MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis

11 moToro 2021 poky Ne 238

IIpo jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JIKapCcbKHX 3aco0iB (MegMUHUX
iMmyHo0Oio/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKUX 3acobiB,
3aTBep/pKeHOro MocTaHoBoi0 Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOIO ITANMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBepKeHOro MocTaHoBO KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacrasi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHuX  rperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIIepTHUM 1jeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPy JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (JoAaTokK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KoHTpo/sb 3a BHKOHAHHAM I[bOI0 HakKasy I[IOKJIAaCTA Ha 3acCTyHUKa
MiHicTpa 3 muTaHb €BPOIEKCHKOI iHTerpaii IBamjenka [.A.

MinicTp Makcum CTEITAHOB



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

11.02.2021 Neo 238

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. BIHOPE/NBIH | kancynun m'siki no 80 AnBoreH Bonrapis BMPO6HMLTBO chopmu "in bulk"”, TaiBaHb/ peecTpauist Ha 5 pokis 3a He UA/18548/01/03
ANBOTEH mr, no 1 kancyniy Papma NepBUHHE Ta BTOPUHHE ManbTa MepiognyHicTb NoAaHHA perynsipHo peyenmom nionsizae
6nictepi; no 1 TpeiaunHr nakyBaHHs1, KOHTPO/1b AKOCTI, OHOBJ/IOBAHOIO 3BITY 3 6e3neku,
6nicTepy y KapTOHHIi tOpon TecTyBaHHA Ta 36epiraHHs BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
nauuj OTOB NPOTAroM 34iCHEHHS hapmakoHarnagy, 3aTBepKeHoro
pocnimpkeHb 3 CTabifibHOCTI: Haka3om MiHicTepcTBa OXOPOHU 340POB’A
Notyc ®apmacsioTukan Ko., Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
NTa., TaliBaHb; 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
BMPOGHUK, BigNOBifaIbHUIA 3a YkpaiHnu 29 ciuHa 2007 poky 3a Ne
BTOPVHHE MakyBaHHA, 73/13340 (y pegakuii Hakaly MiHicTepcTBa
TecTyBaHHS Ta BUMNyCK cepil: OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs
dapmagokc Xenckea J1ta,., 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
ManbTa CTpOKamu, 3a3Ha4eHnMKn y NepioanyHoCTI
NnoJaHHs perynsipHuX 3BiTiB 3 6e3MneKu.
2. BIHOPE/IBIH Kancynu m'saki no 30 AnBoreH Bonrapis BUPO6HMUTBO chopmm "in bulk", TaiiBaHb/ peecTpadist Ha 5 pokis 3a He UA/18548/01/02
ANIBOTEH mr, no 1 kancyniy dapma nepByHHE Ta BTOPUHHE ManbTa peyenmom | nionsi2ae
6nicTepi; no 1 TpegunHr nakyBaHHs1, KOHTPOJS1b AKOCTI, MepioAnYHICTb NOJAHHA PErynsapHO
6nicTepy y KapTOHHIi tOpon TecTyBaHHs Ta 36epiraHHs OHOB/OBAHOIO 3BITY 3 6e3neku,
nauuj OTOB NPOTAroM 34iCHEHHS BiANOBIAHO A0 MopsAaKy 3A4jiCHEHHS
[ocnigpKeHb 3 CTabiNbHOCTI: hapmakoHarnsagy, 3atBepxeHoro
JNotyc ®apmacstotukan Ko., Haka3zom MiHicTepcTBa OXOPOHU 340POB’A
Nita., TaliBaHb; Ykpainu Big 27 rpygHsa 2006 poky Ne 898,
BMPOGHUK, BigNoBigabHWIA 3a 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
BTOPMHHE MakyBaHHA, YkpaiHnun 29 ciyHs 2007 poky 3a Ne
TecTyBaHHA Ta BUNYyCK cepil: 73/13340 (y pegakuii Hakaly MiHicTepcTBa
dapmagokc Xenckea JiTa,., OXOPOHY 3[,0pOB's YKpaiHu Bif 26 BepecHs
ManbTa 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4eHnMM1 y NepioanyHoCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
3. BIHOPE/NBIH | kancynu m'ski no 20 AnsoreH Bonrapis BMPO6HULTBO chopmu "in bulk”, TaiiBaHb/ peecTpaduist Ha 5 pokis 3a He UA/18548/01/01
ANBOrEH Mr, no 1 kancyniy dapma rnepBuHHe Ta BTOPUHHE MasibTa MepioAnYHICTb MOAAHHS PErYNSAPHO peyenmom nionseae
6nicTepi; no 1 TpenanHr nakyBaHHs, KOHTPO/Ib AKOCTI, OHOB/IIOBAHOTO 3BITY 3 6e3neku,
6nicTepy y KapTOHHil tOpon TecTyBaHHA Ta 36epiraHHs BiANOBIAHO A0 MOPsAKY 34iACHEHHS
nauui OTOB NPOTArOM 34iACHEHHS hapMakoHarnsay, 3aTBepaXeHoro
[ocnigpkeHb 3 CTabinNbHOCTI: Haka3om MiHicTepcTBa OXOPOHU 340P0B’A
Notyc ®apmacsioTukan Ko., Ykpainu Bif, 27 rpyaHa 2006 poky Ne 898,
Nita., TaiBaHb; 3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
BMPOGHUK, BigNOBifabHUIA 3a YkpaiHnu 29 ciyHs 2007 poky 3a Ne
BTOPMHHE MaKkyBaHHA, 73/13340 (y pegakuii Hakasy MiHicTepcTBa
TeCTyBaHHS Ta BUNYCK cepil: OXOPOHW 340pPOB'st YKpaiHu Bif 26 BepecHs




4

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dapmapgokc Xenckea J1ta,,
ManbTa

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

JAP®EH®
Kiac

CyCMneHs3is opasibHa
100 mr/5 mn, no 100
My donakoHi abo no
200 mn y cpnakoHi; no
1 chnakoHy y
KOMMNeKTi 3i
LUMPULIOM-A03aTOPOM
B nauuj

MpAT
"®apmaueBT
n4yHa hipma

"fapHuua”

YKpaiHa

BUMPOGHULITBO, NEPBUHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b AKOCTI, BUMYCK cepii
rOTOBOrO NPOAYKTY:
damap HepepneHg b.B.,
Higepnangy;
BUMPOGHULITBO, NEPBUHHE Ta
BTOPVHHE NakKyBaHHS, BUNYCK
cepii roToBOro NPoAyKTy:
Epedhapm, C.J1., IcnaHis;
KOHTPO/b SKOCTI (3@ BUHATKOM
MiKPOGIO/I0rYHOro KOHTPOSIIO),
BMMYCK Cepii roToBOro
NPOAYKTY:
dapmanigep, C.A., IcnaHis;
MiKpOGIOIOriYHUIA KOHTPOb
(cy6nigpagHuK komnaHii
Farmalider, S.A.);
Biona6, C.J/1., Icnanis

HigepnaHngm
/

IcnaHis

peecTpauisi Ha 5 pokis
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340pPOB’S
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMK Y NepiognyHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

He
nionsieae

UA/18549/01/01

OAP®EH®
KIAC ®OPTE

CYCMeHs3is opasibHa,
200 wmr/5 mn, no 100
MmNy dpnakoHi; no 1
hNakoHy y KOMNAEKTi
3i LWINpULOM-
[103aTOpPOM B navui

MpAT
"®apmaueBT
nyHa hipma

"fapHuua"

YKpaiHa

BMPOGHULITBO, NMEPBUHHE Ta
BTOPUHHE NakyBaHHs,
KOHTPO/b SIKOCTI, BUMYCK cepil
rOTOBOrO NPOAYKTY:
damap Hepepnena b.B.,
Higepnangu;
BMPOGHULITBO, NMEPBUHHE Ta
BTOPUHHE NakyBaHHS, BUNYCK
cepii roToBOro NPOAYKTY:
Enedapm, C.J1., IcnaHis;
KOHTPO/b SKOCTi (3& BUHATKOM
MiKpOG6iO/I0riYHOr0 KOHTPOIIO),
BMNYCK Cepii roTOBOro
NpoayKTy:
dapmanigep, C.A., Icnanis;
MiKpOG6IO/IOriYHNIA KOHTPOb
(cy6nigpagHuK KomnaHii
Farmalider, S.A.);
Biona6, C.J1., IcnaHis

Higepnanaun
/

Icnanis

peecTpadist Ha 5 pokis
MepioanyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi loCcTuLji
Ykpainun 29 ciyHa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnMKn y nepioanyHoCTI
NoAaHHsA perynsipHyX 3BiTiB 3 6e3neku.

6e3
peuyenma

He
nionseae

UA/18550/01/01

NOPACENB®

TabneTkn ansa
PO3CMOKTYBaHHS, Mo
10 TabneTok y
6nictepi, no 1 a6o 3
6nicTepy B navw,i

TOB
"APTEPIYM
nTo”

YkpaiHa

MAT "KuiBmegnpenapart”

YkpaiHa

peecTpauist Ha 5 pokis
MepiognyHicTb NoAaHHA perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopaaKy 34iMCHEHHS
thapmakoHarnsay, 3aTBepKeHoro
Haka3om MiHicTepcTBa OXOPOHU 340POB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,

6e3
peyenma

nionsieae

UA/18557/01/01




5

6nictepn y nauuj

OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro

Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLii
Ykpainun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBMTb: 3rigHO 3i

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
YKkpaiHnu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMKn y NepioanyHoCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3Mneku.
7. OKCUKOAOOH | po3uunH ANs iH'eKUild, AT Nartsis BCi cTagii BUpo6bHM4oro CnosayymHa peecTpauist Ha 5 pokis 3a He UA/18551/01/02
KANUEKC 50 mr/mnno 1 mn B "Kanuekc" npotiecy, Kpim BUNYyCKy cepii: / MepiognyHiCTb NOAAHHA PErynspHo peyenmom | nionsi2ae
amnyni; no 5 amnyn 'y XBM ®apwma c.p.o., Natsis OHOBJIHOBAHOTO 3BITY 3 6Ge3Meku,
KOHTYPHIli YapyHKOBIl CnoBayuunHa; BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
ynakosLi; no 1 a6o 2 BMPOBHUK, SIKWIA Bignosigae 3a hapMakoHarnsay, 3atBepaXeHoro
KOHTYPHUX KOHTPONb Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
YapyHKOBUX YNakoBOK cepii/BMNpo6yBaHHs: Ykpainu Bif 27 rpyaHsa 2006 poky Ne 898,
B Nauuj 3 KApTOHY AT "I'piHgekc”, NaTB.is; 3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
BMPOGHWK, KW BignoBigae 3a Ykpainu 29 ciuHs 2007 poky 3a Ne
BUNYCK cepil: 73/13340 (y pegakuii Hakasy MiHicTepcTBa
AT "Kanuekc", NlaTsis OXOPOHW 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
8. OKCUKOAOOH | po3unH A5 iH'eKUIl, AT Nartsis BCi cTagii BUpOGHMYOro CnosayymHa peecTpauist Ha 5 pokis 3a He UA/18551/01/01
KANUEKC 10 mr/mn, no 1 mn a6o "Kanuekc" npouecy, KpiMm BUNycky cepii: / MepioAnYHICTL NOAAHHS PerynsapHo peyenmom | nidssieae
2 mn B amnyni; no 5 XBM dapma c.p.o., Natsis OHOB/IIOBAHOrO 3BITY 3 6e3Mneku,
ammnyn y KOHTYpHIiA CnosayuunHa; BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
YapyHKOBIli ynakoBL; BMPOGHUK, SIKMiA BignoBsigae 3a hapmakoHarnsay, 3aTtBepxXeHoro
no 1 abo 2 KOHTYPHUX KOHTPO/b Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
YapyHKOBMX YNakoBOK cepii/BunpobyBaHHs: Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
B Naulj 3 KApTOHY AT "I'piHgekc”, NaTB.is; 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
BMPOGHUK, SKWA BignoBsigae 3a Ykpainu 29 ciuHs 2007 poky 3a Ne
BUNYCK cepil: 73/13340 (y pegakuii Hakasy MiHicTepcTBa
AT "Kanuekc", NlatBis OXOPOHW 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMK Y NepiognyHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.
9. TAK/OP Tabnetku, no 25 Mr no TOB Ykpaina MAT "KuiBmegnpenapat" Ykpaina peecTpauist Ha 5 pokis 3a He UA/18560/01/01
10 TabneTok y "APTEPIYM peuyenmom | nidsisieae
6nicTepi; no 3 nta MepiognyHiCTb NOAAHHA perynsipHo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
CTpOKamu, 3a3Ha4yeHMK Y NepiognyHOCTI
noflaHHA perynspHuX 3BiTiB 3 6e3neku

10. YNICCA TabneTku, BKpUTI AnBoreH Bonrapis Xaynt ®apma MioHcTep M'M6X Himeuunna peecTpauist Ha 5 pokis 3a He UA/18552/01/01
MN/1iBKOBOIO dapma MepiognyHicTb NoAaHHA perynsipHo peyenmom | nionsizae
060110HKO0, No 30 Mr; TpeianHr OHOB/IIOBAHOTO 3BITY 3 6e3neku,
no 1 TabneTui, BKPUTIiA tOpon BiANOBIAHO A0 MopsAaKy 34jiNCHEHHS
nNiBKOBOIO OoTOB chapmakoHarnsgy, 3aTBepikeHoro

060/10HKOI0, Y
6nictepi; no 1
6nicTepy B KapTOHHIl
naJui

Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnMKn y NepioanyHoCTI
NnoJaHHs perynsipHuX 3BiTiB 3 6e3MneKu.

FeHepanbHU AUpeKTop

AupekToparty hapmaleBTUYHOro 3a6e3neyeHHs OnekcaHgp KOMAPIOA



Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

11.02.2021 Neo 238

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

BHOCATLCA A0 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHI

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asisHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs1

ACTATOP 4

TabNeTKkn XyBaslbHi
no 4 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepny
KapTOHHIA ynakoBsL,i

TOPPEHT

®APMAChH

OTIKANC
nTa

IHais

TOPPEHT
®APMACHIOTIKANC
nTh

IHZis

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro
3acTOCyBaHHSA MikapCcbKoro 3acoby y posginax
"hapmakoTepaneBTyHa rpyna” (LoA0 HasBew),
"®apmakonoriyHi Bnactnsocti”, "MokasaHHs"
(yTouHeHHs iHchopmauii), "MpoTrnokasaHHA",
"B3aemMogis 3 iHWMMM NikapCbKUMK 3acobamm Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi
ab0o rogyBaHHsA rpyaar”, "3gaTHiCTb BNAMBaTK Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCMNOPTOM
abo iHWKMKU MexaHiamamu”, "Cnocibé 3acTocyBaHHs
Ta gosun”, "Mepepgo3yBaHHA", "Mo6IYHI peakuii”
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (CUHIYNAP®, Tabnetku
XyBaJlbHi M0 4 Mr, no 5 mr).
MepiognyHiCTb NOAAHHSA PETrYNSPHO OHOBJIIOBAHOIO
3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iACHEHH:
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3MneKu.

3a
peyenmom

He
nionsiecae

UA/14663/01/02

ACTATOP 5

TabneTkv XyBasbHi
no 5 mrno 10
TabneTtok y 6nictepi;
no 3 6nictepn y
KapTOHHIA ynakoBL,i

TOPPEHT

®APMACb

tOTIKANC
nTa

IHais

TOPPEHT
®APMACHIOTIKANC
nTg

IHais

MepepeecTpauis Ha HEOOGMEXEHWNIA TEPMIH.
OHOB/1eHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro
3acTOCyBaHHSA MikapCcbKoro 3acoby y posginax
"apmakoTepaneBTMyHa rpyna” (oo HasBsw),
"®apmakonoriyHi BnactnsocTi”, "MokasaHHS"
(yTouHeHHs iHchopmawi), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3acTocyBaHHs", "3acTocyBaHHs y nepios, BaritHoCTi

3a
peyenmom

He
nionsieae

UA/14663/01/03
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no 1 wmr; 10 amnyn 3
niocpinizatom y
nauuj

3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakaly MiHicTepcTea

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
abo rogyBaHHsA rpyaar”, "34atHicTb BIIMBATU HA
LIBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMKU mexaHriamamu”, "Cnocib 3acTocyBaHHA
Ta gosun", "MNepenosysaHHs", "No6iyHi peakuii”
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (CUHIYNAP®, Tabnetku
XXyBaJlbHi M0 4 wmr, no 5 mr).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHH:
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3neKu.
3. BYCTPUKC™ | cycneHsia gns nakcoCmit Benuka "nakcoCmiTKnsiiH Benbris MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14955/01/01
KOMBIHOBA iH'ekuin 0,5 mn/po3y, KnsiiH BpuTaHis Bionoaxikans C.A. OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro peuyenmom | nidssieae
HA no 1 gosiy Ekcnopt 3acTOCyBaHHS MikapCbKOro 3acoby y posginax
BAKUVHA nonepeaHLo Nimiten "apmakoTepaneBTuyHa rpyna” (pegaroBaHo TekcT
ansa HanoBHEHOMY po3ziny 6e3 thakTUyHOI 3MiHN Koy ATX),
MPO®DINAKT wnpuui; no 1 "B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
KU nonepeaHbO iHWi BUAM B3aemogijin”, "OcobmBoCTi
OUNDTEPII, HarnoBHeHOMY 3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHoCTi
NMPABLA, LUINPULY Y KOMMNEKTI abo rogysaHHs rpyaato", "MobiuHi peakwyii"
KALUIHOKY 3 BOMA rosikamu B BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO 6e3neku, sika
(ALENONAP nnacTMKoBomy 3a3HaveHa B MaTepiasiax peecTpauiiHoro focChe.
HNA KOHTelHepi; no 1 MepiognyHICTb NOAAHHSA PErysiPHO OHOB/IIOBAHOTO
KOMMOHEHT | koHTeliHepy y 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicCHeHHS
) KapTOHHIlA KopooLi hapMakoHarnsaay, 3aTBepAXeHoro Hakasom
(AACOPBOB MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
AHA, 3l rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
SMEHLLEHN MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
M BMICTOM Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
AHTUrEHIB) OXOPOHM 300POB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
4, OANAPIIH - niocpinizat ans AT "BIONIIK" | YkpaiHa AT "BIOJIIK" YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/5028/01/01
BIONIIK® PO34MHY 415 iH'EKLR MepiognyHICTb NOAAHHSA PErYSiPHO OHOB/IIOBAHOTO peyenmom nionseae




9

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsio4YeHHs

OXOPOHM 300pPOB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHUMN Y NepiognMYHOCTI NOJaHHS PerynsapHuX
3BITIB 3 6e3neKu.

OVNKNO®EHA
K

rens, 10 mr/r, no 40
ry Ty6i; no 1 Ty6i B
nauuj 3 KapToHy

NAT
"Ximcpapmsa
BO/,
"UepBoHa
3ipka"

YKpaiHa

MAT "Ximdapm3sasoz

"YepsoHa 3ipka"

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHoB/EHO iHdhopMaLiio y po3ginax
"MpoTrnokasaHHsa", "3acTocyBaHHA y nepiog,
BariTHOCTI ab0 rofyBaHHA rpyaar” (yTOUHEHHS

iHchopmawii), "Cnoci6 3acTocyBaHHsS Ta

003n"(YTOUHEHHS iHdhopmaLii) iHCTpyKLii gns
MeAMYHOro 3acTOCYBaHHA NMikapCbKoro 3acoby

BiAMNOBIAHO 40 OHOBEHOT iHChopMaL,i LWoao 6e3nekn

3aCTOCYBaHHS Ajl040i PeYOBUHM.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BITY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27

rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B

MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa

OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs 2016

poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,

3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX

3BITIB 3 6e3neKku.

6e3
peuyenma

nionsieae

UA/0708/02/01

EHTEPOCMA
3MiIn

kancynu, no 15
Kancyn y 6nictepi;
no 1 a6o 2 6nictepn
B KapTOHHIi kopo6Lyi

Anbpacirma
dpaHc

PpaHuis

Anbdacirma C.n.A.

ITanisa

MepepeecTpalist Ha HeoBMEXEHN TEPMIH.
OHoBNeHO iHthopmaLio y po3ainax "MNokasaHHA",
"MpoTunoka3saHHa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco61MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaaro”(YyTouHeHHs iHdhopmadii), "3aaTtHicTb
BM/IMBATU Ha LUBMAKICTb peakLii npy KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHWMMK
MexaHizMamu'"(yTouHeHHs iHdbopmadii), “Croci6
3acTocyBaHHA Ta 031" (YTOUHEHHS iHdopmalii),
"[iTn"(yTouHeHHs iHcbopmadiii), "MobiuHi peakuii”
IHCTPYKL|i A1 MEAMYHOTo 3aCTOCYBaHHSA
nikapcbKoro 3acoby BiANOBIAHO A0 OHOBMEHOI
iHchopmawii WwoAo 6e3nekn 3acTocyBaHHSA Ajilounx
PEYOBUH.

MepiognyHICTb NOAAHHA PErYNSPHO OHOBJIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
thapmakoHarnagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHM 3040pOB'A YKpaiHu Big 26 BepecHs 2016

6e3
peyenma

niosnsicae

UA/11345/01/01
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TabneTok y 6nictepi;
no 2 6nictepny
KapTOHHIlA KopoobLi

3acTOoCyBaHHSA MikapcbKoro 3acoby y posginax

"MokasaHHsA" (YyToUHeHHs iHdopmauii), "OcobamBocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BaritHoCTi

abo rogyBaHHs rpyaar0" (yTouHeHHs iHcbopmadii)

BiAMOBIAHO 4O MaTepiasliB peecTpauiiHoro fOChE.
MepiognyHiCTb NOAAHHSA PETrYNSPHO OHOBJIIOBAHOIO
3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iACHEHH:

chapmakoHarnsgy, 3aTBepKEHOro Hakasom

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3neKu.
7. NAHTEC PO34YUH OpasTbHUIA, CninbHe YkpaiHa CninbHe yKpaiHCbKo- YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsizae UA/11561/01/01
50 mr/mn1no 60 M1 B | yKpaiHCbKO- icnaHcbke OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro peuyenma
KOHTelHepi; no 1 icmaHcbke nigNpPUEMCTBO 3acTOCyBaHHS MikapCbKOro 3acoby y posginax
KOHTEliHepy 3 nignprvemcTs "Cnepko YkpaiHa" "MpoTunnokasaHHs", "OcobaMBOCTI 3acTOCyBaHHS",
[03YH04UM LINpULOM 0 "Cnepko "3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
y nauyli 3 KApTOHY; YkpaiHa" rpyaar”, "Mo6iyHi peakyii” BiaNoBiAHO A0 OHOBMEHOI
no 200 mn y iHchopmaii 3 6e3nekun AjtoHoT peyoBUHU.
KOHTeliHepi; no 1 MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOMO
KOHTeliHepy 3 3BITY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHEHHS
MipHUM dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
CTakaH4nkoM y MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
naJui 3 KapToHy rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
8. Mmocua Mt Tabnetkv no 5 wmr, ToppeHT IHais ToppeHT IHais MepepeecTpauisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/3509/01/02
no 10 TabneTtok y dapmachboTi dapmacbtoTikanc /ta, BHeceHO oHOBNEHY iHOpMaLito B IHCTPYKLil0 An1A peyenmom | nidssieae
cTpuni, no 3 cTpunu Kanc Nitg MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
Y KapTOHHii po3ginis "Oco6nmBOCTI 3acTocyBaHHS", "M0o6IYHI
ynaxoBLi peaxuii” BignoBigHO A0 OHOBMEHOT iHhopmaLi 3
6e3nekun Aitoyoi PeYOBYHM NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHY 34,0pO0B's YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
9. CUHYNPET® | TabneTkun, BKpUTI BioHopvka | HimeyunHa BioHopuka CE HimeuunHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionseae UA/4373/01/01
060n0Hkot no 25 CE OHOB/EHO iH(hopmaL,ito B IHCTPYKLiT AN MeguyHOro peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHn 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3MeKu.

10.

COPUTMIK

Tabnetkv no 80 mr
no 10 Tabnetok y
6nictepi; no 2
6nicTepu B nayw,

AT
"KUIBCbKW
i
BITAMIHHU
1 3ABOA"

YkpaiHa

AT "KI/I'I'BCbKI{II/I
BITAMIHH1IN
3ABO4"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PErynsapHuX
3BITIB 3 6e3MeKu.

3a
peyermom

He
nionsieae

UA/4543/01/02

11.

COPUTMIK

Tabnetkv no 160 mr
no 10 Tabnetok y
6nictepi; no 2
6nicTepy B nayw,

AT
"KUIBCbKW
"
BITAMIHHI
 3ABOL"

Ykpaina

AT "KI/I'I'BCI:KI{II/I
BITAMIHH1N
3ABO"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
MepioAnyHICTL NOAAHHA PETYNSAPHO OHOBJIIOBAHOIO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognMYHOCTI NOJaHHSA PeryasapHUX
3BITIB 3 6e3MeKu.

3a
peyerimom

He
niosnsicae

UA/4543/01/01

12,

TENCAPTAH-
H

Tabnetkn no 80
mr/12,5 mr, no 7
Tabnetok y 6nictepi;
no 2 abo 4 6nictepn
B KapTOHHI Kopo6Lyi

4-p Peagi'c
Na6opaTtopi
clitg

IHais

[-p Peapai'c
Na6opartopic /ITg

IHais

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro
3acTOCyBaHHSA MikapcbKoro 3acoby y posginax
"MpoTmnokasaHHA", "Oco6aMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaar”, "3aatHicTb BNANBATU Ha LWBUAKICTb peakLi
npw KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWVMK
MexaHizmamu", "Mo6iuHi peakwii” BignoBigHO A0
iHbopmawii pethepeHTHOro nikapcbKoro 3acoby
MIKAPONCINIIOC®.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHH:
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciyHa 2007 poky 3a

3a
peyenmom

He
nionsiecae

UA/14775/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1

Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0p0B's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3MeKu.

FeHepasibHUIA UPEKTop

AunpekToparty hapmaueBTUYHOro 3a6e3neyvyeHHs

OnekcaHgp KOMAPIAA




NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

AopaTtok 3

A0 akasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

11.02.2021 Ne 238

Ne Hassa dopma surnycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) NnocBi04Y€eHHs1
1. ABIKCA TabneTku, BKPUTI NyHp6ek [JaHis X. NyHpbek A/IC [JaHis BHECEHHS 3MiH [J0 pEECTpaLiiiHNX MaTepianiB: yTOUHEHHSA 3a UA/4760/01/01
NNiBKOBOIO Ekcnopt A/C HanucaHHA ynakoBKu B Hakasi MO3 YkpaiHu Ne 90 Big peyenmom
o6osoHkKoto, no 10 20.01.2021 B npoueci BHECEHHS 3MiH (3MiHW | TUMY - 3MiHK
Mr no 14 tabneTok y wopo 6esnekv/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) -
6nicTepi; no 2 3MiHV BHECEHO B iHCTPYKL,O 4719 MEAMNYHOIO 3aCTOCYBaHHS
6nictepn y nikapcbkoro 3acoby y p. "Ynakoska"). Pefakuis B Hakasi:
KapTOHHili KopooLi TabneTku, BKPUTI NNIBKOBOO 060/10HKO0, N0 10 mr no 14
TabneTok y 6nictepi; no 2 6nicTepy y KapTOHHIl ynakosLj. BipHa
pepakuis: Ta6neTku, BKpUTI NN1iBKOBOK 060OJIOHKOO, 1Mo 10
Mr no 14 Ta6netok y 6nictepi; nNo 2 6icTepyn y KAPTOHHiIW
KopooLii.
2. AMMOPUN® Tabnetku no 2,5 KPKA, a.4a., CnoseHis KPKA, a.4a., Hoso CnoBeHisa BHECEHHS 3MiH 0 peecTpaLiiiHuX MmaTepiasiB: 3MiHu | Tuny - 3a UA/4903/02/02
HL mr/12,5 wr, no 10 HoBo mecTo MecTo noAaHHs OHOB/MIEHOTO cepTuchikaTa BignoBigHOCTI EBponeiickkiii peyenmom
Tabnetok y 6nictepi, apmakonei Ne R1-CEP 2003-026-Rev 01 ans Aitlo4oi pevoBrHN
no 3 abo no 6, abo Ramipril Big BXe 3aTBEpAKEHOro BUpo6Huka ZHEJIANG
no 9 6nictepis y HUAHAI PHARMACEUTICAL CO., LTD; 3MiHu | TUny - nogaHHs
Kopob6ui; no 7 OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeichkiii
Tabnetok y 6nictepi, hapmakonei Ne R1-CEP 2003-026-Rev 02 ans Ajto4oi pe4yoBrHN
no 2 a6o no 4, abo Ramipril Big Bxe 3aTBepmxeHoro Bupo6Hunka ZHEJIANG
no 8, abo no 12, abo HUAHAI PHARMACEUTICAL CO., LTD; 3miHu | Tuny - nogaHHs
no 14 6nictepis y OHOBJIEHOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
KopoobLi hapmakonei Ne R1-CEP 2003-219-Rev 05 an1s Ajto4oi pe4yoBrHU
Ramipril Big BXe 3aTBEpAXeHoro BupobHuka Neuland
Laboratories Limited, sk Hacnigok 3miHa agpecn BUPOOHUYOT
OinbHULI; 3MiHK | TURY - NO4AHHSA OHOBNEHOTO cepTudikaTa
BignosigHoCTi €Bponeiickbkilt hapmakonei Ne R1-CEP 2004-307-
Rev 04 ana gitoyoi pevoBuHu Hydrochlorothiazide Big Bxe
3aTBepxeHoro Bupo6Hrka Cambrex Profarmaco Milano S.r.l.
3. APTITEK PO34uH NS iHdy3il, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/16986/01/01
8 mr/mn; no 250 mn "®apmavesT "papmaLeBTUYHa 3MiHM WoAo 6e3neku/edeKkTVBHOCTI Ta thapmakoHarnagy. 3MiHa peyenmom
y chnakoHi; no 1 nyHa chipma ipma "dapHuus” YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
dhnakoHy B nauuj "fapHnus thapmakoHarnag. NponoHoBaHa pefakuisa: Typok B'ayuecnas
B'ayecnasosuy.
4. ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa Tea ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiiB: 3MiHM BHECEHO B 3a UA/16377/01/03
TUH-TEBA NNiBKOBOIO YKpaiHa» IHCTPYKLIiO AN MeQMUYHOro 3acTocyBaHHA y p. "YnakoBka" 3 peyenmom




14 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
o6oroHkKoto, no 40 BiANOBIAHMMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKU
mr, no 10 TabneTok niKkapcbkoro 3acoby. BBeeHHs 3MiH NpoTAroM 6-Tu micsauis
y 6nictepi, no 3 abo nicns 3aTBepKeHHs.
9 6nicTepiB y
Kopobui
5. ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa Ykpaina Tesa ®apma C.J1Y. Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiB: 3MiHM BHECEHO B 3a UA/16377/01/04
TUH-TEBA NAiBKOBOO Ykpaina» IHCTPYKLj0 4519 MeAMYHOro 3acToCcyBaHHS y p. "YnakoBka" 3 peyenmom
060/10HKO10, 1Mo 80 Bi4NOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS yNakoBKU
mr, no 10 TabneTok nikapcbkoro 3acoby. BBeeHHsA 3MiH NPOTAroM 6-Tu MicsLiB
y 6nicTepi, no 3 abo nicns 3aTBepAKeHHs.
9 6nicTepiB y
Kopoo6ui
6. ATOPBACTA | TabneTku, BKpUTI TOB «TeBa Ykpaina Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/16377/01/01
TUH-TEBA NNiBKOBOIO YkpaiHa» 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
o060s10HKot0 no 10 KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
Mr; no 10 TabneTok roTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
y 6nicTepi; no 3 abo (Hanpuknag, TabneTok, amnyn TOLLO) B yNakoBLi:) - 3miHa y
6, abo 9 6nicTepiB y Aiana3oHi 3aTBepAXeHNX PO3MipiB yNakoBKU - AOAABAHHS
Kopo6ui; no 15 HOBOro BMAY KOHpirypauii nepBUHHOI yNakoBKu1 A5 [O3YBaHHSA
Tabnetok y 6nictepi; 10 mr Ta 20 mr; no 15 tabneTok y 6nictepi, no 2 abo 4, abo 6
no 2 a6o 4, abo 6 6nicTepiB y Kopobu,i, 3 BiANOBIAHUMN 3MiHAMW A0 PO34iny
6nicTepiB y kopobu,i “YnakoBka”, 6e3 3MiHM NEPBUHHOIO NakyBasIbHOro MaTepiaty.
3MiHW BHECEHO B IHCTPYKLit0 AN MeANYHOro 3aCTOCYBaHHA Y p.
"Ynakoska" 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby (BBefeHHs 3MiH NpoTsArom 6-tu
MicALiB Nicasa 3aTBepAKEHHS)
7. ATOPBACTA | TabneTku, BKpUTI TOB «TeBa Ykpaina TeBa d®apma C.J1.Y. Icnanis BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny - 3a UA/16377/01/02
TUH-TEBA NNiBKOBOIO YkpaiHa» 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKO0 NO 20 KOHTelHep/3akynopoBasbHKiA 3aci6. 3MiHa po3mipy ynakoBku
mr; no 10 TabneTok rOTOBOTO JIiKAPCbKOro 3acoby (3miHa KiflbKOCTi OANHULb
y 6nicTepi; no 3 abo (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) - 3miHa y
6, abo 9 6nicTepiB y Aiana3oHi 3aTBepAkKeHNX PO3MipiB yNakoBkU - AOAaBaHHSA
Kopo6bui; no 15 HOBOrO BMAY KOHcpirypauii nepBUHHOT yNakoBKW 4151 fO3YBaHHS
Tabnetok y 6nictepi; 10 mr Ta 20 Mr; no 15 TabneTok y 6nictepi, no 2 abo 4, abo 6
no 2 a6o 4, a6o 6 6nicTepiB y KopobL,i, 3 BIANOBIAHUMN 3MiHAMU [0 PO3A4iny
6nicTepiB y Kopooui “YnakoBka”, 6e3 3MiHVM NepBMHHOIO NakyBasIbHOTO MaTepiasty.
3MiHN BHECEHO B IHCTPYKLit0 AN MeAVNYHOro 3aCTOCYBaHHA Y p.
"Ynakoska" 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby (BeBeAeHHs 3MiH NpOTSArom 6-tu
MicsLIB MicNs 3aTBEPAXEHHS)
8. ATOPBACTA | Tabnetku, BKpUTI TOB "TeBa Ykpaina Tesa ®apma C.J1.Y., Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 3a UA/16377/01/01
TUH-TEBA NAiBKOBOO YkpaiHa" Icnanis 3MiHUM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTposb rotoBoro peyenmom
o6onoHkoto, no 10 nikapcbkoro 3acoby. 3miHa y meTtoAax BUNpo6yBaHHSA roToBOro
mr, no 10 TabneTok niKapcbKoro 3acoby (Buy4yeHHss MeToAy BUNpoOyBaHHS, AKLLO
y 6nictepi, no 3 abo BXE 3aTBEPIKEHUI aflbTePHATUBHWIA METOL) - BUNTyYEHHS
6, abo 9 6nicTepiB y MeToAy BUNPo6YyBaHHS (3 BUKOPVUCTaHHAM CYLUMBLHOI Wadu)
Kopoo6ui 'N3 gna nokasHvka «BTpata B Maci Npu BUCYLLYBaHHI»,
OCKi/IbKW BiH B JaHNIT Yac He BUKOPUCTOBYETLCS. ICHYE




15 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEPKEHNI albTEPHATUBHUI METOA (3 BUKOPUCTaHHAM
rasfloreHHoro aHanisatopa BosiorocTi). BBeAeHHs1 3MiH NpoTArom
6-TV MiCALIIB MiC/1A 3aTBEPKEHHS
9. ATOPBACTA | TabneTku, BKpUTI TOB "TeBa YkpaiHa Tea ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/16377/01/02
TUH-TEBA NNiBKOBOIO YkpaiHa" 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOIb roTOBOrO peyenmom
060/10HKO10, M0 20 nikapcbKoro 3acoby. 3miHa y MeTogax BUnpo6yBaHHsSi rOTOBOIO
Mr, no 10 Tabnetok nNikapcbKoro 3acoby (BUy4eHHs MeTOAY BUNPOOYBaHHS, SKLLO
y 6nictepi, no 3 abo BXE 3aTBEPXEHWNI aflbTEPHATUBHUI METOLA) - BUTYYEHHSI
6, abo 9 6nicTepiB y mMeToAy BUNPoByBaHHSA (3 BUKOPUCTaHHAM CyLUMBbHOI Wwadw)
Kopoo6Li N3 gna nokasHvka «BTpata B Maci npu BUCYLLYBaHHiI»,
OCKiNbKW BiH B flaHuii Yac He BUKOPUCTOBYETLCS. ICHYE
3aTBEPMKEHWNI aslbTEPHATUBHWI METOZ, (3 BUKOPUCTaHHAM
rasioreHHoro aHanisatopa Bosorocti). BBegeHHs 3MiH MpOTAroM
6-TN MicALIB Nic/1a 3aTBEPKEHHS
10. ATOPBACTA | Tabnetku, BKpUTI TOB "TeBa Ykpaina Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/16377/01/03
TUH-TEBA NNiBKOBOIO YkpaiHa" 3MiHM 3 SKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro peyenmom
060/10HKO10, 10 40 nikapcbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOrO
mr, no 10 TabneTok niKapcbKkoro 3acoby (BUy4eHHs MeToAy BUNPOOYyBaHHS, AKLLO
y 6nicTepi, no 3 abo BXE 3aTBEPIKEHUI aflbTepPHATUBHUIA METOLA) - BUNYYEHHS
9 6nicTepiB y MeToAy BUNPOGYBaHHS (3 BUKOPUCTAHHAM CYLUW/ILHOT wadu)
Kopoo6Li 'N3 gna nokasHvka «BTpata B Maci npu BUCYLLYBaHHI»,
OCKifIbKW BiH B JaHWii Yac He BUKOPUCTOBYETLCS. ICHYE
3aTBEPKEHNI aNbTePHATUBHUIA METOZ (3 BUKOPUCTaHHAM
rasloreHHoro aHanisatopa BosorocTi). BBegeHHs 3MiH MpoTsArom
6-TV MicAUiB Nic/a 3aTBEPAKEHHS
11. ATOPBACTA | Tabnetku, BKpUTI TOB "TeBa YkpaiHa Tesa ®apma C.JLY. Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/16377/01/04
TUH-TEBA NNiBKOBOIO YkpaiHa" 3MiHM 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. KOHTposib roTOBOro peyenmom
o060n0HKoto, no 80 nikapcbkoro 3acoby. 3miHa y meTogax BUNpo6yBaHHSA roTOBOro
mr, no 10 TabneTok niKkapcbKoro 3acoby (BuyYeHHss MeToAy BUNpoOyBaHHS, AKLLO
y 6nicTepi, no 3 abo BXe 3aTBEpPKEHWUI a/ibTepHATVBHWI METOA) - BUTyYEHHS
9 6nicTepiB y MeToAy BUNpPoOyBaHHS (3 BUKOPUCTaHHAM CyLUMbHOI Wadu)
Kopoo6Li N3 ana nokasHuka «BTpata B Maci Npu BUCYLLYBaHHI»,
OCKifIbKW BiH B JaHUIi Yac He BUKOPUCTOBYETLCS. ICHYE
3aTBEPMKEHNI aNlbTEPHATUBHUIA METOZ (3 BUKOPUCTaHHAM
rasloreHHoro aHanisaropa BosorocTi). BBeeHHA 3MiH NpOTAroM
6-TN MicALIB Nic/iA 3aTBEPAKEHHS
12. BE-CTEL|I Tabnetku no 8 mr; Aypob6iHAo IHais Aypob6iHao ®apma IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/11611/01/01
no 10 TabneTok y Papwma /It Nimiteq (FOHIT III) 3MiHM WoAo 6e3nekn/eeKkTBHOCTI Ta thapmakoHarnsgy - peyenmom
6nictepi; no 3 OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKW Jlikapcbkoro 3acoby 3
6nictepun y nauui 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
KapToHYy BVMIiptOBaHHA y cuctemi Sl. BHeceHHs 3MmiH fo po3giny
“MapkyBaHHsa" MK /13; 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOr0 TEKCTY MapkyBaHHs. BBefeHHs1 3MiH NpoTsArom
6-X MicsLiB NicNs 3aTBEPKEHHS
13. BE-CTEQL|I Tabnetku no 16 mr; Aypo6iHao IHAis Aypo6iHao ®apma IHAjs BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/11611/01/02
no 10 tabnetok y dapwma /114 Nimiten (FOHIT 1) 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy - peyenmom
6nicTepi; no 3 OHOB/IEHHS TEKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby 3
6nicTepun y nayui 3 BHECEHHSIM iHhopMaLii LLoA0 3a3Ha4YeHHs 0AVHNULb




JopaTka 3

16

IIpopoBxeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KapToHy

BVIMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo po3giny
“MapkyBaHHA" MKA N13; 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPAXXEHOIO TEKCTY MapKyBaHHS. BBeeHHs1 3MiH NpoTSArom

6-X MicsiLiB micnsi 3aTBEPAKEHHS

14.

BE-CTELI

Tabnetkun no 24 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nictepun y nauui 3
KapToHYy

Aypob6iHao
Papwma /114

IHais

AypobiHao Papma
Nimiteq (FOHIT IIl)

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnsgy -
OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HaUYEeHHA OANHULb
BUMIPIOBaHHS Y cuctemi Sl. BHECEeHHS 3MiH J0 po3giny
“MapkyBaHHsa" MKSA /13; 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPKEHOro TEKCTY MapKyBaHHs. BBefjeHHs1 3MiH NpoTArom
6-X MicALiB NicnsA 3aTBEPAKEHHS

3a
peyenmom

UA/11611/01/03

15.

BETAMETA3
OH-
JAPHULA

Kpewm; no 15 r abo no
30 ry Ty6i; no 1 Ty6i
B nauui

MpAT
"®apmauesT
nyHa chipma

"fapHuua”

YKpaiHa

MpAT
"®apmavueBTuyHa
thipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHM Woa0 6e3neku/echekTMBHOCTI Ta dhapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBefeHH y3arasibHeHUX JaHnX Npo cuctemy
thapmakoHarnsagy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiAnoBifanbHOI
3a 3[jicHeHHs hapMakoHariaay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YkpaiHi, SIKLLIO BOHA BigMiHHA Bifi YNOBHOBaXKEHOT 0cobw,
BiANOBIAANLHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-haiina
cmucTeMu dpapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuisi: Typok B'auecnas B'suecnaBoBuy.

3a
peyenmom

UA/1559/01/01

16.

BETNIBEH®

Kpem 0,05% no 25 r
y Ty6i; no 1 Ty6i B
KapTOHHI Kopoo6Li

AnpaH-
[aneHcbkunit
Na6opatopi

na.n.

Xopsartis

AnpaH-TaneHcbkuii
Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3araslbHeHUX JaHux npo cuctemy
hapMakoHarnsay, 3MiHa ynoBHOBaXXeHOT 0co6U, BiANOBigaIbHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHOI 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapMakoHarnagy B
YKkpaiHi, SIKLLIO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHS (hapMakoHarnaay (Bkaovakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucTeMu chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
KOHTaKTHOI 0CO6GU YNOBHOBaXKEHOT 0COOM 3aABHUKA,
BignoBiga/IbHOT 3a hapmakoHarnsg B YkpaiHi

3a
peyenmom

UA/14119/01/01

17.

BIMAHOKC®

Kpansi O4Hi, po34nH,
2mMr/mn, no5mny
donakoHi
KpanenbHuyi, no 1

AnpaH-
[aneHcbKuit
Jlabopatopi

no.n.

Xopsaris

AapaH-TaneHcbknii
Na6opaTopiii g.4.

Xopsaris

BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny -
3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHux nNpo cuctemy
thapmakoHarnsay (BBeeHHs y3arailbHeHNX faHnX Npo cUcTemy

3a
peyenmom

UA/17655/01/01




17 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dhakoHy- thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0co6y, BiANOBIAA/IbHOI
KpanesbHULi y 3a 3[jficHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
KapTOHHiiA Kopo6Li thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YkpaiHi, SIKLLIO BOHA BigMiHHA Bif YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (Bkivarum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucteMun hapmakoHarnifgy) - 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6GU YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag B YKpaiHi
18. BICOMPO/I® | TabneTku no 5 Mr no AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasliB: TEXHIYHA MOMUKa 3a UA/3214/01/01
10 Tabnetok y "papmak” (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - BunpasneHo peyenmom
6nicTepi; no 2, 3 abo TEXHIYHY MOMW/IKY B IHCTPYKUiT A1 MEANYHOIO 3aCTOCYBaHHS
5 6nicTepis y nauyi nikapcbKoro 3acoby: 3anponoHoBaHo: ®apmMakoorivHi
BNacTuBOCTI. ®apmakokiHeTuka. Po3nogin. O6’em posnoginy
popiBHtoe 3,5 n/kr. 3B’A3yBaHHA 3 6inkamy niasMu Kposi —
6n13bko 30 %. 3a3HayeHe BUNpaB/IeHHS BiAMnoBigae
mMarepiasiaM peecTpauiiiHoro oChe.
19. BICOMNPON® Tabnetku no 10 mr AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiH1X MaTepiasliB: TEXHIYHA MOMUKa 3a UA/3214/01/02
no 10 tabnetok y "papmak” (3rigHoO Haka3y MO3 Big 23.07.2015 Ne 460) - BunpasneHo peyenmom
6nicTepi; no 2, 3 abo TEXHIYHY MOMWJ/IKY B IHCTPYKUiT A1 MEAMYHOI0 3aCTOCYBaHHS
5 6nicTepiB y navyi nikapcbKoro 3acoby: 3anponoHoBaHo: ®apmMakonorivHi
BNactTuBoCTi. ®apmakokiHeTuka. Po3nogin. O6’em posnoginy
popiBHoe 3,5 n/kr. 3B’A3yBaHHA 3 6inkamy niasMu Kposi —
6n13bko 30 %. 3a3HadeHe BUNpaB/IEHHS BignoBigae
marepiasiaMm peecTpauiiiHoro oche.
20. BIPPEH® Kancynu no 250 mr, TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/12087/01/01
no 10 kancyn y "ACIHO BHECEHHS 3MiH 10 peecTpauiitHux maTepianis 13 BihpeH®, peyenma
6nicTepi; no 1 abo YKPAIHA" kancysm no 250 mr, a came 3i cneymdikauii A®| deHibyT
no 2 6nictepu B BWY4EHO NOKa3HUK «Baxkki MeTasin» Ha nifcrasi HagaHoro
KapTOHHI nauj BMPO6HUKOM TOB «DAPMXIM>» aHanisy pusumkis
21. BNILED NOpPOLUOK AN AAP O6'efHaHi lngoHr Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHa 3asiBHUKa 3a UA/4588/01/03
pO3UMHY ANs iH'ekuili | PAPMA ®3- ApabCbki dapmac'toTikan Ko., Kopes/ (BnacHuKa peecTpauiiHoro noceig4eHHs). BBefeHHSA 3MiH peyenmom
no 1000 wr, 1 a6o nnc Emipatu Ntp., Pecnybnika IHAjs NpoTArom 6-Tu MiCALB MiCNA 3aTBEPMKEHHS. 3MiHU | Tvny -
10 donakoHiB 3i ckna Kopes; 3MiHY Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi
3 MOPOLLKOM B navLli 3elicc 3MiHW) - BHeceHHs 3miH o po3giny MKA: TPAGIYHE
3 KapTOHY dapmac’ioTikenc OPOPMJ/TEHHA YNAKOBKW Aitoua pegakuyis: FTPAGIYHE
MeT. NI14., IHAjiA OPOPMNEHHSA YNAKOBKW Mae Bignosigatu 3aTBepixxeHoMy
rpadpiyHoOMy 306paKeHHI0 ynakoBku. MNponoHoBaHa peAakList:
MapkyBaHHs BignosigHO 40 3aTBEPI)KEHOr0 TEKCTY MapKyBaHHS.
3amiHa rpaiHoro 306paXKeHHs1 Ha TeKCT MapKyBaBHHS YNakoBOK
BiANOBIAHO A0 BUMOT Hakady MO3 YkpaiHa Big 23.07.2015 p. Ne
460 3 BHeCeHHAM iHthopmaLii LWoJ0 3a3HaYEeHHA OAVHUL
BUMIpIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH NPOTAroMm 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.




18 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
22. BPECEK NOPOLLIOK ANsi dapmaneBT Ipeuis AHcbapm Xennac peuis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/8907/01/01
PO34UHY ON51 iH'EKLLA nyHa C.A. 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta thapMakoHarnsgy - peyenmom
nolr,1a6o 10 KOMNaHis OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
h/1aKoHIB 3 "BOKATE BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
NOPOLUKOM Yy C.A" BMMIpIOBaHHA y cuctemi S|
KapTOHHiii Kopo6Lli
23. BPECEK NMOPOLLIOK ANsi dapmaneBT Ipeuis AHchbapm Xennac Ipeuis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/8907/01/02
PO3UUHY ON151 iH'EKLLIA nyHa C.A. 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy - peyenmom
no2r;1a6o 20 KOMNaHis OHOB/IEHHS TEKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby 3
h/1aKoHIB 3 "BOKATE BHECEHHSM iHthopMaLii LLoA0 3a3HaYeHHS OAUHUL
NOPOLUKOM Yy C.A" BMMIpIOBaHHA y cuctemi S|
KapTOHHI Kopoo6Li
24. BPOHXO- Kancynu Teepgi no CaHpo3 CnoseHisa Nex CnoseHisa BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/14268/01/01
MYHAN® N 3,5 wmr; no 10 kancyn | dapmacbioTi PapmMaueBTuyHa MopTtyranis OHOB/EHHA MeToay "laeHTudpikauis" BEPX MeToAiB KOHTpOs0 peyenma
y 6nicTepi; no 1 abo Kan3 A4.4a. KoMnais g.4., aKocTi /13, a came: -y 3B'sI3Ky 3 BNPOBaKEHHAM
3 6nictepu y CnoBeHisa (nepBrHHe aNbTepHaTMBHOT XpoMaTorpadiyHoi KONTOHKM Ta MPEKOSIOHKM 3
KapTOHHIA KOpoo6Li Ta BTOPUHHE O[iHaKOBOI HEPYXOMOI0 ha3oto- Taki xpomatorpadiyHi
nakyBaHHs, napameTpu SIK LWBUAKICTb MOTOKY Ta yac po6oTtun 6yno
KOHTPO/Ib Cepil, a/ianToBaHo Nif HOBY KOJIOHKY, LU0 BUMarasio HOBUX JaHnX
Bunyck cepii); OM aHaniTMyHoI Banigauii (kopuryBaHHs napameTpis
Papma CA, XpomaTorpadpiyHoro TecTy y BignoBigHicTb go sumor Ph. Eur.
Moptyranis 2.2.46); - peparysaHHs po3Aisis MeTOAY — NPUroTyBaHHSA
(BUPOBHMLTBO in PO34MHIB 3paskiB; - AoAaHHSA iHhopMauii Wwoao TecTy Ha
bulk, KoHTpONb npugaTHicTb cuctemm (SST); 3MiHM | TUMY - OHOBNEHHSA MeToAY
cepir) "lpeHTudpikauis” koHueHTpaty BEPX y 3B'A3Ky 3 BNPOBaXEHHAM
anbTepHaTMBHOT XpoMaTorpadiyHOi KONOHKM Ta NPEKOSIOHKM 3
0/JHaKOBOK Hepyxomoto ha3oto; 3MiHU | TUMNY - OHOB/IEHHS
MeToay "laeHTundpikauis” niodpinizaty BEPX y 3B'A3ky 3
BMPOBaMKEHHAM afibTePHATUBHOI XpoMaTorpadivyHOIKOMIOHKM Ta
NPEKOIOHKM 3 O[JHAKOBOI HEPYXOMOIO (has3oro
25. BPOHXOCTO | po34uH opasbHui Ksizga ABCTpIs Ksizga ®apma M6 X AscTpis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 6e3 UA/13470/01/01
N® PO3YNH no 150 mny dapma 3MiHK LWo[0 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy - peuyenma
chnakoHi; no 1 m6X OHOBJIEHHA TEKCTY MapKyBaHHS yrMakoBKM NikapCbKoro 3acoby 3
hnakoHy y BHECEHHSAM iH(hopMmaLii LLOA0 3a3HAYEHHS OAUHULIb
KapTOHHI KOpo6U;i 3 BMUMIptOBaHHs y cuctemi Sl. 3amiHa po3giny «IpadivHe
MipHUM 0(POPMIEHHSA YNaKoBKM» Ha po3ain «MapkysaHHs» y MKA N13:
CTakaH4MKoMm 3anponoHosaHo: Po3gin MKA MAPKYBAHHSA. 3rigHo
3aTBEPPKEHOIO TEKCTY MapKyBaHHA. TepMiH BBELEHHS 3MiH
NPOTArom 6 MiCALiB MicNa 3aTBepPAKEHHS
26. BYAECOHIA- | iHransuisa nig, 3AT "IHTENI INntBa NNTABOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 3a UA/12444/01/01
IHTENI TWCKOM, CyCMneHsis, FEHEPUKC ANbAO-HOHIOH, 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
50 mkr/go3a, no 200 HOPA" C.J. 3MiHW) - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHA” MKA N3
£o3 (10 mn) B 3anponoHOBaHO: MapKyBaHHS. 3rigHO 3aTBEPAKEHOTO TEKCTY
aIlOMiHIEBOMY MapkKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBKu
6a0Hi; no 1 6as10Hy NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYeHHS
3 N1aCTUKOBUM OAVHWLb BUMIipOBaHHSA y cuctemi SI. BBeeHHs 3MiH MpoTsirom




19 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
afantepom Ta 6-TV MiCALIB MiC/1A 3aTBEPMKEHHS
KPWLLIKOIO Y
KapTOHHiii Kopo6Lli
27. BYAECOHIA- | iHranauis nig, 3AT "IHTENI JintBa NABOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/12444/01/02
IHTENI TUCKOM, CYyCMeH3is, FEHEPUKC AlbO-HOHIOH, 3MiHK Woao 6e3nekn/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
200 mkr/go3a, no HOPA" C.J. 3MiHW) - BHECEHHS 3MiH [0 po3ainy “MapkysaHHsa" MKA /13"
200 po3 (10 mn) B 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEpPAKEHOr0 TEKCTY
antomiHieBOMY MapkyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBKu
6as10Hi; No 1 6as10Hy NiKapCbKOro 3acoby 3 BHECEHHAM iHthopMaLii LLoA0 3a3HaYEHHS
3 NaCTUKOBUM OfMHULIb BUMIPIOBaHHSA y cuctemi SI. BBefjeHHsA 3MiH MPOTArom
ajantepom Ta 6-TN MicALIB Nic/A 3aTBEPAKEHHS
KPULLIKOKO Y
KapPTOHHI KOpoOL
28. BYCTPUKC™ | cycneHsia gns nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'ekuin 0,5 mn/gosy, Knsaiin BpuTaHis Bionogxikans C.A. 3MiHM 3 siKocTi. A®I. MNpoeKTHWIA NPOoCTip Ta nicnspeecTpaviiHnii peyenmom
HA no 1 posiy Ekcnopt NPOTOKO/ YNpaB/liHHA 3MiHAMWU. BHECeHHA 3MiH Y
BAKUVHA nonepegHL0 Nimiten nicnsipeecTpauiiHnii NpoToKoN ynpasniHHA 3MiHamMu ans Adl -
Ana HanoBHEHOMY BnpoBafpkeHHs 3MiH B NPOTOKON yNpaBiHHA 3MiHaMu A1
MPO®INTAKT wnpuyi; no 1 HOBOro po6oyoro nocisHoro marepiany (WSL), wo 6yae
NKn nonepeaHLo BUKOPWCTOBYBATUCA [/151 BUPOOGHULITBA NMPOMIDKHOTO NMPOAYKTY
BUNDTEPII, HarnoBHeHOMy aHTUreHy npasLeBoro aHatokcuHy (Tetanus toxoid bulk antigen)
NPABLUA, LINpULY Y KOMNAEKTI
KALUHOKY 3 IBOMA rosikamuv B
(ALEENKONAP | nnacTukoBomy
HUA KOHTeliHepi; no 1
KOMMOHEHT | KoHTeliHepy y
) KapTOHHI Kopoo6Li
(AACOPBOB
AHA, 3I
SMEHLLEHU
M BMICTOM
AHTUIEHIB)
29. BYCTPUKC™ | cycneHsia ans nakcoCmit Benvka nakcoCmiTKNnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux matepiasnis: 3miHu | Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'ekujn 0,5 mn/pozy, KnsiiH BpuTaHis Bionogxikan3 C.A. 3MiHa y MeTofax BUNpobyBaHHsA cneundivyHol akTMBHOCTI in vivo peyenmom
HA no 1 gosiy Ekcnopt (Potency) audtepiiitoro (D) Ta npaBLeBoro (T) KOMNOHEHTIB, a
BAKUNHA nonepegHLo NimiTen came BMKOPUCTaHHSI O4HOIO PO3BEAEHHS Npenapary 3amiCTb
ana HanoBHEHOMY TpbOX po3BeaeHb, Ha eTani Final bulk Ta npyu BUNpo6yBaHHAX
MPO®ITAKT wnpuui; no 1 CTabinbHOCTI rOTOBOro NpPoAyKTy. PefakuiiiHi npaBku Ao po3ginis
NKIN nonepenHL0 3.2P.5.1,32P.5.2, 3.2P.5.6.
OUGTEPII, HanNoBHEHOMY
NPABLUA, LUINPULY Y KOMMAEKTI
KALUMHOKY 3 ;BOMA rosikamu B
(AUENONAP | nnactukoBoMy
HUIA KOHTeliHepi; no 1
KOMMOHEHT | KoHTeliHepy y
) KapTOHHIA Kopoo6Li
(AACOPBOB
AHA, 3I




20 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
30. BA3OCTAT- TabneTku, BKPUTI ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/3579/01/01
340POB'A NNiBKOBOIO 3 06MeXeHO aAMiHICTPaTUBHI 3MiHW - BUNYYEeHHS BUPOGHMKa ADI peyenmom
060/10HKO10, Mo 10 06MEXEHO0 BigNoBiAA/IbHICTIO cnmBacTaTuHy Hetero Labs Limited, India. 3anvwmm
mr no 10 Tabnetoky | Bignosigasib "®apmaneBTuyHa 3aTBepxeHnx Bupo6Hukie BIOCON LIMITED, India Ta
6nictepi; no 3 HiCTIO KOMNaHis SHANGYU JINGXIN PHARMACEUTICAL CO., LTD, China, wo
6nictepu B KOpoOLi "®apmauesT "3popos's", YkpaiHa BMKOHYIOTb Ti cami QOyHKLi, L0 | BUTYYEHWIA; 3MiHW | TUny - 3MiHN
N4yHa (Bci cTagji 3 AKOCTi - moAaHHsA oHoBsieHoro CepTudikaTty BiANOBIAHOCTI
KOMNaHis BUPOGHMLTBA, €Bponeiicbkili hbapmakonei R1-CEP 2003-131-Rev 10
"3p0pos'a” KOHTPO/Ib SKOCTI, (nonepegHs Bepcis R1-CEP 2003-131-Rev 04) Big BXe
BUMYCK cepi); 3aTBepxeHoro BupobHunka BIOCON LIMITED ana Adl
ToBapucTBO 3 cMMBacTaTuHy; 3MiHU | TUMY - 3MiHU 3 AKOCTI - NOAAHHSA HOBOrO
obmexeHor cepTudiikaTa BignosigHOCTI EBponelickkin thapmakonei R1-CEP
BigNoBifa/IbHICTIO 2005-300-Rev 04 gns A®| cumBacTaTuHy Bif, BXe
"®APMEKC I'PYTI1", 3aTBEPKEHOro BUPOBHMKA. AK HACNIAOK YTOYHEHHSA Ha3BU
YkpaiHa (Bci ctagii BMpo6Huka i3 ZHEJIANG JINGXIN PHARMACEUTICAL CO.,
BVMPOGHMLTBA, LTD, Ha SHANGYU JINGXIN PHARMACEUTICAL CO., LTD, Ta
KOHTPO/Ib AIKOCTI) 3MiHM y cneuudpikauii Ta meTogax KoOHTposto Ha Adl 3a
nyHKTaMmn «Badkki MeTanu» Ta «3anWKoBa KifIbKICTb OpraHiuHmx
PO3YMHHWIKIB»; 3MiHW | TUMY - 3MiHM 3 AKOCTi. [OTOBWIA NliKapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6 - BBEAEHHS
[04AaTKOBOTrO nocrtavyasibH1Ka NEPBUHHOIO MakyBaslbHOTO
marepiany (ponbru antomiHieBoi) TOB «Antpeig», YkpaiHa.
CreuudikaLii Ta MeToamn KOHTPOO SAKOCTI iAE€HTUYHI
31. BA3OCTAT- TabneTkn, BKPUTI ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/3579/01/02
340POB'A NNiBKOBOIO 3 obmexeHo aaMiHICTPaTVBHI 3MiHW - BUyYeHHS BUPOGHKKa AdI peyenmom
060/10HKO10, 1Mo 20 06MEXEHO Bi4NoBiAa/IbHICTIO cumBacTaTuHy Hetero Labs Limited, India. 3anvwmnm
mr no 10 Tabnetoky | Bignosigasib "papmaLeBTUYHa 3arBepaxeHnx Bupo6Hukis BIOCON LIMITED, India Ta
6nictepi; no 3 HiCTIO KOMNaHis SHANGYU JINGXIN PHARMACEUTICAL CO., LTD, China, wo
6nicTepn B KOPOOL "®apmavueBT "3p0poB'a", YkpaiHa BMKOHYHOTb Ti cami QOYHKLi, L0 | BUTyYEHWIA; 3MiHW | TUNY - 3MiHN
nyHa (Bci cTagji 3 AKOCTI - mofAaHHsA oHoBsieHoro CepTudikaty BiANOBIAHOCTI
KOMMaHis BMPOGHMLTBA, €poneiicbkii hapmakonei R1-CEP 2003-131-Rev 10
"3p0pos'a” KOHTPO/1b SIKOCTI, (nonepegHs Bepcist R1-CEP 2003-131-Rev 04) Big BXe
BUMYCK cepil); 3arBepaxeHoro BupobHuka BIOCON LIMITED gna A®l
ToBapucTBO 3 cMMBacTaTuHY; 3MiHU | TUMY - 3MiHU 3 AKOCTI - NOAAHHSA HOBOrO
06MEXEHO cepTudikaTa BignosigHOCTI EBponelickkiin thapmakonei R1-CEP
Bi4NOBiAA/TbHICTIO 2005-300-Rev 04 gna Ad®|l cumBacTaTuHy Bif BXe
"®APMEKC I'Pyn-, 3aTBEPAKEHOr0 BUPO6HUKA. FK HACMiAO0K YTOYHEHHSI Ha3BU
Ykpaina (Bci cTagil BMpobHuka i3 ZHEJIANG JINGXIN PHARMACEUTICAL CO.,
BVMPOGHMLTBA, LTD, Ha SHANGYU JINGXIN PHARMACEUTICAL CO., LTD, Ta
KOHTPO/Ib AIKOCTI) 3MiHM y cneumdpikauii Ta metTogax KoHTposto Ha Al 3a
nyHKTaMmn «Badkki MeTanu» Ta «3aInWKoBa KifIbKICTb OpraHiuHmx
PO3YMHHVIKIB»; 3MiHM | TUMY - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbkunii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasbHWi 3aci6 - BBeAEHHS
[0aTKOBOro nocrayasibHuka NepBMHHOIO nakyBaslbHOrO




21 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
marepiany (ponbru antomiHieBoi) TOB «Antpeig», YkpaiHa.
CrieuudikaLii Ta MeToan KOHTPOIO SAKOCTI iAEHTUYHI
32. BA3OCTAT- TabneTkn, BKPUTI ToBapucTeo YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/3579/01/03
340POB'A NAiBKOBOO 3 obmexeHor aAMiHICTPaTVBHI 3MiHW - BUNyYeHHS BUPOGHKKa AdI peyenmom
060/10HKO10, 10 40 06MEeXEHO BignoBiga/IbHICTIO cumBacTaTuHy Hetero Labs Limited, India. 3anvwmnm
mr no 10 Tabnetoky | Bignosigasib "papmaLeBTUiHa 3arBepxeHnx Bupo6Hukis BIOCON LIMITED, India Ta
6nictepi; no 3 HicTI0 KOMMaHis SHANGYU JINGXIN PHARMACEUTICAL CO., LTD, China, wo
6nicTepn B KOPOOL "®apmaueBT "3p0poB'a", YkpaiHa BMKOHYIOTb Ti cami qOYHKLi, L0 | BUTYYEHWIA; 3MiHW | TUny - 3MiHK
nyHa (Bci cTagji 3 AKOCTI - mofaHHA oHoB/ieHoro CepTudikarty BiANOBIAHOCTI
KOMMaHis BVMPOGHMLTBA, €poneiicbkiit hapmakonei R1-CEP 2003-131-Rev 10
"3p0pos'a” KOHTPO/1b SIKOCTI, (nonepepfHs Bepcist R1-CEP 2003-131-Rev 04) Big BXe
BUMYCK cepil); 3arBepgxeHoro BupobHunka BIOCON LIMITED gna A®l
ToBapucTBO 3 cumBacTaTuHy; 3MiHU | TUMY - 3MiHU 3 AKOCTI - NOAAHHSA HOBOrO
06MeXeHO cepTudpikaTa BignosigHOCTI EBponelickkiin hapmakonei R1-CEP
BigNoBiAA/IbHICTIO 2005-300-Rev 04 gna APl cumBacTaTuHy Bif BXe
"®APMEKC IPyn-, 3aTBEPAKEHOr0 BUPOOHUKA. FK HACMIAO0K YTOYHEHHS Ha3BU
YkpaiHa (Bci cTagil BMpobHuka i3 ZHEJIANG JINGXIN PHARMACEUTICAL CO.,
BVMPOGHMLTBA, LTD, Ha SHANGYU JINGXIN PHARMACEUTICAL CO., LTD, Ta
KOHTPO/Ib SIKOCTI) 3MiHM Y cneuymdikadii Ta MeTogax KOHTposo Ha Adl 3a
nyHKTaMmn «Badkki MmeTanu» Ta «3aInWKoBa KifIbKICTb OpraHiuHmx
PO3YMHHYIKIB»; 3MiHM | TUMY - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKnii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasbHWi 3aci6 - BBeAEHHS
[04aTKOBOro nocravasibHuka NepBMHHONO nakyBasibHOrO
marepiany (ponbru antomiHieBoi) TOB «Antpeing», YkpaiHa.
Cneuudikauii Ta METOAW KOHTPOJIIO SKOCTi iA€HTUYHI
33. BANTAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16269/01/02
NNiBKOBOIO HoBo mecTo bulk", nepenHHe Ta 3MiHM 3 SKOCTi. [0TOBWIA NiKapcbkuii 3aci6. CTabifibHICTb. 3MiHa peyenmom
o060s10HKot, 20 BTOPVHHE y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
Mmr/80 mr; no 10 nakyBaHHs, niKapcbKoro 3acoby (36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOroO
TabneTtok y 6nicrepi; KOHTPO/b Ta BUMYCK nNikapcbkoro 3acoby) - 151 ToproBoil ynakoBku (NiATBEPAKYETLCS
no 3 abo no 9 cepii: [aHVMU peanbHoro vacy) 36inbLeHH TepMiHy NpUAATHOCTI
6nicTepiB y Kopobui KPKA, a.4., Hoso roTOBOrO JIiKapCbKOro 3acoby.
mecTo, CrnoBeHis; 3arBepAkeHo: 2 poku. 3anponoHoBaHo: 3 poku. BBeAeHHS 3MiH
KOHTPO/b Cepil: NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXEHHS.
KPKA, a.4., Hoso
mecTo, CrioBeHis
34. BANAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHisa BHECEHHS 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16269/01/03
NNiBKOBOIO HoBo mecTo bulk", nepsrHHe Ta 3MiHK 3 SIKOCTi. FoTOBUIA NiKapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
060/10HKO0, 10 BTOPVHHE y TepMiHax NpUAATHOCTI abo ymoBax 36epiraHHs rOTOBOr0O
Mr/160 wmr; no 10 nakyBaHHs, nikapcbKoro 3aco6y (36i/bLUeHHs TepMiHy NpuAaTHOCTI TOTOBOro
TabneTtok y 6nictepi; KOHTPONb Ta BUMYCK nikapcbkoro 3acoby) - [ns Toprosoi ynakoBku (NigTBEPAKYETLCS
no 3 aéo no 9 cepii: LAaHUMK peasibHOro Yacy) 36i/bLIEeHHst TEpMiHY NpUAATHOCTI
6nicTepiB y kopobu,i KPKA, a.4., Hoso roTOBOrO JlikapCbKOro 3acoby.
mecTo, CrnoBeHis; 3aTBepAkeHo: 2 poku. 3anpornoHoBaHo: 3 poku. BBeAeHHS 3MiH
KOHTPO/b Cepil: NPOTAroM 6-TW MICALB NIiC/1A 3aTBEPAKEHHS.
KPKA, a.4., HoBo




22 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mecTo, CrioBeHis
35. BAJ/TAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16269/01/04
NNiBKOBOIO HoBo mecTo bulk", nepenHHe Ta 3MiHM 3 SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. CTabiNibHICTb. 3MiHa peyenmom
o6osoHKo, 20 BTOPUHHE y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
Mr/160 mr; no 10 nakyBaHHs, niKkapcbKoro 3acoby (36iNbLUEHHS TepMiHY NPUAATHOCTI FOTOBOro
TabneTtok y 6nicrepi; KOHTPO/Ib Ta BUMYCK nikapcbkoro 3acoby) - a5 ToproBoil ynakoBku (NiATBEPAKYETLCS
no 3 abo no 9 cepii: AaHVMK peanbHOro vacy) 36inbLeHHs TepMiHy NpUAATHOCTI
6nicTepis y Kopobu,i KPKA, a.4., Hoso roTOBOrO JIiKapCbKOro 3acoby.
mecTo, CrnoBeHis; 3arBepAkeHo: 2 pokn. 3anponoHoBaHo: 3 poku. BeBeAeHHs 3MiH
KOHTpPO/b cepii: NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPKEHHS.
KPKA, a.4., Hoso
mecTo, CrioBeHisi
36. BANAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHisa BMPOGHMLTBO "in CnoseHisa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16269/01/01
NNiBKOBOIO HoBo mecTo bulk", nepsrHHe Ta 3MiHK 3 sIKOCTi. FoTOBMIA NiKapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
060/10HKOH0, 10 BTOPUHHE y TepMiHax NpUAATHOCTI ab0 ymMoBax 36epiraHHs rOTOBOr0O
Mmr/80 mr; no 10 nakyBaHHs, nikapcbKoro 3acoby (36i/bLIeHHs TepMiHy NpuAaTHOCTI TOTOBOro
TabneTtok y 6nictepi; KOHTPO/Ib Ta BUMYCK nikapcbkoro 3acoby) - [ns Toprosoi ynakoBku (NigTBEPAKYETLCSA
no 3 abo no 9 cepii: AaHVMU peanbHOro vacy) 36ibLeHHs TepMiHy NpUAATHOCTI
6nicTepiB y kopobu,i KPKA, a.4., Hoso roTOBOrO JlikapCbKoro 3acoby.
mMecTo, CroBeHis; 3aTBepakeHo: 2 poku. 3anpornoHoBaHo: 3 poku. BeeaeHHs 3MiH
KOHTPO/b cepii: NPOTAroM 6-T MICALIB MiCNSA 3aTBEPKEHHS.
KPKA, a.4., HoBo
mecTo, CnoBeHis
37. BA/IbTPEKC TabneTkn, BKPUTI nakcoCwmit Benvka [nakco Bennkom Icnanis BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny - 3a UA/7835/01/01
™ 060s10HKot0, No 500 KnsiiH BpuTaHis C.A., IcnaHis Monbwa 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
mr; no 10 TabneTok Ekcnopt (BUpPOGHYMK AnA 3MiHW)- 3MiHN BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI YNakoBKu
y 6nicTepi; no 1 NimiTen NepBMHHOrO Ta NiKapcbKoro 3acoby
6nictepy B BTOPWHHOTO
KapTOHHI kopobLyj; nakyBaHHs,
no 6 TabneTok y KOHTPOJIIO Ta
6nictepi; no 7 BUWMYCKY Cepiil);
6nictepiB y nakco Bennkom
KapTOHHI kKOpooLyj; C.A., IcnaHis
no 14 tabneTok y (BUPOGHYK
6nicTepi; no 3 Hepo3g)acoBaHOro
6nictepn B NPOAYKTY);
KapTOHHIA Kopoo6Li nakcoCMmIiTKnsiiH
PapmMacboTKan3
C.A., Monbwa
(BUpOGHUK Ans
NepBUHHOrO Ta
BTOPWHHOTO
nakyBaHHsl,
KOHTPO/IIO Ta
BMNYCKY Cepiit)
38. BAHKOMILUW niogpinizat gna PapmaLesT Ipeuis AH®APM XEJIJIAC Ipevis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/8773/01/01
H-BOKATE NPUroTyBaHHs nyHa C.A. 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsgy (iHwi peyenmom




23 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pO34nHy Ans KOMnaHis 3MiHN). OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKN /TiKapCbKOro
iHcpysiin no 500 mr "BOKATE 3aco6y 3 BHECEHHSIM iH(hopMalLlii LLoA0 3a3HAYEHHST OANHUL
no 1 a6o 10 CA" BMMIiptOBaHHA y cuctemi Sl.
h/1aKoHIB 3
niocpinizatom y
KapTOHHiii Kopo6Lli
39. BEHTONIH™ aepososnb Ans nakcoCmitT Benuka nakco Bennkom ®paHLis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/2563/01/01
EBOXANEP™ | iHransauii, KnsiiH BpuTaHis MpojakLuH, IcnaHis afMiHiCTpaTMBHI 3MiHU. Buny4yeHHs BUPOBHNYOI AiNbHUL peyenmom
[030BaHui, 100 Excnopt dpaHuis; Makco (BkNtovatoum ginbHuyi gns APl nPOMiKHOTO NPOAYKTY abo
MKr/go3y; no 200 NimiTen Bennkom C.A. roTOBOrO JliKapCbKoro 3acoby, AiNbHWL 415 NPOBeAEHHS
003y 6anoHi; no 1 nakyBaHHs, BAPOOHMKa, BifMNoBifaIbHOMO 3a BUMYCK cepili, MicLe
6as10Hy B KapTOHHI NpPOBeAEHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOTO
Kopoo6Li marepiany, peareHTy abo AONOMDKHOT pEHOBMHY (SIKLLO
3a3HauvyeHo Yy [10CbE) - BUTYYEHHSI BUPOOHMYOT AinbHUL Ans Adl
Canbbytamony cynbgpaty Glaxo Operations UK Limited, Ware,
United Kingdom, sikuii npunuH1WB BUPOGHMLTBO, MIKPOHi3aLiio Ta
KoHauuioHyBaHHA A®I. 3anponoHoBaHo: Glaxo Operations UK
Limited, Montrose, United Kingdom
40. BEPPYKYTA PO3UMH HaLLKIPHWIA, [epmachapm | HimewunHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/18313/01/01
H® 5 mr/r, 100 mr/r no Al ApuHaiimiTTens 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
13 Mn y donakoHi 3 3MiHK) - 3MiHW BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
nosieTuIeHOBO yNakKoBKM NiKapCbKoro 3acoby. BunyyeHo i3 posginy
KPYLLIKOO «IHOOPMALIISA, AKA HAHOCUTBCA LWPUSTOM EPANNSA»
HeJOCTYMNHO ANs nikapcbKoi chopmMu npenapaTy, OCKi/IbKM NiKapCbKunx 3aci6 icHye
BIAKPUTTA LiTbMU, TiNbKWN B OAHIV Nikapcbkiin hopmi. BunpaBneHo TeXHIUHY
LLIO 3arBNHYYETLCA NOMWJIKY B Ha3Bi NikapCbKoro 3acoby B LibOMy po3gii, fka byna
Ta NpuesHaHUM A0 JonylieHa nig vac peectpauii. TepMiH BBEAEHHS 3MiH: NOTArOM
Hel wnarenewm; no 1 6-TV MicALB 3 AATV 3aTBEPL)KEHHS 3MiH.
h1akoHy y navuj
41. BIBPOLN cnpei HasanbHWiA; FCK Lseliuapis "CK KoHcblomep LBeliuapis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 6e3 UA/4564/02/01
no 10 mn y donakoHi KoHcblomep Xenckep C.A 3MiHM WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarisgy. peuyenma
3 po3nusoBayem; no Xenckep BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
1 donakoHy y C.A. thapmakoHarnsgy (BBefeHHs y3araibHeHUX fJaHuX Npo cucTemy
KapTOHHI KOPOOL;i hapmakoHarnsigy, 3MiHa yrnoBHOBaXXeHOT 0co6U, BiANoOBiga/bHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHA BiAMIHHA Bif, YNOBHOBa)XXeHOI 0co6M,
BiANOBIAANbHOI 3a 3ilicHeHHS (hapMakoHarnaay (Bkiovakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cuctemn chapmakoHarnsgy); 3mMiHa yrnoBHOBaXXEHOT 0co6u
3asBHMKa, BiANOBIAA/IbHOT 38 hapmakoHarnsg.
MponoHosaHa pegakuis: [p. AeHc- Ynbpix LLUTermanH / Dr. Jens-
Ulrich Stegmann, MD.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6U 3asBHYKA,
BiANOBIAA/IbHOI 3a thapmakoHarnfg. 3mMiHa MicLLe3HaxXoKEeHHs
MacTep-garisia cucteMu papmakoHarasgy Ta horo Homepa.




24 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
42, BiBPOLN Kpanni HasasibHi; No FCK LLiBeiiuapis 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - UA/4564/01/01
15 Mn y cknsiHomy KoHcblomep Xenckep C.A. 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay.
dhnakoHi 3 Xenckpanni BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
noninponineHoBo C.A. thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx Npo cuctemy
KPWLLIKOIO- thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
KpanenbHuLeto; no 1 3a 3fiiCHEHHA hapMakoHarnsaay; KOHTaKTHOI 0cobm 3
chnakoHy B chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
KapTOHHI KOPOOL YKpaiHi, AKL,0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina
cuctemn chapmakoHarnsgy); 3mMiHa yrnoBHOBaXXEHOT 0co6u
3asBHVKa, BigNoBiganbHOT 3a hapmakoHarnsag,.
MponoHoBaHa peaakuis: [ip. MeHc- Ynbpix LLTermanH / Dr. Jens-
Ulrich Stegmann, MD. 3MiHa KOHTaKTHVUX AaHWNX YNOBHOB&XEHOI
0co6u 3asBHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsag,. 3miHa
MicLie3HaxopKeHHs1 MacTep-thaiina cuctemu hapmakoHarnagy
Ta /ioro Homepa.
43. BIBAHAT PO3UMH ANA iH EKL, EnEnCi Ipysis K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peeCTpaLiiiHNX MaTepianis: TEXHIYHA NOMUIKa 3a UA/17489/01/01
POM®APM 3mr/3mn, no3mMny Pomdapm KOMMAHI C.P.N., (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - BunpaBneHo peyenmom
nonepeaHLo Komnari PymyHis TEXHIYHY MOMUJIKY Y TEKCTIi MapKyBaHHS YNakoBKW NiKapCbKoro
HanoBHEHOMY xopaxns (BrpobHuuTBO Ta 3aco6by: 3anponoHoBaHo: 5.CMNOCIB TA WNAX BBEAEHHA Ana
wnpuui; no 1 a6o 4 nepBuHHe BHYTPILUHbOBEHHOTO BBEAEHHS. 3a3HaueHe BUNpaB/ieHHs
nonepeaHLo nakyBaHHs BifjNOBiga€e MaTepianam peecTpauiiiHoro focbe
HanoBHEHWX nikapcbkoro
Lwnpuum y énictepi, 3aco6y); K.T.
pa3om 3 1 a6o 4 POM®APM
rosikaMu y KapTOHHIl KOMTIAHI C.P.J1.,
Kopoo6Li PymyHis (KoHTponb
SAKOCTI BUXiAHMX Ta
nakyBaJsIbHUX
mMartepianis,
NPOMDKHUX Ta
Hepo3dacoBaHmx
NPOAYKTIB, FOTOBOrO
nikapcbKkoro 3acoby,
BTOPVHHE
nakyBaHHs
nikapcbKkoro 3acoby,
cepTudikaLia Ta
BUMYCK cepii)
44, BIAEIH Kancysm m'ski no AT YkpaiHa AT "KUIBCbKWW Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/18050/01/01
12,5 mkr (500 MO) "KNIBCbKN BITAMIHHUIA 3MiHWM 3 AKOCTI. [0TOBWIA NliKapCbKMii 3aci6. 3MiHM 40 po3giny peyenmom
no 10 kancyny " 3ABOA" MeToAy KOHTPON0 «KiflbKicHe BU3HAYEHHS.
6nictepi; no 3 abo 6 BITAMIHHW Xonekanbundepon», a came BBeAeHHS a/ibTEPHATUBHOIO
6nicTepiB y navyi 1 3ABOA" MeToay A0 po3giny "KinbkicHe BU3Ha4eHHsl. Xonekanbundepon"
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3asiBHUKa

Bupo6HuK
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BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

(metog BEPX) no Bxe 3aTBepmkeHoro metogy BEPX . CynyTHS
3MiHa - 3MiHM 3 SIKOCTi. FOTOBWI Nikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNPOBYBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHNX Y crneuudikauisx, nig yac BUpO6GHMLTBA rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHN)
3MiHM [0 po34iny MeToay KOHTPonto «KiflbKicHe BU3HAUYEHHS.
Xonekanbundepon» A58 NPOMKHOI NPoAyKLii - BBEAEHHS
albTePHATUBHOIO METOAY KOHTPOSIO NiKapCbKoro 3acoby, a
came BBE[leHHS1 a/IbTEePHATUBHOIO MeToAy A0 po3ainy "KinbkicHe
BM3HaYeHHs. Xonekanbundepon" (metog BEPX) o Bxe
3arsepaxeHoro metoay BEPX.

45,

BIOEIH

Kancysm mM'siki no 25
MKr (1000 MO) no
10 kancyny
6nicTepi; no 3 abo 6
6nictepis y navui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

YKpaiHa

AT "KWTBCBKIAI
BITAMIHHU
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny -
3MiHM 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU f0 po3ainy
MEeTOAY KOHTPON0 «KiflbKicHe BU3HAYEHHS.
Xonekanbumdepon», a came BBeJeHHA a/lbTepHaTUBHOIO
mMeToay Ao po3ainy "KinbkicHe BU3HaYeHHs. Xonekanbundepon"
(meTog BEPX) o Bxe 3aTBepmkeHoro metogy BEPX . CynyTHsA
3MiHa - 3MiHM 3 SKOCTi. FOTOBWI Nikapcbkuii 3aci6. 3MiHN Y
BUPOOHMLTBI. 3MiHM BUNPO6YyBaHb abo A0MYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig yac BUpo6HMLTBA roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHN)
3MiHM 0 po3ainy metony KOHTPoso «KislbkiCHe BU3HAYEHHS.
Xonekanbundepon» 415 NPOMKHOI NPOAYKLUIT - BBEAEHHS
a/IbTEPHATUBHOIO METOZAY KOHTPOSIO fliKapCbKoro 3acoby, a
came BBE[EHHS a/ibTEPHATVBHOIO MeToAy A0 po3giny "KinbkicHe
BMU3Ha4YeHHs. Xonekanbungepon" (metog BEPX) no Bxe
3aresepkeHoro metoay BEPX.

3a
peyenmom

UA/18050/01/02

46.

BIHOKCUH
MB

Tabnetku
NPOIOHroBaHoI Aji
no 30 mr no 20
TabneTtok y 6nicrepi;
no 1 a6o no 3
6nictepu B
KapTOHHIM nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma CrapTt"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny -
3MiHU 3 AKOCTi. A®Il. KoHTposib A®I (iHLWi 3MiHW) - NOAAHHSA
OHOBJ/IEHOr0 MacTep-thaiina Ha A®| BupobHuka Linnea SA

LBenuapisa AM® Ne VMR/E02/15.05.2020; 3miHu | TURy - 3MiHK
3 AkocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneungikayisx Ha A®l, abo BUXIAHWUIA/NPOMIKXHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYITLCA Y NPOLLECI
BUpo6HMUTBA AP (iHLLI 3MiHM) - BHECEHHSA 3MiH A0 3.2.5.4.1
Cnevyucbikauis y 3 38'A3Ky i3 BBe,eHHIM HOBOI Bepcii IM® Big
BMPOGHMWKA, OCKINTbKM siKicTb AD| (NpuBELEHO Y BiAMOBIAHICTb A0
MoHorpadii EP Vincamine, cnevudikayis gonoBHeHa
nocunaHHAM 415 NoKasHUKIB, ANs AKX Mae ByTu NnpoBeaeHuia
NepeKoHTPO/Ib; 3MiHK | TUNY - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMUTBI (iHLWi 3MiHK) - 3MiHK A0
po3sginis 3.2.P.3.3. Onvc BUPO6HMYOro NpoLecy Ta KOHTPOsI0
npouecy., 3.2.P.3.4. KOHTPO/Ib KPUTUYHKX CTaZAji i NPOMKHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy Ta/abo Aoro oujiHka y
3B'53Ky 3 HEOOXIAHICTIO YTOYHEHHS iH(hOpMaLLii CTOCOBHO

3a
peyernmom

UA/11573/01/01
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47.

HaHeCceHHs1 HoMepy cepii Ta TepMiHy NPUAATHOCTI Ha CTagisax
«®acyBaHHs» Ta «YNakoBka», Lo 06yMOBNEHO TEXHO/OTIYHO0
MOX/IBICTIO HAHECEHHSA HOMepY cepii Ta TepMiHy NpUAAaTHOCTI —
MeTOA0M [pPYKY B JONOBHEHHA [0 METOAY HaHECEHHS BifTUCKY;
3MiHM | TUMy - 3MiHKU 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3aci6.
KOHTpOsb roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHLUi 3MiHW) - BBEAEHHSA NEPIOANYHOCTI NPOBEAEHHS
KoHTponto 13 3a nokasHvkoM MikpobionoriyHa ynctoTa, a came
Ha nepLuili cepii y poui Ta He pigLue, HbX Ha KOXHIl 5 cepii; 3MiHu
| TMNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbKoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHM y MeTogax
BMNPOoOYBaHb (BK/OUaUM 3aMiHy ab0 AONOBHEHHS)); CynyTHSA
3MiHa - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO /liKapCcbKoro 3acoby. 3miHa napameTpiB crneumdikauii
Ta/abo foNyCTUMUX MEX rOTOBOrO JliKapcbKoro 3acoby (iHLwui
3MiHW) (B.11.r.1. (X) 1B), BHECeHHs 3MiH A0 creumdikavii Ta
MeTogiB KoHTposto 13 3a nokasHykamu: «laeHTudikauis
MeTogom TLUX» n. 2.1, y 3B’A3Ky 3 BBE,E€HHAM HOBOI METOAMNKN
BMNPO6YBaHHA Ha CYNPOBIAHI AOMILLKM, i3 METOAVKN BUYYEHO
onuc NpUroTyBaHHSA PO34MHIB NOpPiBHAHHA (b), (c) Ta (d), Tomy
LLLO BOHW He NOTPIi6HI Npuv iaeHTudikawii gitovoi pevyoBuHN. Hassy
«PO34VHY MOPIBHAHHSA (&)» 3MIHEHO Ha «PO34NH NOPIBHAHHSA»
«CynpoBigHi AOMILLKM» 3MiHa MeToAy BM3Ha4yeHHs 3 TLUX Ha
BEPX, L0 06ymMOBNeHO BBEAEHHAM B Ait0 MoHorpadii EP Ha
A®|; 3anponoHosaHo: KoxHol gomiwwkum A, B, C Ta D — He
6inbLe 0,5 % Byab-aKoi HecneumdikoBaHOI AOMILLKY — He
6inbLwe 0,2 % Cyma fOMILLOK — He Ginblie 2,0 % ; 3MmiHu | Tuny -
3MiHU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTpObL roToBOro
nikapcbkoro 3acoby (iHwi 3MiHN) - 3 po3giny 3.2.P.5.1 BunyyeHo
cneumaikauito 415 KOHTPON TabneTok Hepo3dacoBaHuX
Tabnetok Ta N3 npoTarom BMBYEHHA cTabinbHOCTI. HagaHo
Cnevuudpikanii nuwe ansa M3 Ha BUNYCK Ta NPOTATOM TePMiHy
npugartHocTi. KoHTposnb TabneTok Hepo3dhacoBaHUX onucaHuii y
posginax 3.2.P.3.4. ta 3.2.P.3.5. CneuudikaLjis Ha BUBYEHHS
cTabinbHOCTI HagaHa y po3aini 3.2.P.8.1.; 3miHu | Tuny - 3MiHu 3
sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby (iHwi 3MiHn) 3aTBepakeHHs MKA N13
YKpaiHCbKOH MOBOO

nocsio4YeHHs

BIHOKCWUH
MB

Tabnetku
NPOJIOHroBaHoI Aji
no 30 wr, in bulk: no
7 Kr'y naketax
nonieTUIeHoBNX B
KOHTeliHepax

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny -
3MiHU 3 AkocTi. ADI. KoHTponb A®I (iHLWi 3MiHK) - NoAaHHSA
OHOBJ/IEHOr0 MacTep-thaiina Ha A®| BupobHuka Linnea SA

LBenuapisa AM® Ne VMR/E02/15.05.2020; 3miHu | TURy - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo BUXIAHWUIA/NPOMIKHNIA

3a
peyermom

UA/11574/01/01




27 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BUpo6HMUTBa API (iHLWi 3MiHW) - BHECEHHSA 3MiH A0 3.2.5.4.1
Cneuucbikauist y 3 38'A3Ky i3 BBefleHHAIM HOBOI Bepcii AM® Big
BMPOGHMKA, OCKINTbKM siKicTb AD| (MpuBeaEHO Y BiAMOBIAHICTb [0
MoHorpadii EP Vincamine, cneuudikauis gonoBHeHa
NocuNaHHAM A5 NOKa3HWKIB, AN AKUX Mae ByTv npoBeseHni
NepeKoHTPOsIb; 3MiHK | TUNY - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMUTBI (iHLWi 3MiHK) - 3MiHK A0
posginis 3.2.P.3.3. Onvc BUPO6HMYOro NpoLecy Ta KOHTPOIO
npouecy., 3.2.P.3.4. KOHTPO/Ib KPUTUYHKX CTaAji i IPOMDKHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy Ta/abo /Aoro oujiHka y
3B'AA3Ky 3 HEOOXIAHICTIO YTOUYHEHHS iHChOpMAaLLii CTOCOBHO
HaHeCeHHs1 HoMepy cepii Ta TepMiHy NPUAATHOCTI Ha CTagisax
«®acyBaHHs» Ta «YNakoBka», Lo 06yMOBNEHO TEXHO/OTIYHO
MOX/IBICTIO HAHECEHHSA HOMepY cepii Ta TepMiHy NpUAAaTHOCTI —
MeTOA0M [pPYKY B JONOBHEHHSA [0 METOAY HaHECEHHS BifTUCKY;
3MiHM | TUMy - 3MiHKU 3 AKOCTIi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTposb roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHLUi 3MiHW) - BBEAEHHSA NEPIOANYHOCTI NPOBEAEHHS
KoHTponto 13 3a nokasHvkoM MikpobionoriyHa ynucToTa, a came
Ha nepLuili cepii y poui Ta He pigLue, HbX Ha KOXHIl 5 cepii; 3MiHu
| TMNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbKoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHM y MeTogax
BMNPOOYBaHb (BK/IOUaUM 3aMiHy ab0 AONOBHEHHS)); CynyTHSA
3MiHa - 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO /likapCcbKoro 3acoby. 3miHa napameTpiB crneumdikauii
Ta/abo foNyCTUMUX MEX rOTOBOTO JlikapcbKoro 3acoby (iHLwui
3MiHW) (B.11.r.1. (X) 1B), BHECeHHs 3MiH A0 crneumdikavii Ta
MeTogiB KoHTposto 13 3a nokasHukamu: «lgeHTudikauis
MeTogom TLUX» n. 2.1, y 3B’A3Ky 3 BBEE€HHAM HOBOI METOAMNKN
BMNPO6YBaHHA Ha CYNPOBIAHI AOMILLKM, i3 METOAVKN BUIYYEHO
Onunc NpUroTyBaHHSA PO34MHIB NOpPiBHAHHA (b), (c) Ta (d), Tomy
LLLO BOHW He NOTPIi6HI Npu iaeHTUdikawii gitovoi pevyoBuHW. Hassy
«PO34MHY MOPIBHAHHSA (&)» 3MIHEHO Ha «PO34NH NOPIBHAHHSA»
«CynpoBigHi AOMILLKM» 3MiHA MeToay BM3Ha4yeHHs 3 TLUX Ha
BEPX, L0 06ymMOBNeHO BBEAEHHAM B Ait0 MoHorpadii EP Ha
A®I; 3anponoHosaHo: KoxHol gomiwwkum A, B, C Ta D — He
6inbLue 0,5 % Byab-aKoi HecneumdikoBaHOI 4OMILLKY — He
6inbLwe 0,2 % Cyma [OMILLOK — He Ginblie 2,0 % ; 3MiHu | Tuny -
3MiHU 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTpoOnbL roToBOro
nikapcbKkoro 3acoby (iHwi 3MiHN) - 3 po3giny 3.2.P.5.1 BunyyeHo
cneumaikauito 415 KOHTPON TabneTok Hepo3dacoBaHuX
Tabnetok Ta N3 npoTarom BMBYEHHA cTabinbHOCTI. HagaHo
Cneuudpikanii nuwe ansa M3 Ha BUNYCK Ta NPOTATOM TePMiHy
npugartHocTi. KoHTposnb TabneTok Hepo3dhacoBaHUX onucaHuii y
posginax 3.2.P.3.4. ta 3.2.P.3.5. CneuudikaLjis Ha BUBYEHHS




28 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cTabinbHOCTI HagaHa y po3aini 3.2.P.8.1.; 3miHu | Tuny - 3MiHu 3
sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby (iHwi 3MiHn) 3aTBepakeHHs MKA N13
YKpaiHCbKOH MOBOO
48. BITANINIA KOHUeHTpaT ans ®peseHiyc | HimeuunHa ®peseHiyc Kabi Ab. Lsewis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/16590/01/01
pO3uunHy ons Kabi 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI. peyenmom
iHcpysiii; no 10 mny [oiunang 3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX, BCTAHOB/IEHUX Y
CKNSAHIV amnyni; no m6X crneungikalisx, nig yac BUPOOGHMLTBA FOTOBOTO JTiKAPCbKOT0
10 amnyny 3aco6y (iHLWi 3MiHK) - 3MiHa JOMYCTUMUX MeX Y NpoLeci
KapTOHHiiA Kopo6Li BUpOGHMLTBa /13, 30Kpema: po3LUMpPeHHs AONYCTUMUX MeX 3a
nokasHukom "O6'em HanoBHeHHs" 3 "10,1-10,3 mn" go "10,1-10,6
mn"
49. BITANINIA KOHUeHTpaT ons ®peseHiyc | HimeuunHa Ppe3seHiyc Kabi Ab LLseuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/16590/01/01
po3UnHYy AN Kabi 3MiHM 3 akocTi. CepTuddikaTt BignosigHocTI/IE-cepTudikar peyenmom
iHdpysii; no 10 mny [Honunang, BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii. 3MiHu,
CKNsHIV amnyni; no X noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
10 amnyny MoHorpadii oY abo €Bponeiicbkoi hapmakonei, abo iHWOoT
KapTOHHIA Kopoo6Li HauioHas1bHOT dhapmakonel gepxasun €C (3MiHa y cneuudikauii
HechapmakoneiiHoro A®| aAns npuBeAeHHs y BiANOBIAHICTb A0
Bumor [1®Y abo Esponelicbkoi hapmakonei, abo iHLwol
HauioHasIbHOT hapmakonel gepxasun €C) - JonomikHa
peyoBuHa/BUXIgHWIA MaTepian Ana BupobHuyTBa A®I - 3miHa y
cneumdikaLii 4OMOMKHOI peyoBuHM "OunLleHi chocdponinigm
SIEYHOTO XOBTKY" 41151 NPUBELEHHS Y BiANOBIAHICTb [0
MoHorpadii €Bponeiicbkoi hapmakonei
50. BITANINIA KOHUEHTpaT gns ®peseHiyc | HimeuunHa ®peseHiyc Kabi Ab. LLiBeuis BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/16591/01/01
ONA LITEN pPO34nHYy N Kabi 3MiHu 3 aAKkocTi. CepTudikar BignosigHocTi/I E-cepTudikat peyenmom
iHdpy3iii; no 10 mn 'y [Hoiiunang BignoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii. 3MiHu,
CKNsAHIV amnyni; no m6X noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
10 amnyny MoHorpadii JdY abo EBponeiicbkoi dhapmakonei, abo iHwoT
KapTOHHiiA KOpo6Li HaujioHasbHOT hapmakonel gepxasun E€C (3miHa y cneuudikawii
HedhapmakoneiiHoro A®| Ans npuBedeHHs Y BignoBigHICTb 0
BuMmor [1®Y abo €sponelicbkoi hapmakonei, abo iHLwol
HaLjoHas1bHOI thapmakonei aepxasu €C) - lonomixHa
pevoBUHA/BMXIAHUIA MaTepian 418 BUpo6HMLTBa ADI - 3MiHa y
cneumaqikaLii 4ONOMDKHOI peqoBUHM "OunLLeHi hocdoninigm
SIEYHOrO XOBTKY" A5 NPUBEAEHHS Y BiANOBIAHICTb A0
MOHorpadii €Bponeicbkoi hapmakonei
51. BITANINIA KOHLeHTpaT Ans ®peseHiyc | HimeuunHa ®peseHiyc Kabi Ab. Lsewis BHECEHHS 3MiH [0 peECTpaLiiHNX MaTepiaiB: TEXHIYHA NOMUIKa 3a UA/16591/01/01
ANs QITEN pO3uunHy ons Kabi (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - BunpaBneHo peyenmom
iHdpysii; no 10 mny [oiunang TEXHIYHY NOMUJIKY Y TEKCTi MapKyBaHHSA BTOPUHHOI YNaKkoBKU
CKMISAHIA amnyni; no 6X nikapcbkoro 3acoby: 3anponoHosaHo: 9. YMOBW 3BEPIFAHHA
10 amnyny 36epiratv B 3aXuWEHOMY Bif CBiT/1a MiCLli B OpUriHa/bHiIl




29 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KOopoo6Li ynakoBLji npy TemnepaTtypi He BuLe 25 °C.
52. BITAHIO TabneTku, BKPUTI [Op. Binbmap |HimewunHa | [Ap. Binbmap LUBa6e HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/14378/01/01
NNiBKOBOIO LLIBabe m6X i Ko. Kl 3MiHM 3 SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. CTabiNibHICTb. 3MiHa peyenma
o060510HKot0, Nno 200 v6X i Ko. y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
Mr no 20 TabneTok y KIr niKkapcbKoro 3acoby (36iNbLUEHHS TepMiHY NPUAATHOCTI FOTOBOro
6nicTepi; no 1 a6o 2 nikapcbkoro 3acoby) - a5 ToproBoil ynakoBku (NiATBEPAKYETLCS
6nictepu B OaHVIMU peanbHOro vacy) - 36iblIeHHS TePMiHY NPUAATHOCTI
KapTOHHIA KOopoo6Li roTOBOro NikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX pe3yNbTarTiB
[LOBrOCTPOKOBMX AOCAIAKEHb CTAbINIbHOCTI Y peasibHOMY Yaci:
3arsepkeHo: TepMiH NpuAaTHOCTI 4 poku 3anponoHoOBaHo:
TepMiH npuaatHocTi 5 pokiB 3MiHM BHECEHI B po34in "TepMmiH
NpUAaTHOCTI" B IHCTPYKLitO 47151 MEAMYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby
53. BMNPIB NOpPOLLOK AN Laiep Ipnangis Laiep IpnaHgis BHECEHHS 3MiH 10 peecTpayiiiHux maTtepianis: 3mMiHW | TUNY - 3a UA/15706/01/01
po3UnHYy AN dapmachbHoTi dapmacbloTikans 3MiHU 3 AKoCTi. APl BUPOOHULITBO - HE3HAYHI 3MiHW Y peyenmom
iHcpysiii, no 400 OJ, Kan3 IpnaHgisa Nimitepa, BVMPOGHMYOMY NPOLIECI LLIOA0 BUKOPUCTaHHA HEOUMLLEHOT
1 chnakoH 3 IpnaHgis IpnaHgis (Bunyck Hepo3gracoBaHO! cybCcTaHLji, BUroToB/1eHOT Ha AinsHui 400 Shire
NMOPOLLKOM Y Nimiteq cepii) Way (SW) ans Bupo6bHULTBA aKTUBHOT PEYOBVHW HA AiNbHUL
KapTOHHIA Kopoo6Li 205 Alewife Brook Parkway (ABP); 3miHu Il Tuny - 3miHu 3
AKOCTi. A®l. BUpOGHMLTBO - OHOBMEHHS iHhOpMaLii WoA0
BMPOGHMLITBA Ta KOHTPOSIO, MOB’'A3aHOI i3 3aMiHO ramma-
onpomiHeHux (FO) qinbTpiB Sartorius 0,2 MKM Ha aBTOK/NaBHi
QiNbTPK, LLO MKOPUCTOBYIOTLCA Ha AinsHui 400 Shire Way
(400SW)
54. BPATU3O/IH | kpem, 30 mr/r, no 3r TOB "BayLu YkpaiHa dapmsasof €nbtha Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 6e3 UA/11478/01/01
y Ty6i; no 1 Ty6i B Xenc" AT. 3MiHM WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarisgy. peuyenma
KapTOHHi Kopo6Li BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXXEHOT 0co6U, BiANOBiga/bHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKW,0 BOHA BiAMIHHA Bif, YNOBHOBa)XXEHOI 0Co6M,
BiANOBIAANbHOI 3a 34ilicHeHHS (hapMakoHarnaay (Bkavakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucTemMu hapMakoHarnsiay); 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHIKa, BifnoBiganbHOI 3a hapMakoHarnsag.
MponoHoBaHa pefakuin: bapmiHa MaHHa OnekcaHapiBHa. 3MmiHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6M, BigNoOBigabHOI 3a
thapmakoHarnsg. 3mMiHa HoMepa mMacTep-chaiina cuctemm
hapmakoHarnsgy
55. FENONMA3M | po3uuH Ans iHdysil PpeseHiyc HimeyuunH dpeseHiyc Kabi PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/13782/01/01
A no 500 M y MiLLKy Kabi a ®paHc 3MiHK 3 siKoCTi. FOTOBMIA nikapcbkuii 3aci6. Cuctema peyenmom
Freeflex a6o no 500 [onunang KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHM). BHECEHHS 3MiH
My Miwky Freeflex, m6X 00 p. «YnakoBka» MKA N13, y 3B'A3KY 3 YTOUHEHHSAM
no 20 MiLkiB popMy/IOBaHHA KOMMN/IEKTHOCTI MakyBaslbHOro marepiany




30 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Freeflex B kapTOHHiIli nNikapcbKoro 3acoby, Lo He KOHTakKTye 6e3nocepeiHbo 3
KOpo6Li NikapCbKM 3ac060M Bxe 3aTBepLKeHNX ynakoBoK. BBegeHHs
3MiH NPOTArom 6-TW MiCALB NicNs 3aTBEPIXKEHHS.
56. FEHTAMIUWH | po3unH Ans iH'eKuiid, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/6256/01/01
Y CYNIb®AT- 40 mr/mn no 2 mn B "®apmaueBT "papmaLeBTUYHa 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta thapmakoHariagy. peyenmom
AAPHULUA amnyni; no 5 amnyn n4yHa hipma dipma "fapHuusa” BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
Y KOHTYpHIlA "fapHuua” hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux Npo cuctemy
YapyHKOBIli thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiANoBiLabHOT
ynakoBLi; no 2 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHoOI 0cobu 3
KOHTYPHi YapyHKOBI thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsagy B
ynakoBKkM B navi YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaryumn
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BigNoBiganbHOI 3a thapmakoHarnsag,
MponoHoBaHa pepgakuis: Typok B'auecnas B'auecnaBoBuy
57. FNKAMTUAH™ niodpinizat ana Hosapric Lseiiuapi InakcoCMmiTKnsiiH ITania BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/9121/01/01
po3UnHYy AN dapma Al A MaHythakTypuHr Benvka 3MiHa Ha3BW BMPOGHMKA Ait0HOT PeYOBMHN TONOTEKAHY: peyenmom
iHdpysiii no 4 mr, 1 C.N.A., Itanisa BpuTaHis 3aTBepaxeHo: SmithKline Beecham (Cork) Limited, IpnaHgis;
dnakoH 3 (BUPOBHMLTBO 3a 3anponoHoBaHo: Thermo Fisher Scientific Cork Limited,
nioghinizatom y NOBHUM LMKOM); Ipnangis; 3miHn | TMny - 3BY)XEHHS NMOKa3HMKA KOHTPOJTHO SKOCTI
KapTOHHI Kopoo6Li KaTtaneHT tOK «Any other single impurity» cybcTaHuii 3 «He 6inbLe 0,1%>» fo
MekemxuHr NimiTes, «He 6inbLie 0,10%». JloaaTKOBO BigOYBalOTLCSA HE3HAUHI
Benuka BpuTaHis KOpPEeKLU,iliHi BUNPaBNeHHS 40 METOAIB KOHTPOJIO A1 NOKa3HUKIB
(BTOpUHHE «Heavy metals», «Residue on ignition»
nakyBaHHs)
58. AECMNA30N niodpinisat ana M.BioTek Benvka Hanpog, Naiidp IHgis BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/12116/01/01
PO34UHY A5 iH'EKLLA Nimiten BpuTaHis CaeHcec IMBT. /114, 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
no 40 wmr; 1 conakoH 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKU MiKapCbKOro
3 MOPOLLUKOM Y navi 3acoby 3 BHECEHHSIM iHGDOpMaUiT WOoA0 3a3HAYEHHS O4NHNLb
3 KapTOHY BUMIpIOBaHHsA y cuctemi Sl. BBeieHHS 3MiH NpOTArom 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS
59. AEKCAMETA | tabnetku no 0,5 wr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il Tuny - 3a UA/0992/03/01
30H- no 10 TabneTtok y "®apmaueBT "PapmaueBTuyHa 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsay. 3miHu peyenmom
AAPHUNUA KOHTYPHIl nyHa chipma tipma "AapHuusa” y TepaneBTWYHNX NOKa3aHHAX (4ofaBaHHA HOBOrO
YapyHKOBIli "fapHuua" TepaneBTUYHOro NnokasaHHsA abo 3MiHa y 3aTBEepAXEHOMY
ynakosL; no 5 rnokasaHHi) - 3MiHW BHeCeHi [0 IHCTPYKUii AN MegUYHOro
KOHTYPHUX 3aCTOCyBaHHSA /iKapcbKoro 3acoby y po3ain nokasaHHs -
YapyHKOBUX [0[aHHA nokKasaHHA "NikyBaHHA KOpPOHaBipyCcHOI xBopo6bu 2019
yNakoBOK y navui (COVID-19) y popocnux Ta naujieHTiB NigniTkoBoro Biky (BiKOM
BiA 12 pokiB 3 Macoto Tisla He MeHLwe 40 kr), SKum noTpibHa
[ofaTtkoBa KicHeBa Tepania”; Ta po3ginu "®apmMakosiorivHi
BnacTmBocTi", "Oco6amnBOCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fo3n" - BiANOBIAHO A0 piLeHHS
EMA/483739/2020 Big 18.09.2020 Ha niacTasi NO3UTUBHUX
pe3ynbTartis, NigTBepmkeHnx gocnimkeHHam RECOVERY.




31 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BBefleHHs1 3MiH NPOTArom 6-Tv MICALIB 3 AaTh 3aTBEPMAKEHHS.
60. ANBA30I/1- Tabnetku no 20 mr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/4780/02/01
AAPHNLA no 10 TabneTtok y "®apmaueBT "PapmaueBTnyHa 3MiHM Wo[0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarisgy - peyenma
KOHTYPHIl n4yHa chipma dipma "AapHuusa” OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU Jlikapcbkoro 3acoby 3
YapyHKOBIli "fapHuua" BHECEHHSAM iHhopMaLii LWoA0 3a3HaYEHHA OANHULb
ynakosLi, no 1 BVMIiptOBaHHA y cuctemi Sl. BHeceHHs 3miH fo po3giny
KOHTYpHIl “MapkyBaHHS” MKA J13; 3anponoHoBaHo: MAPKYBAHHA
YapyHKOBIli yrnakoBLi BignosigHoO [0 3aTBEpAXEHOr0 TEKCTY MapkyBaHHA. TepMiH
y nayui; no 10 BBE/IEHHS 3MiH MPOTAroM 6 MiCALB NiCNs 3aTBEPMXKEHHS
Tabnetoky
KOHTYPHUX
YapyHKOBUX
ynakoBkax
61. ANBIFENb rens 0,1%, no 0,5 r OpioH ®iHnaHgia | OpioH KopnopelilwH, PiHnaHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7892/01/01
abonolry KopnopeiiL PiHnAHAA BHECEHHS 3MiHW B MaTepiasin peecTpauiiHoro gocee p. 3.2.P.7. peyenmom
nakeTuky; no 28 H (BMPOGHNK, L0 Cuctema KoHTeliHep/ 3aKyrnoproBasibHWiA 3acib, a came
nakeTukiB y 3[jicHI0E BUNYyCK BUJ/TyYeHHs nocTavanbHuka Flextrus Lund AB, Sweden; 3MiHu |
KapTOHHI Kopoo6Li cepiii); OpioH TUMY - BHECEHHS 3MiHW B MaTepianv peecTpauiiHoro AockLe p.
KopnopefiwH, 3.2.P.7. CucTema koHTeliHep/ 3akynoptoBasibHUIA 3acib, a came
diHNAHAiA BBE[EHHS aNlbTepHaTMBHOIO MaTepiasly NepBUHHOI YNakoBKy
(BUPOGHUK, WO (nakeTuky 3 NamiHoBaHoro martepiany no 0,5 r tano 1,0 r) Big
3[jicHI0E HoBoro BMpo6Huka Constantia Flexibles, sikiii Bigpi3HAeTbCA 3a
BUPOGHMLTBO, KiNbKICHAM | SIKICH/M CKNafoM Bif, NaMiHOBaHOro marepiany
nepBuHHE, BTOPVHHE 3aTBEPKEHOro BUPOOHMKA (TOBLUMHA LUapy asltoMiHiEBOI
nakyBaHHs, 00/1bI He 3MiHMNAch), 3 BiANOBIAHUMY 3MiHAMVY Y cneumdikawi
KOHTPO/b AAKOCTI) Ha nakyBaslbHWUIA MaTepian Big HOBOro BUPOGHWKA; 3MiHW | Tuny -
BHECEHHS 3MiHW B MaTepiasan peecTpauiiHoro gocee p. 3.2.P.7.
CuncTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6, a came 3amiHa
BUpo6HMKiB Amcor Flexibles Kreuzlingen AG, Germany Ta
Flextrus Lund AB, Sweden Ha Constantia Flexibles, Spain;
3anpornoHoBaHo: Amcor Flexibles Singen GmbH, Germany;
Constantia Flexibles, Spain; 3miHu | Tuny - BHECEHHA 3MiHW B
marepianu peecTtpauiiHoro gocbe p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoploBasibHWiA 3acib, a came BUTyYEHHS
noctavansbHuka Amcor Flexibles Kreuzlingen AG, Germany
62. ANPEPENIH nopotok no 11,25 INCEH dpaHuis Mopouok: dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a UA/9454/01/01
® Mr Ta PO3YUHHVK PAPMA Bupo6HuyTBO Ta 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLi peyenmom
ANnsa cycneHsii ans nakysaHHs: INCEH 3MiHW) - 3aTBEPAXKEHHSA aNlbTEPHATUBHOIO TEKCTY MapKyBaHHS
iH'eKUin PAPMA BIOTEK, YNaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4YEeHHAM MiXXHAPOAHMX
NPO/IOHrOBAHOr0 dpaHuia: no3HayeHb OAVHWLb BUMIPIOBaHHSA. BBeAeHHs 3MiH NpoTArom 6-
BMBI/IbHEHHS; 1 Mamma- TV MicsLiB nicns 3aTBepKeHHS.
h/1aKoH 3 NOPOLLKOM BUMPOMIHIOBaHHS:
Y KOMMIEKTi 3 INMCEH ®APMA
PO3UYNHHMKOM MO 2 BIOTEK, ®paHuis
M (MaHiT (E 421), abo
BOAA ANS iH'EKLii) B CTEPIOXEHIKC
amnyni, WNpuLom ITANIA C.T.A.,




32 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[N 0HOPa30BOro ITanis;
BMKOPWCTaHHSA Ta BTopuHHe
TpboMma ronkamu (y nakyBaHHs,
6nicTepHin KOHTPO/Ib AKOCTi Ta
ynakoBLji) y BUNYCK NikapCbKoro
KapTOHHi Kopoo6Lli 3acoby: INCEH
®APMA BIOTEK,
PpaHuis;
PO34YMHHYK:
Brpo6HMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
CEHEKCI , ®paHuis;
BTopuHHe
nakyBaHHS Ta
BUMYCK cepil:
INCEH ®APMA
BIOTEK, ®paHuis
63. AOKCULUMKAI | kancynu no 100 mr MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/8028/01/01
H-0APHULA no 10 kancyny "®apmauesT "papmaLeBTUiHa 3MiHM WoAo 6e3nekn/eekTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
KOHTYPpHIl n4yHa chipma ipma "JapHnus 3MiHM); 3amiHa po3giny «IpadhiuyHe 0hopMIEHHS YNaKoBK/» Ha
YapyHKOBIli "fapHuua" «MapkyBaHHA» B 3aTBepAXeHux MKA J13. 3anponoHoBaHo:
ynakoBLi; no 1 a6o MAPKYBAHHSA. BignoBigHo A0 3aTBEPO)KEHOTO TEKCTY
M0 2 KOHTYPHi MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBku
YapyHKOBI YNakoBKu NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYEHHS
y nauu; OAVHWLb BUMIPOBaHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH:
no 1000 kancyn y NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS 3MiH.
KOHTeliHepax
Na1acTMKOBUX
64. AOP30/® Kpansi O4Hi, po3ynH AopaH- Xopsaris AapaH-TaneHcbknii Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/14027/01/01
2%;no5mny [aneHcbKuit Na6opaTopiit 4.4, 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
dhnakoHi- Na6opaTopi BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
KpanenbHuyj; no 1 .o thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnX npo cuctemy
donakoHy- thapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0co6u, BiANOBiLabHOT
KpanesibHuULi B 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
KapTOHHIA Kopoo6Li hapmakoHarnagy 3asiBHUKa AN 34iiCHEHHA dhapmakoHarnsagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BiAMOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavayumn
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi macTep-haina
cucteMu chapmakoHarnsay) - 3MiHa KOHTakTHUX AaHnX
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COOM 3a9BHMKA,
BignoBigasIbHOT 3a hapmakoHarnsag B Ykpaii
65. AOP30TUMO | kpansi O4Hi, po3unH AopaH- XopsarTist AppaH-FaneHcbkuit XopsarTis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/14028/01/01
ne no 5 mn y chnakoHi- [aneHcbkni NabopaTopiii 4.4, 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHariagy. peyenmom
KpanenbHuyj, no 1 Nab6opaTtopi BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
h1aKoHy- np.na. hapmakoHarnsagy (BBefileHHs y3arasibHeHUX faHux Npo cnuctemy




33 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KpanesnbHuULi B thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0co6y, BiANOBIAA/IbHOI
KapTOHHIA Kopoo6Li 3a 3[jficHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YkpaiHi, SIKLLIO BOHA BigMiHHA Bif YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (Bkivarum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucteMun dpapmakoHarnsgy); 3MmiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0CO6GU YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag B YkpaiHi.
66. EK3UCTA Kancynu Teepai, no AT "Apaves Monbwa AT «Afamep Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/17002/01/01
75 wr; no 14 kancyn Papma” dapmax, MNonbLa noAaHHA HOBOTO cepTudikaTta BignoBigHOCTI €EBponenchbkil peyenmom
y 6nicTepi, no 2 abo (BMpPOGHYMK thapmakonei Ne RO-CEP 2016-189-Rev 01 ana A®I nperabaniny
4 6nictepu B nepBMHHOIO Ta Bi, HOBOro BUpo6HMKa Zhejiang Huahai Pharmaceutical Co. Ltd.
Kopoo6Li BTOPVHHOIO MponoHoBaHa pegakuis: BUpo6bHWKKM Ajtoyoi pevoBuHN:
nakyBaHHs, BUMYyCK Teva Pharmaceutical Industries Ltd. Assia Chemical Industries
cepii; BUPOBGHNLTBO Ltd. Teva-Tech site, Neot-Hovav Eco-Industrial Park Emek Sara,
"in bulk", nepBrHHe Be'er Sheva 8412316, P.O. Box 2049 Israel Zhejiang Huahai
Ta BTOPUHHE Pharmaceutical Co. Ltd. Chuannan, Dungiao 317 016 Linhai,
nakyBaHHs) Zhejiang Province, China RO-CEP 2016-189-Rev 01
67. EK3NCTA Kancynu Teepgi, no AT "Apamep, Monbla AT «Apamvep Monbla BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/17002/01/02
150 wmr; no 14 dapma” dapmax», MonbLua noAaHHs HOBOTO cepTudpikaTta BignosigHOCTI EBponeiichkili peyenmom
Kancyn y énictepi, (BUPOGHYK thapmakonei Ne RO-CEP 2016-189-Rev 01 ana A®I nperabaniny
no 2 abo 4 6nictepu NnepBMHHOIO Ta B4 HOBOro BMpo6HMKa Zhejiang Huahai Pharmaceutical Co. Ltd.
B KOpPOO6LLi BTOPVHHOIO MponoHoBaHa pefakLis: BUupobHUKM Ailo40T peyoBUHU:
naxyBaHHs, BUNYyCK Teva Pharmaceutical Industries Ltd. Assia Chemical Industries
cepii; BAPOGHMLTBO Ltd. Teva-Tech site, Neot-Hovav Eco-Industrial Park Emek Sara,
"in bulk", nepBrHHe Be'er Sheva 8412316, P.O. Box 2049 Israel Zhejiang Huahai
Ta BTOPUHHE Pharmaceutical Co. Ltd. Chuannan, Dungiao 317 016 Linhai,
nakyBaHHs) Zhejiang Province, China RO-CEP 2016-189-Rev 01
68. EMCE®® NOPOLLOK ANs Abpun IHgis HekTap IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | Tuny - 3a UA/9914/01/01
1000 pO3unHy ANns iH'ekuin | ®opmynenw NaiidpcaiiHcia AnMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
no 1000 mr, 1 H3 [BT. JITA,. Nimitea-tOHIT VI MiCLil NPOBaPKEHHA AisS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
hNakoH 3 MOPOLLIKOM NiKapcbKoro 3acoby, BKIOUauM AinbHULi BUNYCKy cepii abo
Y KapTOHHIi MicLie NPOBeEHHS KOHTPOJIHO AKOCTI. (LisANIbHICTb, 3a AKY
ynakoBLi BiNOBIgaE BUPOGHMK/iMNOPTEP, BKIOYAOUM BUMYCK Cepili) 3MiHa
Has3Bu Ta agpecy BUpobHuka /13, 6e3 3MiHu Micus
BMPOGHMLTBA: BBEAEHHS 3MiH MPOTSAroM 6-Tv MicsLiB nicns
3aTBEPKEHHS.
69. EHAT 400 Kancysm mM'siki no META TainaHg, Mera /aiidpcaiieHci3 TainaHg BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3miHu | Tuny - 6e3 UA/9439/01/01
400 MO no 10 NANDCAVE Ma6nik KomnaHi 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta thapmakoHarnsgy - peyenma
Kancyn y énictepi; 3 | HCI3 Nab6nik Niviten BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N13:
6nictepy B Komnari 3anponoHoBaHo: MapKyBaHHs. 3riHO 3aTBEPKEHOTO TEKCTY
KapTOHHIA Kopoo6Li Nimiten MapKyBaHHsA. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKW
NiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLoA0 3a3HaYEHHS
OAMHVLb BUMIpIOBaHHS Y cucteMi Sl. TepmiH BBEAEHHS 3MiH -




34 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoTArom 6 micsiB nicns 3aTBepkKeHHS
70. ENIPYBILUVH PO3YUH ANS1 iH'EKLLINA, Mepak HimeuunH | Mepak Mesenbliadt HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/10941/01/01
MELAK 2 mr/mn no 5 mn, 10 e3enbad a dotop KniHiwe Yecbka 3MiHKM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy. 3MmiHa peyenmom
M, 25 mn, 50 M, T dhrop LLineuianbnpenapat Pecny6nika KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
100 mn 'y donakoHi; KniHiwe e M6X, HimeuunHa Bi4NoBiAabHOI 3a hapmakoHarnsg B YkpaiHi: NponoHoBaHa
no 1 dnakoHy B LWneujansnp (BTOPUHHE pepakuis: bakyH AHHa OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHUX
Kopoo6Li enapare nakyBaHHS, KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6OU 3aABHUKA,
M6X MapKyBaHHS, BignoBiganbHOI 3a papMakoHarniag B YKpaiHi.
KOHTPO/Ib Ta BUMYCK
cepii); Meg-IKC-
Mpecc MvbX,
Himeuunna
(MapkyBaHHs Ta
BTOPWHHE
naxkyBaHHs);
OHkome[,
MeHblohekyepiHr
a.c., Yecbka
Pecny6nika
(BUPOGHMLTBO "in
bulk", nakyBaHHs,
MapKyBaHHA Ta
KOHTpONb cepii);
OHkoTek ®apma
MpopgakwH MbX,
HimeuunHa
(BMpO6HMLTBO "in
bulk", nakyBaHHs,
MapKyBaHHA Ta
KOHTPO/b cepii)
71. EPOTEKC TabneTkn, BKPUTI CninbHe Ykpaina AkTaBic /114. ManbTa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15460/01/01
ansa NNiBKOBOIO YKpaiHCbKO- nofaHHsS OHOBJ/IEHOro cepTuddikarta BignoBigHOCTI €EBpPONENchKii peyenmom
YO/OBIKIB o06010HKot, no 50 icnaHcbke thapmakonei Ne RO-CEP 2012-317-Rev 04 ans fjto40i pe4yoBrHN
mrno 1 a6o 4 nignpueMcTs CungeHadiny uMTparty Bif BXe 3aTBepAXeHOro BupobHuka
Tabnetkn y 6nictepi, | o "CMEPKO Mylan Laboratories Ltd., IHgis
no 1 6nicrepy y YKPAIHA"
KapTOHHIN nayui
72. EPOTEKC TabneTkn, BKPUTI CninbHe Ykpaina AkTaBic /T4 ManbTa BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/15460/01/02
ana NNiBKOBOIO YKpaiHCbKO- noAaHHs OHOB/NIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkiii peyernmom
YO/IOBIKIB 060/10HKOt0, MO 100 icnaHcbke dapmakonei Ne RO-CEP 2012-317-Rev 04 ans Ailo4oi peyoBrHu
mr no 1 a6o 4 nignpuemMcTs CungeHaqiny uutpary Big BXe 3aTBepAKeHOro BUpobHuKa
Tabnetku y 6nictepi, | o "CMEPKO Mylan Laboratories Ltd., IHais
no 1 6nictepy y YKPAIHA"
KapPTOHHIN nayuj
73. €BPO3NANM | nopoLlok Ans €Bpo Benuka EliCiEc [lo6dap ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/14073/01/01
iH'ekyinno1,0r, 1 Jaiidokep BpuvTaHis C.IMN.A. 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarisgy - peyenmom




35 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
a6o 10 dprakoHiB 3 nTg OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKW Jlikapcbkoro 3acoby 3
MOPOLLKOM Y BHECEHHAM iH(hopMaLyii LLOAO 3a3HAYEHHS OAUHULL
KapTOHHiiA Kopo6Li BUMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsarom 6-tu
MICALIB MiC/1sA 3aTBEPLKEHHS
74. E€BPOIMNEHEM | nopoLuok ans €Bpo Benuka EliCiEc [o6cap ITania BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/9945/01/01
PO3UnHY ANS iH'EKLINA Naidokep BputaHis C.N.A. 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnsgy - peyenmom
no 500 mr: 1 a6o 10 Nt OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
dhnakoHiB 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HaUYEeHHA OANHULb
NOPOLLKOM Y BVMIiptOBaHHSA y cuctemi Sl. BBefeHHs 3MiH npoTsarom 6-u
KapTOHHIA KopooLi MiCALIB MiC/1A 3aTBEPKEHHS
75. EBPOMNEHEM | nopoluok ans €Bpo Benuka EliCIiEc [lo6chap ITanisa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/9945/01/02
PO34UHY A5 iH'EKLLA Naiidokep BpuTaHis C.N.A. 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnsgy - peyenmom
no1,0r:1a6o 10 nrg OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM JIiKapCbKOro 3acoby 3
h1aKkoHiIB 3 BHECEHHAM iHthopMmalLii LWOAO 3a3HaYeHHS OAUHULb
NOPOLLKOM Y BUMIpIOBaHHA y cuctemi Sl. BBeieHHA 3MiH NPOTAroMm 6-Tn
KapTOHHIA KOpoo6Li MicsILiB nicns 3aTBepoKEHHS
76. IBY®EH® cycneHsisi opasibHa 3 | ®apmaueBT Monbwa MepaHa ®apma Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/14437/01/01
DOPTE Ma/IMHOBUM WYHWI 3aBOA, AKLiOHepHe 3MiHu Woao 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy. 3miHa peyenma
apomartom, no 200 "TIONbOAP ToBapncTBO Y KOPOTKiil XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
mr/5 mn, no 40 a6o MA" C.A. MapKyBaHHS Ta IHCTPYKLUIT 419 MeANYHOro 3aCTOCYBaHHA Ha
no 100 mny nigcTasi peryaspHo OHOB/IHOBAHOIO 3BITY 3 6e3Mneku NikapCbKoro
cdnakoHi; no 1 3aco6by, abo JocnimpkeHb 3 6e3neky 3aCTOCYBaHHS JliKapCbKoro
h1aKkoHy 3i 3acoby B nic/sipeecTpaviiiHvi nepios, abo Sk pe3ynbTar OLiHKM
LINPULLOM- 3BITY 3 fOCNiAXEHb, NPOBEAEHNX BifNOBIAHO [0 NNaHy
[,03aTOpOM y negiatpnyHnx gocnimkerb (PIP) (3MiHy y3rogpkeHo 3
KapTOHHIA KopoobLi KOMMNETEHTHUM YNOBHOBa&XXEHUM OpPraHoM) - 3MiHW BHECEHI 10
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS JliKkapCbKoro 3acoby y
po3gin "Ocob6anMBoCTi 3acTOCyBaHHA" BiAMNOBIAHO A0 OHOBNEHOT
iHdhopmalii 3 6e3neku AitoHoi pevoBUHM
77. IBY®EH® cycneHsis opasibHa 3 | PapmauesT Monbwa MegaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpavliiiHnux maTtepianis: 3MiHu | Tuny - 6e3 UA/12829/02/01
POPTE NOMYHUYHUM WYHWIA 3aBO[ AKLioOHepHe 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarisgy. 3miHa peyenma
apomartom, rno 200 "TMONb®AP ToBapucTBO Y KOPOTKiiA XapaKTepucTuLi slikapcbkoro 3acoby, TeKcTi
Mmr/5 mn, no 40 a6o MA" C.A. MapKyBaHHS Ta IHCTPYKLUIT ANS MeANYHOro 3aCTOCYBaHHA Ha
no 100 mny nigcTasi perysispHO OHOBJ/IHOBAHOTIO 3BITY 3 6e3neku NikapCbKoro
chnakoHi; no 1 3acoby, abo focnimkeHb 3 6e3nekn 3aCTOCYBaHHS NikapcbKoro
hnakoHy 3i 3acoby B nicnsipeecTpauiiiHnii nepios, abo Ak pe3ynbTaT OLiHKKN
LLINPULIOM- 3BiTY 3 JOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
[,03aTOpoM y negiatpuyHux gocnimxkernb (PIP) (3MiHy y3romkeHo 3
KapTOHHI KopooLi KOMNETEHTHUM YNOBHOBaXKEHUM OpPraHoM) - 3MiHW BHECEHI A0
IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS Jlikapcbkoro 3acoby y
po3ain "OcobnnBOCTI 3aCTOCYBaHHA" BiANOBIAHO 0 OHOBMEHOT
iHhopmaLii 3 6e3nekun Aito4Hoi pevoBUHU
78. 130MPUHO3 Tabnetkn no 500 wmr, TeBa I13painb AT YropuwHa/ BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/8389/01/01
NH no 10 tabnetok y dapmaueBTi dapmaleBTUYHNIA MopTyrania NnoAaHHs OHOBJIEHOTO BaslifaLiiHOro 3BIiTY AN METOANKN peyenmom
6nicTepi; no 1, abo Kan 3aBog TEBA, aHaU1i3y roToBOro NiKapCbKoro 3acoby 3a nokasHnkom «EtaHon




36 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
2,a60 3,a605 IHpacTpi3 YroplmHa ». OHoBneHa Bepcis VRRS/SOPT500/001 BktOYaE HACTYMHi
6nicTepis y Kopobu,i nra. (BTOpPUHHA 3MiHU: - 6y/IM BK/TKOYEHI YCi pe3ynbTaTi Ta Xxpomartorpamu, a

ynakoBka, f03Bifn Ha
BUMYCK cepi);
IHchocay i -
IHCTITYTO AXI
dapmaceo i
IHoBaceo im Caypaxi
YHinecoan, Naa.,
MopTyranis
(kOHTpOSb cepiii);
Jly3omegikameHTa
TekHikan
dapmaLeBTikan
Cocbepage, C.A.,
MopTyranis
(BpPOGHMLTBO
Hepo3acoBaHoi
NpoAykKLii, NnepBUHHA
ynakoBKa, BTOPYHHA
ynakoBka, f03Bifn Ha
BMNYCK cepil,
KOHTpO/b cepild)

BanigauiliHuii npouec 6yB onvucaHwii 6inbL noBHO. MeTopg,
KOHTPOJHO AKOCTi 3@ NMOKa3HUKOM «ETaHOM» He 3MIHWBCS; 3MiHu |
TNy - NOAaHHS OHOB/IEHOTO BasTifaLiiHOrO 3BiTY A5 METOAUKN

aHasizy rotToBOro fikapcbKoro 3acoby 3a nokasH1KoMm
«MikpobionoriyHa unctota ». OHoBneHa Bepcis AVR 167.02
BKJ/1HOYAE HACTYNHI 3MiHW: - NOBTOPHA BavlifaLisi BUSHAYEHHS

«TYMC» 3 BuKopucTaHHsiM Cabypo AeKCTPO3HOro arapy +

xnopodpeHikosny (SDA+). - HeBenvki 3MiH1 B 0CDOPMIIEHHI

[OKYMEeHTa; 3MiHu | Tuny - He3HayHa 3mMiHa hopMy loBaHHS

BMMOT 47151 nokasHuka "Onuc" y cnewmdikadii roToBoro
nikapcbkoro 3acoby (3anponoHoBaHo: [Npogosrysati Tabnetku
6inoro abo Maiixe 6is10ro KobOPY 3 NiHIE PO3/10MY Ha OAHOMY
6oui. Be3 3anaxy abo 3 nerkMm 3anaxomM amiHis). PeasibHuii
30BHiLLHIl BUTNSA Tab1eTKN He 3MIHIOETbCSA. 3a 6aXaHHAM
BMPOGHMKa cneumdikalii Ha TepMiH NPUAATHOCTI Ta Ha BUNYCK
06'efiHaHi B 0AWNH JOKYMEHT. 3MiHV BHECEHI B po3fin "OCHOBHI
hi3MKO-XiMiYHi BNACTUBOCTI" B IHCTPYKLiIO 415 MeANYHOr0o
3acTocyBaHHS Nikapcbkoro 3acoby. BBefeHHA 3MiH NpoTarom 6-
TV MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | TUMNY - JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM "3a/TMLLKOBUIA PO3UUHHKK:
eTaHon" MeToAoM rasoBoi xpomatorpadii. Bumoru cneumdikaui
7151 HOBOrO NOKa3HMKa BCTaHOB/EHI Ha piBHI "He 6inbLue 1,0%".
BBefeHHs1 3MiH NpoTArom 6-Tu MicALIB NiCNa 3aTBEPMAKEHHS;
3MiHU | TUNY - 3BY)XXEHHS A0NYCTUMUX MEX Y cnevmdikadii
rOTOBOTO JIiKapCbKOro 3acoby 3a NOKa3HWKOM "3a/INLLIKOBI
po3unHHukn: ETaHon" 3 "He 6inbwe 1,0%" go "He 6inbwe 0,5 %".
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS;
3MiHV | TUNY - 3aMiHa AeTaslbHOro ONucy MeToAuK A4S
NoKasHWKiB BCTAHOB/IEHNX Y cneyudikaii, nig yac BupobHuuTBa
roTOBOro NikapcbKoro 3acoby Ha BiANOBiAHI NocuiaHHA Ha EP;
3MiHW | TUNY - BBEAEHHS albTEPHATVBHOIO NpoLecy
BMPOGHMLITBA NikapCcbKoro 3acoby Ans po3mipy cepii 1430,0 kr, 3
BUKOPVCTaHHAM 06n1afHaHHs paHynsTop-cylwapka B
KKUMNAYOMY LUapi»; 3MiHW | TNy - ofaBaHHA onucy
KOMMOHEHTIB, 3 IKUX CK1afaeTbCA Ailoya peyoBmHa I130NpuHoO3NH
y po3ain 3.2.P.2.1.1 peecTpauiiHOro A0CbE 3 METO
rapmoHisadlii iHdopmadii; 3mMiHW | TUNY - BHECEHHS HE3HAYHNX
3MiH g0 po3giny 3.2.P.1 peecTpauiiiHOro AOChE - 3a3Ha4YeHHS
onuncy roToBOro NikapcbKoro 3acoby; 3a3HayeHHs CUHOHIMIB
Ha3BW [il040i PEYOBUHW; HE3HAYHI KOPeryBaHHs y NpuMiTkax fo
cknagy; 3MiHv | Tuny - 4ONOBHEHHS cneuudikaLii roToBoro

NikapcbKoro 3acoby asibTePHATUBHUM HOBUM MOKa3HUKOM
"laeHTudpikauis IHo3unHy Ta Auenobeny(metogom PX-Yo-AMAO)".

BBefeHHs1 3MiH NpoTArom 6-Tu MicALIB MiCNs 3aTBEPMAKEHHS;
3MiHU | TUNY - NOAAHHS OHOB/IEHNX AAHNX BUBYEHHS
CTabisIbHOCTI TOTOBOTO JiKAPCLKOr0 3aco6y, Lo NigTBEPAXYE
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IIpopoBxeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aTBEpAKEHUI TEPMIH NPMAATHOCTI NikapcbKoro 3acoby — 5
pokiB. TepMiH NpuAAaTHOCTI Ta yMOBU 36epiraHHs Nikapcbkoro
3ac006y He 3MIHUANCS; 3MiHW | TUMY - AONOBHEHHS cneuudikauii
roTOBOrO J1iKapCbKOro 3acoby Ha BUMYCK NMOKa3HUKOM
"Po3unHeHHs"(Q=75 % uepe3 30 XBWIUH), KU yxe
KOHTPOIIOETLCA MPOTArOM TEPMiHY NPUAATHOCTI, 3 METOHD
rapmoHisauii Bumor y cneuudikauii 3aTBeppkeHoi B YKpaiHi 3
crneuudikavieto BUpobHMKa. Mexi Ha BUMYCK Taki X AK i Ha
TEepMiH NpuaaTHOCTi. MeToavka 3a NOKa3HUKOM "PO34MHEHHS"
6yna 3aTBepAKeHa i He 3MIHIOETbCS. BBeAEHHS 3MiH MPOTAromM
6-TU MicAUIB NiCNA 3aTBEPAXKEHHS; 3MiHN | TUMY - 3BY)XEHHS
[ONYCTUMUX MEX Y creumdikaLii roToBOro nikapcbkoro 3acoby
[Ans nokasHuka "MNpoaykTv po3nagy: rinokcaHTvH Ta 4-
amiHo6eH30iiHa kucoTa” 3 "He GinbLue 0,3 %" Ao "He Ginblue
0,15 % y cneumdikayii roTOBOro Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TUny -
[LOMNOBHEHHSA crieumdikaLii roToBOro nikapcbkoro 3acoby
aNbTEPHATUBHUM HOBMUM MOKa3HWKOM "laeHTudikauis:
[JvmenpaHon 3 BiANOBIZHWM METOA0M BUNPOBYBaHHA — rasosa
xpomatorpadisi. BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS

79.

1I30MPUHO3
NH

Tabnetku no 500 mr
no 10 tabnetok y
6nicTepi; no 1, abo
2,a60 3,a605
6nicTepis y Kopobu,i

TeBa
dapmaueBTi
Kan
IHpacTpi3
nra.

13painb

Brpo6HMLTBO
Hepo3acoBaHol
nNpoAykKLjii, nepBuHHa
ynakoBKa, BTOPUHHA
ynakoBka, ,03Bin Ha
BMNYCK cepil,
KOHTPO/b Cepiii:
Jly3omepikameHTa
TekHikan
dapmavneBTikan
Cocbepage, C.A.,
MopTtyranis;
BTopuHHa ynakoBka,
[03BiN Ha BUNYCK
cepii:

AT
dapmaleBTUYHNIA
3aBog TEBA,
YropwuHa;
KoHTporb cepiii:
IHchocayaxi -
IHCTITYTO AXi
dapmaceo i
IHoBaceo im Caypxi
YHinecoan, Nga.,
Moptyranis

MopTtyranis/
YropwmHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tumny -
3MiHY Woo 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay. 3miHu
Y KOPOTKiil XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLUT 4N MeANYHOro 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMW AaHUMU 3 IKOCTi, AOKNIHIYHUMU, KIHIYHUMUN
JaHuMK Ta gaHumu 3 hapmakoHarnagy. 3mMiHM BHECEHO B
IHCTPYKLil0 ANs MeAMYHOro 3acToCyBaHHS NiKapCbKoro 3acoby
00 po3ginis "Moka3aHHA" (YTOUHEHHS iHhopmalii),
"MpoTunoka3aHHa", "B3aeMogis 3 iHLWMMK NiKapCbKuMu
3aco6amu Ta iHWi Buau B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi Ta
roflyBaHHs rpyaar”, "34atHicTb BNIMBATU Ha WBUAKICTb peakwi
npu KepyBaHHi aBTOTPAHCMOPTOM ab0 iHWMMK MeXaHi3mamu”
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS iHdopMalLii),
"MepeposysaHHs", "MNo6iyHi peakuii”. BBefeHHS 3MiH NPOTAroMm
3-X MicsLiB MiC/1sA 3aTBEPKEHHS.

3a
peyenmom

UA/8389/01/01




38 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
80. KAMETA3OH | Tabnetku, BKpUTI M.BioTek Benuka PENAVNHC NAN® IHAjs BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/18028/01/01
NNiBKOBOIO Nimiten BpuTaHis CAMNHCEC 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
060/10HKOI0, N0 150 MPAVBIT NIMITEL, 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKUN MiKapCbKOro
Mr no 10 TabneTok y (MNAHT 6), IHgis 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHs OAUHULb
6nictepi, no 6 BUMIpIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH NPOTAroMm 6-Tn
6nictepis y MiCALIB MiCNA 3aTBEPL)KEHHS
KapTOHHI KopooLi
81. KAMETA3OH | Tabnetku, BKpUTI M.BioTek Benuka PENAVHC NAN® IHAjs BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/18028/01/02
NNiBKOBOIO NimiTen BpuTaHis CAMNHCEC 3MiHK Woao 6e3nekn/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
o060n10HkKot0, No 500 MPAVBIT NIMITEL 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
Mr, no 10 Tabnetok (MNAHT 6) 3aco6y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHs OAUHULb
y 6nictepi, no 12 BUMIpIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH NpOTAroMm 6-Tn
6nictepis y MiCALIB MiCNSA 3aTBEPL)KEHHS
KapTOHHIA KopooLi
82. KAPBOMNAT | KoHueHTpaT ons EBEBE ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/4960/01/01
VH "EBEBE" pPO34nHYy N $apma lec.m.6.X. Hdpr. KT, HimeuunHa AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
iHcpysii, 10 mr/mn no lec.m.6.X. ABCTpis; MiCLil MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
5 mn (50 mr), abo no Haor. KI KOHTpONb cepii nikapcbKoro 3acoby, BKIKYAKUN AiNTbHNL BUNYCKY cepii abo
15 mn (150 mr), abo (mopatkosi MicLle NpOBeAEHHS KOHTPOO AKOCTI. (LisNbHICTb, 3a AKY
no 45 mn (450 wr), AinbHUL): BiANOBiAa€e BUPOGHMK/IMNOPTEP, He BK/OYAoUM BUMYCK cepili) -
a6o no 60 mn (600 Na6op N1C CE & Ko. 3MiHa Ha3BW 30BHIWHbLOI NabopaTopii 3 /labop J1+C AT,
Mr) y dponakoHi; no 1 KI, HimeuuunHa; HimeuuunHa Ha labop /IC CE & Ko. KI', HimeuuuHa, ge
h1akoHy B KOPOOGL Mnn BiAOyBaETbCA KOHTPO/b cepii [13; 3MiHu | TURY - 3MiHK 3 SKOCTI.
Mikpob6ionoriwec [oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
Mptochnabop M6X, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJI0
AscTpist AKOCTI rOTOBOr0 NMiKaPCbKOro 3acoby (iHLWi 3MiHW) - BHECEHHS
iHchopMmawii Wwoao nabopatopiid, ki 34iACHI0TL KOHTPOb cepil
'N3 Nabop N1IC CE & Ko. KI, HimeuwuunHa, Ta MIMN
Mikpob6ionoriwec lMptodnabop Mm6X, Actpis go MKA N3
83. KBATTPEKC Kancynu no 250 mr TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/12875/01/01
no 10 kancyn y "ACIHO 3MiHM 3 AKOCTi. A®Il. KoHTponb AdL. 3miHa y napameTpax peyenma
6nicTepi; no 2 YKPAIHA" crneundikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHMUX Y
6nictepu y cneuudikauisix Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
KapTOHHI nauj NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BUpO6HMUTBA AP (iHLWi 3MiHW)
— BUIyYEHHS 3i cneumdikauii A®I nokasHunka «Baxki MeTanm» Ha
nigctasi npoeegeHoro BUpo6HNkoMm TOB «®APMXIM» aHanizy
pU3MKIB
84. KBETUPOH® | Tabnetkn TOB Ykpaina PAPMATEH Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/18040/01/01
XR ACIHO NPOSIOHrOBaHOI Aji "ACIHO IHTEPHELLUHN CA, 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. 3MiHn peyenmom
no 50 mr no 10 YKPAIHA" pewis Y KOPOTKil XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
Tabnetok y 6nictepi; (BUpO6HMLTBO, MapKyBaHHS Ta IHCTPYKLii 4719 MeANYHOro 3aCTOCYBaHHS
no 3 a6o no 6 nakyBaHHs, reHepuyHuX/ribpuaHMX/6ionoaibHNX NikapCcbkux 3acobis nicns
6nictepiB y KOHTPO/Ib AKOCTi Ta BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHUIA Nnpenapar (3mMiHa He
KapTOHHII navui BUNYyCK cepii); notpebye HafaHHA XOAHUX HOBUX 0OAATKOBUX AaHUX); 3MiHU
®APMATEH C.A,, BHECEHI [0 iHCTPYKLiT 4718 MeANYHOro 3acTOCyBaHHSA NikapCbKoro
peuis (nakyBaHHS, 3aco6y y po3ginv "B3aemogisi 3 iHWMMKM JliKapCbKMMKU 3acobamu




39 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/Ib SKOCTi Ta Ta iHWi BUAy B3aemogiit", "OcobamBocTi 3acTocyBaHHs", "Cnocio
BUNYCK cepir) 3acTocyBaHHA Ta gosun”, "MepenosysaHHA", "M06iYHI peakui”
BiANOBIAHO A0 iHopMaLii pethepeHTHOro Nikapcbkoro 3acoby
CepokBernb XR. BBegeHHs 3MiH MpOTArom 6-Tv mMicsLiB nicns
3aTBEPAKEHHS
85. KBETUPOH® | Tabnetku TOB YkpaiHa ®APMATEH Ipeuis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/18040/01/02
XR ACIHO NPOMOHroBaHoI Aji "ACIHO IHTEPHELLH CA, 3MiHM Woao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. 3MiHu peyenmom
no 150 mr no 10 YKPAIHA" pevjis Y KOPOTKil XapakTepucTuLi /likapcbkoro 3acoby, TekcTi
TabneTtok y 6nictepi; (BpOGHMLTBO, MapKyBaHHS Ta IHCTPYKU|ii A1 MEeAUYHOr0 3aCTOCYBaHHS
no 3 abo no 6 nakyBaHHs, reHepuyHNX/riopuaHnx/6ionofibHMX NikapcbknMx 3aco6iB nicns
6nictepis y KOHTPO/Ib SKOCTi Ta BHECEHHS TiEl caMoi 3MiHW Ha pediepeHTHUIA npenapar (3mMiHa He
KapTOHHIM navui BUMYCK cepi); notpebye HagaHHS XOAHNX HOBMX AOAATKOBUX AAHNX); 3MiHU
SAPMATEH C.A,, BHECEHI [0 iIHCTPYKLi ANA MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro
Ipeuisa (NakyBaHHs, 3acoby y po3ginu "B3aemogisi 3 iHWMMKM flikapCbKMMKU 3acob6amm
KOHTPO/Ib AKOCTi Ta Ta iHWi BUAy B3aemogiit”, "OcobnmBocTi 3acTocyBaHHs", "Cnocio
BUNYCK cepil) 3acTocyBaHHsA Ta go3un”, "MepenosysaHHA", "Mo6iYHI peakuii”
BiANOBIAHO A0 iHOpMaLii pethepeHTHOro NikapCcbkoro 3acoby
CepokBernb XR. BBefeHHs 3MiH MpOTArom 6-Tv micsAUiB nicns
3aTBEPAXKEHHS
86. KBETUPOH® | TabneTkn TOB Ykpaina PAPMATEH Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/18040/01/03
XR ACIHO NPOSIOHrOBaHOI Al "ACIHO IHTEPHELLUHN CA, 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy. 3MiHn peyenmom
no 300 mr no 10 YKPAIHA" peuis Y KOPOTKiii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
TabneTtok y 6nictepi; (BUpO6GHMLTBO, MapKyBaHHS Ta IHCTPYKLi 4719 MeANYHOr0 3aCTOCYBaHHS
no 3 a6o no 6 nakyBaHHs, reHepuyHUX/ribpuaHMXx/6ionoaibHKX Nikapcbkux 3acobis nicns
6nictepiB y KOHTPO/Ib SKOCTI Ta BHECEHHS TiEl caMoi 3MiHM Ha pedbepeHTHUIA Npenapar (3MiHa He
KapTOHHII nayui BMNyCK cepii); notpebye HafaHHA XOAHUX HOBUX AOAATKOBUX AaHUX); 3MiHN
®APMATEH C.A,, BHECEHI [0 iHCTPYKLiT A4715 MeANYHOro 3acTOCyBaHHS NikapCbKoro
I'peuia (nakyBaHHSA, 3acoby y po3ainv "B3aemogis 3 iHWMMK NTiKkapCbKMU 3acobamm
KOHTPO/b SKOCTI Ta Ta iHWi BUAu B3aemogiii", "OcobamBoCTi 3acTocyBaHHs", "Cnocio
BUMYCK cepii) 3acTocyBaHHs Ta go3n", "MepenosyBaHHs", "Mob6iuHI peakwii™
BiANOBIAHO A0 iHopMaLii pechepeHTHOro NikapcbKoro 3acoby
Cepoksenb XR. BBeieHHs 3MiH NPOTAroM 6-T1 MicsLIiB nicns
3aTBEPMKEHHS
87. KETOJIOHT - Tabnetku no 10 mr, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/2190/02/01
AAPHULUA® no 10 TabneTtok y "®bapmaueBT "hapmaueBTUYHa 3MiHM WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarisgy. peyenmom
KOHTYPpHili nyHa hipma hipma "dapHnus” BBefieHHs1 a60 3MiHM [0 y3arasibHEHUX AaHKX NPO cMcTeMy
YapyHKOBIli "fapHuua" thapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHX NpPo cucTemy
ynakosui, o 1 hapmakoHarnsigy, 3MiHa yrnoBHOBaXXEHOT 0co6U, BiANoOBigasbHOT
KOHTYpHIli 3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOI 0cobm 3
YapyHKOBI ynakoBLi thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
B nauuj YKpaiHi, AKLW,0 BOHA BiAMIHHA Bif, YNOBHOBa)XXeHOI 0co6M,
BiANOBIAANbLHOI 3a 3ilicHeHHS (hapMakoHarnaay (Bkiovakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucTtemn chapmakoHarasgy); 3mMiHa yrnoBHOBaXXEHOT 0co6u




40 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3asBHUKa, BiANOBIAA/IbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuin: Typok B'auecnas B'suecnaBosuy.
88. KETONOHTI - PO3YUH ANS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/2190/01/01
AAPHULA® 30 mr/Mnno 1 mns "®apmaueBT "papmaLeBTUYHa 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta thapmakoHariagy. peyenmom
amnyni; no 5 amnyn n4yHa hipma dipma "fapHuusa” BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
Y KOHTYpHIlA "fapHuua” hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux Npo cuctemy
YapyHKOBIli thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiANoBiLabHOT
ynakoBLi; no 2 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHoOI 0cobu 3
KOHTYPHi YapyHKOBI thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsagy B
ynakoBKM B naui; no YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
1 mn B amnysii; no BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaryumn
10 amnyn'y KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
KOHTYPHili cuctemn chapmakoHarnsgy); 3MiHa yrnoBHOBaXXeHOT 0co6u
YapyHKOBIl 3asBHVKa, BigNoBiganbHOI 3a thapmakoHarnsag,
ynakosLi; no 1 MponoHoBaHa pepakuisi: Typok B'auecnas B'suecnaBoBuy.
KOHTYPHili
YapyHKOBIli yrnakoBLj
B nauuj
89. KNOTPUMA3 | ma3b 1 %;no25ry My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/1645/02/01
on Ty6i; no 1 Ty6i y akujioHepHe akujioHepHe 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi peyenma
nauui TOBapWCTBO TOBapUCTBO 3MiHW); OHOB/IEHHA TEKCTY MapKyBaHHS YMakoBKW NiKkapCbKoro
"HaykoBo- "HaykoBo- 3acoby 3 BHECEHHSIM iH(hOpMaLLT LWOoA0 3a3HAYEHHS OANHULb
BMPOGHNUNIA BMPOOHUUNIA LLEHTP BMMiptOBaHHA y cuctemi Sl. 3amiHa po3sginy “I'padiuHe
LeHTp "BopLyariBcbkuii ohopmneHHs ynakoBkun” Ha “MapkyBaHHA” B MKA N13.
"BopLuariscb XiMiKo- 3anponoHoBaHo: MapkyBaHHA BignosigHO 40 3aTBEPAXKEHOrO
KWin Ximiko- hapmaueBTUYHNMIA TEKCTYy MapkKyBaHHS ynakoBku. TepMiH BBEAEHHS 3MiH NPOTAroM
hapmaueBT 3aBofa” 6 MicALiB Nic/1A 3aTBEPAXEHHS.
NYHUIA
3aBof"
90. KCU/TOMETA | nopoLuok CninbHe Ykpaina IHoBawLiliHO- Monbwa BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - - UA/17023/01/01
30/1IHY (cybceTaHuis) gns YKparHCbKO- BnpoBagxyBasibHe 3MiHM 3 akocTi. CepTuddikart BignosigHocTI/IE-cepTudikar
MNAPOXNOPU | dhapmaueBTUYHOIO icnaHcbke MignpremcTeo BigNoBigHOCTI €Bponelickbkili hapmakonei/moHorpadii. MogaHHs
Jil 3aCcTOCyBaHHA Y nignpueMcTs INOXEM Cn. 3 0.0 HOBOro abo OHOBNEHOro cepTudikarta BignoBigHOCTI abo
noABiHMX o "CIMNEPKO BUJTyYEHHA cepTudikaTa BifnoBiAHOCTI EBpoONenchkiii
nosieTUIeHoBMX YKPAIHA" chapmakonei: gns A®l; gns BUxigHoro
MiLLKax MaTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMIKHOT
pevoBUHM (cepTudikaT BiAMOBIAHOCTI €BpONenchbKil
thapmakonei) - HoBuii cepTudpikat Bif BXe 3aTBEpXEHOro
BMPOGHUKA; Y 3B’A3KY 3 OTPUMAHHAM 3aTBEPAKEHUM
BMpo6HUKOM (Przedsiebiorstwo Innowacyjno-Wdrozeniowe
Ipochem Sp. z. 0. 0., MNMonbLua) HOBOro cepTudikaTy
BifNoBigHOCTI €Bponelickkili hapmakonei ans cybcTaHuii
KcunomeTtasoniny rigpoxnopug Ne RO-CEP 2017-054-Rev 00.
91. NATAHOKC® | kpanni ouHi 0,005 % AfpaH- XopsarTis AppaH-FaneHcbkuii XopsarTis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/12401/01/01
no 2,5 Ms1 po3uvHy y | laneHcbkuii JlabopaTopiii 4.4. 3MiHM WoA0 6e3nekn/eddeKTBHOCTI Ta hapmakoHarasgy. peyenmom




41 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dhakoHi- Na6opatopi BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cucTemy
KpanenbHuyj; no 1 np.a. thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx Npo cuctemy
abo 3 dpnakoHa- thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAa/IbHOI
KpanenbHuui y 3a 3[jicCHEeHHs hapMakoHarisay; KOHTakTHOI 0cobu 3
KapTOHHIA Kopoo6Li hapmakoHarnsgy 3asiBHUKa ANs 34iiCHEHHA hapmakoHarnsgy B
YkpaiHi, AKLLO BOHA BifMiHHa Bifi YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHeHHS hapmakoHarnagy (Bkiovarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina
cucTeMu chapmakoHarnagy). 3miHa KOHTaKTHUX JaHux
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BifNoBiganbHOI 3a hapMakoHarnag B YKpaiHi.
92. NEB3IPIH TabneTku, BKPUTI Mera ABcTpanis [eTepo /1a63 IHAjs BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/15776/01/01
NNiBKOBOIO NaiidpcaiieH NimiTen 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy (iHwi peuyenma
060/10HKOI0, N0 5 Mr ci3 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
no 10 TabneTok y (ABcTpanis) 3aco6y 3 BHECEHHAM iHhopMaL,ii WoA0 3a3HaYeHHS OAUHULLb
6nictepi; no 1 a6o 3 MTi Nimiteq, BUMIpPIOBaHHSA y cucteMi Sl. BHeceHHs 3MiH 10 po3giny
6nictepu y “MapkyBaHHa" MK /13: 3anponoHoBaHo: MapkyBaHHS. 3rigHO
KapTOHHIA KOpoo6Li 3aTBEPAKEHOT0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicALiB Micnsa 3aTBepAKeHHs
93. NEBIHOPUH PO34MH OpasbHUIA, CaHpo3 CnoseHis Pewmegika N1, Kinp Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15634/01/01
100 mr/mn; no 300 dapmachbHoTi (BMPOGHMLTBO "in HimeuunHa 3MiHM 3 AKOCTi. MeauyuHi NpucTpoi. 3miHa NpucTpoiB ANs peyenmom
My doiakoHi; no 1 Kan3 a.a. bulk”, nakyBaHHs); BMMIpIOBaHHS 4,031 ab0 BBEAEHHS NiKapCbKoro 3acoby
dhnakoHy Ta Cantotac Papma (mopaBaHHA abo 3aMiHa NPUCTPOID, SKUIA HE € HEBIZ'EMHON
opasibHOMY LUMNPULLY v6X, HimeuunHa YacTVHOK NePBUHHOI ynakoBkw) - MNpucTpiii, skuii mae CE-
Y KapTOHHiIli kopobui (Bunyck cepiit) MapKyBaHHS;
OHOBJIEHHSI p. 3.2.P.7. CcTeMa KoHTelHep/3aKynoptoBasibHU
3acib, a caMe BHECEHHS 3MiH A4/151 4,03Y04Oro NPUCTPOL0
(wnpuus), y 38’A3Ky 3 Brexit Bifg6ynocb nepeHeceHHs
YnosHoBaxeHoro opraHy CE (NB) 3 Benuko6putanii (NB Ne
0120: SGS United Kingdom Limited) go Benbrii (NB Ne 1639:
SGS Belgium N.V.). TexHiuHi KpecnieHHs i3 306paXeHHAM MiTOK
rpagauii umnivgpa no 1 ma, 3 ma Ta 10 M Bigo6paxae HoBe
mapkyBaHHa CE, Ne 1639
94. NEBOAOMNA NOpOLLIOK Tesa 13painb TeBa YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - - UA/16904/01/01
(cybeTaHuin) y dapmacbHoTi dapmacboTikas 3MiHn 3 ikocTi. A®I. KoHTponb A®I (iHLWi 3MiHK) - BUKNaAEHHS
nosieTuneHoBmx Kan Bopkc MpaiiBeT MeTopiB KOHTPO/I0 SIKOCTi Ha Nikapcbkuii 3acié JleBogona,
nakeTtax ansa IHaacTpi3 NimiTea KomnaHi nopoLLoK (CybCTaHList) yKpaiHCbKO MOBOHO Y 3B'AA3KY 3
hapMaLeBTUYHOTO nra. BMMOraMun 0 MatepiasliB peecTpauiiniHoro focbe, ki
3aCTOCyBaHHsA 3aTBepxeHi Hakazom MO3 YkpaiHn Ne 1528 Big 27.06.2019.
MeToAuKM KOHTPOIIO AKOCTI NpUBEAEHi Y BigMnoBigHICTb 3
MeToAMKaMmn MoHorpadii €EBponeiicbkoi hapmakonet
«JleBogona»; 3miHu | TUny - 3MiHKU 3 AKocTi. CepTudikar
BifnoBigHOCTI/IE-cepTudikar BignoBigHOCTI E€Bponeichkiii
chapmakonei/moHorpadii. NMogaHHsi HOBOro abo OHOBJIEHOTO




42 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cepTudikaTa BigNOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BUXifHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudiKaT Bif yXKe 3aTBEPAKEHOIO
BMPOGHMKA - MOAaHHS OHOB/IEHOTO cepTudikara BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2013-293-Rev 00
(3atBepmxeHo: RO-CEP 2013-293-Rev 01) 419 NOPOLLIOK
(cy6eTaHuis) JleBogona Bif, BXe 3aTBEpIKEHOr0 BUPOGHMKA
TEVA PHARMACEUTICAL INDUSTRIES LTD.; 3minu | Tuny -
3MiHn 3 akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BMNpoGyBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHa Adl (3a
BiJICYTHOCTI Y 3aTBEpIKEHOMY [0ChE cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiii hapmakonei, Lo BkIoYae nepiog NOBTOPHOTO
BMNpoO6YBaHHS) (Nepiog NOBTOPHOrO BMNPOGYBaHHSA/nepios
36epiraHHs) - 36inblUeHHst abo BBEAEHHS Nepioy NOBTOPHOIO
BunNpobyBaHHsA/nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB
JocnipkeHb y peasibHOMY 4aci - 36inbLUeHHS nepiogy
NOBTOPHOro BMNpobyBaHHSA 3 48 micsuiB go 60 micsauiB
95. NEBOKIN3 TabneTkn, BKPUTI Aypo6iHao IHAiA Aypo6iHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/13743/01/01
NAiBKOBOO dapma NlTg Nimiten - OHIT VII, 3MiHM WoAo 6e3nekn/edpekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
060/10HKOH0, M0 250 IHais 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW /iKapCbKOro
Mr; no 5 TabneTok y 3acoby 3 BHECEHHSIM iH(pOpMAaLT WOoA0 3a3HAYEHHS O4NHNLb
6nictepi; no 1 BMMIpIOBaHHSA y cuctemi Sl
6nictepy B
KapTOHHI Kopoo6Li
96. NEBOKIN3 TabneTku, BKPUTI Aypo6iHao IHais Aypo6ingo ®apma IHais BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/13743/01/02
NNiBKOBOIO dapwma /114 Nimiten - FOHIT VII 3MiHM Woao 6e3neku/edekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
o60n0HkKoto, no 500 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
Mr; o 5 TabneTok y 3aco0by 3 BHeCeHHsIM iHdhopmaLlii LLoAO 3a3HaYeHHS OAMHULb
6nictepi; no 1 BMMIpIOBaHHA y cuctemi S|
6nictepy B
KapPTOHHI KOpo6Lj
97. NEBOMEKO/N | ma3sb; no 30 r abo no My6niuHe YKpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8367/01/01
b 40 r y Ty6i; no 1 Ty6i akuioHepHe akuioHepHe 3MiHK Wo[o 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHuwi peuyenma
B nauui TOBapWCTBO TOBapUCTBO 3MiHKN); OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKY/ NiKapCcbKoro
"HaykoBo- "HaykoBo- 3ac06y 3 BHECEHHAM iHhopmaLii WoAo 3a3HaYeHHA OANHULLb
BMPOBHNYMIA BMPOOHUYNIA LLEHTpP BUMIPIOBaHHS y cuctemi Sl. BHECEeHHS 3MiH [0 po3giny
LeHTp "BopLyariBcbkuii “MapkyBaHHa” MKA /13. 3anponoHoBaHo: MapKyBaHHS.
"Bopuyariscb XimiKo- BignoBifHO 40 3aTBEPAYKEHOrO TEKCTY MapKyBaHHSA YNakoBKM.
KWiA XiMiko- hapMaLeBTUYHWI TepMiH BBEAEHHS 3MiH MPOTAroM 6 micsAuiB nicas
hapmauesT 3asof” 3aTBEPKEHHA.
NYHUIA
3aBsof”
98. NEBOMILUET Tabnetku no 250 wmr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/3470/01/01
NH- no 10 TabneTtok y "®apmaueBT "PapmaueBTuyHa 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. peyenmom
AAPHUUSA KOHTYpHil MyHa chipma dipma "dapHuus” BBegeHHs1 ab0o 3MiHM A0 y3ara/ibHEHUX JaHWX NPO CUCTEMY
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JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YapyHKOBIli "fapHuua" hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux Npo cuctemy
ynakosLi, rno 2 thapmakoHarnsagy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiAnoBifanbHOI
KOHTYPHI YapyHKOBI 3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
yMakoBKM B mauuj 3 thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsagy B
MapKyBaHHAM YkpaiHi, SIKLLIO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
YKparHCLKO Ta BiANOBIAANbHOI 3a 3AjiCHeHHs hapmakoHarnagy (Bkaoyatoum
pocilicbKoto KOHTaKTHI aHi) Ta/abo 3mMiHM y po3MmilLieHHi macTep-haina
MoBamu; rno 10 cucTemMu hapMakoHarnsgy); 3miHa ynoBHOBaXXeHoi 0cobu
Tabnetok y 3asBHVIKa, BignoBifanbHOT 3a hapmakoHarnsg,
KOHTYPHUX MponoHoBaHa pepakuisi: Typok B'auecnas B'suecnaBoBuy.
YapyHKOBUX
ynakoBKax 3
MapKyBaHHAM
YKPaiHCbLKO0 MOBOH
99. NEBOMILET Tabnetkn no 500 wmr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/3470/01/02
NH- no 10 TabneTok y "®apmaueBT "®hapmaneBTuyHa 3MiHM Woa0 6e3neku/ehekTMBHOCTI Ta dpapMakoHarisay. peyenmom
AAPHULSA KOHTYPHili nyHa chipma thipma "dapHnus” BBefeHHs abo 3MiHM A0 y3ara/lbHEeHUX AaHWUX NPo cucTemy
YapyHKOBIl "fapHuua" thapmakoHarnagy (BBe4EHHS y3arasibHeHNX AaHnX NPO cucTemy
ynakoBLi, no 2 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAA/IbHOI
KOHTYPHI YapyHKOBI 3a 3[jicCHEeHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
yMNakoBKM B nauuj 3 hapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA dhapmakoHarnsagy B
MapKyBaHHAM YKpaiHi, SKLLO BOHa BigMiHHA Bif yNOBHOBaXKEHOT 0cobu,
YKpaiHCbKOI Ta BiANOBiAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkivakum
pOCiicbKO0 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-thainna
MoBamu; no 10 cuctemn chapmakoHarnsgy); 3MiHa ynoBHOBaXXeHOT 0cobu
Tabnetoky 3asBHMKa, BiANOBIAA/ILHOT 38 hapMakoHarnsg.
KOHTYPHUX MponoHoBaHa pepakuis: Typok B'auecnas B'suecnasosuy.
YapyHKOBUX
ynakoBkax 3
MapKyBaHHAM
YKPaIHCbKOK MOBOK
100. | NEBO®JIOKC | Tabnetku, BKpUTI ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/9075/01/01
AUUNH- 060/10HKOH0, Mo 250 3 06MEXEHOI0 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. 3MiHa peyenmom
340POB'A Mr no 10 Tabnetoky | obmMexeHow BiANoBiAa/IbHICTIO Y KOPOTKiii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
6nictepi, no 1 Bignosigab "®APMEKC IPyn", MapKyBaHHS Ta IHCTPYKLUIT ANS MeANYHOro 3aCTOCYBaHHA Ha
6nictepy B HiCTIO Ykpaina (Bci cTagii nigcTasi perysispHO OHOB/IHOBAHOIO 3BITY 3 6e3nekn NikapCbkoro
KapTOHHIA Kopoo6Li "®apmaueBT BMPOGHMLTBA, 3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCYBaHHS NikapcbKoro
nyHa KOHTPO/b SKOCTI); 3acoby B nicnsipeecTpaviliHnii nepios, abo Sk pe3y/ibTaT OLiHKM
KOMNaHis ToBapucTBO 3 3BiTY 3 AOCNifKEHb, MPOBEAEHNX BiANOBIAHO A0 NaaHy
"3p0poB'a” obmexeHo negiatpuyHux gocnimkernb (PIP) (3MiHy y3romkeHo 3
BigNoBiAa/IbHICTIO KOMNETEHTHUM YNOBHOBaXKEHUM OpraHom); 3MiHW BHECEHI [0
«®dapmaLeBTNyYHa IHCTPYKL|i 415 MeAUUYHOro 3acToCyBaHHS JlikapCbkoro 3acoby y
KOMNaHis po3ainu "OcobnmBocTi 3acTocyBaHHs", "IMo6iuHI peakuii”
«30pOB‘sA», Bi4NOBIAHO 4,0 OHOB/EHOT iH(hopmaLii Wwoao 6e3nekn AitoUoi
Ykpaina (Bci cTagii peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsAiB nicns
BMPOOHMLTBA, 3aTBEPAKEHHS.
KOHTPO/b AKOCTI,
BUMYCK cepii)




44 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
101. | IEBO®JIOKC | Tabnetku, BKpUTI ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/9075/01/02
AUNH- 060/10HKOH0, Mo 500 3 06MexeHo 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta thapMakoHarnagy. 3MiHa peyenmom
340POB'A Mr no 7 a6o no 10 obmexeHoro BiANOBIAA/IbHICTIO Y KOPOTKili xapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
Tabnetok y 6nictepi, | Bignosiganb "®APMEKC rPy1", MapKyBaHHs! Ta iHCTPYKUIT 47189 MEANYHOrO 3aCTOCYBaHHSA Ha
no 1 6nictepy B HiCTIO YkpaiHa (Bci cTagil nigcTasi perynsipHoO OHOBJ/IIOBAHOTO 3BIiTY 3 6e3nekun NiKapcbkoro
KapTOHHiiA Kopo6Li "®apmauesT BVMPOGHMLTBA, 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapcbKoro
N4yHa KOHTPO/b SKOCTI); 3acoby B Mic/isApeecTpaviiiHvin nepios, abo Sk pe3ynbTaT OLiHKK
KOMNaHis ToBapucTBo 3 3BiTY 3 JOCNIMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
"3popos'a” 06MEXEHOI0 negiatpnyHux gocnimkerb (PIP) (3MiHy y3rompkeHo 3
BiANOBIAA/TbHICTIO KOMMETEHTHVM YNOBHOB&XEHUM OpraHoMm); 3MiHU BHECEHI A0
«®dapmaLeBTnyHa IHCTPYKLU|T A8 MeAUYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
KOMMaHis po3ginu "OcobamBocTi 3acTocyBaHHsa", "Mob6iuHI peakwii”
«300pOB‘s», BiANOBIAHO A0 OHOBEHOT iHGhOpMaLi Woao 6e3nekn aitoyoi
YkpaiHa (Bci cTagil peyoBUHU. BBEEHHS 3MiH NPOTArOM 6-TW MicALIB nicns
BMPOGHMLTBA, 3aTBEPIKEHHS.
KOHTPO/1b AKOCTI,
BUNyCK cepii)
102. | IEPKAMEH® | Tabnetku, BKpUTI MeHapiHi NMokcemby | Pekopparti IHaycTpia ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3minu | Tuny - 3a UA/13568/01/01
AN® 10/10 NIiBKOBOO IHTEepHeLUOoH pr Kimika e AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKO10, Mo 14 an dapmaveyTuka MiCLis MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
Tabnetok y 6nictepi, | OnepeiwoH C.n.A. NikapcbKoro 3acoby, BKIOUauM AinbHULI BUNYCKy cepii abo
no 2 6nictepu B c MicLie NpoBeAEeHHS KOHTPOJIH AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHIA KOopoo6Li Tokcembypr BiANOBiAA€e BUPOGHMK/IMNOPTEP, BK/IOUAOUM BUMYCK Cepild)
C.A. MprBeaeHHs agpecu Micus NpPoBaKeHHS AifNbHOCTI BUPOOHMKa
N3 po BUCHOBKY LL0AO MiATBEPAKEHHS BiANOBIAHOCTI yMOB
BMPOBGHULTBA NiKAPCbKMX 3aC06iB BUMOraM Has1eXHOI
BVMPOGHWYOI NpaKkTNku. BBeAeHHs 3MiH NpoTArom 6 micAuis nicns
3aTBEPAKEHHS.
103. | IEPKAMEH® | Tabnetku, BKpUTI MeHapiHi NMokcemby | Pekopparti IHaycTpia ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/13569/01/01
AN® 10/20 NNiBKOBOIO IHTepHeLLoH pr Kimika e AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o060s10HKot, 10 an dapmaveyTuka MiCLii NPOBa/PKEHHA Ais/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
mr/20 mr no 14 OnepeiioH C.n.A. nNikapcbkoro 3acoby, BKIoUakoun AinbHULi BUNYCKy cepii abo
Tabnetok y 6nictepi, c MicLie NpoBeAEeHHS KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
no 2 6nictepu B Tokcembypr BiANOBiAae BMPOGHMK/iMNOPTEp, BK/OYAKYM BUMYCK cepild) -
KapTOHHIA Kopoo6Li nNpuBeLEHHA afpecu Micusa NPOBaKEeHHS Ais/IbHOCTI BUPOOHUKaA
N3 go BUCHOBKY LWOAO NiATBEPAXKEHHS BiANOBIAHOCTI yMOB
BMPOGHMLITBA NiKAPCbKMX 3aC06iB BUMOram HaeXHoi
BMPOGHMYOT NpakTUkn (BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepakeHHs)
104. | NETPO301/ - TabneTku, BKPUTI MicTtpan AHrnisA CiHgaH ®apma PymyHis BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/14559/01/01
BICTA NNiBKOBOIO Kenitan C.P.J. 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy - peyenmom
060/10HKOHO, M0 2,5 MeHepxmeH BHECEHHS 3MiH A0 po3giny “MapkyBaHHs” MKA 113"
Mr; no 10 TabneTok T NimiTeq, 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPKEHOMY TEKCTY
y 6nictepi; no 3 abo MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKK
no 10 6nicTepiB y NiKapcbKOro 3acoby 3 BHECEHHAM iHhopmauil WoA0 3a3HaYEHHS
nauui 3 kKapToHy OMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBejeHHs 3MiH MPOTArom
6-TV MiCALIB MiCNA 3aTBEPAKEHHSA




45 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
105. | NIE®NOK - PO34nH NS iHdys3il, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/14011/01/01
AAPHULA 5wmr/mnno 100 mny | "®apmauesT "papmaLeBTUYHa 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta thapMakoHarnagy. 3MiHa peyenmom
dhnakoHi;no 1 n4yHa hipma ipma "JapHuus” YNOBHOBaXeHOT 0CO6M 3a8BHUKA, BiANOBIAa/IbHOI 3a
dh1akoHy y nauuj; no "fapHuua" hapmakoHarnsg;: NponoHoBaHa peakuis: Typok B'suecnas
100 mn 'y dhnakoHax B'avecnasoBuy
106. | NIAOKAIH cnpeit 10 %, no 38 r 3AT YropuHa 3AT YropumHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny — 3a UA/0655/01/02
crpeto y q1akoHi; dapmaLeBT dapmaleBTUYHNIA BHECEHHS 3MiH 0 MaTepianiB peecTpaLiiiHoro Aocbe J0 po3aiy | peyenmom
no 1 donakony + 1 WYHWIA 3aB0[, 3asog ElIC 3.2.P.7 Cuctema KoHTeliHep/3aKkynopoBasibHWii 3aci6:
nnacTmMacoBwuii EFIC Cneuudikalis cknsHWX hakoHiB 418 aepo30/1iB - BUTyYEHHS M.
KnanaH-gosatop y «eomMeTpuyHi po3mipn donakoHax; n. «O6’eM 3aMOBHEHHS»; M.
KapTOHHI Kopoo6Li «MikpobionoriyHa unctota»; Cneundikauis po3nuIoBasIbHOT
rOMIOBKYM 3 KaHIOMEH A1 aep030/1iB - BUYYEHHS M.
«eoMeTpuYHi po3Mipy PO3NW/IHOBa/IbHOI FOMI0BKM 3 KaHIONE»;
n. «MikpobionoriyHa umctota»; Cneyndikauisi f03yBasibHOro
Hacoca - BUy4yeHHs n. «Maca f03u»; n. «MikpobionoriyHa
yncroTa»
107. | NIAOKAIH- PO34UH ANS iH'EKLN, MpAT Ykpaina MpAT YropwmHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/4935/01/01
AAPHULSA 20 mr/mnno 2 mn B "®apmavueBT "papmaneBTUIHa 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa peyenmom
amnyni; no 5 amnyn nyHa thipma dipma "AapHuusa” YNOBHOB&XEHOT 0c06M 3a8BHUKA, BiAMNOBIiga/IbHOI 3a
Y KOHTYpHIlA "fapHuua” thapmakoHarnag;: NponoHoBaHa pefakuis: Typok B'ayuecnas
YapyHKOBIli B'auecnasosuy.
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B NauLli
108. | MIHOWNHET 20 | TabneTku, BKPUTI BAT YropwmHa BAT "leneoH YropumHa BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/7688/01/01
060/10HKOI0; Mo 21 "l'epeoH PixTep" OHOBJIEHHS cepTUiKaTy BiANOBIAHOCTI EBPONECHKIl peyenmom
Tabnetui B 6nicTepi; PixTep" apmakonei R1-CEP 2011-026-Rev 01 gns A®| MectofeH Big,
no1a6ono3 BXe 3aTBepaKeHoro BupobHuka Gedeon Richter Plc (Hungary),
6nictepn pasom 3 SIK HACNiLOoK 3i 3MiHaMu B cneuundikauii A®I MectogeH
KapTOHHUM
dyTaspom ansa
36epiraHHsa 6nicTepa
B KapTOHHIlA
ynakoBLj
109. | NIHAWNHET 30 | TabneTku, BKPUTI BAT YropwmHa BAT "l'eneoH YropwuHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7689/01/01
060/10HKOI0; MO 21 "lepeoH PixTep" OHOB/EHHA cepTudiikaTy BifNOBIAHOCTI €Bponelickkili peyenmom
Tabnetui B 6nicTepi; PixTep" thapmakonei R1-CEP 2011-026-Rev 01 gns A®| lectogeH Big
no 1 a6ono 3 BXe 3aTBepaKeHoro BupobHuka Gedeon Richter Plc (Hungary),
6nictepu pasom 3 AK HacnifgokK 3i 3miHamu B cneuudikauii A®| FectogeH
KapTOHHUM
dyTnspom ansa
36epiraHHa 6nictepa
B KapPTOHHIl
ynakoBLi
110. | NINOBOH Tabnetkun no 10 mr 3AT YropLmHa 3AT YropwmHa BHECEHHS 3MiH A0 peecTpaLiiHuX MmaTepiasliB: TEXHIYHA NOMUKa 3a UA/18290/01/01
no 10 Tabnetok y PapmaueBT dapmaleBTUYHNI - BUMPaBIEHO TEXHIYHY NOMWIIKY B IHCTPYKLIT 415 MEANYHOIO peyenmom




46 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 3 abo WYHWIA 3aBO[ 3asog ElIC 3acTOCyBaHHS NiKapCbKoro 3acoby y po3aii "Ynakoska",
no 6 aéo no 9 ErC 3anponoHoBaHo: "Mo 10 TabneTok B 6nicTepi; no 3 abo no 6, abo
6nictepis B no 9 6nicTepiB y KApTOHHI Nayui”
KapTOHHIM nayui
111. | NINOIKA KOHLeHTpaT Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/17024/01/01
pPO34nHYy AN "®apmaueBT "papmaLeBTUYHa 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa peyenmom
iHcpysin, 300 mr/10 nyHa chipma dipma "JapHuus” YNOBHOB&XeHOT 0CO6M 3aABHUKA, BiAMNOBIga/IbHOI 3a
M no 10 mn B "fapHuua” hapmakoHarnsg;: NponoHoBaHa peakuis: Typok B'suecnas
amnyni, no 5 amnyn B'auecnasosuy.
Y KOHTYpHIl
YapyHKOBIli
ynakosui, no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
y naduj
112. | NINOIKA KOHUeHTpaT ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/17024/01/02
pPO3UnHYy N "®apmaueBT "papmaLeBTUYHa 3MiHM WoAo 6e3nekn/edpeKTVBHOCTI Ta thapmakoHarnagy. 3miHa peyenmom
iHcpysiii, 600 mr/20 nyHa chipma hipma "OapHuus” YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
M/, no 20 mn B "AapHnus" hapmakoHarnsg;: NponoHoBaHa pegakuis: Typok B'auecnas
amnynax, no 5 B'auecnasoBuy.
amnyn y KOHTYPHii
YapyHKOBIl
ynakosui, no 1
KOHTYPHiIli
YapyHKOBIli yrnakoBLi
y nauduj
113. | NINOIKA TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/17024/02/01
NNiBKOBOIO "®apmaueBT "hapmaueBTUYHa 3MiHM Wo[o 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. 3MiHa peyenmom
o060n0HkKoto, no 300 nyHa chipma thipma "dapHnus” YMNOBHOBaXXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
Mr no 10 TabneTok y "AapHnua” apmakoHarnsg. MNponoHosaHa pefakuis: Typok B'auecnas
KOHTYPHil B'suecnaBoBuy
YapyHKOBIli
ynakosLi, no 3
KOHTYPHi YapyHKOBI
yNakoBKM B NauLli
114. | NINOIKA TabneTkun, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 3a UA/17024/02/02
NAiBKOBOO "®apmaueBT "®dapmaneBTuyHa 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy. 3miHa peyenmom
060/10HKO0, Mo 600 nyHa chipma hipma "JapHuus YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMoBigaIbHOI 3a
Mr no 10 TabneTok y "AapHnua” hapmakoHarnsg. NponoHosaHa pefakuis: Typok B'auecnas
KOHTYPHIl B'auecnasoBuy
YapyHKOBIli
ynakosLi, no 3
KOHTYPHi YapyHKOBI
yNakoBKMW B NauLli
115. | IOMEKCUH® | kpem 2% no30ry Pekopgaari Ipnangis Pekopparti IngacTtpia ., ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: y 3BA3KY i3 6e3 UA/6094/02/01
Ty6i, no 1 Ty6i y Aineng Ntg Ximika e 3aTBepMKeHHsIM Hakazom MO3 Ykpainu Big 11.11.2020 Ne 2595 peyenma
KapTOHHIA Kopoo6Li dapmacesTika 3MiH Tuny Il — 3MiHa NpaBoOBOro cTaTycy Ha 6e3peLenTypHui,
C.n.A. 3MiHa cTaTycy WOoA0 peknaMyBaHHs: (6y/10 — He nidnis2aE;




47 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cmavio - niossi2ae)
116. | NOPAHIIH PO34MH 415 pOTOBOT TOB Ykpaina TOB "TepHodapm" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/17765/01/01
NOPOXHUHWU; no 100 "TepHodap 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma
M, 120 mny m" KOHTeliHep/3aKynoptoBasibHWIA 3aci6. 3MiHa po3mipy ynakoBKu
dhnakoHi; no 1 roTOBOrO JIiKapCbKOro 3acoby (3MiHa macu/o6'eMy BMICTY
dnakoHy y nauui 3 KOHTelHepa 6aratogo30B0Oro fAikapcbkoro 3acoby ans
KapToHYy HenapeHTepasibHOro 3acTocyBaHHsA (abo 0fHOA030BOrO,
4acTKOBOrO BUKOPWCTaHHS)) - BHECEHHS [,04aTKOBOrO
dhacysaHHsi no 100 My donakoHi, 6e3 3MiH1M NEPBUHHOIO
nakyBa/lbHOro Matepiasy, 3 BiANOBIAHUMY 3MiHAMY Y
Cneuundpikanii/MeTofiB KOHTPOJIIO AKOCTI NikapCcbKoro 3acooby .
«O6’eM BMICTY h/lakoHa» Ta p. «YNakoBKa». 3MiHN BHECEHI B
po3ain "YnakoBka" B iHCTPYKLiO 4519 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby (BBeAEHHS OAATKOBOI YNakoBKK), K
HacnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHSA A0AATKOBOT
YNaKoBKM.
117. | NOPATAAVWH | Tabnetkm no 0,01, AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/5404/01/01
no 10 TabneTtok y "Papmak” AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma

6nictepi, no 1 a6o 2
6nictepn y nauui

3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
HaliMeHyBaHHS Ta afpecy 3asBHVKa (BNacHUKa peecTpaLiiHoro
nocBig4eHHs) BBeAeHHs 3MiH NpOTArom 6-Tv MicsiliB nicns
3aTBEpPKEHHS; 3MiHW | Tuny - AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLa NPOBaKEHHS AisNbHOCTI
BMpPO6HMKa (BK/IHOYAKOUM, 32 HEOOXIAHOCTI, MicLle NPOBEeAEHHS
KOHTPO/I0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
noctavyansbHuka A®I/BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI (SKLWO0
3a3HavYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY LOCLE, 260 BUPOOHMKA HOBOI JONOMIXKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE) - 3MiHa B afpeci
BMpo6HUKa cybcTaHuii nopatagmHy Vasudha Pharma Chem
Limited, 6e3 3MiHV MicLsA BUPOGHMLTBA; 3MiHM | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLisi MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOUauM AinbHULI BUNYCKY cepii abo
MicLie NPOBeAEHHS KOHTPOJIIO AKOCTI. (LiSNbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/iMNOPTEP, BK/OUAKOUM BUMYCK cepild) -
3MiHa HallMeHyBaHHA Ta afpecu BUPobHuKa, 6e3 3MiHM Micus
BMPOGHMLTBA. 3MiHM BHECEHI B IHCTPYKLiO 4151 MeAUYHOro
3acTocyBaHHsA J13 y p. "BUpO6HUK", "Micue3HaxomKeHHs
BMPO6HMKA Ta oro agpeca micus NPoBaKeHHs Ais/IbHOCTI" 3
Bi4NOBIAHVMMN 3MiHAMUW B TEKCTI MapKyBaHHSA YNakoBOK.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS;
3MiHW | TRy - 3MiHK Wwoao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHSA TEKCTY MapKyBaHHSA
ynakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
3a3Ha4yeHHs 0AMHVLb BUMIPIOBaHHSA y cnuctemi S, norotuny Ta




48 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
LWTpUX-koAdy. BHeceHHs 3MiH 4o po3ainy «MapkyBaHHa» MKA N3
3atBepaxkeHo: MAPKYBAHHSA Bignosigae HagaHoMy TEKCTY
MapkyBaHHs. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS. BBeleHHs1 3MiH NpoTArom
6-TW MiCALIB NicNA 3aTBEPMAKEHHS; 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro
3acoby (aNs NpuBeLeHHs Y BiANoBigHICTL 3 AdY abo
€BponeincbKo hapMakoneeto Ta BUNYYEHHSI MOCUIaHHA Ha
3acTapinvii BHYTPILWHI MeTog, BUNPOGyBaHHS i 1oro Homep) -
BunyyeHHsi NOBHOrO BMKNaAy METOAMKM 3 METOAIB KOHTPO/IO 3a
nokasHnkom «MikpobionoriyHa Ynctota». MeTog aHanisy
BK/IIOUEHO A0 DY Ta EBponelicbkoi hapmakonei. HopmyBaHHSA
3anuweHo 6e3 3miH. Crneundikalis Ta MeToam KOHTPOsI0
[OMOBHIOIOTLCA BiANOBIAHNM NOCUNAHHAM Ha Ajlovy pefakLito
Aoy
118. | NOPATAAWH | Tabnetkn no 10 wmr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/2191/01/01
-AAPHULA no 10 Tabnetok y "PapmaueBT "PapmaueBTuyHa 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHwi peyenma
KOHTYpHIl n4yHa chipma dipma "AapHuusa” 3MiHM); OHOBJIEHHSI TEKCTY MapKyBaHHS! YNakoBKU J1iKapCbKoro
YapyHKOBIli "OapHnus" 3acoby 3 BHECEHHSIM iH(hopMaLT WOoA0 3a3HAYEHHS OANHULb
ynakosLi; no 1 BMMIiptOBaHHA Y cuctemi Sl.
KOHTYPpHIl BHeceHHs 3MiH fo po3giny “MapkyBaHHs" MKA N13.
YapyHKOBIli yrnakoBLi 3anponoHoBaHo: MAPKYBAHHSA BianosigHO A0 3aTBEPKEHOrO
B nauu,i TEKCTYy MapkKyBaHHs. TepMiH BBEAEHHS 3MiH NPOTArom 6 micsLiB
nicns 3aTBepaKeHHs.
119. | NOPATAAUH | TabneTkn no 10 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/2191/01/01
-AAPHULA no 10 TabneTok y "®apmaueBT "papmaLeBTUYHa 3MiHM WoAo 6e3nekn/edpeKTNBHOCTI Ta thapmakoHarnagy. 3miHa peyenma
KOHTYPHiIli nyHa chipma ipma "dapHuus” YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
YapyHKOBIl "OapHuua" thapmakoHarnag. NponoHoBaHa peakuis: Typok B'auecnas
ynakosui; no 1 B'auecnasoBuny
KOHTYPHiIli
YapyHKOBIli yrnakoBLi
B nauui
120. | NIOPUHAEH® | mas3b, no 15 ry Ty6i; TOB "BayLu YkpaiHa dapmsasof €nbtha Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/1718/01/01
C no 1 1y6i y kopoobui Xenc" AT. 3MiHM WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarisgy. peyenmom
BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXXEHOT 0co6U, BiANoOBigasbHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHA BiAMIHHA Bif, YNOBHOBa)XXeHOI 0co6M,
BiANOBIAANbHOI 3a 34ilicHeHHS (hapMakoHarnaay (Bkavakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cuctemn chapmakoHarnsgy); 3mMiHa yrnoBHOBaXXEHOT 0co6u
3asBHMKa, BiANOBIAa/IbHOT 32 hapmakoHarnsg.
MponoHoBaHa pefakuin: bapmiHa MaHHa OnekcaHapiBHa. 3MmiHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cO6M, BigNoBigabHOI 3a




49 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnag. 3miHa Homepa macTep-ghaiina cuctemm
chapmakoHarnsgy.
121. | MAKPOLIE®D NOpPOLUOK ANs HKEHODA Benvka HCIC Xeb6eli Kutai BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/8973/01/01
NPUroTyBaHHs PM NTA BputaHis XyamiH 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
pO34nHy Ans dapmacbloTikan 3MiHW). 3MiHM BHECEHO B TEKCT MapKyBaHHs ynakoBku /13 woao
iH ek, 500 mr/500 Komnasi flimiteq 3a3HaYeHHsA MKHapPOAHUX OAMHULL 3a cucTeMoto S, a Takox
Mmr no 1 a6o no 5, BHECEHHS iHdhopMaLii LoAo 3asBHMKA.
ab6o no 10 hnakoHis
3 MOPOLLUKOM Yy navui
3 KAPTOHY
122. | MAKPOLIE® NOpOLUOK ANs KEHODA Benvka HCIC Xe6eit KuTaii BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/8973/01/02
NpUroTyBaHHsA PM NTA BpuTaHis XyamiH 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHwi peyenmom
pPO3UnHYy N PapmacbloTikau 3MiHK). 3MiHM BHECEHO B TEKCT MapKyBaHHS yrnakosku f13 woao
iH ekuild, 1000 Komnasi NimiTeq 3a3HavyeHHa MDKHapOAHWX OAMHULE 3a CMCTEMOIO Si, a Takox
Mr/1000 mr no 1 a6o BHECEHHS iHdhopmMaLiii LoAo 3asBHMKA.
no 5, a6o no 10
dnakoHiB 3
NOPOLLKOM y nayi
123. | MEAVKCUKA | po34nH ANS iH EKUIN, M.BioTek Benuka XENN C.A. Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/15703/01/01
M 15 mr/1,5 mn, no 1,5 NimiTen BpuTaHis 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy - peyenmom
M B amnyni; no 5 OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
amnyn y navyi 3 BHECEHHAM iHchopMaLi LWoA0 3a3HauYeHHA OAVHULb
KapTOHY BUMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsarom 6-tu
MiCsILiB Micnsi 3aTBEPAKEHHS
124. | MENINPAMIH | TabneTku, BKpUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH [J0 peECTpaLjiiiHNX MaTepiasiB: TEXHIYHA NOMUKa 3a UA/0320/02/01
® NAiBKOBOO PapmaLesT dapmaLeBTUYHNI (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - TEXHIYHY MOMUKY peyenmom
o060s10HKo0, Mo 25 WYHWIA 3aBO[ 3asog Erll BMMNpaB/IEHO B TEKCTi MapKyBaHHS BTOPWHHOI ynakoBku /13;
Mr no 50 TabneTok y ETIC 3anpornoHosaHo: 3. NMEPEJIK AOMNOMDPKHUX PEHOBW/H
CKNSAHOMY hNaKoHi; [OMNOMDKHI PEYOBMHW: MarHito creapar, KpoCnoBifoH, TauTbK,
no 1 donakoHy B MOBIZIOH, NTAKTO3M MOrorigpaT, rinpomenosa, 3aniza okenan (E
KapTOHHIA Kopoo6Li 172), AMMeTuKOH. [ins aetanbHOI iHdhopMaLil AMB. IHCTPYKLi0
0151 MeMYHOro 3aCToCyBaHHSA NikapcbKoro 3acoby. 3asHauveHe
BMMpaB/IeHHS BiAMoBifae MaTepiasiaMm peecTpaliiiHoro Aocbe




50 IIpopoBxeHHs

JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
125. | MEPAJIC®A cnpeii Ha3asTbHUIA, AppaH- XopBarTisi AapaH-IaneHcbknii XopBarTis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 6e3 UA/17967/01/01
ABAHC po3uuH 0,05 %, no [aneHcbKuit Na6opaTopiit a.4. 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peuyenma
10 mn 'y donakoHi 3 Na6opaTopi BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
[03yH04nM npa.a. thapmakoHarnsgy (BBefleHH y3arasibHeHUX JaHnx npo cuctemy
npucTpoem Nel thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOI
3a 3[jiicHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YkpaiHi, SIKLLIO BOHa BigMiHHa Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHEHHs (hapmakoHarnaay (Bkauyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMun chapmakoHarnsay) - 3MiHa KOHTakTHUX AaHnX
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COBM 3aBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHar/iag B YKpaiHi
126. | MEPAJIC®A cnpeii HasaslbHUiA, AapaH- Xopsartis AapaH-TaneHcbknii Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/17967/01/02
ABAHC po3umH 0,1 %, no 10 [aneHcbkni NabopaTopiii 4.4, 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta thapmakoHariagy. peyenma
My do1akoHi 3 Na6opatopi BBefeHHs1 ab0 3MiHM 40 y3araslbHEHUX AaHWX NPo cucTemy
[03yH04nM np.o. thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHux Npo cucTemy
npuctpoem Nel thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
3a 3AjicHeHHs hapMakoHarsay; KOHTaKkTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BigMiHHA Bif yNOBHOBaXKEHO| 0cobwu,
BiANOBIAANLHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-haiina
cucTeMun chapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BignoBigasibHOT 3a hapmakoHarnsg B YkpaiHi
127. | MEPOBOLUWA, | nopoLuok ass My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/14640/01/01
pPO3UnHYy N akuioHepHe akuioHepHe 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
iH ekuili no 1000 mr TOBapUCTBO TOBapuCTBO 3MiHN). BHeCeHHs 3MiH A0 po3giny “MapkyBaHHa” MKA N13.
no 1 cpakoHy 3 "HaykoBo- "HaykoBo- 3anponoHoBaHo: MapkyBaHHS. BianoBigHO 40 3aTBEPAKEHOIO
MOPOLLKOM B NauLi 3 | BUPOGHUYWIA BUPOGHNYNI LEEHTP TEKCTY MapKyBaHHs ynakoBKW. OHOBNEHHS TEKCTY MapKyBaHHS
KapToHy; no 1 LEeHTp "BopLyariBcbkuii ynakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii oo
hnakoHy 3 "Bopuyariscb Ximiko- 3a3Ha4yeHHs 0AMHWLb BUMIPIOBaHHS y cuctemi Sl. TepmiH
NOPOLLKOM KW Ximiko- hapmaLeBTUYHNIA BBEJEHHS 3MiH: NPOTAroM 6-Tv MiCALiB MiCNs 3aTBEPKEHHS
hapmaveBT 3aBog" 3MiH
NYHWIA
3aBog”
128. | MEPOBOLUWA, | nopoLuok 4 My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/14640/01/02
PO34MHYy oNns akuioHepHe akuioHepHe 3MiHK Wo[0 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHuwi peyenmom
iH ekuili no 500 mr TOBapUCTBO TOBapuCTBO 3MiHuW). BHeceHHs 3MiH [0 po3giny “MapkyBaHHA” MKA N13.
no 1 cpnakony 3 "HaykoBo- "HaykoBo- 3anponoHoBaHo: MapkyBaHHSA. BianoBigHO A0 3aTBEPAKEHOIO
MOPOLLKOM B nauLi 3 | BUPOGHUYWIA BUPOGHNYNI LEEHTP TEKCTY MapKyBaHHs yNakoBKW. OHOBNEHHSI TEKCTY MapKyBaHHS
KapTOHyY; no 1 LeHTp "BopLyariBcbkuii yNakKoBKU MikapcbKoro 3acoby 3 BHECEHHSIM iHGopMaLii Woao
hnakoHy 3 "BopLyariscb XimiKo- 3a3Ha4yeHHs OAMHULL BUMIPIOBaHHSA y cuctemi Sl. TepMiH
NOPOLLKOM KWiA XiMiko- hapMaLeBTUYHWI BBE/JEHHS 3MiH: NPOTAroM 6-Ty MiCSILiB MiCNS 3aTBEPAKEHHS
cthapmaueBT 3aBofa” 3MiH




51 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NYHWI
3asof”
129. | METOXKEKT | po3uunH gns iH'ekuii, Mepgak HimeuunH IAT Bionorika MM6X, HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/5873/01/02
® 50 mr/mn no 0,15 mn | lesenbwad a HimeuunHa 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roToBOro peyenmom
(7,5 wr), a6o no 0,20 T dotop (BUPOBHUIK, L0 nNiKapcbkoro 3acoby (iHWi 3MiHK): CYnyTHS 3MiHa
mn (10 wmr), abo no K/iHiLe Bignosigae 3a - 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KOHTpPosb roToBoro
0,25 mn (12,5 wr), LWneuianbnp BTOPUHHE nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
a6o no 0,30 mn (15 enapare nakyBaHHs Ta nNiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpXEeHNX MeToax
mr), a6o no 0,35 mn M6X MapKyBaHHs); BMNPOGYBaHHS) - HE3HAYHI 3MiHW y 3aTBepaxeHnx MKA, a cave
(17,5 wr), abo no Mepak esenbwadpT po3gin «Cneuudikauisi», y 38'A3Ky i3 NpuBeAeHHSAM A0
0,40 mn (20 mr), abo dotop KniHiwe peecTpavuiiHux MaTepianiB BUPOOHMKa, OCKINIbKM AaHa
no 0,45 mn (22,5 LLneujanbnpenapat iHchopmauis He Byna BpaxoBaHa nif, Yac peecTpauiiHnx
mr), a6o no 0,50 mn e M6X, HimeuyunHa npoueayp B YkpaiHi
(25 mr), a6o no 0,55 (BUPOGHUIK, L0
mn (27,5 mr), abo no Bignosigae 3a
0,60 mn (30 mr) BTOPUHHE
PO3UMHY y nakyBaHHsl,
nonepegHL0 MapKyBaHHS,
3anoBHeHOMY KOHTpO/b/BUNPOGYB
wnpuyi; no 1 aHHA cepii Ta 3a
LNpULy pasom i3 BUMNYCK cepil);
B6Yy10BaHO0 OHKoTek dapma
iH'EKL|iIHOIO TOJIKOK MpogakwH M6éX,
B KOHTYpHOMY HimeuunHa
YapyHKOBOMY (BMPOGHWK, LIO
6nictepi; no 1 Bignosigae 3a
6nictepy B BMPOGHMLTBO
KapTOHHIA KopooLi nikapcbKoro 3acooby,
nepBuHHe
nakyBaHHsl,
KOHTPO/b/BMNPOGYB
aHHsa cepii);
LLiteremaHH
NboHbepnakyHr yHg,
NoricTiwep Cepsic
e.K., HimeyunnHa
(BMPOGHWK, L0
Bignosigae 3a
BTOPUHHE
naxyBaHHs1)

130. | METOK/IOMP | po3uunH Ans iH'ekuii, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/7726/01/01
AMIA- 5 mr/mnno 2 mn B "®apmaueBT "papmaLeBTUYHa 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnagy. 3miHa peyenmom
AAPHULSA amnyni; no 5 amnyn nyHa chipma hipma "JapHuus” YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a

Y KOHTYpHIiA "OapHuua" thapmakoHarnag;: NponoHoBaHa peakuis: Typok B'auecnas
YapyHKOBIli B'auecnasoBuy.

ynakoBLi; no 1 a6o

N0 2 KOHTYpHI




52 IIpopoBxeHHs

JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
4apyHKOBi YNakoBKu
B nauuj
131. | METOTPEKC PO3YUNH NS iH'EKLN, TeBa 13painb dapmaxemi B.B. HigepnaHngm BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/0818/01/02
AT-TEBA 100 mr/mn, no 10 mn dapmaneBTi 3MiHV BHECeHi [0 IHCTpyKLii 415 MeAUyYHOro 3aCcTOCyBaHHS peyenmom
y thnakoHi; no 1 Kan nikapcbKoro 3acoby A0 po3ainis: "Cnocib 3acTocyBaHHA Ta f03K"
h1akoHy B KOPOOGL IHpacTpi3 (pepakuiriHi npasku), "MNepefo3ysaHHA" (pefakuiiHi npasku) |
nra. "MobiyHi peakuji" Wwoa0 6e3nekn 3acTOCyBaHHS JlikapCbKoro
3acoby. BBefieHHs 3MiH NPOTArom 3-X MicauiB nicns
3aTBEPMKEHHS
132. | METPOHIAAS | po3uuH Ans iHdysiii TOB "lOpis- Ykpaina TOB "tOpia-®apm” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/4860/01/01
on 5 mr/mn, no 100 mn dapm” 3MiHu 3 akocTi. CepTudikat BignosigHocTi/IE-cepTudikat peyenmom
y nasLwkax; no 100 BiANOBIAHOCTI EBponeiichbkili hapmakonei/moHorpadii. MogaHHA
MJ1y KOHTelHepax HOBOro abo OHOBMIEHOro cepTudikarta BignoBigHOCTI abo
BU/YYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 AONOMIKHOT
pevoBUHM (cepTudikaT BiANOBIAHOCTI €BpONenchbKil
thapmakonei) - HoBuii cepTudpikat Bif BXe 3aTBEpXEHOro
BMpOo6HUKa - nogaHHA HoBoro CepTudikaty R1-CEP 2007-083-
Rev 03 ana A®l MeTpoHifason Big, BXe 3aTBepAKeHoro
BMpo6HMKa Wuhan Wuyao Pharmaceutical Co. Ltd., Kutaii
133. | MIKOHA30/- | kpem, 20 mr/r; no 15 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHW | TUNY - 6e3 UA/1642/01/01
AAPHULUSA rabo no 30 ry Ty6i; "®apmaueBT "hapmaueBTUYHa 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peuyenma
no 1 Ty6i B nayui nyHa chipma hipma "dapHnus” BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPO cMCTeMy
"AapHnua” hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux npo cuctemy
hapMakoHarnsigy, 3MiHa yrnoBHOBaXXEHOT 0co6U, BiANOBiga/bHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHA BiAMIHHA Bif, YNOBHOBa)XXEHOI 0co6M,
BiANOBIAANbLHOI 3a 34ilicHeHHS (hapMakoHarnaay (Bkiovakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucTemn dhapMakoHarnisigy) - 3MiHa ynoBHOBaXKEHOT 0co6u
3asBHUKa, BiAMNOBifabHOI 3a thapmakoHarnsag,. MNponoHoBaHa
pegakuisa: Typok B'ayecnas B'ayecnasosuy
134. | MIPAMICTUH | po3uuH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/1804/01/01
® 30BHiLLIHbOIO "®apmaueBT "papmaLeBTUYHa 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peuyenma
3acTocyBaHHs, 0,1 n4yHa hipma ipma "fapHuua BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
mr/m; no 50 mny "fapHuua" hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux Npo cuctemy
dhnakoHi, no 1 thapmakoHarnsagy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiAnoBifanbHOI
hnakoHy 3 3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobu 3
YPeTpasIbHO0 chapmakoHarnsgy 3asBHuKa 41 34iliCHeHHs hapMakoHarnagy B
HacafKow B nauLli YkpaiHi, SIKLLIO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 32 3filicHeHHs1 hapMakoHaraaay (Bkayakum




53 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTaKTHI faHi) Ta/abo 3mMiHM y po3MmilLieHHi macTep-haina
cuctemn chapmakoHarnsgy); 3MiHa yrnoBHOBaXeHOT 0co6u
3asBHVIKa, BignosifanbHOT 3a thapmakoHarnsag,
MponoHoBaHa pepakuisi: Typok B'auecnas B'suecnaBoBuy.
135. | MOKCUD/IOK | nopoluok abo M. BIOTEK Benvka [xiBiKeli IHAis BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: YTOYHEHHSA - UA/16050/01/01
CAUUHY Kpuctanu NIMITEL, BputaHis BiocaeHces lMpaiiBiT cdhepu 3acTocyBaHHsA cyGcTaHLii B Hakasi MO3 YkpaiHu Ne
rAPOXNOPU | (cybeTaHuisn) B NimiTen 3072 Big 29.12.2020 B npoueci BHECEHHA 3MiH (3MiHW | TNy -
A naketax noABinHMX AOMiHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo agpecu
nonieTuIeHoBMX, MiCLii MPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKa (BK/THOYatoum, 3a
BK1aAEeHUX Y 6OUKM Heo6XifHOCTI, MicLe NPOBeLeHHA KOHTPO/IO SAKOCTI), abo
(6apabaHn) 3 BNacHuKa mactep-gpaiina Ha A®l, abo noctavanbHUKa
nonieTunexy ans Adl/BuxigHoro matepiasy/peareHTy/MPOMiXXHOTO MPOAYKTY, LLO
chapmaL,eBTMUHOrO 3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y A0ChbE
3acTocyBaHHA Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudpikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [0Cbe, a60
BMPOOHUKA HOBOI JONMOMIXXHOI PEHOBUHY (SIKLLO 3a3Ha4YeHo y
[ocbe) (iHWi 3miHM) - 3MiHa Ha3BW Ta agpecy BUpobHuka Adl,
6e3 3MiHN MicLA BUpOGHMLTBA). Pefakuis B Hakasi: mponyLieHa.
BipHa pegakuis: ans ¢gapmMaleBTUYHOro 3aCTOCyBaHHS.
136. | HAKNTO®EH Kancynu no 75 wr, KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHisn BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/3480/06/01
Ayo no 10 kancyny HoBo mecTo MecTo 3MiHW BHECEeHi 40 IHCTPYKLii A/19 MeAMYHOro 3aCTOCYBaHHSA peyenmom
6nicTepi; no 2 niKapcbKoro 3acoby A0 po3ainis: "OcobaMBOCTI 3aCTOCYBaHHSA",
6nictepn y "MoGiuHI peakyii" WoA0 6e3nekn 3aCToCyBaHHA 4jito4oT
KapTOHHI Kopoo6Li PEYOBUHY; 3MiHU |l TUNY - 3MiHW BHECeHi A0 IHCTPYKUiT ons
MeAMYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby A0 po3fainis:
"Oco6nMBOCTI 3acTocyBaHHA", "B3aemMogis 3 iHWNMK
nikapcbknMmn 3acobamu Ta iHWi BUan B3aeMogiii"
137. | HEBIBONON Tabnetkn no 5 mr, CaHpos CnoBeHis Nlex C.A., Monbwa Monbwa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny - 3a UA/12448/01/01
CAHAO3® no 10 TabneTok y PapmacboTi (nepBuHHa Ta PymyHis OHOBJIEHHSA MacTep-haiina Ha A®| HebiBonony rigpoxnopuay peyenmom
6nicTepi; no 2, abo Kan3 A.4. BTOPVHHA ynakoBKa, HimeuunHa Bif 3aTBEpAKeHOro B1upobHuka Hetero Drugs Limited 3 Bepcii
no 3, abo no 6, abo KOHTPO/1b, [O3BIN Ha TypeyunHa AP-02 April 2016 Ha Bepcito AP-00, Sep 2017 + Updates
no 9 6nictepiB y Bunyck cepii); C.K. (Update-Dec 2018 + Update-Apr-2019)
KapTOHHI KOpoo6Li Canpos C.P.N1.,
PymyHist (KOHTPO/b);
Cantortac dapma
'mM6X, HimewunHa
(nepBuHHa Ta
BTOPWHHA YMakoBKa,
KOHTPO/b, [03BiN Ha
BMNyCK cepii);
CaHpgos N'pyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C., TypeyumHa




54 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BMpOGHMLTBO
Hepo3dacoBaHoro
npoaykty), CaHzio3
Inak CaHaii Be
Tikapet A.C.,
TypeuunHa
(BMpOGHMLTBO
Hepo3dacoBaHoro
NPoAYKTY, NepBUHHA
Ta BTOPMHHA
ynakoBKa, KOHTPO/Ib)
138. | HEO®INIH Tabnetku MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/3793/01/01
NPOMOHroBaHoI Aji "®apmaueBT "papmaneBTUYHa 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
no 100 mr no 10 nyHa chipma dipma "AapHuusa” BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
Tabnetoky "fapHuua” hapmakoHarnsgy (BBeAEeHHs y3arasibHeHUX JaHux Npo cuctemy
KOHTYPHili thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiANoBiLabHOI
YapyHKOBIl 3a 3[jiCHEHHs hapmMakoHarisay; KOHTakTHOI ocobu 3
ynakoBLi; no 5 thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHA dhapmakoHarnsagy B
KOHTYPHUX YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
YapyHKOBMUX BIANOBIAA/IbHOI 3a 34iiCHEHHS thapmakoHarnagy (Bkavarym
yMakoBOK y navi KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cuctemn chapmakoHarnsgy). 3MiHa yrnoBHOBaXXeHOT 0cobu
3asBHVKa, BignoBiganbHOI 3a thapmakoHarnsag,
MponoHoBaHa pepakuis: Typok B'auecnas B'auecnaBoBuy
139. | HEO®IIIH TabneTtkn MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/3793/01/02
NPOIOHroBaHoi Aji "®apmauesT "PapmaueBTuyHa 3MiHM Woa0 6e3neku/ehekTUBHOCTI Ta dhapMakoHarisay. peyenmom
no 300 mr no 10 nyHa chipma ipma "dapHuus” BBefeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHUX NPO cucTeMy
Tabnetoky "AapHnus” hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cnuctemy
KOHTYPHIl thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
YapyHKOBIli 3a 3[jiicCHEHHsT hapMakoHarisay; KOHTaKTHOI 0cobu 3
ynakosLi; no 5 thapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA dbapmakoHarnsagy B
KOHTYPHMUX YKpaiHi, SIKLLIO BOHa BigMiHHA Bifi yNOBHOBaXkKeHOi 0cobu,
YapyHKOBMX BiANOBiAANLHOI 3a 3filicHeHHs (hapMmakoHarnaay (Bkauyarum
yNakoBOK y nauui KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-halina
cucTeMu dpapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHMKa, BiANOBIAAILHOT 32 hapMakoHarnsg.
MponoHoBaHa pefakuis: Typok B'ssuecnas B'auecnaBoBuy
140. | HIBECTUM PO3UMH ANA iH'eKLil MOANIEP CLWA SGS Nab6 CaiimoH Benbris, BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/15455/01/01
abo iHdysin no 12 ENY.CLII. CA, benbris Yecbka 3MiHK Wo[o 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHuwi peyenmom
MH Of1 (120 KOPMOPEW (KOHTPO/Ib AKOCTI, Pecny6nika, 3MiHW); BHECEHHS 3MiH [0 po3ainy «MapkyBaHHA» MKHA N3:
Mmkr)/0,2 mn, no 0,2 LH TecTyBaHHA XopsarTis 3anponoHosaHo: MAPKYBAHHSA. 3rifgHo 3 3aTBEPAXEHUM
My wnpuyi (1 BUMYLLEHOT cepil, TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
knacy); no 1, 5 abo TecTyBaHHSA nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmaLii LLoAo 3a3HaYeHHs
10 y nonepeaHbLO cTabinbHoCTI); OAVHUL BUMIpOBaHHA Y cuctemi Sl. BBefeHHs 3MiH MpoTsarom
HaNOBHEHMUX CBYC ®APMA A.C., 6-TN MicALIB Nic/ia 3aTBEPAKEHHS




55 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

wnpuuax o6'emom 1 Yecbka Pecnybnika
My 6nictepi B (anbTepHaTUBHUIA
KapTOHHI nauyi 3 BUPOBHMK
MapKyBaHHAM BTOPWHHOTO
YKpaiHCbKOI nakyBaHHs);
MOBOt0; o 0,2 mny XOCHMIPA 3ATPEB
wnpudi (I knacy); no [.0.0., XopBaris
1,5a6010y (Bunyck cepii,
nonepegHL0 BMPOGHMLTBO "in
HanoBHEHNX bulk", koHTposb
wnpuuax o6'emom 1 cepii y npoueci
MmNy 6nictepi B BVMPOGHMLTBA,
KapTOHHI nav, 3 TecTyBaHHs
MapKyBaHHAM BUNYLLEHOI cepil,
aHrniicbkoto 060 TecTyBaHHS
iHLLIOIO iHO3eMHOI0 CTabiNbHOCTI,
MOBOIO 3i CTikepoM TeCTyBaHHs
YKparHCbKO MOBOIO CTepPUIbHOCTI,

nepBuHHe Ta

BTOPWHHE
naxyBaHHs)
141. | HIBECTUM PO3YUH ANS iH'EKLI MOAN3EP CLIA SGS /1a6 CaiimoH Benbrig, BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15455/01/02

abo iHdysiin no 30 EWY.CLMI, CA, Benbris Yecbka 3MiHM WoAo 6e3nekn/eekTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
mnH Of (300 KOPIMOPEW (KOHTpO/Ib AKOCTI, Pecny6nika, 3MiHM); BHECEHHS 3MiH [0 po3ainy «MapkyBaHHS» MKA N13:
MKr)/0,5 mn, no 0,5 LIH TecTyBaHHA Xopsaris 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3 3aTBEpKEHUM
My wnpuui (1 BUMYLLLEHOT cepil, TEKCTY MapKyBaHHSA. OHOBIEHHA TEKCTY MapKyBaHHSA YNakoBKu
knacy); o 1, 5 abo TecTyBaHHs nikapcbkoro 3acoby 3 BHECEHHSAM iHchopMaLii LLoA0 3a3HaYeHHS
10 y nonepegHb0 cTabinbHOCTI); OAVHWLb BUMIPIOBAHHSA Y cucteMi Sl. BBeJeHHS1 3MiH NpOTAroM

HanoBHEHWX
wnpuuax o6'emom 1
My 6nicTepi B
KapTOHHI nayu, 3
MapKyBaHHAM
YKpaiHCbKOI
MoBoto; no 0,5 mny
wnpudi (I knacy); no
1,5a6010y
nonepegHL0
HanoBHEHWX
wnpuuax o6'emom 1
My 6nictepi B
KapTOHHI navyi 3
MapKyBaHHAM
aHrnificbkoo 060
iHLLIOIO iHO3eMHOI0
MOBOIO 3i CTikepoM
YKparlHCbKO MOBOIO

CBYC ®APMA A.C.,
Yecbka Pecnybnika
(anbTepHaTUBHUIA
BMPOGHUK
BTOPWHHOTO
nakyBaHHs);
XOCMIPA 3ArPEB
[.0.0., XopBaris
(Bunyck cepii,
BMPOGHMLTBO "in
bulk", koHTposb
cepii y npoueci
BVMPOGHMLTBA,
TecTyBaHHSA
BUNYLLEHOI cepil,
TecTyBaHHs
CTabiNbHOCTI,
TecTyBaHHS
CTEepPWIbHOCTI,

6-TV MIiCALIB MiCNA 3aTBEPMAKEHHS




56 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
142. | HIBECTUM PO34UH NS iH'EKLNA NeANIEP CLWA SGS /1a6 CaiimoH Benbris, BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/15455/01/03
abo iHdysiii no 48 EVY.CLII. CA, benbrist Yecbka 3MiHK Woao 6e3nekn/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
mnH O/f1 (480 KOPTOPEW (KOHTpO/b AKOCTI, Pecny6nika, 3MiHW); BHECEHHSA 3MiH [0 po3ainy «MapkyBaHHsA» MKA /13:
mkr)/0,5 mn, no 0,5 LIH TecTyBaHHA XopBarTis 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3 3aTBEpAXEHUM
My winpuui (1 BUNYLLEHOI cepil, TEKCTY MapKyBaHHA. OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKK
knacy); no 1, 5 abo TecTyBaHHs NiKapCbKOro 3acoby 3 BHECEHHAM iHthopMaLii LLoA0 3a3HaYEHHS
10 y nonepeaHbO cTabinbHoCTI); OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHS 3MiH MpOTSArom
HanoBHEHUX CBYC ®#APMA A.C., 6-TN MicALIB Nic/A 3aTBEPAKEHHS
wnpuuax o6'emom 1 Yecbka Pecnybnika
My 6nictepi B (anbTepHaTUBHUI
KapTOHHI navi 3 BUPOBHUK
MapKyBaHHAM BTOPWHHOIO
YKpaiHCbKOIo nakyBaHHs);
MOBOt; no 0,5 mny XOCTIIPA 3ATPEB
wnpuui (I knacy); no [.0.0., Xopsaris
1,5a6010y (Bunyck cepii,
nonepegHL0 BUPOGHMLTBO "in
HanoBHEHMNX bulk", KOHTpONb
wnpuuax o6'emom 1 cepii y npoueci
My 6nicTepi B BUPOGHMLTBA,
KapTOHHI nayv, 3 TeCTyBaHHs
MapKyBaHHAM BUMYLLLEHOT cepil,
aHrniicobko 060 TeCTyBaHHs
iHLLOIO iIHO3EeMHOI0 cTabinbHoCTI,
MOBOIO 3i CTiKepom TecTyBaHHs
YKpaiHCbKOI CTepW/IbHOCTI,
MoBOH0 y nepBrHHE Ta
nonepeaHL0 BTOPWHHE
HanoBHEHWX nakyBaHHs1)
wnpuuax o6'emom 1
My 6nictepi B
KapTOHHI naui 3
MapKyBaHHAM
YKPaIHCbKOK MOBOK
143. | HIKOMEKC PO3UMH ANA iH EKL, TOB YkpaiHa MpAT "Nlekxim- Ykpaiva BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3mMiHW | TMNY - 3a UA/15072/01/01
50 mr/mn, no 2 mn B "®APMACE Xapkis" 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
amny/i CKsHiiA; no 5 n" 3MiHM); BHECeHHSA 3MiH 40 po3giny MKA: MAPKYBAHHA
amnyn y 6nictepi; no MponoHoBaHa pegakuis: MAPKYBAHHSA. 3rigHo 3aTBepaKeHOro
2 6nictepy B navy 3 TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
KapToHy; Mo 5 mn B YNakoBKM JTiKapCbKOro 3acoby LL0A0 3a3HaYeHHs OAVHNLb
amny/i cknsHiiA; no 5 BMMIpIOBaHHA y cuctemi Sl. BBegeHHS 3MiH NpoTAaroM 3-x
amnyn y 6nictepi; no MiCALIB MiCNsA 3aTBEPLKEHHS
1 6nicTepy B nauuj 3
KapToHY
144. | HIMEQAP® Tabnetkun no 100 wr, MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/9104/01/01




57 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 TabneTok y "®apmaueBT "®dapmaneBTuyHa 3MiHM Woao0 6e3nekn/ehekTMBHOCTI Ta dhapMakoHarisay. peyenmom
KOHTYPHili nyHa chipma hipma "dapHnus” BBegeHHs abo 3MiHM A0 y3araslbHeHUX AaHWUX NPo cucTemy
YapyHKOBIli "fapHuua" thapmakoHarnagy (BBe4EHHS y3arasibHeHUX AaHuX NPo cucTemy
ynakoBsLi; no 3 thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOI 0co6y, BiANOBIAA/IbHOI
KOHTYPHIi YapyHKOBI 3a 3[jicHeHHsT hapMakoHaraay; KOHTaKTHOI 0cobu 3
yNakoBKM y navui thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YkpaiHi, SKLLIO BOHA BigMiHHA Bifi YNOBHOBaXKEHOT 0cobw,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkiovaum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cuctemn chapmakoHarnsgy); 3MiHa ynoBHOBaXXeHOT 0cobu
3asBHVKa, BigNoBigabHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuin: Typok B'auecnas B'suecnaBosuy.
145. | HI®EQUNIH- TabneTku, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/4738/02/01
AAPHNLA 060/10HKO10, Mo 10 "PapmaueBT "PapmaueBTuyHa 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta thapmakoHariagy. peyenmom
Mr no 10 Tabnetoky | wnuHa hipma tipma "AapHuusa” BBefeHHs1 ab0 3MiHM 40 y3araslbHEHUX AaHWX NPo cucTemy
KOHTYPHili "fapHuua" thapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHuX Npo cuctemy
YapyHKOBIl thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
ynakoBLi; no 5 3a 3AjicHeHHs hapMakoHarsay; KOHTaKkTHOI 0cobu 3
KOHTYPHUX chapmakoHarnsgy 3asaBHUKa A1 34ilicHeHHs hapMakoHarnagy B
YapyHKOBMUX YkpaiHi, AKLLO BOHA BigMiHHA Bif yNOBHOBaXKEHO| 0cobwu,
YMakoBOK B MayLli BiANOBIAANLHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-haiina
cucTemMu papMakoHarnsay); 3miHa ynoBHOBaXXeHOI 0cobum
3aABHVKa, BigNoBiganbHOT 3a hapmakoHarnsg,.
MponoHoBaHa pepakuin: Typok B'auecnas B'suecnaBosuy.
146. | HYTPUDNEK | emynbcia ana B. BpayH HimeyuunH Brpo6HMLTBO, HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/13247/01/01
C Inig NEPI | iHdysiil; no 1250 mn | Menb3yHreH a nepBrHHa Ta 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
abo no 1875 mny Al BTOPMHHA ynakoBKa, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
MiLLIKax NIacTUKOBUX BUMycK cepii: b. thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx Npo cuctemy
TpyYKamepHux; no 1 BpayH Menb3yHreH hapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0co6u, BiANOBiLabHOT
MiLLKY Al, HimeuunHa; 3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
naacTUKoBOMy KoHTponb cepii: B. chapmakoHarnsgy 3asaBHuKa A1 3AiliCHeHHs hapMakoHarnagy B
TpYKamepHomy y BpayH Menb3yHreH YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
3aXVICHOMY MILLIKY; A, HimeyunHa BIANOBIAA/IbHOI 3a 34iiCHEHHS thapmakoHarnagy (Bkatovakum
no 5 3axmcHunx KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi macTep-haina
MILLKIB B KQPTOHHIlA cuctemu dhapMakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
Kopoo6ui YNOBHOBAXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnaaB YkpaiHi. NMponoHoBaHa pegakuis: flebegnHerb
€nnzaseTta PomaHiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXKeHOT 0C06M 3asBHUKa, BiAMNOBIAa/IbHOI 3a
hapmakoHarnsas YkpaiHi
147. | OKTAHAT NOPOLLOK ANs OkTachapma ABCTpIst BMPOGHULITBO 3a LBewis/ BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny - 3a UA/15468/01/01
pO3uunHy ans iH'ekyin | ®apmauesT MOBHVM LMK/IOM 38 ABcTpisi/ 3MiHu Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHa peyenmom
no 50 MO/mn nKa BUK/IIOYEHHAM HimeuunHa Y KOPOTKili xapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
KapToHHa Kopobka MpoAyKTioHC BTOPWHHOT YNaKOBKU: MapKyBaHHS Ta iHCTPYKLIT A1 MeANYHOTo 3aCTOCYBaHHA Ha




58 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Nel: mo 1 conakoHy 3 rec m.6.X. OkTadapma AB, nigcTasi perysIspHO OHOBJ/IHOBAHOTIO 3BITY 3 6e3Mneku NikapCbKoro
NOpPOLLKOM 415 Lseuis; 3acoby, abo focnimkeHb 3 6e3nekn 3aCTOCYBaHHS NikapcbKoro
pO3UnHYy AN BMPOOHULITBO 3a 3acoby B nicnsipeecTpauiiiHnii nepios, abo Ak pe3ybTaT OLiHKKN
iH'EKLil. NOBHVM LMK/IOM, 3BiTY 3 JOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
KapToHHa kopobka BK/IHOYA0UN negiatpuyHux gocnimxkers (PIP) (iHwi 3MiHW). 3MiHW BHeCeHi A0
Ne2: no 1 chnakoHy 3 Bi3yasibHy IHCTPYKLT AN19 MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby Ao
PO3YMHHKKOM (BOAA iHCMEeKL,to: po3ginis "OcobamBoCTi 3acTocyBaHHS", "Mob6iuHi peakwyii”
Ons iH'ekuiid), no 5 OkTathapma BiANOBIAHO A0 OHOB/IEHOI iHChopMaLii 3 6e3nekun gitoyol
mn (250 dapmaueBTuKa pPeyoBUHN.
MO/chnakoH) a6o 10 MpopykTioHcrec TepmiH BBeA,EHHS 3MiH MPOTAroM 6 micauis nicns
mn (500 M.6.X., ABCTpIS; 3aTBEpKEHHSA. 3MiHW Il Tuny - 3MiHK Woao
MO/chnakoH) pasom BMPOOHULITBO 3a 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHn). 3MiHK
3 KOMMIEKTOM AN1A MOBHUM LK/IOM 3a BHECEHI 10 IHCTPYKLIT 415 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKOro
PO3UYMHEHHA Ta BUK/THOYEHHAM 3acoby Ao posgainis "MokasaHHA", "Oco6/IMBOCTI 3aCTOCYBaHHA",
BHYTPILLHbOBEHHOIO BTOPVHHOT YNaKOBKMW: "Cnoci6 3acTocyBaHHs Ta 403K1" BiANosigHO Ao Guideline EMA.
BBeAeHHS (1 wnpwy, OkTadapma, TepmiH BBeA,EHHS 3MiH MPOTAroM 6 micauis nicns
ofHopaszosuit, 1 PpaHuis; 3aTBepKEHHSA. 3MiHW Il TUny - 3MiHK Woao
[BOCTOPOHHSA rosika, BTOPVHHE 6e3nekn/ehekTMBHOCTI Ta thapMakoHarnisgy. 3MiHW y KOpoTKil
1 ronka 3 pinbTpOMm, nakyBaHHs, XapakTepucTu1Li NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
1 ronka ans iH'exuin, BizyasibHa iHCneKLuis: IHCTPYKUIT AN Me4UYHOro 3aCTOCYBaHHA Y 3B’'A3KY i3 HOBUMU
2 NpocoyeHi OkTadhapma [eccay AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMW SaHUMK Ta AaHUMK
CNNPTOM TammnoHM). 'M6X, HimeuunHa; 3 chapmakoHarnsgy.
Kopo6ka Ne 1 Ta BUPOBHULTBO 3MiHV BHECeHi [0 IHCTPYKLIT 418 MegUYHOro 3acToCyBaHHs
Kopobka Ne 2 Kpionpeuinitata: nikapcbKoro 3acoby Ao posainy "®apmakonorivHi BiactmsocTi”
06’€QHYIOTbCS MK OkTadapma BiANOBIAHO A0 pe3ysnbTartie gocnimpkeHHs AVI-403. TepmiH
€06010 NNaCTUKOBOI MpopaykuioHcrecenn BBEJEHHS 3MiH NPOTAroM 6 MicAUIB NiCNsA 3aTBEPLYKEHHS.
NAiBKOIO. wadT foiiunang,
M.6.X., Himeuunna
148. | OKTAHAT NOPOLUOK ANA OkTadapma ABCTpIf BMPOOHULITBO 3a Lsewjis/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/15468/01/02
pO3uunHy Aons iH'ekuin | ®apmauesT NMOBHUM LMK/IOM 3a AscTpisi/ 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHa | peyernmom
no 100 MO/mn nKa BUK/TIOYEHHAM PpaHuis/ Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TEeKCTi
KapToHHa kopob6ka MpogaykTioHe BTOPVHHOT YNaKOBKMW: HimeuunHa MapKyBaHHS Ta iIHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA Ha
Nel: no 1 conakoHy 3 rec m.6.X. OkTadapma AB, nigcTasi perysispHO OHOB/IHOBAHOTIO 3BIiTY 3 6e3neku NikapCcbKoro
NOpPOLLKOM 415 LBeuis; 3acoby, abo focnimkeHb 3 6e3nekn 3aCTOCYBaHHS JliKapCbKOro
pO34nHYy AN BMPOOHULITBO 3a 3acoby B nicnspeecTpaviiHvin nepiod, abo Sk pesynbTar OLiHKK
iH'EKLil. NOBHVM LMK/IOM, 3BiTYy 3 fOCNiAKEHb, NPOBEAEHMX BiANOBIAHO A0 NaHy
KapToHHa kopobka BK/IHOYaA0UN negiatpuyHux gocnimxkers (PIP) (iHwi 3MiHK). 3MiHK BHeCeHi A0
Ne2: no 1 chnakoHy 3 Bi3yasibHy IHCTPYKLi A/19 Me4MYHOro 3aCTOCYBaHHS /ikapcbKoro 3acoby Ao
PO34YMHHMKOM (BOAA iHCMeKL;to: po3ginis "OcobamBoCTi 3acTocyBaHHS", "MobiuHi peakwyii”
ons iH'ekuiin) 10 mn OkTathapma BiANOBIAHO A0 OHOB/EHOT iHChopMaLLii 3 6e3nekn aitoyol
(1000 MO/chnakoH) dapmaueBTUKa PEYOBUHMN.
pasom 3 MpopykTioHcrec TepmiH BBeA,eHHS 3MiH NpOTAroM 6 micauis nicns
KOMMNMEKTOM ANs M.6.X., ABCTpis; 3aTBEpPKEHHS. 3MiHM Il TUny - 3MiHK Woao
PO3UMHEHHSA Ta BMPOOHULITBO 3a 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn). 3MiHu
BHYTPILLHLOBEHHOTO MOBHUM LK/IOM 3a BHECEHI 10 IHCTPYKLIT 4159 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKOro
BBeAeHHS (1 wnpuy, BUK/TIOYEHHAM 3acoby a0 po3zinis "MokasaHHsa", "Oco6NMBOCTI 3aCTOCYBaHHA",
ofHopasosui, 1 BTOPVHHOI YNaKOBKMU: "Cnoci6 3acTocyBaHHs Ta Ao3un" BignosigHo Ao Guideline EMA.




59 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[BOCTOPOHHS rO/1Ka, OkTadapma, TepmiH BBeA,EHHS 3MiH MPOTAroM 6 micauis nicns
1 ronka 3 hinbTpOMm, PpaHuis; 3aTBEpKEHHSA. 3MiHW Il TUny - 3MiHK Woao
1 ronka pns iH'exuin, BTOPUHHE 6e3nekn/ehekTMBHOCTI Ta thapMakoHarniagy. 3MiHW y KOpoTKil
2 npocoyeHi nakyBaHHs, XapakTepucTumLi NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
CMMPTOM TaMMOHM). Bi3yasibHa iHCneKLuis: IHCTPYKUIT AN MeQUYHOro 3aCTOCYBaHHA Y 3B’'A3KY i3 HOBUMU
Kopo6ka Ne 1 Ta OkTadhapma [eccay AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMW SaHUMK Ta AaHMK
Kopo6ka Ne 2 'M6X, HimeyunHa; 3 chapmakoHarnsgy.
06’€QHYOTLCS MK BUPOBHULTBO 3MiHV BHECeHi [0 IHCTPYKLIT 418 MegUYHOro 3acToCyBaHHs
€06010 NNaCTUKOBOKO Kpionpeuinitata: niKkapcbKoro 3acoby Ao posainy "®apmakonorivHi BactmsocTi”
NAiBKO0. OkTadapma BIANOBIAHO A0 pe3ysnbTartie gocnimpkeHHs AVI-403. TepmiH
MpopaykuioHcrecenn BBEJEHHS 3MiH NPOTAroM 6 MicAUIB NiCNsA 3aTBEPKEHHS.
wadT foiiunang,
M.6.X., Himeuunna
149. | ONIPEH®-100 | kancyiu TOB «TeBa Ykpaina BMPOOHULITBO 3a Lsenuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiiB: 3MiHa 3asBHMKaA 3a UA/5124/01/01
CP NPOJIOHroBaHoI Aji YkpaiHa» MOBHUM LK/IOM: HimeuunHa (BnacHviKa peecTpauiiiHoro noceigyeHHs). 3miHu | Tuny - 3miHn peyenmom
AENOKANC no 100 wmr; no 10 AumnHo ®apma Arl, oo 6e3nekun/edeKTMBHOCTI Ta hapmakoHarnsay. BeefeHHs
Kancyn y énicrepi; LLsefiuapis; a60 3MiHM [0 y3arasibHEHVX AaHUX Npo cucTemy
no 2 6nictepu B fopatkosa thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx Npo cuctemy
Kopoobui nab6opartopis, Wo thapmMakoHarnsgy, 3MiHa ynoBHOBaXeHO! 0co6u, BiANOBiLabHOT
npuinmae yyactb B 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHoOI 0cobu 3
KOHTpOSi cepii: thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapMmakoHarnsagy B
YHTEP3YXYHICIHCTUT YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
yT Xennenep M'v6X, BIAMNOBIAA/IbHOT 32 34iICHEHH:A hapmakoHarnsgy (Bkavaryumn
HimeuuunHa; KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
Bupo6bHMLTBO cuctemn chapmakoHarnsgy). 3MiHa yrnoBHOBaXXeHOT 0co6u
Hepo3dacoBaHoi 3asBHVKa, BigNOBiAaNbHOI 3a thapmakoHarnsg,. filoya pegakuis:
npoAyKuii, KOHTPO/b Orit Stern-Maman. MponoHoBaHa pegakuis: BuctpoBa OkcaHa
AKOCTI, LO3BI/T HA BiTaniiBHa. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0CO6U
BMNYCK cepil: 3asBHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
AunHo ®apma Arl,
LLseiiuapis;
lMepBuHHa Ta
BTOPWHHA yMakoBKa:
AunHo Papma AT,
LLiseiuapis
150. | OMHOINOH- PO3YUH NS iH'EKLLIN; TOB Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepianiB: yTOUHEHHSA 3a UA/5179/01/01
3H no 1 mn B amnyni; "XapkiBcbke 06MeXeHOoLo HanucaHHa BUPOGHUKa B Haka3i MO3 YkpaiHu Ne 90 Big, peyenmom
no5awmnyny hapmaueBT BignoBigasIbHICTIO 20.01.2021 B npoueci BHECEHHA 3MiH (3MiHM | TUny -
6nictepi; no 1 a6o 2, nyHe "XapkiBcbke AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
abo 20 6nicTepiB y nignpuemMcTs hapmaveBTUYHE MiCLisi TPOBaMKEHHS AiANbHOCTI BUPOGHVKa/imnopTepa rotoBoro
Kopoo6ui 0 "3p0poB'sa nigNpPMeEMCTBO NikapcbKoro 3acoby, BKIOUakuM AinbHULI BUNYCKY cepii abo
Hapoay" "3p0poB's Hapoay" MicLie NPOBeAEHHS KOHTPOJIHO AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/iMNOPTEP, BK/OUAKOUM BUMYCK Cepild) -
3MiHa HalilMeHyBaHHS Ta afpecu MicLs NPoBaKeHHS AisfIbHOCTI
BMpOGHMKa /13, 6e3 3MiHu Micusa BUpobHMLTBa ( BBEAEHHS 3MiH
NpoTArom 6-Tv MiCAILIB Micns 3aTBepAXeHHs). Pefakuis B Hakasi:
TOB "XapkiBcbke hapmalieBTUYHe nignpuemcTeo "340poB'sa




60 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hapoay", YkpaiHa. BipHa pepakuisi: ToBapucTtso 3
o6MeXeHOolo BignoBiganbHIicTIO "XapKiBCbke
chapmaueBTUYHE NignpvemMcTBO "340pOB'A Hapoay",
YKpaiHa.
151. | OHAAHCETP | Tabnetku, BKpUTI My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/10081/01/01
OH 060/10HKOI0, N0 4 Mr aKujioHepHe aKujioHepHe 3MiHM WoAo 6e3nekn/eekTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
no 10 Tabnetok y TOBapWCTBO TOBapUCTBO 3MiHWN); OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKV NiKapCbKoro
6nictepi; no 1 "HaykoBo- "HaykoBo- 3acoby 3 BHECEHHSIM iHGhopMaLT WOoA0 3a3HAYEHHS O4NHULb
6nictepy B nayui 3 BMPOGHNUNIA BMPOOHUUNIA LLEHTP BVMIiptOBaHHA y cuctemi Sl. BHeceHHs 3miH fo po3giny
KapTOHY LeHTp "BopLyariBcbkuii “MapkyBaHHS” MKA 13. 3anponoHoBaHO: MapKyBaHHS.
"BopLuariscb XiMiKo- BifnoBigHO [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS YNakoBKU.
KWin Ximiko- hapmaueBTUYHNMI TepmiH BBEAEHHS 3MiH: MPOTArOM 6-TW MicsLiB nicns
chapmaneBT 3asog” 3aTBEPAKEHHS 3MiH.
NYHUIA
3asof"
152. | OHOAHCETP | Tabnetku, BKpUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/10081/01/02
OH 060/10HKOI0, MO 8 Mr akuioHepHe akuioHepHe 3MiHK Woao 6e3neku/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
no 10 TabneTtok y TOBapuCTBO TOBapUCTBO 3MiHW); OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro
6nictepi; no 1 "HaykoBo- "HaykoBo- 3ac06y 3 BHECEHHAM iH(hopMaLii WoA0 3a3HaYeHHS OAUHULLb
6nictepy B nayui 3 BMPOGHUYNIA BMPOBHUUNIA LLEHTP BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 10 po3giny
KapTOHY LeHTp "BopLyariscbkuii “MapkyBaHHs" MKA 13. 3anponoHoBaHo: MapKyBaHHS.
"bopLuariscb XiMiKO- BifnosigHO [0 3aTBEPXEHOr0 TEKCTY MapKyBaHHS YNakoBKU.
KWiA Ximiko- hapmaueBTUYHNIA TepMiH BBEAEHHS 3MiH: NPOTArom 6-Tn MicsLiB nicns
hapmaueBT 3aBog" 3aTBEPAKEHHS 3MiH.
NYHWIA
3asof’"
153. | OPTAK/IH Kpansi O4Hi, pO34nH, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/16352/01/01
0,1 mr/mMn; no5mny | "®apmauest "papmaLeBTU4Ha 3MiHK Woao 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnagy. 3miHa peyenmom
hnakoHi 3 nyHa thipma ipma "JapHuus” YMNOBHOBaXeHOT 0CObM 3as1BHUKA, BiAMNOBIfa/IbHOI 3a
KpanenbHuue Ta "NapHuus" thapmakoHarniag. NponoHoBaHa peaakuis: Typok B'auecnas
KPWLLIKOIO 3 B'ayecnasoBuy
KOHTpONeM
po3KpuTTA; No 1
h1akoHy y nauuj
154. | NAHAQON CyCneHsis opasibHa, nakcoCmitT Benuvka dapmaknep PpaHLin BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 6e3 UA/2562/02/01
BEBI 120 wmr/5 mn; no 100 KnsinH BputaHis 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy. 3miHa peyenma
M1y onakoHi; no 1 KoHcblomep YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hnakoHy Ta Xenckep thapmakoHarnsag: MNponoHosaHa peaakLis — [p. ieHc-Ynbpix
MipHOMY NPUCTPOIO (FOK) LrermanH / Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX
y BUrAsA4i wnpuua 8 TpehgiHr [aHux yrnoBHOBaXeHOT 0co6M, BigNoBiganbHOI 3a
KapTOHHI Kopoo6Li NimiTen hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLLe3Hax0MKEHHSA MacTep-
thaiina.
155. | NAHTEHON niHa HawkipHa, 4,63 TOB "bayw Ykpaina [Op. F'epxaps MaHH, HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 6e3 UA/4438/01/01
CNPEN r/100r;no 130ry Xenc" Xem.-chapm. ®abpuk 3MiHM WoAo 6e3nekn/edpeKTNBHOCTI Ta thapmakoHarnagy. 3miHa peyenma
KOHTeliHepi nig m6X YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
TUCKOM; no 1 thapmakoHarniag. NponoHoBaHa peakuis: bapmiHa MaHHa
KOHTelHepy B OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI




61 IIpopoBxeHHs

JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KOopoo6Li oco6u, BiAnoBiganbHOI 3a hapmakoHarnsg. 3MiHa Homepa
macTep-chaiina cuctemmn chapmakoHarisgy.
156. | NANA30N- Tabnetku no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/6207/01/01
AAPHULSA Tabnetoky "®apmaueBT "papmaLeBTUYHa 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa peuyenma
KOHTYPHIl n4yHa hipma dipma "fapHuusa” YNOBHOB&XeHOT 0CO6M 3aABHUKA, BiAMNOBIga/IbHOI 3a
YapyHKOBIli "fapHuua” hapmakoHarnsg. NponoHoBaHa peakuis: Typok B'suecnas
ynakosLi; no 1 B'ayecnasoBuny
KOHTYPHIl
YapyHKOBIli yrnakoBLi
B nauuj
157. | NAPANIEH® cupon; Nel: no 100 TOB Ykpaina Eii. HatTepmaHH HimeuunHa BHECEHHS 3MiH [0 peecTpaliitHux maTepianis: 3MiHu |l Tuny - bes UA/10763/01/01
TAM'AH M1y doiakoHi; no 1 "CaHodi- eHg Caiii. Tm6X 3MiHM 3 SKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro peyenma
donakoHy y ABeHTIC nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
KapTOHHI Kopoo6Li YkpaiHa" [0NyCTUMMX MEX FOTOBOTO /liKapCbkoro 3acoby (3miHa
3HaxXo0ANTLCA N03a 3aTBEPAKEHUMUN JONYCTUMUMUN MeXamm
cneumdikadiii) - 3MiHa fonycTUMUX MeX cneuudikaLlii rotosoro
nikapcbKoro 3acoby 3a n. «BigHocHa ryctuHa» 3 1,253-1,277 go
1,257-1,281 npv BUNYCKy Ta B KiHLi TEPMiHY NpuAaTHOCTI
158. | NAPALEETAM | Ta6bnetku no 200 wmr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 6e3 UA/4369/01/01
on- no 10 TabneTok y "®apmaueBT "®apmavueBTuyHa 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnagy. 3miHa peyenma —
AAPHMUA KOHTYpHIli n4yHa hipma ipma "JapHuus” YMNOBHOBaXeHOT 0CO6M 3as1BHUKA, BiAMNOBIfA/IbHOI 38 mabsemku
YapyHKOBIl "NapHuus" thapmakoHarniag. NponoHoBaHa peaakuisi: Typok B'auecnas Ne 10; 3a
ynakoBui, no 1 a6o B'avecnasoBuny peyenmom —
no 10 KOHTYPHUX mabsemku
YapyHKOBMX (Ne 10x10)
yNakoBOK y nauLli; no
10 Tabnetok y
KOHTYPHUX
YyapyHKOBUX
yrnakoBkax
159. | NAPIET® Tabnetku TOB YkpaiHa Bywy Anonis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/2499/01/01
KMLLKOBOPO34YMHHI N0 "[I>KOHCOH i dPapmacboTukan3 LLiBeiiuapis 3MiHY Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi peyenmom
20 mr; no 7 JXOHCOoH NnTa., AnoHis 3MiHU) - OHOB/IEHHA TEKCTY MapKyBaHHA YNakoBKU MiKapCbKOro
Tabnetok y 6nictepi; YkpaiHa" (BMpOGHMLTBO 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHs OAUHULb
no 1 6nictepy B Hepo3ghacoBaHoro BMMIpPIOBaHHSA y cuctemi Sl.
KapTOHHil kopobuy; npoaykty); Cinar AT,
no 14 rabnetok y LLiBeiuapis
6nicTepi; no 1 a6o 2 (nepBuHHa Ta
6nictepu B BTOPUHHA YNaKoBkKa,
KapPTOHHI KOpoOL; BMNYCK cepii)
160. | NAPIET® Tabnetku TOB Ykpaina Byuy AnoHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/2499/01/02
KMLLKOBOPO34YMHHI N0 "[KOHCOH i dapmacbioTVKan3 LLiBeliyapis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi peyenmom
10 mr; no 7 abo 14 JP>KOHCOH NTa., AnoHisa 3MiHN) - OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKU NiKapCbKOro
Tabnetok y 6nictepi; YkpaiHa" (BUPOBHULTBO 3acoby 3 BHECEHHSIM iHGhopMaLT WOoA0 3a3HAYEHHS O4NHULb
no 1 6nictepy B Hepo3g)acoBaHOro BMMIpIOBaHHS y cuctemi Sl.
KapTOHHI Kopoo6Lli npoaykty); Cinar Ar,
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LLiBeiuapis
(nepBuHHa Ta
BTOPVHHA YNakoBkKa,
BMNYCK cepii)

161.

MEKTO/IBAH
® cTon

Kpanni opasibHi no
25 mn 'y dnakoHi; no
1 donakoHy B navi 3
KapToHYy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
AfMiHicTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
HaliMeHyBaHHS Ta afpecy 3asBHVKa (BNacHUKa peecTpaLiiHoro
nocBig4YeHHs)) BBeAeHHS 3MiH NpOTArom 6-Tv MicsiliB nicns
3aTBEPMXEHHS; 3MiHU | TUMY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaKEHHS AisNbHOCTI
BUPOBGHMKa/iMnopTepa roToBOro /ikapcbkoro 3acoby,
BK/IOHAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
KOHTPO/O SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAOYM BUMYCK CEpili) - 3MiHa
HallMeHyBaHHA Ta agpecu BUPOOHMKa, 6e3 3MiHM MicLs
BUpO6HMUTBA (BBEAEHHS 3MiH MPOTAroM 6-TW MicAUiB nicns
3aTBEPMKEHHS); 3MiHU | TUNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbknii 3aci6. KOHTPOb AOMOMIXHMX Pe4yoBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo 4onyCTUMUX MeX A4S
[OMNOMDKHOT peyoBMHM (iHLLI 3MiHW) - 3MiHM B crieumdikavii Ta
MeToAax KOHTPOJI0 A5 JONOMDKHOI PEHOBUHU €KCTPaKT KOPeHIo
conoAku Bif HoBoro BupobHuka . Naturex Iberian Partners,
S.L.U.», IcnaHnis; 3miHmn | Tuny - 3mMiHn woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHthopMmaLii LWOAO 3a3HaYEHHS OAUHULb
BVMIipIOBaHHS y cuctemi Sl. BHeceHHs 3MiH fo po3giny
«MapkyBaHHA» MKA N13: 3atBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TEKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHHS 3rigHO 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
BBefeHHS 3MiH NPOTArOM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS;
3MiHM | TUNY - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkmii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4OMOMKHUX peyoBMHaX) roTOBOro
niKapcbKoro 3acoby (iHLWwi 4ONOMKHI pe4yoBMHK) - 3aMiHa OfHIET
[O0MOMDKHOT PEYOBVHM Ha iHLWY 3 TUMKU camnMu
(QyHKLiOHANBHYMU XapaKTepUcTMKamy Ta Ha TOMy CaMOMYy piBHi
- flaHOI0 3MiHOMO 3i cknagdy 13 BUny4YaeTbCa eKCTPakT KOpeHo
conoaku ryctuin Bupo6Huka AlMNK «bysiH» iM. C.A. His3osa,
TypKMeHicTaH Ta BBOAWTLCA [OMNOMIKHA PeyOBMHA eKCTPaKT
KOpEeHIo conoaku BupobHuka . Naturex Iberian Partners,
S.L.U.», IcnaHis

6e3
peuyenma

UA/10685/01/01

162.

NEHTAKCUM
® BAKLIMHA
ans
MPO®INAKT
VKM
ONOTEPII,

MOPOLLIOK
Haemophilus
influenzae Tuny b Ta
cycneHsisa gns
iH'exuili (0,5 mn) no
1 donakoHy 3

CaHodi
Mactep

PpaHuis

CaHodpi MNacTep,
®paHLia (NoBHWiA
LKA BUPOGHMLTBA,
3anoBHeHHs Ta
niocpinizauyis
(cbnakoHu),

PpaHuis,
ITanis,
Bypanewr

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny -
3MiHK 3 AKOCTi. A®l. BUpobHMLTBO. 3MiHW B npoLieci
BMpO6HMLTBA AP| (HE3HaYHA 3MiHa Y npoLeci BUpobHULTBA
AdI) -

MpuBeneHHs y BiANOBIAHICTb (3BY)XXEHHS AONYCTUMUX MeX) A0
OHOBJ/IEHOT BUPOBGHMYOT AOKYMEHTaLii ABOX NapaMeTpis: - 3MiHa

3a
peyenmom

UA/13010/01/01




63 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MPABLS, nopolukom Ta 1 BTOPUHHE TPMB&IOCTI iHKy6aLii NnepLuoi NpeKkyIbTypy nig yac
KALLUTHOKY nonepegHL0 nakyBaHHs, KynbTuByBaHHs Bordetella pertussis (Stage 1) y npoueci
(ALEENMKONAP | 3anoBHeHOMY KOHTPO/Ib SKOCTI, BMPOGHULITBA OYMLLLEHOTO TOKCOIAY Kawntoka (PTxd):
HUIA wnpudy (0,5 mn) 3 BUMYCK cepi); 3anponoHoBaHo: Big 63 fo 68 roavH. 3miHa TpuBanocTi
KOMMOHEHT | npukpinneHoto CAHO®I C.I.A., iHKybaLii Ha eTani geTokcukauii Native Pertussis Toxin (Stage
), rosnkoto (a6o 2 ITanis (3anoBHeHHS 18a) y npoueci BUpoGHMLTBA OYMLLEHOrO TOKCOIAY Kalloka
noniomieni OKpEMUMY TrosiKamu), Ta niodpinizauis (PTxd): 3anponoHoBaHo: Big 120 fo 130 xBuavH. TepmiH
TY LLLO MICTUTb (donakoHw)); BBEAEHHS 3MiH — cidyeHb 2023 p.; 3MiHU | TUNY - 3MiHW 3 AKOCTI.
IHAKTUBOBA | cycneHsito 4ns CaHodpi-ABeHTIC A®I. KoHTposib A®I. 3miHa y napameTpax crneuudikauili Ta/abo
HA TA iH'EKLi, B KAPTOHHIN Mpaisit Ko. NT4,, [OMNyCTUMMX MEX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BAKUVHA Kopobui; no 1 Mnatdhopma BMXiAHWA/NPOMIDXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
Aana hnakoHy 3 NoricTukm Ta npoueci BupobHuuTea A®I (iHwi 3miHW) - logaBaHHA
MPO®DINAKT nopolukom Ta 1 AncTpubyuii y m. cneumdikauiii Ha KiHeLb TepMiHy npuaaTHocTi Ana Native
KU nonepegHL0 Bypanewr, Purified Pertussis Toxin Ta Native Purified FHA, ski €
IHOEKLIA, 3anoBHeHoOMy YropmHa NMPOMDKHMMM MPOAYKTaMK Npy BUPOBGHULTBI Ail04MX PEYOBUH, a
CNPUYMHEH | wnpuuy (0,5 mn) 3 (BTOPUHHE Takox Ans gitounx pevosuH Adsorbed Purified PTxd Ta
nx NPUKPINIEHO0 nakyBaHHs1, BUMYCK Adsorbed Purified FHA. TepmiH BBefieHHS 3MiH — ciyeHb 2023 p;
HAEMOPHIL rosnkoto (abo 2 cepii) 3MiHM | TUny - 3MiHKn 3 AkocTi. CepTudikar BignosigHocTI/TE-
us Tuny B OKpeEMUMY rosiKamu), cepTuduikaT BiAMoBigHOCTI EBpoONenchkiii
KOH’FOFOBA LLLO MICTUTb thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
HA, cycneHsito Ans cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
AACOPBOBA | iH'ekujin, B BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
HA cTaHAapTHO- BUXiQHOro MaTepiany/peareHTy/npoMiKHOro NPoAyKTY, L0

EKCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobui (3
iHCTpyKUi€eto Ans
MeANYHOro
3aCTOCYBaHHS)

BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ANs AONOMIKHOT
peyoBuHu (FE-cepTudikat BignosigHOCTI €EBpoNeiichKii
thapmakonei gna A®l/BuxigHoro
mMartepiany/peareHTy/NpoMiKHOIro NPOAYKTY abo AOMOMIKHOI
peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
My/IbTUNIETHOTO cepTuddikata Ha matepiasn) - BUIyYeHHs
cepTudikaTiB BiANoBigHOCTI EBponelickkili hapmakonei s
heTanbHOI 6uyavoi cuposatku (Foetal Bovine Serum) R1-CEP
2000-384-Rev 00 Ta R1-CEP 2000-155-Rev 04 y 3B’A3Ky 3
NPUNUHEHHAM T BUKOPUCTaHHA 4718 BUTOTOBEHHA (DETYIHY Ha
B/1aCHMX BUPOBHUUNX ainsHkax CaHodi Mactep.

TepMmiH BBeEHHS 3MiH — ciyeHb 2023 p.; 3MiHK | TUNy - 3MiHK 3
akocTi. A®l. BupobHMLTBO. 3MiHM BUNpOo6yBaHb abo
[OMyCTUMMX MeX y npoueci BupobHuuTea A®l, Wwo BCTaHOBEHI
y crneundikauisx (3By)XEHHS AOMYCTUMUX MEX) - 3BYXKEHHS
[onycTUMUX Mex 3a nokasHukom Optical density test (OD), sikuii
BUKOHYETBLCA AJ15 KOHTPOJIKO POCTY 6aKTepiasibHOT Ky/bTypu Ha
Stages 2 — 4 y npoueci kynbTuByBaHHA Bordetella pertussis.
3anponoHoBaHo: Stage 2: 2nd pre-culture OD650: 0,55 — 0,9.
Stage 3: 3nd pre-culture OD650: 0,5 — 1,0. Stage 4: 4nd pre-
culture OD650: 0,5 — 1,0. TepMiH BBe,€HHA 3MiH — CiyeHb 2023
p.; 3MiHK | TMNY - 3MiHK 3 SKocTi. A®l. BUpo6HMLTBO. 3MiHN
BMNpobyBaHb abo JOMYCTUMUX MEX y NpoLieci BUPOGHMLTBA
A®I, Wo BCTaHOB/EHI Y cneundikaLisax (BU1yYeHHss HeCYTTEBOrO
BUNPO6YBaHHS) - BUJIyYeHHs TecTy dhapbysaHHs 3a pamom Ha
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eTani nepLUoi NpekyNbTypu Mif Yyac KynbTuByBaHHsA Bordetella
pertussis y npoueci BUpobHMLTBa aACcop60BaHOro O4MLLEHOTO
Tokcoigy kawntoka (PTxd). TepmiH BBe4eHHS 3MiH — ciueHb 2023
p.; 3MiHu | TMRYy - 3MiHK 3 SKocTi. A®l. BUpo6HULTBO (iHLWi 3MiHK)
- OHoBJ/1eHHA CTD po3gainis Aocbe AN Ailo4oi PeYOBUHUN 2-
Component Acellular Pertussis: - peopraHisauis iHcbopmauii
BignoBigHo Ao dopmaty CTD; - pefakuiiiHi 3MiHM 415 Kpawloro
PO3YMiHHS Ta Y3ro[KEHHS 3 BUPOOHNYOI0 AOKYMeHTaL e 6e3
3MiH Y BUPOGHUYI/ NpaKTuLj; - BUNpaB/EHHA NOMWUIOK abo
icTOpnYHMX po36ixXHOCTENR; - BuAaNeHHs abo foAaBaHHS
iHbopmauii BignosigHo Ao Notice to Applicants (Volume 2B on
CTD-Module 3).

JopasaHHs iHhopmaL,i WoA0 3aBepLUeHHs NPOBeAeHHS
BMBYEHHS JaHWX cTabinbHOCTI A1 nepiody 48 Micauis.
Y3romxeHHs iHbopmauji y posginax 3.2.S, 3.2.A.2,3.2.R, a
TakoX BiAMNoBigHMX po3dinax moayns 2. TepMiH BBeEHHS 3MiH —
ciyeHb 2023 p.; 3MiHu Il TUNY - 3MiHK 3 AKoCTi. A®Il. KOHTpOsb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo fonycTMMmux
MeX, BU3Ha4YeHuX y crneumndikayisx Ha Adl, abo
BMXiAHWA/NPOMIDXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoteci BupobHuutea A®| (BunyyeHHs napameTpa
cneumdikauii, k1A MOXe MaTh CyTTEBUIA BMB Ha AKicTb ADI
Ta/abo roToBOro ikapcbkoro 3acoby) - BusydeHHs Histamine-
Sensitizing Activity tests, siki BUKOHYIOTbLCS iN-Vivo Ha MuLIax
(TeCT Ha 3a/IMLLKOBWI TOKCUH KawwioKy npu + 5 ° C Ta TecT Ha
BIACYTHICTb peBepcii ToKcoiay kawnoky npu + 37 ° C) 3i
cneumdikauii Ha po3umnH Purified Pertussis Toxoid, sikuii €
MPOMIKHMM NPOAYKTOM NPV UPOBHNLTBI aacopboBaHOro
oyuLLEeHOro Tokcoigy kawnoka (PTxd). TepmiH BBEAEHHS 3MiH —
civueHb 2023 p.

163.

NMEHTOTPEH

PO34uH NS iHGy3ilA,
0,5 mr/mn no 200 mn
y donakoHax

MpAT
"PapmaueBT
n4yHa chipma

"fapHuua"

YKpaiHa

MpAT
"papmaLeBTUiHa
ipma "AapHuusa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHKM Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy. 3MmiHa
YMNOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag: NponoHoBaHa pefakuis: Typok B'auecnas
B'ayecnasosuy.

3a
peyenmom

UA/15146/01/01

164.

NMEPIHAONPE
C®A

Tabnetku no 4 mr/5
Mmr no 10 TabneTok y
KOHTYPHIl
YapyHKOBIli
ynakosLij; no 3
KOHTYPHI YapyHKOBI
yNakoBKM B NauLli

MpAT
"®apmaueBT
nyHa chipma

"fapHuua"

YKpaiHa

MpAT
"papmaLeBTUYHa
hipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHa
yMOBHOBaXXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnsag. NponoHoBaHa pefakuis: Typok B'auecnas
B'ayecnasosuu.

3a
peyenmom

UA/17768/01/01

165.

NEPIHAONPE
C®A

Tabnetkn no 8 mr/10
Mr no 10 TabneTok y
KOHTYpHIli
YapyHKOBIl

MpAT
"®apmauesT
nyHa thipma

"JapHuus"

YkpaiHa

MpAT
"®apmavueBTuyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny -
3MiHK Woao 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnagy. 3miHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
cthapmakoHarsg. NponoHoBaHa peaakuisi: Typok B'suecnas

3a
peyenmom

UA/17768/01/02




65 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ynakoBsLi; no 3 B'auecnasoBuy.
KOHTYPHI YapyHKOBI
YNakoBKM B mayLi
166. | NEPIHAOMNPE | Tabnetkn no 8 mr/10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/17768/01/02
C®A Mmr; no 10 TabneTok "®apmaueBT "papmaLeBTUYHa 3MiHK Woao 6e3nekn/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
Y KOHTYpHIlA n4yHa hipma dipma "fapHuusa” 3MiHM). OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
YapyHKOBIli "OapHuusa” 3aco6y 3 BHECEHHAM iH(hopMaLii WoA0 3a3HaYeHHS OAUHULLb
ynakosLi; no 3 BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEEHHS 3MiH: NPOTAroM 6
KOHTYPHIi YapyHKOBI MiCALIB 3 AaTV 3aTBEPAKEHHS
yNakoBKM B NauLli
167. | NEPIHAOMNPE | Ta6netkn no 4 mr/5 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/17768/01/01
C®A mr, no 10 TabneTok "®apmaveBT "papmaLeBTUYHa 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
Y KOHTYpHIlA nyHa chipma hipma "dapHnus” 3MiHM); OHOBNEHHSA TEKCTY MapKyBaHHA YNakoBKM NiKapCbKoro
YapyHKOBIli "OapHnus" 3acoby 3 BHECEHHSIM iH(hOpMaLLT LWOoA0 3a3HAYEHHS OANHULb
ynakosLij; no 3 BMMIpIOBaHHS y cuctemi Sl. TepmiH BBEAEHHSA 3MiH: MPOTArom 6
KOHTYPHIi YapyHKOBI MiCALiB 3 AaTu 3aTBepKEHHS
yNakoBKM B NauLli
168. | NIKOHOPM® Kpansi opasbHi, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny - 6e3 UA/12904/01/01
po34vH no 7,5 mr/mn | “"dapmauesT "papmaLeBTUYHa 3MiHM Woao 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnagy (iHwi peyenma
no 10 mn a6o no 15 nyHa thipma ipma "JapHuus” 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHA YNakoBKU MiKapCbKOro
M1, abo no 30 mny "AapHnus” 3acoby 3 BHECEHHSIM iHGDOpMaUiT WOoA0 3a3HAYEHHS O4NHNLb
dhnakoHi 3 BUMIpPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 10 po3giny
KpanesibHuLeto; no 1 “MapkyBaHHs” MKA J13; 3anponoHoBaHo: MAPKYBAHHA
dnakoHy 3 BignoBigHoO [0 3aTBEpAKEHOro TEKCTY MapKyBaHHS. TepMiH
KpanenbHULE B BBE/IeHHS 3MiH NPOTArom 6 MicALiB Nicna 3aTBepLKeHHS
nauui
169. | NIHOCON® cnpeii HazaslbHUiA, TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3MiHu Il Tuny - 6e3 UA/6606/01/01
po3umnH Ne 1: no 10 "CaHodi- dapmacbloTikans", Pecny6nika, 3MiHUM 3 AkoCTi. ADl. BupobHuuTBO. 3MiHa BUPOGHMKa peyenma
MY p1akoHi B ABeHTIC CnoBaubka Ykpaina BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
KOMMNAEKTI 3 YkpaiHa" Pecny6nika BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo 3miHa
HacoCcoM-[03aToOpoM (BignoBiganbHuii 3a BMPOOHUKa (BK/TKOYaOUM, Ae HeobXigHO, MicLie MPOBeAEeHHS
3 posnutoBayemM KOHTPO/Ib Ta BUMYCK KOHTPO/H0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
Ha3aslbHOro cepiin); MAT BiNOBIAHOCTI €BPONENCHKI thapmakonei y 3aTBepaKeHoMy
npu3HayveHHs; no 1 "papmak”, YkpaiHa [0CbE)(BBEAEHHS HOBOTO BMPObHUKa APl 3 HagaHHAM MacTep-
dhnakoHy y (BignoBiganbHuii 3a (paiina Ha A®I) - BBEleHHS1 4,O0AAaTKOBOrO BUPOGHUKa Symrise
KapTOHHI Kopoo6Lli BMPOBHULTBO AG, HimeuuunHa gns 4itoyoi pe4oBUHM TUMOS 3 HAAAHHAM
pO34MHY, MEPBUHHE macTep-ainna
Ta BTOPUHHE
nakyBaHHs)
170. | NONIAEKCA Kpanni ByLLHi, Na6opaTtopii ®paHuia Na6opaTtopii ®paHLis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/2699/01/01
po3uvH no 10,5 mny Bywapa Bywapa Pekopaarti 3MiHu 3 AKocTi. CepTudikar BignosigHocTi/IE-cepTudikat peyenmom
dhnakoHi; no 1 Pekopgaari BiANOBIAHOCTI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
h1akoHy 3 MineTKo HOBOro abo OHOBNEHOro cepTudikarta BignoBigHOCTI abo
B KapTOHHI kopobLyi BU/TYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/NpOMIXXKHOTO MPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; 4151 LONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONEnchbKil




66 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakonei) - OHOBMEeHUIA cepTUAIKaT Bif YXKe 3aTBEpPAKEHOr0
BMPOGHMKA -
MopaHHsA oHoBneHoro CepTudikaTty BignoBiAHOCTI €Bponeichbkii
thapmakonei R1-CEP 1998-061 Rev 05 ansa A®I nonimikcmHy B
cynbaTty Bif BXe 3aTBepKeHoro BupobHuKa XELLIA
PHARMACEUTICALS APS, DENMARK; 3anponoHosaHo: R1-
CEP 1998-061 Rev 05
171. | NPAJAKCA® | kancynu TBepgi no BepiHrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: YTOHYHEHHSA 3a UA/10626/01/02
110 mr no 10 IHrenbxanm a IHrenbxavim ®apma ynakoBku B Haka3si MO3 YkpaiHu Ne 90 Big 20.01.2021 B peyenmom
Kancyn y 6nicrepi; IHTepHeLUHN 'm6X i Ko. KI npoueci BHeCEeHHs 3MiH (peakuisa B Hakasi: no 10 kancyn y
no 6 6nictepiB y 6X 6nictepi; no 1 abo 3, abo 6 6nicTepis y kopobL,; BipHa pefakuis:
KopoouLi no 10 kancyn y 6nictepi; no 6 6nicTepiB y KApPTOHHIN
KOpoo6Lii)
172. | NPEAHIKAPB | ma3sb no 15 ry Tyb6ax MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/6024/01/01
-AAPHULUA Ne 1 "®apmauesT "PapmaueBTuyHa 3MiHM Woa0 6e3neku/ehekTMBHOCTI Ta dhapMakoHarisay. peyenmom
nyHa chipma ipma "dapHunus” BBefeHHs abo 3MiHM A0 y3araslbHEHUX JaHWUX NPO cucTeMy
"AapHnus” hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cnuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa Ans 34iCHEHHA dbapmakoHarnsagy B
YKkpaiHi, SKLLIO BOHa BigMiHHA Bifi yNOBHOBaXKeHOT 0cobu,
BiANOBiAANLHOI 3a 3filicHeHHs (hapMakoHarnaay (Bka4varum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-halina
cuctemun dhapmakoHarnsgy) - 3MiHa ynoBHOBakeH0i 0cobu
3as1BHMKa, BiANOBIAA/LHOT 32 hapMakoHarnsg.
MponoHoBaHa pefakuis: Typok B'ssuecnas B'suecnaBoBuy
173. | MPOTEKOH® | Tabnetku, BKpUTI OpraHocuH IHAiA EBepTomxeH Naiich IHAis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 6e3 UA/3347/01/01
060/10HKO10, 1Mo 10 Naiidp CaeHcus flimiteq BMNPAB/IEHHST TEXHIYHMX NOMWU/IOK B TEKCTIi METOAIB KOHTPO/O peuyenma
Tabnetok y 6nictepi; CaeHcus AKOCTi 3a N. «KinbKicHe BU3HaYeHHs. [Ntoko3aMiHy cy/ibdar», B
no 3 6nictepu y Met. /174, OnuCi NPUroTYBaHHA PO3YnHY 415 Aepmsatusalliii, a came
nauLi 3 KapToHy; no BUMPaB/IEHHI OAVHVLL BUMIPIOBAHHS, BUNpPaBieHHs hopMynu, a
10 Tabnetok y TaKoX BHECEHHS pefakLiiHUX NpaBoK N0 BCbOMY PO3finy
6nicTepi; no 3 «KinbKicHe BU3HAYEHHSs» A1 fil04MX PeYOBUH [oKo3aMiH
6nicTepn y nauui 3 cynbaT Ta XOHAPOITUHY cynbdaT HaTpilo. YMOBU NPOBEAEHHS
KapTOHy; Mo 3 naukm BUNPOOYBaHHSA, a TakoX KpUTepil NPUAHATHOCTI 3a/IMLLAI0TLCS
y nayui 3 KapTOHy; He 3MIHHUMMU; 3MiHW | TUNY - BHECEHHSI YTOYHEHHSA B METOAM
no 30, 60 a6o 120 KOHTPO/IO SIKOCTi 3a N. «lgeHTudikauis. TapTpasuH», B onuci
Tabnetok y NpUroTyBaHHA PO3YMHIB Y BiANOBIAHOCTI 3 Basligavieto. Kputepii
KOHTelHepax; no 1 NPUAHATHOCTI 3a/IMLLAIOTLCS HE 3MIHHUMUN
KOHTeliHepy B nauuj
3 KAPTOHY
174. | NPOTEKOH® | Tabnetku, BKpUTI OpraHocuH IHAiA EBepTomxkeH aiich IHAis BHECEHHS 3MiH [0 peECTpaLiiiHux MaTepianis: 3MiHW | TUNY - - UA/3348/01/01
o60ooHKoto, in bulk: Naid CaeHcus fliviTeq BMMNpPaB/IEHHS TEXHIYHUX MOMUIIOK B TEKCTIi METOAIB KOHTPO/II0
no 2500 TabneTok y CaeHcus AKOCTI 3a N. «KinbKicHe BU3HAYeHHS. [1oKo3amiHy cynbgar», B
naketax y kopobu, 3 Met. /174. OnunCi NPUroTYBaHHA PO3YnHY ANs Aepusatusaldliii, a came
roppokapToHy BUMpPaB/IEHHI OAMHVLL BUMIPOBAHHSA, BUNpaBaeHHA hopMynu, a




67 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
TaKOX BHECEHHS pefakLiiHMX NpaBoK NO BCbOMY PO3finy
«KifbkicHe BU3HaYeHHsA» AN AilYnX peyoBUH oKo3amiH
cynbaT Ta XOHAPOITUHY CybdaT HaTpilo. YMOBM NPOBEAEHHS
BMNPOGYBaHHS, a TakoX KpUTEpIi MPUIAHATHOCTI 3a/TMLIA0TLCA
He 3MiHHVMMW; 3MiHW | TUMY - BHECEHHA YTOYHEHHS B METOAN
KOHTPOIO AKOCTI 3a N. «lgeHTndikauis. TapTpasuH», B ONuci
NPUroTyBaHHS PO34MHIB Y BigNOBIAHOCTI 3 Bastigauieto. Kputepii
NPUAHATHOCTI 3a/IMLLAIOTLCS HE 3MIHHUMU
175. | PEMABIP 20 NopOLLIOK AT Narteis AT "OnaitHchapm” NatBis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/3777/02/01
Mr [o3oBaHuit, 20 "OnaiiHdpap 3MiHM Woa0 6e3neku/ehekTMBHOCTI Ta dpapMakoHarisay. peyenma
mr/go3y nolry m" BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
nakeTuky 3 hapmakoHarnsagy (BBefeHHs y3arasilbHeHUX JaHux npo cuctemy
namiHary; no 15 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBIAa/IbHOI
nakeTukiB y nauui 3 3a 3[jicCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
KapToHYy thapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA dhapmakoHarnsagy B
YKpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobw,
BiANOBiAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkiovaum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLLeHHI macTep-chalina
cmcTeMu hapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobm
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaini. NMponoHoBaHa pegakuis: MNpuckoka
AHppiii OneroBny. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOI 0co6u
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaii.
176. | PENNATAN KOHUeHTpaT ons Laiiep IpnaHgis BiANoOBigabHMI 3a IpnaHgis BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/15890/01/01
po3UnHYy AN dapmachbHoTi BMnyck cepii: LLanep 3MiHU 3 skocTi. A®I. CTabinbHiCTb. 3MiHa nepiogy NOBTOPHUX peyenmom
iHdpysin, 1 mr/mn no Kan3 dapmacbloTikan3 BMNpo6yBaHb/nepiody 36epiraHHA abo ymoB 36epiraHHa Ad®l (3a
3,5 MA KOHLEeHTpaTty IpnaHgis Ipnangis Niviteq, BiICYTHOCTI Y 3aTBEpIKEHOMY [0ChE cepTudikaTa BignoBiAHOCTI
y thnakoHi; no 1 Nimiten €Bponeiicbkiii hapmakonei, Lo BKIoYae nepios NOBTOPHOro
dhnakoHy y BMNpo6yBaHHS) (Nepiog NOBTOPHOrO BUNPOGYBaHHs/nepios
KapTOHHIA Kopoo6Li 36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy NOBTOPHOIO
BMNpobyBaHHsA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTiB
JocnipXeHb y peasibHOMY Yaci - 36inbLIeHHs nepiogy
NnoBTOPHOro BunpobysaHHA A®| Arancugasm anba 3 24 o 36
MicsauiB
177. | PENNATAN KOHLeHTpaT Ans Laiep Ipnangis Laiep IpnaHgis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHW | TUNY - 3a UA/15890/01/01
PO34MHYy oNns dapmacbHoTi dapmacboTikan3 3MiHM 3 AKOCTI. [O0TOBWIA Nikapcbkunit 3aci6. 3MiHW Y BUPOBHULITBI. peyenmom
iHdpysin, 1 mr/mn no Kan3 IpnaHgis Nimitepa, 3MiHN BUNpobyBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
3,5 MN1 KOHLeHTparty IpnaHgis IpnaHgis cneumdikaLlisix, nig yac BUPOOHMLTBA FOTOBOIO NiKAPCbKOro
y thnakoHi, no 1 NimiTen (BignoBigancHuii 3a 3aco6y (BW/Ty4YEHHS1 HECYTTEBOIO BUNPOOYBaHHS B NMPOLLECI
dhnakoHy B BUNYCK cepil) BMPOBHULITBA) - BUTYYEHHSI KOHTPOJIIO B NPOLLECi BUPOOHMLITBA
KapTOHHiiA KOpo6Li BMNPOBYBaHHA Ha CTEPUIIBHICTL CTEPULHOI (hinbTposaHoi bulk-
NPOAYKLUIT nepes acenTUYHUM HaNOBHEHHAM.
178. | PUB'AYNIA pigvHa opasibHa no AT YKpaina AT "Nly6Hncbapm" Ykpaida BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepianis: 3MiHuW | Tuny - 6e3 UA/8747/01/01




68 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
XUp 50 mn a6o no 100 "Nly6Hndhap 3MiHU 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTposb rotoBoro peyenma
M1y onakoHi, no 1 M" nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
hnakoHy B navui 3 [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHN) -
KapToHy; Mo 50 mn BBE/IeHHS NePIOANYHOCTI KOHTPOJIIO 38 NOKa3HNKOM
a6o no 100 mn y Mikpob6ionoriyHa uncToTa": nepLua Ta KoxHa fecsta HacTynHa
6aHui, no 1 6aHui B cepis, ane He pigLue Hix 1 cepis B piK
nauili 3 KapTOHy
179. | PUH3A® Tabnetku; no 4 TOB Ykpaina FOHiK IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - Ne 4, Ne 10 - UA/2078/01/01
Tabnetkn y 6nictepi; "[XOHCOH i PapmacboTukan aAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AiNbHUL 6e3
no 1 6nictepy B [xoHCOH Na6opatopis (Brovatoum ginbHuui ans A®l, npoMixHOro NpoaykTy abo peyenma;
KapTOHHIl YkpaiHa" (BipfineHHs dipmun roToBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS Ne 100 - 3a
Kopo6ouui; no 4 "x. B. Kemikan3 nakyBaHHs, BUPOOHMKa, BifMnoBifasIbHOrO 3a BUMYCK Cepili, MicLe peyenmom
Tabnetku y 6nictepi; eHf NpoBeAEeHHS KOHTPOSIO cepii) abo nocTavasibHMKa BUXIAHOTO
no 1 6nictepy B dapmacboTukan3 marepiasny, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
KapTOHHIi nra.") 3a3Ha4YeHo y A0CbE) - BUTYYEHHS BUPOOHWYOT AinbHuLi ans Ad|
Kopoboui; no 25 KodpeiH - Bakul Aromatics and Chemicals Private Limited, India
KapTOHHUX i3 MaTepianiB peecTpauiliHoro focbe, y 3B'A3KyY i3 BUPOGHUYOO
KOpO6OoUOoK y HeobXigHicTHo. MNponoHoBaHa peaakuis: Siegfried
KapTOHHI kopobuyj; Pharmachemikalien Minden GmbH, Germany; 3minHu | Tuny -
no 10 tabnetok y afMiHiCTpaTMBHI 3MiHU. Buny4eHHs BUPOBHNYOI AiNbHUL
6nictepi; no 1 (Brirovatoun ginbHuui 4na A®l, npoMixxHOro NpoaykTy abo
6nictepy B roTOBOrO JliKapCcbKoro 3acoby, AiNbHWL 415 NPOBeAEHHS
KapTOHHI Kopo6ouLli nakyBaHHs, BAPOOHMKA, BifMNoBifaIbHOMO 3a BUMYCK cepili, MicLe
NpOBeAEHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOTO
marepiany, peareHTy abo AONOMDKHOI PEHOBMHY (SIKLLO
3a3HauvyeHo Yy [0CbE) - BUTYYEHHSI BUPOOHMYOT AinbHUL Ans Adl
Mapavuetamon - Ski Krishna Pharmaceuticals Limited, India i3
marepianiB peecTpauiiHoro AOoCbE, y 3B'A3KY i3 BUPOOHMYO
HeobXigHicTio. MNponoHoBaHa pefakuis: Anqui Lu’an
Pharmaceutical Co., Ltd., China
180. | PUH3A® NOpoLUOK AN TOB Ykpaina FOHiK IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - Ges UA/4336/01/01
xoTcun 3 Opa/IbHOro PO3UNHY "[PKOHCOH i PapmacbioTuKan 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy. 3MiHn peyenma —
BITAMIHOM no 5 r nopoLuky y JbKOHCOH Na6opatopis Y KOPOTKiii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi Ne 5, Ne 10.
C 3l nakeTuky; no 5 a6o YkpaiHa" (BipfineHHs dipmmn MapKyBaHHS Ta IHCTPYKLUIT 415 MEeANYHOr0 3aCTOCYBaHHS Y 3a
CMAKOM 10, a6o 25 "[x.B.Kemikans eHg, 3B'AA3KY i3 HOBVMU JaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KIHIYHUMMN peyenmom —
AMNENBbCUHY | nakeTukiB y dapmMacbloTKan3 [aHuMK Ta AaHuMK 3 papmakoHarnsagy - 3MiHM BHECEHO 0 Ne 25.
KapTOHHIA Kopoo6Li ntp.") IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHs", "B3aemogist 3 iHLWUMK NiKapCbKMMmn
3aco6amu Ta iHWi Buav B3aemogiin”, "*Ocob6mBocTi
3acTocyBaHHs", "MNepeno3yBaHHA", "Mo6ivHi peakuii". BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPIXKEHHS.
181. | PUH3A® NOpPOLLOK AN TOB YkpaiHa FOHiK IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - Ges UA/4337/01/01
xoTcun 3 OpPa/IbHOTO PO3YKHY, "[PKOHCOH i dapmacbloTukan 3MiHM Wo[o 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHn peuyenma —
BITAMIHOM no 5 r NopoLuKy y J>KOHCOH Na6opatopis Y KOPOTKiA XapaKTepucTuLi slikapcbkoro 3acoby, TekcTi Ne 5, Ne 10.
C 3l nakeTuky; no 5 a6o YkpaiHa" (BippineHHs dipmun MapKyBaHHA Ta iHCTPYKUIT 4118 MEANYHOIO 3aCTOCYBaHHA Y 3a
CMAKOM 10, a6o 25 "[x.B.Kemikans eHg 3B'SA3KY i3 HOBUMW AaHUMW 3 SIKOCTi, AOKAIHIYHUMM, KAiHIYHUMKN peyenmom —
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JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NMMOHA nakeTvkiB y PapmacboTukan3 OaHVMU Ta JaHumn 3 dpapmakoHarnsagy - 3MiHM BHECEHO [0 Ne 25.
KapTOHHIA Kopoo6Li nrtp.") IHCTPYKUIT ANS MeANYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainis "MpoTunokasaHHs", "B3aemMogis 3 iHLIMMK NikapCbKMMMN
3acob6amu Ta iHWi Buam B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHsA", "MNepepno3yBaHHA", "Mo6ivHi peakuii". BBegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPIXKEHHS.
182. | PUH3A® NOpPOLUOK AN TOB Ykpaina FOHiK IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu Il Tuny - Ges UA/4338/01/01
xoTcun 3 Opa/IbHOro PO34nNHY "PKOHCOH i PapmacbioTuKan 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy. 3MiHn peyenma —
BITAMIHOM no 5 r nopowky y [xoHCOH Na6opatopis Y KOPOTKiil XapakTepucTuLi slikapcbkoro 3acoby, TekcTi Ne 5, Ne 10.
C 3l nakeTuky; no 5 abo YkpaiHa" (BipfineHHs dipmun MapKyBaHHS Ta IHCTPYKLUIT 415 MEeANYHOro 3aCTOCYBaHHS Y 3a
CMAKOM 10, a6o 25 "[Ix.B.Kemikans eHg, 3B'AA3KY i3 HOBVMU JaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KIHIYHUMYN peyenmom —
YOPHOI nakeTvkiB y dapmMacbioTVKan3 OaHVMU Ta fJaHumn 3 dpapmMakoHarnsagy - 3MiHM BHECEHO [0 Ne 25.
CMOPOAVH KapTOHHIA Kopoo6Li ntp.") IHCTPYKUIT ANS MEeANYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
n po3ginis "MpoTunokasaHHs", "B3aemogis 3 iHLWMMK MiKkapCbKMMMn
3aco6amu Ta iHWi Buau B3aemogiin”, "Ocob6mBocTi
3acTocyBaHHs", "MNepeno3yBaHHA", "Mob6ivHi peakuii". BBegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPIXKEHHS.
183. | PUUNHOBA onis no 30 mn, abo AT YkpaiHa AT "Nly6Huhapm", Ykpaiva BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3mMiHW | TMNY - 6e3 UA/8737/01/01
onisa no 50 mn, abo no "Nly6Hndap YkpaiHa 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTpob rotosoro peyenma
100 mn y dprakoHax M" nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHK) -
BBEAEHHS NEPIOANYHOCTI KOHTPO/IHO 3a NOKA3HUKOM
"MikpobionoriuHa yuctoTa™: nepLua Ta KoxHa fecsita HacTyrnHa
cepisi, ane He piglie Hix 1 cepig B pik.
184. | PITOCCE cupon, no 200 mny MpAT Ykpaina diTochapm KneHka Monbwa BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 6e3 UA/17402/01/01
NoAOPOXH dhnakoHi; no 1 "®apmaueBT C.A. 3MiHK Woao 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnagy. 3miHa peyenma
MK hakoHy 3 MipHUM nyHa thipma YMNOBHOBaXeHOT 0CObM 3as1BHUKA, BiAMNOBIfa/IbHOI 3a
CTakaH4MKom B "NapHuus" thapmakoHarniag. NponoHoBaHa peaakuis: Typok B'auecnas
nauui B'auecnasosuy.
185. | POBAMIUWH | Tabnetku, BKpUTI TOB YkpaiHa CaHodpi C.IN.A. ITanisa BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3miHu | Tuny - 3a UA/6053/01/01
® 060/10HKO, No 1500 "CaHodi- 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
000 MO Ne 16 (8x2): ABeHTIC BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
no 8 TabneTok y Ykpaina" thapmakoHarnsgy (BBefleHH y3arasibHeHUX JaHnx npo cuctemy
6nictepi; no 2 thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOT
6nictepu B 3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
KapTOHHI KOpoo6Li thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YkpaiHi, SIKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHEHHs (hapmakoHarnaay (Bkaouyarum
KOHTaKTHI aHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-haina
cucteMun dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3a8BHVIKa, BignosifanbHOT 3a thapmakoHarnsag,
MponoHoBaHa pefakuis: Xofakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0CO6M 3asBHYKA,
BiANOBIAa/IbLHOI 3a thapmakoHarnsg,
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JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
186. | POBAMIUWH | Tabnetku, BKpUTI TOB YkpaiHa CaHodpi C.IN.A. ITanisa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/6053/01/02
® 060/10HKOI0, N0 3 "CaHodi- 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
000 000 MO Nel10 ABeHTIC BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
(10x1): no 10 YkpaiHa" hapmakoHarnsgy (BBeAEHHS y3arasibHeHNX JaHux Npo cuctemy
Tabnetok y 6nictepi, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOI
no 1 6nictepy B 3a 3[jiicHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
KapTOHHI KopooLi thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YkpaiHi, SIKLLIO BOHa BigMiHHa Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHEHHs (hapmakoHarnaay (Bkauyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMun dhapmakoHarnsgy) - 3MiHa ynoBHOBaXkeH0i 0cobu
3a8BHVIKa, BignoBifanbHOT 3a hapmakoHarnsag,
MponoHoBaHa pepakuis: Xofakiscbka TeTaHa BsuecnasiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbLHOI 3a thapmakoHarnsg,
187. | PONIBAKAIH | ans Ekcenna HimeyuunH Ekcenna 'm6X eHp HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - - UA/17028/01/01
Yy hapMaLeBTUYHOTO M6X eHg a Ko. KI 3MiHK 3 AKOCTi. ADIl. Cuctema KoHTeliHep/3aKynoptoBasibHNM
FIAPOXMOPU | 3acTocyBaHHSA Ko. KI 3aci6 (iHWi 3MiHK) - 3MiHa hopMy/IOBaHHS PO3Aiy «YnakoBKas»
A B MK4. 3anponoHoBaHo: MNepBuYHas ynakoBka: ABOViHblE
nonnaTuIeHoBbIE NakeTbl. BTopnyHas ynakoska:
aloMVHNEBbIE/NONN3TUIEHOBbLIE KOMMO3UTHBIE NaKeTbl C
OCYLLMTENAMM, B/IOKEHHbIE B KAPTOHHbIE 6apabaHbl.
188. | CAnuunnoB po3unH Ans MPAT Ykpaina MPAT "®ITO®PAPM" Ykpaina BHECEHHS 3MiH [0 peecTpavliiHux maTepianis: 3MiHu |l Tuny - 6e3 UA/8494/01/01
Ol KUcnotun 30BHiLIHBbOIO "®ITOPAPM 3MiHU 3 AKkocTi. ADl. BupobHuuTBO. 3MiHa BUPOGHYMKa peyenma
PO34YMH 3acTOoCyBaHHA, BVXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
CNUPTOBUIA | cnnpTosuii 1 % no BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl abo 3miHa
40 mn y donakoHax BMPO6HUKa (BK/TKOYaUK, fe HeobXigHO, MicLie MPOBeAEHHS
KOHTPOH0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI €BpoNeiichbkili hapmakonel y 3aTBepaKeHOMyY
[0Cbe)(BBEAEHHSI HOBOrO BUPOGHMKa AD| 3 HafaHHAM MacTep-
(paiina Ha A®l); BBeAEHHA A04ATKOBOr0 BUPO6HUKa anst Ad|
Caniynnosoi kucnotu Hebei Jingye Medical Technology Corp.,
LTD., Coastal Port Pharmaceutical Branch, Kutaii 3 HagaHHAM
DMF Ha A®l. 3anponoHoBaHo: China Jiangsu Medicines &
Health Products Import & Export (Group) Corporation, Kuta
Hebei Jiangye Chemical Co., Ltd., Kutaii Hebei Jingye Medical
Technology Corp., LTD., Coastal Port Pharmaceutical Branch,
Kutaii
189. | CA/IbBYTAM | aepososnb s nakcoCmit Benuka Inakco Bennkom PpaHuis BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/2032/01/01
on iHransauin, Knsiin BpuTaHis MpopakwH aAMiHiCTpaTMBHI 3MiHU. BunyyeHHs BUPOGHNYOT AifbHML, peyenmom
[o3oBaHwuii, 100 Ekcnopt (Brirovatoum ginbHuui Ans A®l, npoMixxHOro NpoaykTy abo
MKr/n03y; 1 6a/10H 3 NimiTen roToOBOro NikapcbKoro 3acoby, AiNbHULi 4719 NPOBEAEHHS
L,03yH0UnM nakyBaHHs1, BUPOOHKKa, BifnoBigaIbHOrO 3a BUMYCK Cepiid, Micue
KnanaHom Ha 200 NpOBe/EHHSI KOHTPOSIO cepii) abo nocTavasibHMKa BUXIAHOTO
0,03 Yy KopobLi 3 marepiany, peareHTy abo AONOMKHOT pe4YOBMHU (SIKLLO
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JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapToHY 3a3Ha4yeHo y A0CbE); BunyyeHHss BUPOGHWYOI AinbHuui ans Ad|
Canbbytamony cynbghaty Glaxo Operations UK Limited, Ware,
United Kingdom, sikuiA npunuHuB BUPOGHULTBO, MiKPOHi3aLlito Ta
KOHAMUioHyBaHHS Ad|. 3anponoHoBaHo: Glaxo Operations UK
Limited, Montrose, United Kingdom
190. | CAHIIBA® PO34uH A5 pOTOBOT MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 6e3 UA/16981/01/01
NOpPOXHUHK no 100 "®apmaueBT "papmaneBTUYHa 3MiHK Woao 6e3nekn/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peuyenma
My dhnakoHi; no 1 n4yHa hipma dipma "AapHuusa” 3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
h1akoHy 3 MipHUM "OapHuusa” 3aco6y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS OAUHULLb
CTakaH4MKOM B BUMIpIOBaHHSA y cucteMi Sl. TepMiH BBeAEHHS 3MiH: NPOTAroMm 6 -
navu,i TN MICALB NiCNSA 3aTBEPMKEHHS 3MiH.
191. | CAHIBA® cnpeii 4ns poToBol MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/16981/02/01
NOPOXHUHN No 50 "®apmaueBT "PapmaueBTuyYHa 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHwi peyenma
M1y doiakoHi; no 1 nyHa hipma hipma "dapHnus” 3MiHW) - 00BJ/IEHHA TEKCTY MapKyBaHHS YNakoBKY J1iKapCbKOro
donakoHy 3 "OapHnus" 3acoby 3 BHECEHHSIM iH(hOpMaLLT LWOoA0 3a3HAYEHHS O4NHULb
HacagKoto- BVMIptOBaHHA y cuctemi Sl. TepmiH BBEEHHS 3MiH: MPOTArom 6 -
po3nunoBayem B TN MIiCALB MiC/A 3aTBEPKEHHS 3MiH.
nauui
192. | CAHIBA® PO34MH 4151 pOTOBOI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 6e3 UA/16981/01/01
NOPOXHUHK no 100 "®apmaueBT "®apmavueBTuyHa 3MiHM Woa0 6e3neku/echekTUBHOCTI Ta dhapMakoHarisay. peyenma
My chnakoHi; no 1 n4yHa hipma ipma "JapHuus” BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX Npo cucTemy
h/1aKkoHy 3 MipHUM "NapHuus” thapmakoHarnsgy (BBefleHH y3arasibHeHUX JaHnx npo cuctemy
CTakaH4MKOM B dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coby, BifMoBiAabHOI
nauui 3a 3[jiicCHEeHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnisgy 3asiBHuKa 415 34iNCHEeHHs hapmakoHarisgy B
YKpaiHi, SIKLLIO BOHa BigMiHHA Bifi yNOBHOBaXkKeHOi 0cobu,
BiANOBiAANbHOI 3a 3filicHeHHS (hapmakoHarnaay (Bkauyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-haiina
cucTemMu chapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOol
0co6u.3MiHa YNOBHOBaXKEHOT 0COBM 3asiBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag. MNponoHoBaHa pegakuis: Typok B'auecnas
B'ayecnasoBuy
193. | CAHAIMYH Kancysm m'ski no 10 Hosapric LBeliuapi Brpo6HuLTBO HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 3a UA/3165/01/01
HEOPAN® mr, no 10 kancyn y dapma Al A Hepo3dacoBaHol LBenuapis/ | 3MiHM 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHUUTBI. |  peyernmom
6nictepi; no 6 NpoAyKLUii, KOHTPO/Ib CnoseHisa 3MiHa iMnopTepa/3MiHu, L0 CTOCYTbCA BUMNYCKY cepil Ta
6nictepiB y AKOCTI: KOHTPO/I0 SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa abo
KapTOHHI KOpoo6Li KataneHt [ofaBaHHsA BUPOOHNMKa, LLO BiAMoBifae 3a BBE3eHHsS Ta/abo
HimeuunHa E6epbax BUNYyCK cepii) - He BKOYaun KOHTPOb/BUNPOBYBaHHSA cepii.
M6X, HimeuuunHa; BBefeHHs f0AaTKOBOI AiNbHUL, Sika Bignosigae 3a Bunyck cepii
MepBrHHE Ta Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CrnoseHis.
BTOPWHHE 3MiHV BHECEHO B IHCTPYKLIitO A9 MEANYHOro 3aCTOCYBaHHS
nakyBaHHs, LLOA0 HAaliMEeHYBaHHSA Ta MiCLLe3HaX04KEeHHSA BUPOGHUKA 3
KOHTPO/Ib SIKOCTI, BiANOBIAHMMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKU
BUMYCK cepil: niKkapcbKoro 3acoby.
Hosaprtic ®apma
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JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
LLTeiiH AT,
LLiBeiiuapis;
lMepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
Iex
PapmacbloTuKanc
4.4, BUpobHnya
AinbHuus Nlenpasa,
CnoseHis;
Bunyck cepii:
HoBapTic ®apma
'mM6X, HimeuunHa
194. | CAHAIMYH Kancysm m'siki no 25 HosaprTic Lseiuapi Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/3165/01/02
HEOPAN® Mr, no 5 kancyny dapma Al A Hepo3dacoBaHol LBenuapisa/ | 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOGHUUTBI. | peyernmom
6nictepi; no 10 NpoAyKLUii, KOHTPO/Ib CnoseHisa 3MiHa iMnopTepa/3miHu, L0 CTOCYTbCA BUNYCKY cepil Ta
6nictepiB y SAKOCTI: KOHTPO/I0 SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa abo
KapTOHHIA KOpoo6Li KataneHt [oaaBaHHA BUPOOHNKA, LLO BiAMoBifae 3a BBe3eHHS Ta/abo
HimeuunHa E6epbax BUNYyCK cepii) - He BKOYauM KOHTPO/b/BUNPOBYBaHHSA cepii.
M6X, HimeyunHa; BBefeHHs fo0AaTKoBOI AiNbHUL, SKa Bignosigae 3a BUnyck cepii
MepBrHHE Ta Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CrnoBeHis.
BTOPWHHE 3MiHM BHECEHO B IHCTPYKLiI0 4151 MeANYHOro 3aCTOCYBaHHSA
nakyBaHHs, LLIOAO HallMeHyBaHHS Ta MiCLle3Hax04KeHHs BUPOBHYKa 3
KOHTPO/Ib SKOCTI, BiANOBIAHMMY 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKU
BUMYCK cepil: niKkapcbKoro 3acoby.
HosapTic ®apma
LLTeiiH AT,
LLiseiiuapis;
lMepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
Nex
PapmacboTuKanc
4.4, BUpobHnya
AinbHuus Nlenaasa,
CnoseHis;
Bunyck cepii:
HoBapTic ®apma
mM6X, HimeuunHa
195. | CAHAIMYH Kancysm mM'siki no 25 HosaprTic Lseiuapi Brpo6HMLUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - - UA/10102/01/01
HEOPAN® Mr, in bulk: no 5 dapma Al A Hepo3acoBaHol LBeiuapisa/ | 3MiHu 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
Kancyn y énictepi; NpOoAYyKLUIi, KOHTPO/Ib CnoseHisn 3amiHa abo BBeEeHHS [04ATKOBOI AiNbHULI BUPOOHULTBA ANs
no 10 6nicTepiB y SKOCTI: 4YacTUHM ab0 BCbOrO BUPOBHMYOrO NpoLEecy roToBoro
KapTOHHI kopobuyj; KataneHt nikapcbKoro 3acoby (4iNbHULA AN BTOPUHHOTO NakyBaHHS) -
no 60 kopo6oK y HimeyunHa E6epbax BBEJEHHSA A04AaTKOBOI AiIbHULI A8 BTOPUHHOIO NakyBaHHA Lek
KapTOHHOMY KOpObi M6X, HimeyuunHa,; Pharmaceuticals d.d., PE Proizvodja Lendava, CnoseHis (g1s




73 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

MMepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b AKOCTI,
BUMYCK cepil:
HosapTic ®apma
LLTeiiH AT,
LLiBeiiuapis;
lMepBuHHe Ta
BTOPUHHE
naxyBaHHs, BUNYCK
cepii:

Jex
PapmacboTuKanc
4.4, BUpobHnya
AinbHuus Nlenaasa,
CnoseHis;
Bunyck cepii:
HoBapTic ®apma
vM6X, HimeuunHa

nikapcbkoro 3acoby y copmi in bulk). 3miHn | Tuny - 3MiHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI. 3amiHa
ab0o BBefleHHs [,0aTKOBOT AiNIbHULI BUPOBHMLTBA 418 YacTUHU
ab60 BCbOro BUPOGHMYOro MPOLLeCy roToBOro likapcbKoro 3acoby
(8inbHWUA AN NEPBUHHOIO NakyBaHHA) - BBEAEHHA [04aTKOBOI
AinbHULUI ANna nepBMHHOro nakyBaHHs Lek Pharmaceuticals d.d.,

PE Proizvodja Lendava, CnoBeHisi (415 nikapcbkoro 3aco6y y
dopmi in bulk). 3miHn | TUNY - AQMIHICTPaTUBHI 3MiHW.

BunyyeHHs BUPOOHMYOI AiNbHUL (BKNOYAOUN AiNbHULI 418

A®I, npomiXHOro NPOAYKTYy abo roToBOro MikapcbKoro 3acoby,
AiNbHUL AN NpOBefEeHHA NakyBaHHS, BUPOOHUKA,
BiZiNOBIAALHOTO 3a BUMYCK Cepild, MiCLie NPOBEAEHHSA KOHTPOSIO
cepil) abo nocTavyanbHKKa BUXiHOTO MaTtepiany, peareHty abo
[OMOMDKXHOI PeHOBMHM (SIKLLLO 3a3HAYEHO Y AOCBE) - BUYUYEHHS
BMPOGHMKa BUXigHOro matepiany Hangzhou Zhongmei Huadong
Pharmaceutical Co., Ltd., Kutaii (HeounweHa cymiwi
LMKIOCNOPUHY) (415 nikapcbKoro 3acoby y hopmi in bulk). 3miHn
| TMny - 3MiHKn 3 AkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha AdDl, abo BMXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOGHMLTBA ADI (iHLWI 3MiHK) - 3MiHA NOPSAKY BUNPOOYBaHHS
NPOMDXHOro NpoAykTy Ha ctagii 3.4.4.CICLO abo kpuctanisauis
LIMK/IOCNIOPUHY, a came Bifgdynock po3mMexyBaHHS BUNpobyBaHb
[AN151 OAUHOYHOI cepil Ta 3millaHoi cepii (415 nikapcbkoro 3acoby
y chopwmi in bulk). A Takox A0 onucy BUpOBGHMYOro npouecy
BHECEHI peflakTopcbKi MpaBku. 3MiHu | TUNy - 3MiHM 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI ab0 BUTYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans
A®I; onsa BuXigHOro matepiasny/peareHTy/npoMiXKHOro NPoAayKTY,

LLIO BUKOPUCTOBYIOTLCA Y BUPOOGHULTBI API; AN18 ONOMDKHOI

peyoBuHu (FE-cepTudikat BignosigHOCTI €EBpoNeiichKii
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/NpoMibKHOIro NPOAYKTY abo AOMOMIKHOI
peyoBuHM) - OHOBNEHWI cepTuddikaT Bif BXe 3aTBepAKeHOro
BMPOGHUMKa. HagaHo HoBwuiA cepTudikat BignosigHocTi EP No.
R1-CEP 2002-021-Rev 03 Ha 3amiHy 3aTBEpAXEHOro
ceptudpikaty (R1-CEP 2002-021-Rev 02) Ans 4OnNOMbKHOT
PEYOBUHY XeNnaTuHy Bif 3aTBepaKeHoro BupobHuka GELITA
GROUP, HimeuunHa (415 nikapcbkoro 3acoby y gropmi in bulk).
3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BiAMNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNoOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXifHOro Martepiany/peareHTy/npomiKHOro NPOAYKTY, Lo




JopaTka 3

74

IIpopoBxeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peuvoBuHu (FTE-cepTudpikat BignosiaHoCTI €Bponeiichkii
thapmakonei ana Ad®l/smxigHoro
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
pevoBUHW) - BunyyeHHs cepTudikatis (y BUNagKy HassBHOCTI
MyNbTUNAETHOrO cepTudikata Ha martepian) - BUNy4eHO
cepTtudikaT BignosigHocTi €E® No. R1-CEP 2000-117-Rev 01
0151 ONOMIXHOI peYOBUHM XenaTuHy (415 nikapcbkoro 3acoby y
opmi in bulk).
3miHu | TUNY - 3MiHK 3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbLCS BUMYCKY
cepii Ta KOHTPO/II0 AKOCTI FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo gogaBaHHS BUPO6OHUKA, LLIO BignoBigae 3a BBe3eHHA Ta/abo
BUNYyCK cepii) - He BkoYaun KOHTPOb/BUNPOBYBaHHSA cepii.
BBefeHHs f0AaTKOBOI AiNbHUL, Ska Bignosigae 3a BUnyck cepii
Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CrnoseHis.
3MiHM BHECEHO LLI0AO HaliMeHYBaHHSA Ta MiCLe3HaXOMKEHHS
BMPOGHMKA 3 BIANOBIAHUMY 3MiHAMU Y TEKCTI MapKyBaHHS
YNaKoBKM NiKapCbKOro 3acooby.

196.

CAHAIMYH
HEOPAN®

Kancynu m'ski no 50
mr, in bulk: no 5
Kancyn y énictepi;
no 10 6nictepis y
KapTOHHI kopobuyj;
no 60 kopoboK y
KapTOHHOMY KOpOOi

HosapTic
Papma Al

Lseiiuapi
o

Bupo6bHMuTBO
Hepo3dacoBaHoi
npoAyKuii, KOHTPO/b
AKOCTI:
KaraneHt
HimeuunHa E6epbax
M6X, HimeuunHa;
lMepBuHHE Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
HosapTic ®apma
LLTelin AT,
LLiBeiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS1, BUMYCK
cepi:

Nex
dapmacboTuKasc
n0.4., BUpo6Huya
AinbHUUSA NleHpasa,
CnoseHis;
Bunyck cepii:
HosapTic ®apma
Mv6X, HimewunHa

Himeuumnna/
Lsenuapis/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeAeHHSA [0AATKOBOI Ai/bHNL BUPOOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (4iNbHWULA A1 BTOPUHHOTO NakyBaHHS) -
BBEJeHHA [0AaTKOBOI AifIbHNL A5 BTOPUHHOIO nakyBaHHA Lek
Pharmaceuticals d.d., PE Proizvodja Lendava, CnoBeHis (ans
nikapcbKoro 3acoby y copmi in bulk). 3miHn | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3amiHa
ab0 BBe[leHHA A04aTKOBOT Ai/IbHULL BUPOBHULITBA [/191 YACTUHN
a60 BCbOro BUPOOGHMYOro MpoLecy rotToBOro AikapCbKoro 3acoby
(BinbHWUA AN NEPBUHHOIO NakyBaHHA) - BBEAEHHSA [04aTKOBOI
AOinbHUUI ANS NnepBUMHHOIO nakyBaHHA Lek Pharmaceuticals d.d.,
PE Proizvodja Lendava, CnoBeHis (4715 nikapcbkoro 3acoby y
copmi in bulk). 3miHu | TMNY - AgMIHICTPaTUBHI 3MiHN.
BrnyyeHHs1 BUPOGHMYOT AinbHULI (BKIKOYAOUN AiINbHULI ANns
A®I, npomiXHOro NPoAyKTYy abo roToBOro MikapcbKoro 3acoby,
AiNbHULI A58 NpoBeAeHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavasibHMKa BUXiAHOTO MaTepiany, peareHty abo
[OMNOMDKHOI PeHOBMHM (SIKLLO 3a3HAYEHO Y JOCBE) - BUTYUYEHHS
BMPOGHMKa BUXigHOro MaTepianty Hangzhou Zhongmei Huadong
Pharmaceutical Co., Ltd., Kutaii (Heounwera cymiwl
LMKNI0CNOpYHY) (4719 nikapcbkoro 3acoby y chopmi in bulk). 3miHn
| TMny - 3miHK 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneyudikauii Ta/abo JoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMPO6HMLUTBA AP (iHLWI 3MiHK) - 3MiHA NOPsAKY BUNPOBYBaHHSA

UA/10102/01/02
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Hassa
JliKapcbKo20
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Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK
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3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NMPOMiXXHOro npoAykTy Ha cTagii 3.4.4.CICLO ab6o kpuctaniszauis
LMKIOCNOPUHY, @ came Bif6yn10Cb PO3MEeXyBaHHA BUNPo6yBaHb
0151 OQMHOYHOI cepii Ta 3MillaHoi cepil (415 NikapcbKoro 3acoby
y dopmi in bulk). A Takox [0 onvicy BUPO6HMYOro npoLecy
BHECeHi peakTopcbki NpaBku. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BiANoBiAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJ/IEHOTO cepTuQikaTa BignNoBigHOCTIi a60 BUTyYEHHS
cepTudikaTa BiANoOBiAHOCTI €Bponelickkili hapmakonei: ans
A®I; onsa BuxigHOro Martepiany/peareHTy/npoOMKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peuoBuHuM (FE-cepTudikat BignoBigHOCTI €Bponeichbkii
thapmakonei ana Ad®l/BmxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPoAyKTy abo AOMNOMDKHOT
peuoBuHKM) - OHOBNEHUI cepTudpikaT Bif BXe 3aTBEpAKEHOro
BMpOGHMKa. HagaHo HoBuiA cepTudikar BignosigHocTi EP No.
R1-CEP 2002-021-Rev 03 Ha 3amiHy 3aTBEpXeHOro
ceptudikaty (R1-CEP 2002-021-Rev 02) ans f40noMiKHOT
PEUOBMHM XeNaTuHy Bif 3aTBepA)KeHoro BupobHrnka GELITA
GROUP, HimeuunHa (ansa nikapcbkoro 3acoby y dropmi in bulk).
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lE-
cepTuduikaT BigMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTtudikaTa BiANOBIAHOCTI ab0 BUYyYEHHA cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro NPoAyKTY, L0
BVIKOPVCTOBYIOTHCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHu (FE-cepTudikat BignosigHOCTI EBpoNeNiChKii
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/NpoMiKHOIro NPOAYKTY abo AOMOMIKHOI
peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
My/bTUMNIETHOTO cepTuddikata Ha martepian) - BUIy4eHo
ceptudpikaT BignosigHocTi € No. R1-CEP 2000-117-Rev 01
ON151 ONOMDKHOT PEYOBWHY XenaTuHy (4715 /likapcbkoro 3acoby y
chopmi in bulk).
3MiHuM | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKKii 3aci6. 3MiHK
Yy BUPOGHNLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTI FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofasaHHa BUPOOHUKA, LLIO Bignosigae 3a BBe3eHHA Ta/abo
BWMNYCK Cepii) - He BK/1t0Yarum KOHTPO/b/BUNPOBYBaHHS cepii.
BBeneHHsA fofaTKoBOT AiNbHULI, Sika BignoBigae 3a BUNycK cepii
Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CrnoseHis.
3MiHN BHECEHO LLO0AO HaliMeHYBaHHSA Ta MiCLLe3HaXOMKEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby.

197.

CAHAIMYH
HEOPAN®

Kancysm m'siki no 50
Mr, no 5 kancyn y
6nictepi; no 10

HoBaprTic
dapma Al

Lseiiuapi
A

Brpo6HMLUTBO
Hepo3acoBaHol
npoAyKuii, KOHTPO/b

HimeuuunHa/
Leiiuapis/
CnoBeHisn

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI.
3MiHa imnopTepa/3MiHu, L0 CTOCYOTbCA BUNYCKY cepii Ta

3a
peyenmom

UA/3165/01/03




76 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepiB y AKOCTI: KOHTPOJII0 SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa abo
KapTOHHIA Kopoo6Li KataneHt [ofaBaHHsA BUPOOHNKA, LLO BiAMNoBifae 3a BBE3eHHS Ta/abo
HimeuunHa E6epbax BUNYCK cepii) - He BK1t0Yaoumn KOHTPO/b/BUNPOBYBaHHS cepii.
'M6X, HimeuunHa,; BBefeHHs f,04aTKOBOI AiNbHUL, Sika BignoBigae 3a BUMycK cepii
MepBuHHE Ta Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CnoBeHis.
BTOPUHHE 3MiHM BHECEHO B IHCTPYKLilO 415 MEANYHOTO 3acTOCyBaHHSA
nakyBaHHS, LLOA0 HaliMeHyBaHHSA Ta MiCLe3HaxX0MKeHHA BUPOOHMKA 3
KOHTPO/1b SIKOCTI, Bi4NOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS yrNaKkoBKu
BUMYCK cepi: niKkapcbKoro 3acooby.
HoBapTic ®apma
LTeiiH AT,
LBeliuapis;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
Nex
PapmacboTuKanc
4.4, BUpobHnya
AinbHuus Nenaasa,
CnoBeHis;
Bunyck cepii:
HosapTic ®apma
'm6X, HimeyynHa
198. | CAHAIMYH Kancysm mM'siki no HoBaprTic Leiiuapi Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/3165/01/04
HEOPAN® 100 wmr, no 5 kancyn dapma Al A Hepo3acoBaHol Lseiiuapis/ | 3MiHu 3 AkOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI. peyenmom
y 6nictepi; no 10 NpPoAyKUii, KOHTPO/b CnoBeHis 3MiHa imnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
6nictepiB y AKOCTI: KOHTPOJI0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
KataneHt [ofaBaHHA BUPOOHUKA, LU0 BiANOBILaE 3a BBE3EHHS Ta/abo

KapTOHHIA Kopoo6Li

HimeyunHa E6epbax
M6X, HimeuunHa;
MepBuHHE Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BMNYCK cepil:
HoBapTic ®apma
LTeliH AT,
LLsenuapis;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYyCK
cepii:

Nek
PapmacboTrKanc
4.4., BUpobHN4a
AinbHuus Nenaasa,
CnoBeHis;

BWMNYCK Cepii) - He BkItoYaroumn KOHTPOsib/BUNPoBYyBaHHS cepii.
BBefeHHs f0AaTKOBOI AiNbHUL, SiKa BignoBigae 3a BUMycK cepii
Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CnoBeHis.
3MiHM BHECEHO B IHCTPYKLilO 415 MEANYHOTO 3acTOCYBaHHSA
00 HaliMeHyBaHHS Ta MicLie3Hax0MKeHHA BUPOOHMKa 3
Bi4NOBIAHMMU 3MiHAMU Yy TEKCTI MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby.




77 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Bunyck cepii:
HosapTic ®apma
'm6X, HimeyynHa
199. | CAHAIMYH Kancysm mM'siki no HoBaprTic Leiiuapi Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/10102/01/03
HEOPAN® 100 wr, in bulk: no 5 dapma Al A Hepo3acoBaHol LBeiiuapis/ | 3MiHu 3 AkOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHN Y BUPOOHULITBI.
Kancyn y énictepi; NpPoAyKUii, KOHTPO/b CnoBeHis 3amiHa abo BBeAEHHA [0AATKOBOI AiNbHML BUPO6HMLTBA A5
no 10 6nictepiB y AKOCTI: YyacTvHK abo BCbOro BUPOGHNYOro npoLiecy roToBoro
KapTOHHI kopobuyj; KataneHt NiKapcbKoro 3acoby (AiNbHULA 415 BTOPUHHOIO NakyBaHHS) -

no 50 kopo6oK y
KapTOHHOMY KOpObi

HimeyunHa E6epbax
M6X, HimeuunHa;
MepBuHHE Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BMNYCK cepil:
HoBapTic ®apma
LTeliH AT,
LLsefiuapis;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYyCK
cepii:

Nek
PapmacboTrKanc
4.4., BUpobHN4a
AinbHuus Nenaasa,
CnoBeHis;
Bunyck cepii:
HosapTic ®apma
'm6X, HimeuunHa

BBEAEHHSA A0AATKOBOT AiNbHULI 4719 BTOPMHHOIO nakyBaHHA Lek
Pharmaceuticals d.d., PE Proizvodja Lendava, CrnoBeHis (gns
nikapcbKoro 3acoby y dopmi in bulk). 3miHn | Trny - 3MiHK 3
AKOCTi. FOTOBWIA NikapcbKkuii 3aci6. 3MiHN Y BUPOOHMLITBI. 3amiHa
ab0 BBe[leHHS [0AaTKOBOT AiNIbHULI BUPOGHWULTBA A1 YacTUHU
a60 BCbOro BUPOGHMYOro npoLecy rotoBoro Mikapcbkoro 3acoby
(AinbHUUSA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHS 404aTKOBOI
AinbHUUI Ana nepBMHHOrO nakyBaHHs Lek Pharmaceuticals d.d.,
PE Proizvodja Lendava, CnoBeHis (415 nikapcbkoro 3acoby y
cdopmi in bulk). 3mibu | TUNY - AgMIHICTPATUBHI 3MiHN.
BunyyeHHst BUPO6HMYOI AiNbHUL (BKIOYAOUN AiNbHULI ANs
A®I, NpomiXHOro NpoAykTy abo roToBOro JlikapcbKoro 3acooy,
AOiNbHULI ANA NPOBeAEHHSA NakyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS KOHTPO/IO
cepii) abo noctavyasibHMKa BUXiAHOIO MaTepiany, peareHTy abo
[OMNOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0CHE) - BUTyYEHHS
BMPOGHMKa BUXigHoro matepiany Hangzhou Zhongmei Huadong
Pharmaceutical Co., Ltd., Kutali (HeouuieHa cymiLl
LMKIOCNOPUHY) (415 nikapcbkoro 3acoby y chopmi in bulk). 3miHn
| TNy - 3MiHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisx Ha APl, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BUpPO6HMUTBA AP (IHLWi 3MiHW) - 3MiHA NOPAAKY BUNPOOYBaHHS
NPOMIXXHOro NpoAykTy Ha ctagii 3.4.4.CICLO abo kpuctanisauis
LMK/IOCNOPUHY, a came Bif6y/10Cb PO3MeXyBaHHA BUNPobyBaHb
0151 OQMHOYHOI cepii Ta 3MillaHol cepil (415 Nikapcbkoro 3acoby
y dopmi in bulk). A Takox [0 onvucy BUPO6HMYOro npoLecy
BHECEHi pefjakTopcbki MpaBku. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/E-cepTucpikat BignosigHocCTi
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI 260 BUTyHYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickkiin thapmakonei: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI A®I; AN LONOMIKHOI
peuvoBuHu (FCE-cepTudpikat BignosigHoCTI €Bponeiichkii
thapmakonei ana Ad®l/smxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
peyoBuHM) - OHOBNEHWI cepTUdikaT Bif BXe 3aTBEPIKEHOIO
BMpO6HUMKA. HagaHo HoBwii cepTudikar BignosigHocTti EP No.




JopaTka 3

78

IIpopoBxeHHs

Ne
n/n
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3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa
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R1-CEP 2002-021-Rev 03 Ha 3aMiHy 3aTBEPAXEHOT0O
ceptugikaty (R1-CEP 2002-021-Rev 02) ans gonomikHoi
PEeYOBUHW XenaTuHy Bif 3aTBepa)KeHoro BupobHuka GELITA
GROUP, HimeuunHa (ansa nikapcbkoro 3acoby y dropmi in bulk).
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkill hapmakonei: ana Adl; ons
BVXifHOrO Matepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 4151 ONOMIKHOT
peuoBuHuM (FE-cepTudikat BignoBigHOCTI €Bponeichbkii
thapmakonei ana Ad®l/BmxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPoAyKTy abo AOMNOMDKHOT
peyoBuHW) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
My/NbTUNIETHOrO cepTudpikata Ha martepian) - BUIy4YeHo
ceptuaikaT BignosigHocTi € No. R1-CEP 2000-117-Rev 01
0151 LONOMIXXHOI peYOBUHM XenaTuHy (415 Nikapcbkoro 3acoby y
dopmi in bulk).
3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHULTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbLCS BUMYCKY
cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa
abo gofaBaHHS BUPO6HUKA, LLIO BiANoBiAaE 3a BBE3eHHA Ta/abo
BUMNYCK Cepii) - He BKt0Yaoumn KOHTPO/b/BUNPOBYBaHHSA cepii.
BBefeHHs f04aTKOBOI AiNbHUL, Sika BignoBigae 3a BUMycK cepii
Lek Pharmaceuticals d.d., PE Proizvodja Lendava, CnoBeHis.
3MiHM BHECEHO LL0A0 HaliMEHYBaHHS Ta MiCLLe3HaXOMKEHHS
BMPOGHMKA 3 BIAMNOBIAHUMY 3MiHAMYW Y TEKCTI MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby.

200.

CEHALE®

Tabnetkun no 13,5 mr
Ne 500: no 20
Tabnetok y 6nictepi,
no 25 6nictepis y
KapTOHHIA KopooLi

Uwnnna NTg,

IHais

Mepgiteb
CnewwmaniTis MBT.
nra

IHgis

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny -
3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkIoYatoun fianasoH po3mipy cepii)
rOTOBOrO /liKapCbkoro 3acoby (3MeHLwweHHs o 10 pasis) -
3MEHLLEHHSA po3Mipy cepii /13; 3anponoHoBaHo: 570 kr Ta 57 kr
BBefeHHs 3MiH NPOTArOM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4OMOMKHUX peyoBMHaX) roToBOro
niKkapcbKoro 3acoby (iHLWi 3MiHW); CYNyTHSA 3MiHa - 3MiHW 3 IKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHN Y
npoLeci BUPO6bHULITBA FOTOBOTO /iKapCbKOro 3acoby, BK/IKYakoun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOBHULITBI
rOTOBOTO JIiKAPCbKOro 3acoby (iHLi 3MiHW) - BUTYYEHHS 3i cKnagy
NiKapcbKoro 3acoby KOHCEpPBaHTY MeTuInaparigpokcmoeH3oary
(E218). BBeAeHHs 3MiH NpoTAroM 6-T1 MicsLiB nicns
3aTBEPAKEHHS; 3MiHU | TUny - 3MiHM 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO /iKapCbKoro 3acoby.
3MiHa napameTpiB cneyudikalii Ta/abo AONYyCTUMMX MEX
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW); CynyTHA 3MiHa -

6e3
peyenma

UA/6054/01/01




79 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MiHM 3 SKOCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTpPOsb roToBOro
nikapcbkoro 3acoby. 3miHa y meToAax BUNpo6yBaHHSA roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX MeTOoAaX
BMNPOOYBaHHS) - BUyYEHHS 3i cneuudikauii Ta MeTogis
KOHTPO0 13 BU3HAYEHHS BMICTY KOHCEPBaHTY. BBeeHHs 3MiH
NpoTArom 6-Tu MiCALB NiCNA 3aTBEPMKEHHS; 3MiHU | TUny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTpPOsb roToBOro
nikapcbkoro 3acoby. 3miHa y meTtoAax BUNpo6yBaHHSA roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTodax BUNPo6yBaHb
(BKNHOUAKOUM 3aMiHy @60 [OMOBHEHHS)); CYyMyTHS 3MiHa - 3MiHM 3
sKocTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[OMYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN) -
npvBeAeHHA MeTOANKN BUNPOoByBaHHSA 13 3a NoKa3HNKOM
«OHOPIAHICTb A030BaHMX OAMHULL» Y BiANOBIAHICTL 40 BUMOT
EP 2.9.40 ta BP Appendix XII C (po3paxyHkoBO-BaroBum
MeToA0M)
BBefieHHs1 3MiH NPOTArom 6-T MICALIB MIiC/1A 3aTBEPL)KEHHS
201. | CMHTOMIUN KpUcTanivyHmii MNAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - - UA/14196/01/01
H NMOPOLLOK "Ximcpapmsa "Ximchapmsasog aAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AiNbHUL
(cybcTaHuis) ans BOZ, "YepBoHa 3ipka" (Brirovatoum ginbHuui ans A®l, npoMixHOro NpoaykTy abo
BUpPOBGHULTBA "UepBoHa roToBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
HecTepuIbHNX 3ipka" nakyBaHHs, BUPOOHKKa, BifnoBigabHOIO 3a BMMNYCK cepiid, Micue
nikapcbknx dhopm y NpOBeAEHHS KOHTPOSIO cepii) abo nocTavasibHMKa BUXIAHOTO
noABiliHMx marepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
nonieTnIeHoBmX 3a3HayYeHo y A0CbE); BUNYYEHHS 3aTBeEpPAKeHOI AinbHuui (Ne2
nakeTtax uexy Nel) Bupo6Huuytea A®lI CuHTOMIUMH. 3anpornoHoBaHo: TP
64-00481241-141-19 ainbHuusa Ne5 uex Ne2
202. | cony- NMOPOLLOK Ta Mdpaiizep CLA Mdpaiizep Benbrisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/9891/01/01
KOPTE® PO3UYMHHWK ANs IHK. MeHiohekUypuHr 3MiHK 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOsb TOTOBOrO peyenmom
PO3UMHY NS iH'EKLR Benbris HB nikapcbKkoro 3acoby. 3miHa napameTpis cneuucdikauii Ta/abo
no 100 mr/2 mn, [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS
MOPOLLIOK Ta 2 MN He3Ha4yHOro MokasHuka (Hanpuknag, 3acTapiforo NokasHuka,
PO34nHHKKa (CnupT TaKoro Sk 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB un
6eH3nnosuii (9 CMakKoBUX [06aBOK)) - BUTyYEHHS 3i cnieyudikauil Ha roToBuii
mr/mn), Boga ans nikapcbkuii 3aci6 BU3HAYEHHST KifIbKiCHOTO BMICTY GEH3M10BOIO
iH'ekujiin) y donakoHi cnupTy Ta BiAMNOBIgHOT MeToAUKMN KOHTposto (GP0018), ockinibku
Tuny Act-O-Vial y 6EeH31MOBWIA CNPT BUAAISETHCA 3 PO3UMHHMKA, L0 MICTUTBLCS Y
KapTOHHIA Kopoo6Li BEPXHbOMY BiaAiNi pnakoHy Tuny Act-o-Vial nikapcbkoro 3acoby.
3MiHn 13 B HWXHIN kamepi onakoHy AOV 3 MOPOLLKOM He
Bifgbynocsa. 3miHa BK/IHOYAE pefakLiiiHi NpaBk1 4O METOAIB
KOHTpOo sikocTi 13 (Bigbynacs 3MiHM Hymepauii B
crneundikauii). BBeAeHHs 3MiH NPOTArom 6-Tu MicsLiB micns
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHK 3 SKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKoro 3acoby.
3miHa napameTpis cneuudikaLiin Ta/abo fonycTUMUX MeX
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IIpopoBxeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

roTOBOrO JiKapCbKOro 3acoby (BUlyYEHHS HE3HAYHOIO
nokasHuka (Hanpuknag 3acTapisioro NokasHuka, Takoro sk 3anax
Ta cMak, abo igeHTudikauis 6apBHUKIB YN CMakoBUX 406aBOK)) -
BupaneHHs nokasHuka igeHTudikauis 6eH3110BOro cnupTy 3i
cneuundikauii Ta BignosigHoi meToankn(GP0018). BBeaeHHsA
3MiH NPOTArOM 6-TW MiCALB NicNs 3aTBEPMAKEHHS; 3MiHU |l Tuny -
3MiHM 3 aKocTi. [0ToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi (ONOMDKHUX pevoBUHAX) roTOBOrO NiKapCbKoro
3aco6y (iHLWi AONOMiKHI pevoBUHM) - AKICHI ab0 KINbKICHI 3MiHW
LLIOAO OAHIET ab0 AEKiTbKOX AOMOMDKHUX PEYOBUH, SKi MOXYTb
3HA4YHO BMIMHYTU Ha 6e3neky, SKiCTb ab0 e(PeKTUBHICTb
roTOBOrO /liKapCbkoro 3acoby - BuganeHHs AONOMDKHOT
peyoBMHM, a came H6eH3WI0BOro CNMPTY (KOHCEPBAHTY) 3
PO3YMHHNKA, L0 MICTUTLCSA B FePMETUYHIN BEPXHIli kamepi
hnakoHy Tuny Act-O-Vial Ha oCcHOBI AOCBIAY Y BUPOOGHMLTBI
nikapcbkoro 3aco6y. 3MiHM BHECEHO B IHCTPYKLi0 A1
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B po3ain "Cknag”,
AK HacnNifokK - y po3gainu "MpotunokaaHHsa" Ta "fAitn". BHeceHo
BiAMOBIAHI 3MiHW Y TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro
3acoby (BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMAKEHHS); 3MiHN Il TUNy - 3MiHK 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHI yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby
(AKICHWIA Ta KiNbKiCHWI cknag) - CTepusbHi Nikapcbki 3acobm Ta
nikapcbki 3aco6u 6i0M10riYHOro/iMyHOI0NYHOTO NOXOMXKEHHS -
3aMiHa BEPXHbOI Ta LeHTpasibHOT 6POMOTW/I0BO - T'YMOBOT
nNpo6kK, WO ckNagaeTbes 3 cymiwi FM 160 Ta FM 161
BiANOBIAHO, HA 6POMOTUIIOBO - TYMOBI NPOOKY, LLIO CKNafaeTbcs
3 cymiwi FM 457. Y 3B°53Ky 3 NOTEHUiAHUM NiABULLEHHAM
PU3NKOM BUHUKHEHHS 3aKyNnoptoBaHHS rosiku npu Habopi
npenapary, Yepes BUCOKY YyT/IMBICTb GPOMOTW/IOBO - 'YMOBUX
Npo6oK, Lo BUKOPVUCTOBYIOTLCS Ha AaHWii Yac, Ao dhparmeHTadii.
MponoHoBaHi Npo6kK BigNoBIAaOTL YCiM KpuTepiam EP . 3MiH y
po3mipax, crnewudikauii, 30BHILUHLOMY BUMNAY
YKynoproBasibHUX 3ac06iB He Biabynock. Po3gin 3.2.P.7 He
3MIHIOETbCA. BBEAEHHA 3MiH NPOTAroM 6-Tn MicALiB nicns
3aTBEPAKEHHSA

203.

COHAINAKC®
10 MIr

TabneTku, BKPUTI
060/10HKO0, Mo 10
mr; no 30 TabneTtok
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6uji 3
MapKyBaHHAM
YKparHCbKO0 MOBOIO

TOB "bayL
Xenc"

YKpaiHa

dapmsasoy, Enbha
AT.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edeKTBHOCTI Ta thapmakoHariagy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx Npo cucTemy
hapmakoHarnsay, 3MiHa ynoBHOBaXXeHOT 0co6U, BiANOBigaIbHOT
3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-haiina
cucTemn dpapMakoHarsgy; 3miHa ynoBHOBaXKEHOI 0cobu

3a
peyenmom

UA/4499/01/01




81 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3asBHWVKa, BigNoBiAaNbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuis: bapmiHa NaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHuX yNOBHOBaXKEHOI 0cobu, BifnosifanbHOI 3a
thapmakoHarnag. 3miHa Homepa macTep-ghaiina cuctemm
thapmakoHarnsgy.
204. | COHAMAKC® | TabneTtku, BKpUTI TOB "bayw YkpaiHa dapmszasog €nbda Monbwa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/4499/01/03
25 MIr 060/10HKO10, M0 25 Xenc" AT. 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
mr; no 20 TabneTok BBegeHHs abo 3MiHM A0 y3ara/lbHEHWUX JaHWX NPO cUcCTeMy
y 6nicTepi; no 3 hapmakoHarnsgy (BBeAEeHHs y3ara/ibHeHUX JaHux Npo cuctemy
6nictepu B thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHO! 0co6u, BiANoBiLabHOT
KapTOHHI KOpo6L;i 3 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHoOI 0cobu 3
MapKyBaHHAM chapmakoHarnsgy 3asaBHuKa A1 3AiliCHeHHs hapMakoHarnagy B
YKpaiHCbKO MOBOKO YKpaliHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BIAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaryumn
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy; 3miHa ynoBHoBaxXeHo! 0cobu
3asBHVKa, BignoBiganbHOI 3a thapmakoHarnsag,
MNMponoHoBaHa pepakuis: bapmiHa MaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHuX YNoBHOBaXEHOT 0CO6MU, BiANOBIgaNbHOI 3a
hapmakoHarnsag. 3miHa Homepa macTtep-gaina cuctemm
chapmakoHarisgy.
205. | CNUPT pO34nH Ans TOB Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - Ges UA/18074/01/01
KAM®OPHWIA | 30BHiLLHLOrO "Papma Yepkac" 3MiHM Wo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy - peyenma
3aCTOCyBaHHs, Yepkac" OHOBJ/IEHHA TEKCTY MapKyBaHHA NepBUHHOT YNakoBKN
cnupToBmii 10%, no niKkapcbKoro 3acoby
40 mn y donakoHax
206. | CMIPOHONA Tabnetku no 25 mr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/0808/01/01
KTOH- no 10 TabneTok y "®apmauesT "®apmavueBTuyHa 3MiHM Woa0 6e3neku/edhekTUBHOCTI Ta dpapMakoHarisay. peyenmom
AAPHULA KOHTYpHIli nyHa thipma ipma "JapHuus” BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
YapyHKOBIl "NapHuus" thapmakoHarniagy (BBe4EHHS y3arasibHeHNX AaHNX NPO CUCTeMY
ynakosLi; no 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBiAa/IbHOI
KOHTYPHIi YapyHKOBI 3a 34ilicHEHHA hapMakoHarnsay; KOHTakTHoI 0cobm 3
yNakoBKM B navi hapMakoHarnisay 3asiBHuKa 415 34iNCHEeHH hapmakoHarisgy B
YKpaiHi, SIKLLIO BOHa BigMiHHA Bifi yNOBHOBaXkKeHOi 0cobu,
BiZANOBiAANbHOI 3a 3filicHeHHs (hapmakoHarnaay (Bkauyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-haiina
cucteMun dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3a8BHVIKa, BifnosifanbHOT 3a thapmakoHarnsag,.
MponoHoBaHa pegakuis: Typok B'ssuecnas B'sauecnaBoBuy
207. | CYIb®OKAM | po3unH s iH'eKuii, MpAT Ykpaina MpAT " Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7392/01/01
®OKAIH- 100 mr/mn, no 2 mn "®apmaueBT PapmaueBTUYHa 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy (iHwi peyenmom
AAPHUNUA B amnyni; no 5 nyHa chipma tipma "AapHuusa” 3MiHW); 3aMiHa po3gainy «IpadhiuHe 0hOpMIEHHS YNakoBKun» Ha
amnys y KOHTYpPHil "fapHuua" «MapKyBaHHsA» B 3aTBepAXeHnx MKA J13. 3anponoHoBaHo:
YapyHKOBIi MAPKYBAHHSA BignosigHo [0 3aTBEPIXXEHOT0 TEKCTY
ynakosLii; no 2 MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM




82 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTYPHi YapyHKOBI nikapcbKoro 3acoby 3 BHECEHHAM iHthopMalLii LLoA0 3a3HauYeHHS
ynakoBku1 B nauLli OAMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBejeHHs 3MiH MPOTArom
6-TV MiCALIB MiCNA 3aTBEPMAKEHHS
208. | CymMmiw ans pO34uH, Mo 40 mny MPAT Ykpaina MPAT "®ITO®APM" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/0272/01/01
IHFANALUIA dhnakoHax "®PITODAPM 3MiHU 3 AKOCTI. FOTOBWIA NikapCbkuii 3aci6. KOHTpOsib roToBOro peyenma
" nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpXEeHNX MeToax
BMNPo6YBaHHSA); [0 METOAUKN KiNbKICHOTO BU3HAYEHHS MEHTOTY
[0AAETLCA PO3BEAEHHS BUXIAHOIO BUNPOOYBAHOrO PO3UMHY, sike
y 3aTBepxeHili pegakuii MKA 6yno nponyLeHo y TeKCTi, ane
BpaxyBasi0Cs y pO3paxyHKoBili hopmyni.
209. | CYDEP® pO34nH ANns TOB "HOpis- Ykpaina TOB "HOpia-®apm” Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il Tuny - 3a UA/13269/01/01
BHYTPILLUHbOBEHHMWX Papm"” 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay. peyenmom

iH’ekujit, 20 mr/mn;
no 5 mn a6o no 10
M/, abo no 20 mny
hNakoHi CKIsiHOMY;
no 1 cpnakoHy y
nauuj 3 KapToHy; No
5 mn B amnyni
CKNsHIl; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
y naulli 3 KapToHy;
no 5 mn y donakoHi
cksHomy; no 1
dhnakoHy B
KomnekTi 3 1
KOHTEeliHepoM no
100 mn 3
PO3YMHHUKOM
(po3uunH Hartpito
xnopuay—ContoBeH,
9 Mr/mMn) y KOHTYpHIi
YapyHKOBIli
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
y nayyi; no 10 mny
h1akoHi CKNsHoMy;
no 1 dpnakoHy B
KOMMeKTi 3 1
KOHTEiHepOM no

BHeceHHs abo 3miHa(1) A0 3060B'13aHb Ta YMOB BuAAv
peecTpauiiHoro NocBigYeHHs, BKIoYaoum MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pyHTYBaHHS HOBUMW J0ATKOBUM AaHUMMU, LLO
MaloTb HaaBaTUCs KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
OHoBrieHo lNMnaH ynpasniHHA pusnkamu, Bepcis 2.0. 3MiHu
BHECEHi A0 YacTuHu V "3axoan 3 MiHiMizauii pusukis"




83 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
100 mn 3
PO3UYNHHVKOM
(po3unH Hatpito
xnopunay—CoroBeH,
9 Mr/mMn) y KOHTYpHIi
YapyHKOBIli
ynakosLi; no 1
KOHTYPHili
YapyHKOBI ynakoBLi
y nayuyj
210. | TA3MNEH NOpPOLUOK AN M.BioTek Benuka Actpan CrepiTek IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/12570/01/01
PO3UnHY ANS iH'EKLIA Nimiteq BputaHis Mpaisit Nimiteq 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnsgy - peyenmom
Ta iHduysili o 2 OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
/0,251, 1 chnakoH 3 BHECEHHSM iHhopMaLii LWoA0 3a3HaYEeHHSA OAVNHULLb
NOPOLLKOM Y naui 3 BUMIPIOBaHHS y cuctemi Sl. BHECEeHHS 3MiH J0 po3giny
KapTOHY «MapkyBaHHsA» MKA J13; 3anponoHoBaHo: [1151 roToBOro
nikapcbkoro 3acoby: MAPKYBAHHSA 3rigHo 3aTBEepaXeHoro
TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpOTArom 6-T1 MiCALIB MIiC/1A 3aTBEPKEHHS
211. | TASMNEH NOpPOLUOK AN M.BioTek Benvka Actpan CrepiTek IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/12570/01/02
PO34UHY ON5 iH'EKLLA Nimiten BpuTaHis MpaiBiT Nimiteq 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnsgy - peyenmom
Ta iHgysili no 4 r/0,5 OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM JIiKapCbKOro 3acoby 3
r, 1 donakoH 3 BHECEHHAM iHthopMmalLii LWOAO 3a3HaYeHHS OAUHULb
NOPOLLKOM Y naui 3 BUMIpPIOBaHHSA Y cuctemi Sl. BHeceHHs 3MiH [0 po3giny
KapTOHY «MapkyBaHHa» MKA J13; 3anponoHoBaHo: [119 roToBOro
nikapcbkoro 3acoby: MAPKYBAHHSA 3rigHo 3aTBepaXeHoro
TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NPOTAroM 6-Tu MiICALIB Nic/1A 3aTBEPAXKEHHS
212. | TAUBEPB™ TabneTku, BKPUTI HoaprTic | LUBeliyapis Bupo6HuyTBO 3a Benuka BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasnis: 3MiHu | Tuny: 3a UA/8847/01/01
NNiBKOBOIO dapma Al NOBHUM LK/TOM: Bputanis/ ApaMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOH0, Mo 250 "nakco OnepeiwHc Icnanis MicList MPOBaKEHHS AisiNIbHOCTI BUPOOHMKa/imnopTepa rotToBoro
mr; no 10 a6o no 12 HOK NimiTen, wo nikapcbKoro 3acoby, BKIKYAKUN AiNbHNL BUNYCKY cepii abo
Tabnetok y 6nictepi; 3ailicHioe MicLie NpoBEeAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
no 7 6nictepis y KoMepLiliHy BiAnoBiAae BUPOGHMK/iMNOPTEp, BK/OHYAKOUM BUNYCK CEPiil) 3MiHA
KapTOHHI kopobuyj; LiSNbHICTb 5K Ha3BW Ta agpecy, 3a3HayeHHs oyHKUili BUpobHuka 13 [nakco
no 70 a6o no 84 nakco Bennkom OnepeliwHc FOK MlimiTes, W0 34iiCHI0E KOMEPLVHY AisnbHICTL
Tabnetkn y onakoHi; OnepeiiwHc, sk Fnakco Bennkom OnepeiiwHe, Benunka bBpuTanis, 6e3 3miHu
no 1 pnakoHy B Benvka BputaHis; MicLis BAPOGHMLTBA: 3MiHW BHECEHO B iHCTPYKLitO ANsi
KapTOHHiiA KOpo6Li MepBnHHa Ta MeAMYHOr0o 3aCTOCYBaHHS LOA0 HaliMeHyBaHHS Ta
BTOPWHHA YNakoBKa, MiCLle3HaxX0pKeHHs1 BUPOBGHMKa (YTOUHEHHS afpecy BUPOGHUKa
[,03BiN Ha BMNYCK 'N3 "rnakco OnepeliwHc HOK NimiTen", Benuka BputaHist), 3
cepii: BiANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS YNakoBKu
[nakco Bennkom nikapcbKkoro 3acoby. 3miHu | Trny: AAMIHICTPaTUBHI 3MiHW. 3MiHa
C.A,, IcnaHis HaliMeHyBaHHs Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BUPOGHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
BK/THOYAKOUM AiNbHMLI BUMYCKY cepii abo Micle NpoBefeHHs




84 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPOJO SIKOCTI. (AisNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/iMNOpTEp, BK/IOYAOUM BUMYCK cepili) 3MiHa agpecu Ta
YTOYHEHHS (OyHKLili BUpo6HUKa /13 Mnakco Bennkom C. A,
Icnanis, 6e3 3mMiHM MicLsa BUPOGHMLTBA: 3MiHV BHECEHO B
IHCTPYKLU,0 AN51 MeANYHOro 3aCTOCYBaHHSA LLOAO HaliMeHyBaHHSA
Ta MicL,e3HaxXoMKEHHS1 BUPOOHUKA (YTOUYHEHHS agpecu
BMpo6HuKa M3 "nakco Bennkom C.A.", IcnaHisi), 3
Bi4NOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS yrNaKkoBKu
nikapcbkoro 3acoby
213. | TAMI®O® NMOPOLLIOK ANsi ®.XohcpmaH | LLBelinapis Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/3189/01/02
OopasibHOT cycneHsit, H-/19 Powwu Hepo3acoBaHol LLiBeiiuapis 3MiHY Woao 6e3nekn/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi peyenmom
6 mr/mn; no 13 r nrp, npoAykKLuii, nepsuHHe 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKLi 418 MeanyHoro
MOPOLLKY B MASLLIL; nakyBaHHs: 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3giny "OcobnmBocTi
no 1 nnswui pasom PotTeHgopg ®apma 3acTocyBaHHA" Bi4NoOBIAHO 1O OHOB/IEHOT iH(hopmaLlii 3 6e3neku
3 N1aCTUKOBUM M6X, HimeyunHa; O0MNOMDKHMX PeYOBUH NikapCbKoro 3acoby. BeeAeHHs 3MiH
afanTtepom, BTopuHHe NpOTArom 6-Tn MicsLiB NiCNA 3aTBEPIYKEHHS.
NAacTUKoBUM nakyBaHHsl,
[,03aTopom A8 BMNPOGYBaHHS
opasibHOro KOHTPO/TIO AKOCTI,
3aCcToCyBaHHsA BUMYCK cepil:
MicTkicTio 10 mn, ®.XothpmaHH-/15
N1acTUKOBUM Pow NTa,
MipHUM LLseiiuapis;
CTaKkaH4MKOM Y BunpobysaHHs
KapTOHHI kopobuyj, KOHTPOJIHO SIKOCTI:
no 13 r NopoLuKy B & . XohpmaHH-/15
naswui; no 1 Pow /itg,
NAAWLUi pasom 3 LLiBefuapis
NAacTUKoBUM
afantepom,
NAacTUKoBUM
[o3aTopom Ans
opasibHOro
3acToCyBaHHSA
MICTKIiCTIO 3 M/T Ta
10 mn, NNacTUKOBUM
MipHUM
CTakaH4MKoM y
KapTOHHI Kopoo6Li
214. | TIAMIHY PO34UH NS iH'EKLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/5489/01/01
Xnopua- 50 mr/Mnno 1 mn B "®apmavueBT "papmaneBTUIHa 3MiHK Woao 6e3neku/ecekTUBHOCTI Ta thapmakoHarnagy (iHwi peyenmom
AAPHULUA amnyni; no 5 amnyn nyHa thipma ipma "JapHuua 3MiHM); OHOBNEHHSA TEKCTY MapKyBaHHS ynakoBKW NiKapCbKoro
(BITAMIH B1- | y KOHTYpHiii "AapHnus” 3ac06y 3 BHECEHHAM iHhopMaLii WoA0 3a3HaYeHHS OAUHULLb
AAPHULSA) YapyHKOBIli BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 10 po3giny
ynakosLij, no 2 “MapkyBaHHs" MKA /13. 3anponoHosaHo: MAPKYBAHHSA
KOHTYpPHi YapyHKOBI BianosigHo [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
ynakoBKM B navi TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.




85 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
215. | TIAMPITAH® | Ta6netku no 100 wr, TOB "Bayw Ykpaina 1. dapma Mm6X ABCTpis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/10161/01/01
no 20 TabneTok y Xenc" 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay. peyenmom
6nictepi; no 1 a6o 3 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
6nictepun y Kopobui 3 thapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHuX Npo cuctemy
KapToHYy thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina
cucTemu hapMakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHKa, BigNoBiganbHOT 3a hapmakoHarnsag,.
MponoHoBaHa pefakuis: bapmiHa MaHHa OnekcaHapiBHa. 3MiHA
KOHTaKTHUX JaHuX yNMOBHOBaXKEHOI 0cobu, BifnoBiganbHOI 3a
thapmakoHarnag. 3mMiHa Homepa mMacTep-ghaiina cuctemm
thapmakoHarnsgy.
216. | TIAPA TPIO® | TabneTtku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15070/01/01
NNiBKOBOIO "®apmavueBT "papmaneBTUIHa 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy - peyenmom
060/10HKOHD, M0 5 nyHa chipma ipma "OapHuus” OHOB/IEHHS TEKCTY MapKyBaHHS1 YNakoBKM JTiKapCbKOro 3acoby 3
Mr/12,5 mr/160 wmr; "AapHnus” BHECEeHHAM iHchopMaLi LWoA0 3a3HauYeHHA OAVHULb
no 14 tabneTtok y BUMIPIOBaHHS y cuctemi Sl. BHeceHHs 3MiH 10 po3giny
KOHTYPHIl “MapkyBaHHs" MKA J13; 3anponoHosaHo: MAPKYBAHHA.
YapyHKOBIli BignosigHoO [0 3aTBEpAXEHOro TEKCTY MapkyBaHHA. TepMiH
ynakosLi; no 1 a6o BBEEHHS 3MiH: NPOTAroM 6 MicsUIB 3 AaTN 3aTBEPAKEHHSA
N0 2 KOHTYPHI
YapyHKOBi YNakoBKu
B nauuj
217. | TPUNENTAN TabneTkn BKpUTI HoBapTic LLseliyapi Micbapm C.n.A., ITanis BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/12884/01/01
NNiBKOBOIO dapma Al A ITanis (nepBuHHe Ta 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta thapmakoHarnsgy - peyernmom
060/10HKO0 Nno 300 BTOPUHHE 3aTBEPKEHHS MapKyBaHHS YNakoBKU SlikapcbKoro 3acoby o
mr, no 10 TabneTok nakyBaHHs PeecTtpaujitHoro nocsigueHHss Ne UA/12884/01/01,
y 6nicTepi, no 5 (anbTepHaTUBHUI UA/12884/01/02, 3aTBepmkeHoro Hakaszom MO3 YkpaiHu Bif
6nictepis y 3aBof)); Hosaprtic 13.05.2020 poky Ne 1128. 3amiHa rpadiyHoro ochopmaeHHs
KapTOHHI KOPOOL;i dapma C.n.A, Itanis NepBUHHOT Ta BTOPUMHHOI YNakoBOK Ha TEKCT MapKyBaHHSA
(BupobHuyTBO, ynaxkoBOK 3 BifnoBigHMMK 3MiHaMu o po3ginis MKA /13 (po3gin
nepBrHHe Ta «["padimyeckoe opopmneHne ynakosku» (CooTseTcTeyeT
BTOPWHHE npeaocTaB/IEHHOMY rpadoMyeckomy N306paKeHUo YNakoBKm)
nakyBaHHs1, BUMYCK 3aMiHeHO po3ainom «MapkyBaHHS»( 3rifHO 3aTBEPAKEHOIO
cepii) TEKCTY MapKyBaHHs)); 3MiHM Il Tuny - 3miHK Wwoao
6e3nekn/edeKkTBHOCTI Ta hapMakoHarsagy. 3MiH1 y KOpOTKil
XapakTepucTuL, nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLiT 419 MeAMUYHOro 3acToCyBaHHs Y 3B'A3KY i3 HOBUMU
LAaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KAIHIYHAMY JaHVMK Ta 4aHMn
3 (hapmakoHarnagy - 3aTBeppkeHHs TEKCTY iIHCTPYKLT Ans
MeAMUYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao
PeecTpaujitHoro nocsigyeHHoro Ne UA/12884/01/01,




86 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
UA/12884/01/02, 3aTBepmkeHoro Hakazom MO3 YkpaiHu Big
13.05.2020 poky Ne 1128
218. | TPUNENTAN | Tabnetkv BKpUTI HoBaprTic Leiiuapi Midpapm C.n.A., BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/12884/01/02
NNiBKOBOIO dapma Al A, ITanis (nepBrHHe Ta 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy - peyenmom
060/10HKO0 Nno 600 Lseiuapi BTOPUHHE 3aTBEPIKEHHS MapKyBaHHS YNakoBKW /likapcbKoro 3acoby fo
Mr no 10 TabneTok y A, nakyBaHHs PeecTpauinHoro noceigueHHs Ne UA/12884/01/01,
6nictepi, no 5 Lseiiuapi (anbTepHaTUBHUIA UA/12884/01/02, 3aTBepmkeHoro Hakaszom MO3 YkpaiHu Bif
6nictepis y a 3aBof)); Hosaprtic 13.05.2020 poky Ne 1128. 3amiHa rpadiiyHOro ochopmieHHs
KapTOHHIA KopooLi ®apma C.n.A, Itanis NepBUHHOI Ta BTOPUHHOT YNakoBOK Ha TEKCT MapKyBaHHA
(BMpo6HULTBO, ynakoBOK 3 BignoBigHMMKM 3MiHaMun Ao po3ainis MK /13 (po3ain
nepBrHHE Ta «["padmyeckoe ohopmneHne ynakosku» (CooTseTcTByeT
BTOPWHHE npeaocTaB/IEHHOMY rpadoMyeckomy N306pakKeHUo YNakoBKm)
nakyBaHHs1, BUMYCK 3aMiHeHO po3ainom «MapkyBaHHS»( 3rifHO 3aTBEPAXEHOrO
cepif) TEKCTY MapKyBaHHs)); 3miHu |l Tuny - 3MiHu Wo40
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3MiHu y KOpoTKil
XapaKTepucTuLli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLii 415 MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
LAHUMU 3 SKOCTi, AOKNIHIYHUMMN, KAIHIYHUMY aHVMK Ta 4aHMK
3 (hapmakoHarnagy - 3aTBepkeHHst TEKCTY iIHCTPYKLT Ans
MeAMYHOro 3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao
PeecTpaujiiHoro nocigueHHoro Ne UA/12884/01/01,
UA/12884/01/02, 3aTBepmkeHoro Hakaszom MO3 YkpaiHu Bif
13.05.2020 poky Ne 1128
219. | ®AHIFAH Tabnetku, in bulk TOB Ykpaina Kycym Xentxkep IHais BHECEHHS 3MiH [J0 peEECTpaLjiiiHuX MaTepianiB: yTOUHEHHS - UA/12274/01/01
Ne10x88: no 10 "repdapm NeT N1p BUpPOGHUKa B Hakasi MO3 Ykpaitu Ne 60 Big 16.01.2021 B
Tabnetok y nTaor npoueci BHECEeHHs 3MiH (3MiHW | Tuny - JoAaBaHHSA
6nictepax; no 88 afbTEPHATMBHOIO METOAY BU3HAYEHHSA MOKa3HMKa
6nictepis y «P0O34nHEHHA», MeTOAOM yNbTpaetheKkTUBHOI PigNHHOT
KapTOHHI Kopoo6Li Xpomatorpadii. 3anponoHoBaHUii METO HaJae MOX/IMBICTb
3MEHLUUTU BUTPATW Ha BUKOHAHHSA aHani3y Ta Yac BUKOHAHHS
aHanisy; 3miHn | Tuny - BUKkNageHHss MeToAiB KOHTPOIH0 AKOCTI
Ha nikapcbkuii 3acié ®aniraH, TabneTkn yKpaiHCbKOo MOBOH Y
3B’s13Ky 3 BUMOraMm 10 MatepiasiB peecTpauiiiHoro focke, siki
3aTBepaxeHi Hakazom MO3 YkpaiHu Ne 1528 Big 27.06.2019 p.).
Pepakuis B Hakasi: Kycym Xentxkep M1 /114, IHgia; TOB
"KYCYM ®APM", YkpaiHa. BipHa pepaxuin: Kycym Xentxkep
NeT 14, IHAiIA
220. | ®APMA3O/I cnpeii HazanbHWiA, 1 AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/1881/02/01
H® H mr/mn; no 15 mn aéo "®apmak” AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenma
no 20 mMn 'y donakoHi 3as1BHMKa (B/1aCHMKA PEECTPALiiHOr0 NOCBIAYEHHS) - 3MiHa
nonieTMneHoBoMy; HaliMeHyBaHHS Ta agpecy 3asBHVKa (BNacHUka peecTpauiiHoro
no 1 donakoHy y nocsifgyeHHs) BeegeHHs 3MiH NpoTsArom 6-Tv MicsLiB nicns
naui 3 KapToHy 3aTBEPKEHHS; 3MiHM | TURy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BUPOGHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
BK/THOYAKOUM AiNbHMLI BUMYCKY cepii abo Micle NpoBefeHHs
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IIpopoBxeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTPOJO SIKOCTI. (AisNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMWK/iMNOpTEpP, BK/IOYAKOUM BUMYCK Cepili) - 3MiHa
HaliMeHyBaHHS Ta agpecn BUPOGHUKA, 6e3 3MiHM MicuA

BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS); 3MiHY | TUNY - 3MiHKW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3
BHECEHHSAM iHhopMaLi LWoA0 3a3HauYeHHA OAVHULb
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA /13 3artsepaxkeHo: MAPKYBAHHA
Bignosigae HagaHOMy TeKCTY MapkyBaHHSA. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
BBegeHHs1 3MiH NPOTAroM 6-TW MiICALB Nic/A 3aTBEPAKEHHS

221.

DJTYBPIKC®

NboAAHUKM No 8,75
mr, no 8 abo 12
NbOASAHUKIB Y
6nicTepi; no 2
6nictepu y nauui

AT
"®apmak”

YKpaiHa

Bupo6bHMLTBO
roTOBOI NPOAYKLT,
KOHTpO/b cepii,
BMNYCK cepil Ta
nepBUHHE i
BTOPWHHE
nakyBaHHS:
M'ep ®abp
MegvkameHT
MpopakwH-EHbAH,
PpaHuis;
KoHTpornb cepiii:
IHPAPMEIA, C.N1.,
IcnaHis;
KoHTpornb cepiii:
NABOPATOPIO [P.
®. EUIBAPHE,
AHATI3IC, C.A,,
IcnaHist;
Brpo6HMLUTBO
roTOBOI NPOAYKLUi,
BUMYCK cepil,
nepBuHHEe Ta
BTOPWHHE
nakyBaHHS:
Nosi'c
dapmMacbioTVKan3
C.J1., IcnaHis

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHK 3 sKocCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeAeHHA J0AATKOBOI Ai/TbHNL BUPOOGHULTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWLUSA 415 NEPBUHHONO NakyBaHHS) -
BBeEeHHS BUPobHUKa Jlo3i'c PapmacbioTukans C.J1., lcnaHis/
Lozy’'s Pharmaceuticals S.L., Spain, BiZnoBifanbHOro 3a
nepBrHHe nakyBaHHsA [/13; 3miHK | TMny - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3mMiHM y BUpobHULTBI. 3amiHa abo
BBeEHHS [0AATKOBOI AifIbHUL BUPOOGHMLTBA A1 YacTUHM abo
BCbOr0 BUPOBHMYOrO NPOLECY rOTOBOTO J1iKapCbKOro 3acoby
(@inbHUUSA NS BTOPMHHOIO MakyBaHHS) - BBEAEHHS BUPOGHMKa
Nosi’c PapmacbioTukana C.J1., Icnanis/ Lozy’s Pharmaceuticals
S.L., Spain, BignosiganbHOro 3a BTOPUHHE nakysaHHA [/13;
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHK1)- 3MiHK [0 3aTBEPXKEHOrO TEKCTY
MapKyBaHHs ynakoBkvi OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HauYeHHS
OMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBejeHHs 3MiH MPOTArom
6-TV MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) BeeeHHs
3MiH NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPMXKEHHS; 3MiHN | TUny -
3MmiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeEeHHS [0AATKOBOI AiIbHULi BUPOOHULTBA ANs
4yacTUHK abo BCbOro BUPOBHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (4inbHMULA, Ha SKii NpoBOAATLCA 6y Ab-SKi
BMPOGHUUI CTagii, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOSIHO SIKOCTI,
NEepBMHHOTO Ta BTOPUHHOIO NakyBaHHS, 4151 HECTEPUIIbHUX
nikapcbKnx 3acobiB) - BBEAEHHS BUPO6HMKa J1o3i'c
dapmacbioTukans C.J1., IcnaHis/ Lozy's Pharmaceuticals S.L.,
Spain, BiANoBIga/IbHOrO 3a BUPO6HMLTBO /13; 3MiHn | Tuny -
3MmiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYTbCA BUNYCKY cepil Ta
KOHTPOJ1H0 SIKOCTi FOTOBOrO likapcbkoro 3acoby (3amiHa abo

6e3
peyenma

UA/17885/01/01




88 IIpopoBxeHHs
JopaTka 3
Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[oaaBaHHsA BUPOOHNKa, LLO BiAMoBifae 3a BBE3eHHS Ta/abo
BUNYyCK cepii) - Bknoyatoum KOHTPObL/BUNPOBYBaHHSA cepil -
BBEEHHS BUpobHUKa J1o3i’c ®apmackioTukans C.J1., IcnaHis/
Lozy’s Pharmaceuticals S.L., Spain, BiAnoBiga/bHOro 3a BUNycK
cepii N3
222. | UEBOMIM NOPOLUOK ANA My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: YTOYHEHHSA 3a UA/10490/01/02
PO34unHY A5 iH'EKUA | aKuioHepHe akuioHepHe ynakoBku B Haka3si MO3 YkpaiHu Ne 60 Big 16.01.2021 B peyenmom
no1r, 1 dnakoH 3 TOBapuCTBO TOBapucTBO npowueci BHECEHHA 3MiH (3MiHV | TUNY - 3MiHK WOA0
nopotukom; 1 "HaykoBo- "HaykoBo- 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
h/1akoH 3 MOPOLUKOM | BUPOGHMYMI BMPOBHUYNIA LLEHTP BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3;
y nauui 3 KapToHy; 1 LLeHTp "BopLyariBcbkuii 3anponoHoBaHo: MapkyBaHHS. BignosigHo [0 3aTBepAKEHOro
conakoH 3 "Bopuyariscb XimiKo- TekcTy MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
MOPOLUKOM Y KW Ximiko- hapmaueBTUYHNMIA YMakoBKM NiKapcbKoro 3acoby LoA0 3a3Ha4YeHHs 0AVHNLb
KOMMNANEKTi 3 hapmaueBT 3aBog" BUMIpIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH NPOTAroMm 6-Tn
PO3YNHHUKOM NYHWI MicAUIB Micnsa 3aTBepixeHHs). Pegakuis B Hakasi: 1 hnakoH 3
(Bopa ANnsA iH'eKw,iid) 3aBog" NopoLLKOM; 1 dpniakoH 3 MOPOLLKOM Yy nadLi 3 kapToHy. BipHa
no 5 mn a6o no 10 peaakuin: 1 ¢pnakoH 3 nopowkom; 1 pnakoH 3 NOPOLLIKOM Y
M1 B amnyni B nauui 3 KAPTOHY; 1 do/1aKOH 3 MOPOLUKOM Y KOMMJIEKTi 3
nautii 3 KAPTOHHOIO PO3UMHHMKOM (BoAa AnNA iH'ekuiii) no 5 mn a6o no 10 mn B
neperopoAkor amny’i B Nayti 3 KAPTOHHOIO NEepPeropoAKoLo.
223. | UE®TPUAKC | nopoLuok ans KEHODA Benvka HCIC Xeb6eit Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN | TURY - 3iHK 3a UA/7824/01/01
OH NpUroTyBaHHsA PMNTA BpuTaHis XyamiH Loao 6e3nekn/edpeKTMBHOCTI Ta thapmakoHarnsgy (iHwi 3MiHu). peyenmom
PO34UHY ON1s1 iH'eKLit dapmacbloTikas 3MiHV BHECEHO B TEKCT MapKyBaHHS ynakoBku /13 w040
no 1000 wmr; 1 a6o 5, Komnasi flimiteq 3a3HaYeHHSA MKHapPOAHUX OAMHULL 3a cucTeMoto S, a Takox
a6o 10 dprakoHiB 3 BHeCeHHS iHhopMaLi LWoA0 3asBHMKA.
NMOPOLLKOM B
KapTOHHIM nayui

FeHepanbHUN AUpeKTop
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA
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