo3dacoBaHOro BpuTaHisa/ peecTpauiiiHoi npoueaypn B Hakasi MO3 Ykpaiiu Ne 1605
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
060/10HKOI0, NO Nimiten NpoayKTy: Icnanis/ Big, 30.07.2021 B npoueci BHECEHHSA 3MiH - 3MiHu | Tuny -
50 mr/600 mr/300 mr; nakco OnepeiilHc Monbwa 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.

no 30 TabneTok y
donakoHi; no 1
hnakoHy B
KapTOHHI KOpoo6Li

HOK Nimitea, Benuka
BpuTtaHis

lMepBuHHA Ta
BTOPWHHA YNakoBKa,
[,03BiNT Ha BUNYCK
cepii:
nakco Bensikom
C.A., IcnaHia

Brpo6HMK
Hepo3acoBaHoro
NPOAYKTY, KOHTPOSIb
AKOCTi, NepBUHHA Ta
BTOPWHHA YNaKoBKa,
[,03Bi/T HA BUMYCK
cepii:
nakcoCmiTKnsiAH
PapmacboTrKan3
C.A., Monba

3MiHN y npoueci BUPOOHULITBA FOTOBOTO NiKapCbKoro 3acoby,
BK/THOHAI0UN NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NpU
BMPOGHMLTBI rOTOBOIO NMiKapCbKOoro 3acoby (He3HayHa 3miHa y
npoveci BUpO6bHULITBA) — HE3HAYHA 3MiHa y NpoLeci
BMPOGHMLITBA Y 3B’A3KY 3 BBEAEHHSAM [0AaTKOBOr0 po3mipy cepii
Ha anbTepHaTuBHIl ginbHUL GlaxoSmithKline Pharmaceuticals
S.A.MNonbwa. BBegeHHA 3MiH NnpoTArom 6-tm micauis nicna
3aTBepPMAKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax NpUAATHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO MikapCbKOro 3acoby
(36iNbLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco6y) - [1na ToproBoi ynakoBky (MiATBEPIKYETLCA AaHUMMN
peanibHOro yacy) - 36inbLeHHA TepmiHy npuaartHocTi 13
(3aTBEPMKEHO: 2 POKY; 3aNPONOHOBAHO: 3 POkK). 3MiHWN BHECEHO
B iHCTPYKL,it0 415 MEAMYHOrO 3aCTOCYyBaHHSA Y p. "TepMiH
npugatHocTi". BBeAeHHA 3MiH NpOoTArom 6-TM micAwiB nicnsa
3aTBepPMAKEHHS. 3MiHu | Tuny - 3MiHK 3 sKoCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[04AaTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo BCbOro
BMPOBGHMYOro NpoL,ecy roToBoro Jlikapcbkoro 3acoby (AinbHuus
NS BTOPMHHOTO NakKyBaHHS) - BBEAEHHS AOAATKOBOI AiNbHULL
GlaxoSmithKline Pharmaceuticals S.A., MonbLa Ha skii
3[iiCHIOETLCA BTOPVHHE NakyBaHHS. BBeieHHA 3MiH NpoTArom
6-Tn MicALiB nNicna 3aTBepMKEeHHA. 3MiHM | TUny - 3MiHK 3
AKOCTI. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI Ai/TbHULL BUPOGHMLTBA A1 YACTUHM
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro Aikapcbkoro 3acoby
(AiNbHUUSA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHS 404aTKOBOI
pinbHUUi GlaxoSmithKline Pharmaceuticals S.A., Monblia Ha
AKIN 30iAICHIOETLCA NePBUHHE NakyBaHHS. BBeAeHHA 3MiH
npoTArom 6-TM mMicALWiB nicna sarBepmKeHHs. 3MiHW | Tuny -
3MiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeEeHHS [,04AaTKOBOI AifIbHULi BUPOOHULTBA ANs
YyacTvHy abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHMULA, Ha SKii NPoBOAATLCA 6y Ab-SKi
BMPOGHUUI CTagii, 3a BUHATKOM BUMYCKY CEpIili, KOHTPOSIO SIKOCTI,
NEepBMHHOTO Ta BTOPUHHOIO NakyBaHHS, 4151 HECTEPUIIbHUX
nikapcbKnx 3aco6iB) — BBEAEHHS 4OAATKOBOr0 BUPOOHMKA
GlaxoSmithKline Pharmaceuticals S.A., MonbLya, skuii 3gilicHoe
BMPOOHULITBO Hepo3hacoBaHol NpoaykKLil. BBeaeHHA 3MiH
NpPOTArom 6-Tm mMicALWiB nicns saTtBepKeHHs. 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BMPOOHUKA, LLO BiANOBILA€E 3a BBE3EHHS Ta/abo
BUMYCK cepii) - Bkioyatoum KOHTPONb/BMNPOGYyBaHHSA cepii -
BBEEHHS A0AAaTKOBOro BMpo6Huka GlaxoSmithKline
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Pharmaceuticals S.A.,lMonbLua, skuii Bignosigae 3a BUNyck cepii
BK/1H0YAKOUN KOHTPOJIb AKOCTi. 3MiHW BHECEHO B iHCTPYKLiO ANs
MeZMYHOro 3acTocyBaHHs y pp. "BupobHuk" Ta
"Micue3HaxopKeHHs1 BUpOGHUKa Ta agpeca MicLA NpoBaKeHHS
oro gisnbHOCTI" 3 BiANOBIAHMMK 3MiHAMW Y TEKCTI MapKyBaHHS
ynakoeku. BBegeHHs 3MiH NPOTAromM 6-Tu MicsauiB nicns
3aTBepPMAKEHHS. 3MiHM | Tuny - 3MiHK 3 sKocTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYAOUM giana3oH po3Mipy cepii) roToBOro MikapCbKoro
3aco6y (36inbweHHsA fo 10 pasiB NOPIBHSAHO i3 3aTBEPIKEHUM
po3Mipom) - 36inbLUEHHST po3Mipy cepil N3 (3aTBepaxeHo: 73
Kkr, 390 kr; 3anponoHoBaHo: 73 kr, 390 kr, 524 «r). BBegeHHs
3MiH NPOTArom 6-T1 MicsLiB NicnsA 3aTBepAKEHHS.
245. | TPOMBO/JIK- | Tabnetku MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/10697/01/01
KAPAIO KMLLKOBOPO3UMHHI N0 | "TexHonor" BBEJEHHS A04aTKOBOro PO3Mmipy cepii roToBOro /ikapcbKoro
100 wmr; no 10 3acoby - 3anponoHoBaHo: 60,28 kr (440 000 TabneTok; Big 396
Tabnetok y énictepi; 000 po 440 000 Tabnetok; 109,95 kr (802 500 TabneTok; Big 762
no 2 aéo no 3 000 po 802 500 TabneTok)
6nictepn y
KapTOHHIN nayui
246. | DAPUCIN Tabnetkn ans CninbHe YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHu | Tvny - 6e3 peyenma UA/12843/01/01
PO3CMOKTYBaHHS 3i YKpaiHCbKO- dapmacbioTikans Pecny6nika/ BBE/IEHHS OAATKOBOro po3mipy cepii /13 ans BupobHuka
CMakoM anesibCuHy; icnaHcbke a.c., Cnosaupbka Icnanis CaHeka ®apmactoTikans a.c., Crnosaubka Pecnybnika -
no 10 TabneTtok y nignNpueMcTB Pecnyb6nika; 3anponoHOBaHO: PO3Mip cepii: TabneTkn AN PO3CMOKTYBaHHS 3i
6nicTepi; no 2 o "ClMNEPKO NABOPATOPIOC cMakoMm anenbcuHy — 369,95 kr (540 000 TabneTtok); 548,08 kr
6nicTepu B nayj 3 YKPAIHA" AJTKANA ®APMA, (800 000 Tab6neTok)
KapTOHY C.J1., IcnaHis
247. | ®APUCIN Tabnetkn ans CninbHe YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/12844/01/01
PO3CMOKTYBaHHS 3i YKparHCbKO- dapmacbloTikans Pecny6nika/ BBE/lEHHS A0AATKOBOro po3mipy cepii '3 ana BupobHuka
CMaKoM JIMMOHY O icnaHcbke a.c., Cnosaupka Icnanis Caneka ®apmactoTikans a.c., Cnosaubka Pecnybnika -
10 Tabnetok y nignNpueMCTB Pecnyb6nika; 3anponoHOBaHO: Po3Mip cepii: TabneTkn AN PO3CMOKTYBaHHSA 3i
6nicTepi; no 2 o "CMNEPKO NABOPATOPIOC CMakoM IMMoHy — 374,00 kr (540 000 TabneTok ); 554,08 kr (800
6nictepu B nauyj 3 YKPAIHA" AJTKANA ®APMA, 000 Ta6neTok)
KapToHY C.J1.,, IcnaHis
248. | ®APMAAUNI Kpanni opanbHi 2 %; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/2556/01/01
H® no 5 mn aéo 25 mny "®apmak" BHECEHHS 3MiH 0 crneundikavii/MeTony KOHTpOo skocTi 13,

donakoHi; no 1
dhnakoHy B naywi

n. «<MBY», a came JONOBHEHHS nocunaHHaM Ha AdY. Kputepiii
NPUAHATHOCTI Ta BUMOIM 3a/1MLLeH0 6e3 3MiH. MeTog aHanisy
BK/IOYEHO Ao APY Ta EP, ToMy 3anpornoHOBaHO NOCUIaHHA Ha
[®Y Ta EP (6yno Ha EP); Byny4eHo noBHuiA BUKIag
NpoBefleHHs1 METOAMKM; 3MiHW | TUMY - BBEAEHHSA NepiognyHOCTI
KOHTpO/It0 M. «MBU», a came «MiKpo6ionoriyHnii KOHTPOb
NpPOBOANTMN BNGIPKOBO: NepLLy Ta KOXHY ABaALATY HACTYMNHY
cepii, ane He mMeHLe 1 cepii B pik»; 3MiHW | TUMY - BHECEHHS 3MiH
00 MeTogiB koHTposto 13, a came n. «'ycTuHa». Bpaxosytoun
Te, WO ryCcTVHY npenaparty BU3Ha4yaloTb MeTOA0M 2 abo Ha
cepTndikoBaHOMY aBTOMaTUYHOMY LichpoBOMY rycTomepi
Mettler Toledo DM40 (3 TouHicTio BUMiptoBaHHs 0,0001 r/cm3), B
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

[aHoMy TecTi 3a/IMWaeTbCs NocuiaHHs Ha oY, 2.2.5. 6e3
KOHKPETHOrO 3a3HauyeHHa MeToAy BUNpobyBaHHs - 3
anponoHosaHo: n. N'yctnHa (APY, 2.2.5) Big 1,065 r/cm3 go
1,080 r/cm3; 3miHuW | TMNy - BHECEHHS 3MiH Ao p. 3.2.P.7.
Cuctema KoHTeliHep/3akynoptoBasibHUli 3aci6, a came BHECEHHS!
He3HaYHMX YTOYHEHb Y NapamMeTpax NepBUHHOI YNaKOBKY:
KpanenbHULi noslieTuneHoBoi (Big BUpo6HMKa Sensoplast
Packmitteltechnik GmbH, Germany) Ta kpuLiLi
3aKynoproBasIbHO-HArBMHYYBasIbHIl 3 KOHTPOEN NepLIoro
BiakpuTTA (Big BUpo6HNKa TOB dapmmall, YkpaiHa), 6e3 3miHn
nakyBa/lbHOrO mMaTepiasy - 3anponoHoBaHa KpanenbH1LA
nonietuneHosa (apt.614), BUpo6HMK Sensoplast
Packmitteltechnik GmbH, Germany: [iameTp 30BHiLWwHili (D)
(14,90+0,15) mMm; 3aTBEpAKEHA KPULLKA 3aKYMNOPIOBa/IbHO-
HarBMHYyBasibHa 3 KOHTPO/IEM NepLUOoro BiAKpUTTA TN 1.4k,
BMPO6HUK TOB ®apmmall, YkpaiHa): ToBLMHA AHA KPULLKA
(1,5+0,1) mm; Maca kpuiukm (1,78+0,18) r; 3MiHW | TUNy -y
3B'A3Ky 3 BHECEHHAM HE3HAaYHWX YTOUHEHb Y napameTpax
NepBUHHOT YMakoBKM KpanenbHWLi nonieTuneHoBoi (Big,
BMpo6HMKa Sensoplast Packmitteltechnik GmbH, Germany) Ta
KpULLILLi 3aKyMOPHOBaUTbHO-HArBUHYYBa/TbHIN 3 KOHTPONEN
nepLioro BigkpuTTA (Bif BMpo6Huka TOB dapmmatl, YkpaiHa),
BHOCATLCSI YTOUYHEHHSA [0 NapameTpiB crneumdikaiii Ta
O0MNYCTUMUX MEX NEePBUHHOT ynakoBku 13 (kpanenbHuui
nonieTUIEHOBOI Ta KPYLLLj 3aKynoploBas/IbHO-HarBUHYYBasbHiiA 3
KOHTpOEli NepLioro BiAKpUTTSA), a came n. «Po3mipu»

249.

®EHTABEPA
100 MKr/roa

nnactup
TpaHcaepMasibHUA
no 100 mkr/rog, no 1
nnacTmpy
TpaHcaepMasibHOMY
y calle 3 qoyHKUiE
3axXuUCTy Bif,
BiAKPMBaHHSA AiTbMU;
no 5 cawey
KapTOHHI Kopobuj 3
KOHTPO/IEM NEPLLOro
BigKPUTTA

AciHo Al

Himeyunna

Brvpo6HMuTBO
Hepo3dg)acoBaHoi
NpoAyKLUii, NnepBrHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
akocTi: Jlyiie ®apma
A, HimeyunHa;
Bunyck cepii: AciHo
Al, HimeuunHa

Himeuunna

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL
(BkNtoUarouM AinbHUL ans AdDl, NpoMiXXKHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULi A8 NPOBEAEHHS

nakyBaHHs, BUPOOHMKa, BigMNoBifasIbHOrO 3a BUMYCK cepili, MicLe
npoBefieHHA KOHTPOIO cepii) abo nocTavasibHMKa BUXIGHOMO
martepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayeHo y A0CbE) - BunyueHHs BUpOOHNYOT AiNbHUL

BiANOBIAA/IbHOI 32 BUMYCK cepiid, BUpobHuka Jlyiie dapma Al

HimeyunHa. 3MiHN BHECEHI B IHCTPYKLiO A1 MeaUuyHOoro
3acToCyBaHHA Nikapcbkoro 3acoby y po3ainu "BupobHuk” Ta
"Micue3HaxoKeHHs1 BUpo6HYKa Ta ioro agpeca micus

NPOBaPKEHHS AiS/IbHOCTI" 3 BiANOBIAHMMMN 3MiHAMUN B TEKCTI

MapKyBaHHS ynakoBOK. BBeAeHHS 3MiH NpoTArom 6-Tu micauis

nicns 3aTBepKEeHHS.

3a peyenmom

UA/15831/01/05

250.

®EHTABEPA
100 MKIIrog,

nnacTup
TpaHcAepMasIbHUI
no 100 mkr/rog; no 1
nnacTmpy

AciHo Al

HimeyunHa

BMPOGHMLTBO
Hepo3dg)acoBaHoi
npoAayKuii, nepBrHHa
Ta BTOPUHHA

HimeuunHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX AaHKX NPo cucTemy
dhapmakoHarnsgy (BBefleHHs y3arasibHeHNX AaHVX NPo CUCTEMY

3a peyenmom

UA/15831/01/05
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/Tb dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0coby, BifMnoBiAaIbHOI
y calle 3 oyHKUie sKocTi @ Jlyiie dapma 3a 3[jiicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
3axuCTy Big, A, HimeyunHa; hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA hapmakoHarnsagy B
BiAKPMBaHHSA AiTbMU; BUMYCK cepii: ACiHO YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobwm,
no 5 cawey Al', HimeyunHa BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bka4vaum
KapTOHHI KOpO6L;i 3 KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEHHI macTep-dalina
KOHTPO/IEM MEepLLOro cucteMun dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobm
BigKPUTTA 3asBHVKa, BigNoBiAa/IbHOT 3a hapmakoHarnsag, -
nponoHoBaHa pefakuisi: Zuzana Chomatova; 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0CO6M 3asBHIKKa, BiAnoBiganbHOT 3a
hapmakoHarniag,
251. | ®EHTABEPA | nnactup AciHo Al HimeuunHa BupobHMuTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a peyenmom UA/15831/01/01
12 MKrirog TpaHcAepMabHuiA Hepo3dhacoBaHoT AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
no 12 mkr/rog, no 1 nNpoAyKLUii, NnepBrHHA (Bovatoum ainbHuui ans A®Il, npoMixHOro NnpoaykTy abo
nnactmpy Ta BTOPUHHA roTOBOrO MliKapCcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/Tb nakyBaHHs, BUPOGHUKA, BiAMOBIAaILHOIO 3a BUNYCK Cepii, Micue
y calle 3 qoyHKLiE sKocTi: Jlyilie ®apma NpoBeAEeHHS KOHTPOIO cepil) abo nocTavasibHMKa BUXiLHOrO
3axuCTy Big, A, HimeyunHa; marepiany, peareHTy abo AONOMKHOI PEHOBUHY (SIKLLO
BiKpUBaHHA AiTbMU; Bunyck cepii: AciHo 3a3HayeHo y A0CbE) - BunyyeHHs BUPOOHNYOT AiNbHUL
no 5 cawey Al', HimeyunHa BiANOBIAA/IbHOI 32 BUNYCK cepiid, BUpobHuka flyiie ®apma Arl,
KapTOHHI KOpo6L;i 3 HimeuunHa. 3MiHN BHECEHI B IHCTPYKLitO 4158 MeguyHoro
KOHTPON1EM NEepPLLOro 3acToCcyBaHHsA NikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
BigKpUTTA "MicLe3HaxomkKeHHs1 BUpOOHMKa Ta ioro agpeca miclist
NPOBaXEHHS AiS/IbHOCTI" 3 Bi4NOBIAHUMY 3MiHAMUW B TEKCTI
MapKyBaHHS yNakoBOK. BBejeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
252. | ®EHTABEPA | nnactup AciHo Al HimeuunHa BUPOBHMLTBO HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB; 3MiHu | Tuny - 3a peyenmom UA/15831/01/01
12 MKrirop TpaHcAepMasbHNI Hepo3shacoBaHol 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
no 12 mkr/rog no 1 npoAyKLuii, NnepBnHHa BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
nnactupy Ta BTOPUHHA dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHvx npo cuctemy
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/b dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0co6y, BifMnoBiAaNbHOI
y calue 3 pyHKLjeo AKocTi : Jlylie ®apma 3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOI 0cobm 3
3aXUCTY Big, Al', HimeuunHa; hapMakoHarniagy 3asiBHuKa 415 34iNCHEHH hapmakoHarisgy B
BiKpUBaHHA AiTbMU; BUNyCK cepii: ACiHO YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobwm,
no 5 cauwey Al, HimeuunHa BiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy (Bkoyatoum
KapTOHHI KOpo6L;i 3 KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MilLeHHI macTep-gaiina
KOHTPO/IEM MEpLLOro cuctemmn chapmakoHarnsgy) - 3MiHa ynoBHOBaKeHoi 0cobm
BigKpUTTA 3asBHMKA, BiANOBIAabHOI 3a thapmakoHarnsag, -
nponoHoBaHa pefakLis: Zuzana Chomatova; 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6M 3asBHIKa, BiAnoBiganbHOT 3a
hapmakoHarniag,
253. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Brpo6HMUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/15831/01/02
25 MKriroa TpaHcAepMasbHUI Hepo3shacoBaHol AMIHICTpaTUBHI 3MiHW. BUydeHHs BUPOOHUYOT AiNbHALL
no 25 mkr/rog, no 1 NpoAyKuii, NnepBnHHa (Bkntovaroun AinbHUL ans APl NPOMKHOTO NpoayKTy abo
nnactupy Ta BTOPUHHA roTOBOrO /iKapCbKOro 3acoby, AibHUL NS NPOBEAeHHS
TpaHcAepMasibHOMY ynakoBKa, KOHTpPO/Tb nakyBaHHs, BUPOGHUKA, BiAMOBIAaNLHOIO 3a BUNYCK Cepii, MicLie

y calle 3 qyHKLiE
3aXUCTY Bif

akocTi: Nlyiie ®apma
Al', HimeyunHa;

NpoBefEHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOTO
marepiany, peareHty abo AONOMIKHOI Pe4YOBMHM (SIKLLLO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BiAKpPMBaHHSA AiTbMU; Bunyck cepii: AciHO 3a3HayeHo y A0CbE) - BunyueHHs BUPOOHNYOT AiNbHUL
no 5 cawey Al', HimeyunHa BiANOBIAA/ILHOI 32 BMNYCK cepiid, BUpobHuka flyiie ®apma Arl,
KapTOHHI KOpO6L;i 3 HimeuunHa. 3MiHN BHECEHI B IHCTPYKLitO 4158 MegUyHoro
KOHTpOM1EM NEePLLOro 3acToCyBaHHSA NikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
BiAKPUTTA "MicLe3HaxomKeHHs! BUpO6HYMKa Ta ioro agpeca miclst
NPOBaKEHHS AiS/IbHOCTI" 3 Bi4NOBIAHUMY 3MiHAMUW B TEKCTI
MapKyBaHHS yNakoBokK. BBefieHHs 3MiH NpoTArom 6-Tv micauis
nicns 3aTBepKeHHs.
254. | ®EHTABEPA | nnactup AciHo Al HimeuunHa BUPOBHULTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHu | TUny - 3a peyenmom UA/15831/01/02
25 MKriroj, TpaHcAepMabHuiA Hepo3dhacoBaHoT 3MiHM Woao 6e3neku/edhekTMBHOCTI Ta dhapmakoHarisay.
no 25 mkr/rog no 1 nNpoAyKLUii, NnepBrHHA BBeneHHs abo 3MiHM A0 y3araslbHEHUX JaHWX NPO cucTeMy
nnacTmpy Ta BTOpPVHHA thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/Tb dhapmakoHarnsgy, 3miHa ynoBHOBaXeHOT 0co6y, BifMnoBiAaIbHOI
y calle 3 doyHKLiE sKocTi @ Jlylie dapma 3a 3[jiicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
3axuCTy Big, A, HimeyunHa; hapmakoHarnsgy 3asBHUKa ANS 34iCHEHHA dhapmakoHarnsgy B
BiKpUBaHHA AiTbMU; BUNyCK cepii: ACiHO YKpaiHi, SIKLLIO BOHA BigMiHHa Bif YNOBHOBaXKeHOT ocobw,
no 5 cawey Al’, HimeyunHa BiANOBiAA/IbHOI 3a 3filicHeHHs (hapmakoHarnaay (Bka4yaum
KapTOHHI KOpo6L;i 3 KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-ghalina
KOHTPO/IEM MEepLLOro cuctemmn chapmakoHarnsgy) - 3MiHa ynoBHOBaXkeHOi 0cobm
BigKpUTTA 3asBHYVKa, BigNoBiAaIbHOT 3a hapmakoHarnsag, -
nponoHoBaHa pefakuisi: Zuzana Chomatova; 3miHa KOHTaKTHMX
[aHVX YNOBHOBaXEHOI 0CO6M 3asBHIKa, BiANoBiganbHOT 3a
hapmakoHarniag,
255. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Bunpo6bHMuTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a peyenmom UA/15831/01/03
50 MKriroa TpaHcAepMasbHNI Hepo3shacoBaHol AAMiHICTPaTMBHI 3MiHN. BuyuyeHHst BUPOGHWYOI AibHNL
no 50 mkr/rog, no 1 NpoAyKLuii, NnepBnHHa (BkNtovaroun AinbHUL Ans APl NPOMKHOTO NpoayKTy abo
nnactupy Ta BTOPUHHA roTOBOrO /iKapCbKOro 3acoby, AibHUL ANA NPOBEAeHHS
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/Tb nakyBaHHs, BUPOGHUKA, BiAMOBIAaIbHOIO 3a BUNYCK Cepii, MicLie
y calue 3 pyHKLjeo akocTi: Nlyiie ®apma NpoBefEeHHs KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOTO
3aXUCTy Big, Al', HimeuunHa; marepiany, peareHTy abo AONOMKHOT PEYOBMHU (SIKLLLO
BiKpUBaHHA AiTbMU; Bunyck cepii: AciHo 3a3HavYeHo y A0CbE) - BunyyeHHs BUPOOHNYOT AiNbHUL
no 5 cauwey A, HimeuunHa BifNOBIgaNbLHOI 3a BUNYCK cepili, BUpobHuKa flyiie ®apma AT,
KapTOHHI KOpo6L;i 3 HimeuunHa. 3MiHN BHECEHI B IHCTPYKLitO A1 MeguyHoro
KOHTpONIEM NepLLOoro 3acToCyBaHHSA NikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
BigKpUTTA "MicLe3HaxomKeHHs1 BUpOOHYMKa Ta ioro agpeca miclist
NPOBaZKEHHS AiS/IbHOCTI" 3 BigMNOBIAHMMM 3MiHAMMN B TEKCTI
MapKyBaHHS ynakoBoK. BBeeHHs 3MiH NpoTArom 6-Tv micauis
nicns 3aTBeppkKeHHs.
256. | ®PEHTABEPA | nnactup AciHo Al HimeuunH BMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiastis: 3MiHu | Tuny - 3a peyenmom UA/15831/01/03
50 MKriroa TpaHcAepMabHNI a Hepo3shacoBaHol 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
no 50 mkr/rog no 1 npoAyKuii, NnepBnHHa BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
nnactupy Ta BTOPUHHA dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHvX Npo cuctemy
TpaHcAepMasibHOMY ynakoBKa, KOHTPO/Tb dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0co6y, BifMnoBiAaNbHOI
y calle 3 qyHKLiE sKocTi @ Jlylie dapma 3a 3[jiicCHEeHHsT hapMakoHarisay; KOHTaKTHOI 0cobu 3
3axuCTy Big, A, HimeuunHa; thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
BiAKPUBaHHA AiTbMU; BMNycK cepii: AciHO YKpaiHi, AKLW0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
no 5 cawey Al, HimeuunHa BiNOBIAANbHOI 3a 3AjiCHeHHs hapmakoHarnagy (Bkoyatoum

KapTOHHI Kopobui 3

KOHTaKTHi iaHi) Ta/abo 3MiHM Y pO3MilLleHHI MmacTep-dalina
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOHTPO/IEM MEepLLOro cucteMun dhapmakoHarnsgy) - 3MiHa ynoBHOBaXkeHOi 0cobm
BiAKPUTTA 3asBHVKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag, -
nponoHoBaHa pefakuisi: Zuzana Chomatova; 3miHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6M 3asBHKKa, BignoBiganbHOT 3a
hapmakoHarniag,
257. | ®EHTABEPA | nnactup AciHo Al HimeuumnH Bupo6bHMuTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a peyenmom UA/15831/01/04
75 MKrirog TpaHcaepMasibHUIA a Hepo3dhacoBaHoT AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
no 75 mkr/rog, no 1 nNpoAyKLUii, NnepBrHHA (Bovatoum ainbHuui ans A®Il, npoMixHOro NnpoaykTy abo
nnactmpy Ta BTOPUHHA roTOBOrO MliKapCcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/Tb nakyBaHHs, BUPOGHUKA, BiAMOBIAaILHOIO 3a BUNYCK Cepii, MicLie
y calle 3 doyHKLiE sKocTi: Jlyilie ®apma NpoBeAEeHHS KOHTPOIO cepil) abo noctavasibHMKa BUXiLHOrO
3axuCTy Big, A, HimeyunHa; marepiany, peareHTy abo AONOMKHOI PEHOBUHY (SIKLLIO
BiKpUBaHHA AiTbMU; Bunyck cepii: AciHo 3a3HayeHo y A0CbE) - BunyyeHHs BUPOOHNYOT AiNbHUL
no 5 cawey Al', HimeyunHa BiANOBIAA/ILHOI 32 BMNYCK cepiid, BUpobHuka flyiie ®apma Arl,
KapTOHHI KOpO6L;i 3 HimeuunHa. 3MiHN BHECEHI B IHCTPYKLiO 4158 MeguyHoro
KOHTPON1EM NEepLLOro 3acTocyBaHHsA NikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
BigKpUTTA "MicLe3HaxomKeHHs1 BUpOOHYMKa Ta ioro agpeca miclist
NPOBaKEHHS AiS/IbHOCTI" 3 BiANOBIAHUMY 3MiHAMUW B TEKCTI
MapKyBaHHS yNakoBOK. BBejeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
258. | ®EHTABEPA | nnactup AciHo Al HimeuumnH BUPOBHMLTBO HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHu | Tvny - 3a peyenmom UA/15831/01/04
75 MKrirop TpaHcAepMasibHUI a Hepo3shacoBaHol 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarisay.
no 75 mkr/rog; no 1 NpoAyKLuii, NnepBnHHa BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
nnactupy Ta BTOPUHHA dhapmakoHarnsgy (BBefjleHHs y3araslbHeHNX AaHvx npo cuctemy
TpaHcAepMasibHOMY ynaKkoBKa, KOHTPO/Tb dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0co6y, BifMNoBiAaNbHOI
y calue 3 pyHKLjeo AKocTi : Jlylie ®apma 3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOI 0cobm 3
3aXUCTy Big, Al', HimeuunHa; hapMakoHarnisgy 3asiBHuKa 415 34iNCHEHH hapmakoHarisgy B
BiKpUBaHHA AiTbMU; BUNyCK cepii: ACiHO YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
no 5 cauwey Al, HimeuunHa BiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy (Bkaoyatoum
KapTOHHI KOpo6L; 3 KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MilLeHHI macTep-gaiina
KOHTPO/IEM MEpLLOro cucteMmn chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobm
BigKpUTTA 3asBHMKA, BiANOBIAabHOI 3a thapmakoHarnsag, -
nponoHoBaHa pefakLis: Zuzana Chomatova; 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6M 3asBHIKA, BiANoBiganbHOT 3a
hapmakoHarniag,
259. | PECTAN® TabneTkn, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiB: 3MiHa 3asBHUKa 6e3 peyenma UA/14533/01/01
HEO 10 000 060/10HKOH, "Onenna reyn (BnacHvKa peecTpaLiiHoro nocBigyeHHst) (3rigHo Hakasy MO3
KMLLIKOBOPO3UMHHI Ne Xenckea Bif 23.07.2015 Ne 460) BeefeHHS 3MiH NPOTArom 6-Tu MicALiB
20 (20x 1): mo 20 Ykpaina" nicns 3aTBepmKeHHs; 3MiHu | Tvny - 3MiHu Woao
Tabnetok y 6nictepi, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnaay (iHwi 3MiHn) - 3MiHK
no 1 6nictepy B BHECEHO B IHCTPYKLiIO A1 MeAUYHOrO 3aCTOCYBaHHA Ta 'y TEKCT
KapTOHHI KOpoo6Li MapKyBaHHs yrnakoBku J13 LoAo0 fofaBaHHs iHopmawii
CTOCOBHO HaliMeHyBaHHSA Ta MiCLe3HaX0MKEHHS 3asBHUKA.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
260. | DITYNBEHT 6anb3am, no 200 TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: MiHu | Tuny - 6e3 peyenma UA/10255/01/01
®PITOBA/BL3 M, 250 mn abo 500 "YkpaiHcbka 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema — 1o 100 mn,
AM M/1Yy NAsWwkax; no hapmaveBT KOHTelHep/3aKynoptoBasibHWI 3acib. 3MiHa po3Mipy ynakoBku 200 mn
100 M1y baHKax NyHa roTOBOrO JlikapcbKoro 3acoby (3miHa Macu/06'eMy BMICTY 3a peyenmom
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KomnaHis" KOHTeliHepa 6araTto030B0Oro iKapcbKoro 3acoby ans — o 250 mn,
HenapeHTepasibHOro 3acTocyBaHHsA (abo 04HOA030BOrO, o 500 mn
4acTKOBOrO BUKOPUCTaHHS)) - BBEAEHHS A04aTKOBMX YNakoBOK
06’emom 100 mn 6aHku cknsHi Ta 200 M, 250 M NAALKK
CKNSHI, 3 BIANOBIAHUMW 3MiHAMW [10 P. «YNakKoBKa». 3MiHU
BHECEHI B po3Ain "YnakoBka" B IHCTPYKL,iO A1 MeMYHOro
3aCTOCYBaHHSA NiKapcbkoro 3acoby y 3B"A3Ky 3 BBEAEHHSAM
[04aTKOBOro po3Mmipy i hopmuy ynakoBky Ta siK HACNifokK - y
po3gin "Kareropis Bignycky". 3aTBepxeHHs TEKCTY MapKyBaHHS
[0AaTKOBOI YNakoBKY NiKapCbKOro 3acooy.
CynyTHs 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa chopmu abo po3mipy
KOHTelHepa 4u 3aKyrnoproBasibHOro 3acoby (nepBUHHOT
yNakoBkK) (HecTepusbHI Jlikapcbki 3aco6m)
261. | ®NNAMIAE3 renbno20r,30T, OPIAHOCU OAE EHK'106 ETikan3 IHais BHECEHHS 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 peyenma UA/12794/01/01
FENb 40ra60100r B H MpaiisiT MimiTes 3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI.
namiHoBaHiii Ty6i; no | JIAMGCAEH 3MiHM y NpoLeci BUPOGHULITBA FOTOBOTO /liKapCbKOro 3acoby,
1 Ty6i B KAPTOHHIA CnN3 (E® BK/IO4AI0UM MPOMIXKHWI MPOAYKT, L0 3aCTOCOBYETHLCS NpU
KopoobLi 3ETI) BMPOBHMLTBI rOTOBOIO NMiKapCbKOro 3acoby (He3HayHa 3miHa y
npoveci BUpO6bHULITBA) - BBEAEHHS HE3HAYHMX 3MiH B MPOLECi
BMPOGHMLITBA FOTOBOTO /TIKAPCbKOro 3acoby; peAakLiiiHi npaBku
[10 onucy npoLecy BUPOGHULTBA B peecTpauiiHux Martepianax.
262. | ®/TYOMISVH TabneTkun BariHa/bHi MegiHoBa LLiseliyapi BignoBigasibHWi 3a Himeuunxa/ BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 6e3 peyenma UA/1852/01/01
no 10 wr; no 6 Al A BMPOGHMLITBO: LLiBeiiuapis noAaHHa HOBOTO cepTudikaTta BignoBigHOCTI EBponenchkiii
Tabnetok y 6nictepi, PotteHzopd dapma chapmakonei Ne RO-CEP 2019-026-Rev 01 ans A®l geksaniHito
no 1 6nictepy B M6X, HimeuunHa,; xnopuay Bif BXe 3aTBEpPAKEHOr0 BUpobHMKa LEBSA SA, Spain,
KapTOHHiiA KopobLlj; BiNOBigaIbHWIA 3a AK HACMIAOK: YTOYHEHHSA HanMcaHHA Ha3BW BUPOGHUKA
no 2 Tabnetkn y nepBrHHe Ta LABORATORIOS ESPINOS Y BOFILL S.A. (LEBSA), Spain;
6nictepi, no 1 BTOPUHHE 3MIHIOTbCS cneyudikauii Woa0 AOMILIOoK
6nictepy B nakyBaHHS:
KapTOHHiiA KOpo6Ll PoTtTeHgopd Papma
mM6X, HimeuunHa,
BiANoBigabHUIA 3a
KOHTPOb AKOCTi Ta
BMNYCK cepil:
MegiHoBa Arl’,
LLiseliuapis
263. | POPTALED NOPOLLIOK A5 [hxeHochapm Benuka HCIC Xeb6ei Kutaii BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/16854/01/01
pO34nHYy AN nrp, BpuTaHis XyaMiH 3MmiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema

iH eKuiiA, no 500 mr
no 1 a6o no 5 a6o
no 10 chnakoHis 3
NMOPOLLKOM Yy
KapTOHHI KOpoo6Li

dapmacboTikan
KomnaHi Mlimiteq

KOHTeliHep/3aKynopoBasbHWIA 3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO /1iKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULb
(Hanpuknag, TabneTok, amnyn TOLW0) B yNakosLi:) - 3miHa nosa
AianasoHoM 3aTBepAKEHNX PO3MIPIB yNakoBKW. 3MiHWN BHECEHI B
po3ain "YnakoBka" B iHCTPYKLiO 4519 MEANYHOro 3aCTOCYyBaHHS
niKkapcbKoro 3acoby y 3B"s13Ky 3 BBEAEHHAM [404aTKOBOI
yNakoBKK, SIK HACNIAOK - 3aTBEPIKEHHSA TEKCTY MapKyBaHHS
[0aTKOBOI YMakoBKW NikapCbKOro 3acoby.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
264. | POPTALE®D NOPOLLIOK ANs [xeHocbapm Benuka HCIC Xeb6ei Kutaii BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/16854/01/02
pPO34nHYy AN ntp, BpuTaHis XyaMiH 3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
iH eKuiiA, no 1000 mr dapmacbloTikan KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
no 1 a6o no 5 a6o KomnaHi flimiteq roTOBOrO J1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
no 10 chnakoHiB 3 (Hanpuknag TabneTok, amnyn TOLW0) B yNakosLi:) - 3miHa nosa
NOPOLLKOM Y AianasoHoM 3aTBepA)KEHNX PO3MIPIB yNakoBKW. 3MiHWN BHECEHI B
KapTOHHI KOpooLi po3ain "YnakoBka" B iHCTPYKLiO 4519 MEANYHOro 3aCTOCYyBaHHS
niKkapcbKoro 3acoby y 3B"s3Ky 3 BBEAEHHAM 404AaTKOBOI
YMakoBKM, SIK HACNIAOK - 3aTBEPMKEHHSA TEKCTY MapKyBaHHS
[0aTKOBOI YMakoBKW NikapCbKOro 3acoby.
265. | ®OPTE3A cnpeii Ans poToBoi JenbTa Weenuyapi | ABAIl IBPAXIM lnay TypeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/13797/02/01
nopoXxHuHu 0,15 % Megiken A CaHai Be TigxapeT 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisay.
no 15 mn a6o 30 mn MpomMoyLLH3 A.U., TypeuyunHa BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX NPO cucTemy
pO34MHY Yy hN1akoHi 3 Al thapmakoHarnsgy (BBeEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
posnuosayem; no thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0co6y, BiANOBIAA/IbHOI
1 donakoHy B 3a 3[iiCHEHHA hapMakoHarnsay; KOHTaKkTHOI 0cobm 3
KapTOHHI KopooLi hapmakoHarnsgy 3asiBHUKa 4151 34iliCHEHHSA hapmakoHarnsgy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkavakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cucTemn chapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHUKa, BiAMNOBIAa/IbHOT 3a (hapMakoHar/ a4, NPonoHoBaHa
pefakuis: JaHinosa Jlapuca BonogummpiBHa; 3miHa KOHTaKTHUX
[aHvX YNOBHOB&XEHOI 0CO6M 3asBHYKa, BigNoBiganbHOT 3a
hapmakoHarnsag
266. | DOPTESA pPO34MH AN POTOBOT [enbTa Weeliuapi | ABAl IBPAXIM Inay TypeyunHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 peyenma UA/13797/01/01
nopoxHuHn 0,15 % Megiken a CaHai Be TigxapeTt 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
no 60 mn a6o 120 MpomMoyLUH3 A.U., TypeuyunHa BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX AaHWX NPOo cucTemMy
M/ PO3YMHY Y Al hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo cuctemy
cnakoHi, o 1 hapMakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0CO6U, BiANOBiga/IbHOT
ch/1aKoHy B 3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
KapTOHHiiA KOpo6Ll thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0co6u,
BiANOBIAANLHOI 3a 3ilicHeHHS (hapmakoHarnaay (Bkavawum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-ghaiina
cuctemn doapMakoHarnisgy) - 3MiHa ynoBHOBaXKEHOT 0cobu
3asBHMKa, BiANOBIAA/IbHOT 38 hapmakoHarnsag;
nponoHosaHa pefakuis: JaHinosa Nlapuca BonogmmupisHa;
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXXEHOT 0CO6W 3asiBHNKA,
Bi4NoBigaNbHOI 3a hapmakoHarnsag
267. | XNNOPIrekCcum po3uuH 0,5 mr/mn no | ToBapucTBO Ykpaina BCi cTagii YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 peyenma UA/10769/01/01
ANH- 50 mn 'y dhnakoHax 3 BMPOGHMLITBA, BBOAMUTLCA HOBUIA NocTavanbHuk TOB “CtaTyc”, YkpaiHa
340POB'A nonimepHux, no 100 06MEXeHOo KOHTPO/1b SIKOCTI, hnakoHiB nonimepHux (chnakoHn ®r1-125 ta ®ri-100) Ta
My donakoHax Bignosigaib BUMYCK Cepii: 3aKynoproBasibHMX 3ac06iB [0 HUX (KPULLIKW Nif KpanenbHULI Ta
noniMepHnX HiCTIO ToBapucTBoO 3 npo6ku-KkpanenbHWL,i) JOAATKOBO A0 3aTBEPMKEHUX BUPOOHUKIB
"®apmaueBT 06MeXeHOo TOB “lMnacTtxim”, Ykpaina ta TOB “MPO®INNACT NTA",
nyHa BIAMNOBIAA/TLHICTIO YkpaiHa. AkicHulA Ta KiNbKiCHWIA cknag, nakyBaslbHOro matepiasny
KOMNaHis "dapmaueBTnyHa He 3MiHnamncs.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
"3nopos'a” KOMMaHis FAK HacnigoK BiAGYNMCb HE3HAYHI 3MiHM rabapuUTHUX PO3MipiB
"380poB'a", YkpaiHa; NEepBUHHOT YNaKOBKM; CYNyTHS 3MiHa - 3MiHK 3 IKOCTi. [OTOBWMiA
BCi cTagii nikapcbknii 3aci6. Cuctema KoOHTenHep/3aKynopoBasibHWiA 3aci6.
BMPOGHMLITBA, 3miHa dhopmun abo po3Mipy KOHTelHepa Yu 3aKynoproBasIbHOr0
KOHTPO/Ib SIKOCTI: 3acoby (NepBMHHOT yNakoBkK) (HeCTepubHi Nikapcbki 3acobu)
ToBapucTBO 3
0bMexeHoto
BIANOBIA&/IbHICTIO
"XapkiBCbke
thapmaueBTUyHe
nigNpPUEMCTBO
"3p0poB A Hapoay",
YKpaiHa
268. | XYMYNIH cycneHsis ans Ninni ®paHc PpaHuis Ninni ®paHc PdpaHuis BHECEHHS 3MiH [J0 peecTpaviiiHix MmaTepianis: BUNpaB/eHO 3a peyenmom UA/8569/01/01
HNX iH'ekyin, 100 MO/mn, TEXHIYHY MOMW/IKY B IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHS
no 3 MN y CKIsAHOMY nikapcbKoro 3acoby y po3aini "Cnocib 3acTtocyBaHHs Ta go3n", a
KapTpuaxi; no 5 came, BuAaneHo fy6/110BaHHS MasltoHKy Npuknagy A03yBaHHS
KapTpuaxXis y LUNPUL-PYYKW, A0AAHO MPOMYLLEHNI BIPHWUIA MaIlOHOK;
KapTOHHI naJi; no 3a3HayeHe BUNpPaB/IEHHs BignoBigae apXiBHUM MaTepianam
3 M1y CKISIHOMY peecTpauiiHoro focbe
KapTpuaxi; no 1
KapTpuaKy y
LUINPUL-pYyYL
KBiklMeH; no 5
LUNPWLI-PYYOK Y
KapTOHHIN nayui
269. | LE®DA3ONIH NMOPOLLOK A/15 MpuBatHe YkpaiHa BMPOBGHMLTBO Ta YkpaiHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianiB: BUNpaBieHo 3a peyenmom UA/18375/01/02
KOMBI PO3YUHY ANS1 iH'EKLLA akuioHepHe nepBuHHe KuTaiicbka TEXHIYHY NOMUJIKY Y TEKCTi MapKyBaHHS YNakoBKW NikapCbKoro
nolr,nola6os, TOBapucTBO nakyBaHHs HapogHa 3acoby - 3anponoHosaHo: BIJOMOCTI, WO BKA3YIOTbCHA HA
a60 50 dpriakoHiB y "Jlekxim - PO3YMHHNKIB, Pecny6nika | 30BHILHIA YNAKOBLL JIKAPCbKOIO 3ACOBY LIE®A3O/IH
nauui, 1 donakoH 3 Xapkis" BTOPUHHE KOMGi, NOPOLLOK ANs1 pPO34nHY AN iH'ekuiii no 1 r; MAYKA Ne5 —
nopotukom Ta 1 nakyBaHHs, BTOPVHHA YTIAKOBKA - ; 4. IKAPCbKA ®OPMA TA
amnyna 3 KOHTPO/b Ta BUMYCK KINbKICTb OAVHNLE B YTNAKOBLII - NOpoLWOoK AN po34nHy
PO34MHHKKOM (BOAA cepii roToBoro ONA iH'eKUii N0 1 T ; NOPOLLOK A4/1a pacTBopa A8 UHBbEeKUMiA no 1
Ons iH'ekuii no 10 NiKapcbKoro 3acoby: r; 5 donakoHiB ; 5 hnakoHOB; 3a3HaueHe BUNPaBIEHHS
MJ/1 B amnyni) B MpuBaTHe BignoBigae marepiasiam peecTpauiiHoro 4oCbe
6nictepi, 1 6nictep akuioHepHe
y nauui TOBapuUCTBO "J1ekxim
- XapkiB", YkpaiHa;
BMPOGHULITBO Ta
nepBuHHe
nakyBaHHS MOPOLLKY:
PetoHr
PapmacboTuKasl
Ko., NT4., Kutaiicbka
HapopgHa
Pecny6nika
270. | UE®ENIM NOPOLUOK A/1s TOB "HOpis- YkpaiHa TOB "lOpis-®apm"”, YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB; 3MiHM | Tvny - 3a peyenmom UA/18092/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo2o
nocsio4eHHs1

HOPIA-PAPM

PO3YUHY ANS iH'EKLA
no 1000 mr, donakoH
3 NOPOLLKOM; Mo 1
a6o no 10 chnakoHis
y Kopobui

dapm”

YkpaiHa (nakyBaHHs
i3 popmu in bulk
HCIC Xebeli
XyamiH
PapmacbloTikas
Komnawi flivites,
Kutait)

BBE/ZIEHHS 40AAaTKOBOro napameTpy creuudikauii 113 3a
NOKa3HUKOM «[MOBHOTA PO3UYMHEHHS Ta NPO30PICTb PO3UMHY»
(MoBHOTa PO3YMHEHHS, NPO30pPICTb, BUAVMI YacTKu) BigNOBigHO
[0 USP <1>; 3miHu | TMNy - 3MiHa AONYCTUMMUX MEX
cneumnagikauii M'N3 3a nokasHUKOM «CynpoBigHi AOMILLKM», 3rigHO
BMMor moHorpadii USP Cefepime for injection - 3anponoHoBaHa:
pefakuis gomiwka A — He 6inblue 0,5%; gomiwka C — He GinbLue
0,5%; 6yab-aka iHLWa AoMilka — He binblue 0,5%; cyma AOMILLOK
— He 6inbLue 2,2%; 3MiHn | TUNY - BUIYYeHHs 3i cneymdikawi
'N3 nokasHvKa AKOCTi: «BigxnneHHs Big cepegHbOr0 BMiCTY
thnakoHy» USP <905>; cynyTHs 3MiHa - 3MiHW 3 SIKOCTi. F0TOBMIA
nikapcbknit 3aci6. KOHTPOb rOTOBOrO NiKapcbKoro 3acoby.
3miHa y MeToAax BUNpoGyBaHHS roTOBOrO JlikapCbKoro 3acoby
(&ns npuBeaeHHs y BiANoBigHICTL 3 AdY abo EBponeiicbkot
hapMakoneern Ta BUYyYEHHS NOCUIAHHSA Ha 3acTapinunii
BHYTPILLHI MeToA BUNPOByBaHHS i ioro Homep); 3MiHn | Tuny -
npuBeLeHHA MeToaMK BUNpobyBaHHA /13 3a nokasHukamu «N-
MeTunniponignH», «CynpoBifHi AOMiLLKM», «OAHOPIAICTb
[1030BaHNX 0ANHNLL», «KifbKiCHe BU3HAYEeHHA» 40 BUMOT
MoHorpadii USP Cefepime for injection Ta opuriHaibHux
mMarepianis BUPOGHMKa

271.

LVUTOCENB®

PO3YUH NS iH'EKLN,
100 mr/mn, no 5 mn
B amnyni; no 5
amnyn y kaceri; no 2
KaceTun B nauui 3
KapToHy; no 5 mn B
amnyni; no 10
amnyn y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHY

TOB HB®
«MIKPOXIM

»

Ykpaina

BignoBigasnbHWiA 3a
BMPOBHULTBO Ta
KOHTPONb/BMNPOGYB
aHHs cepil, He
BK/THOHAI0UMN BUMYCK
cepii: MpuBaTtHe
akuioHepHe
TOBapuCTBO “J1ekxiMm
— XapkiB”, YKpaiHa;
BignoBigasnbHWiA 3a
BMNYCK cepil, He
BK/IHOYAOYM
KOHTPO/b/BUNPOGYB
aHHsa cepii: TOB
HB® "MIKPOXIM",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHNX AaHVX Npo cuctemy
hapmakoHarnsay, 3amMiHa yrnoBHOBaXXeHO! 0co6u, BiANOBifabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavarumn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MmillleHHi macTep-haina
cucteMun chapMakoHarnsay) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg. 3viHa agpecy 34ifiCHEHHSI OCHOBHOT
LisNbHOCTI 3 thapmakoHarnagy. 3MiHa MicLe3HaxX04KeHHs
mMacTep-tharina cucteMu hapmakoHarnsgy

3a peuernmom

UA/18016/01/01

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmaneBTUYHOrO0 3a0e3neueHHs

Isan 3A/IBOPHUX
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