MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

15 rpypusa 2022 poky Ne 2268

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 10 Tlopsiaky [mep>kaBHOI peecTpariii (miepepeecTpaliii) JiKapCbKUX 3acobiB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOTO IMAMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHs 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3riHO 3
JI0JIaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

KoHTpOJIb 3a BUKOHAHHSM I[bOT'0 HaKa3y 3a/IuIIao 3a co00k0.

Ilepmmu 3acTynHuK MiHicTpa Onexkcangap KOMAPIJIA



ITIEPEJIIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «Mpo gepxaBHy

peecTpauito (nepepeecTpadito)
JNiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
Martepianis»

Biag 15 rpyaHa 2022 poky Ne 2268

3APEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJVNUYHUNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI BHOCATHCHA
J10 IEPKABHOI'O PEECTPY JIIKAPCBKHNX 3ACOBIB YKPATHI

annikaTop ckiagaeTbcs
3 NoniMepHoro Kopnycy
3 TpUMayem Ans
iMnaaHTary, ronku Ta
NOpPLUHA); No 1 wnpuuy B
nakeTVKy pa3om 3
BOJI0rONOrIMHa/ILHOK
kancynoto; no 1 a6o 3
NakeTWKN y KapTOHHiIl
nauuj

Llseiiuapis;
cTepwnisauis,
MiKkpo6ionoriyHe
TeCTyBaHHS:
BEB®
CrepinizeliliHcepsi3
'm6X, HimeuunHa;
Mikpob6ionoriyHe
TECTyBaHHS:
€spochiHc Biodapma
MpopgakT TecTiHr
MioHxeH 'm6X,
HimeuyuunHa;
Mikpob6ionoriyHe
TECTyBaHHS:
JNlabop IC CE&Ko. KT,
HimeuuunHa,;
BUPOBHMLTBO rOTOBOI
nikapcbkoi hopmu,
nepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/b cepil,
BUNYCK Cepil:
AMB 'm6X,

6e3neku, BignosigHo Ao Mopagky
3[jicCHeHHs1 hapmakoHariaay,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU 340pPOB’'A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMK Y NepioguYHOCTI
nojaHHA perynspHuX 3BiTiB 3
6e3neku.

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. raiuvH KpucTaniyHwii NopoLLIOK ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa PeecTpauis Ha 5 poki - He UA/19790/01/01
(cybeTaHuis) y mikax 06MeXeHo 06MEXEHO nionsieae
nonieTuneHoBnx ans BiANOBIga/IbHICT BiANOBIAA/LHICTIO
hapmaLeBTUYHOro 10 "OAPMXIM" "OAPMXIM"
3acTocyBaHHs
2. FO3EPENIH- imnnaHTar no 3,6 mr, no MicTpan Kenitan AHrnisA cTepwnisauis: LLseliapis/ peecTpauist Ha 5 pokis 3a He UA/19791/01/01
BICTA 1 iMnnaHTaty y wnpuuj- MeHeKMeHT CuHepaxi Xeasc HimeuyunHa MepiognyHICTb NOgaHHSA peyenmom niosnsieae
annikatopi (wnpuu- NimiTen [OaHikeH ERxi, perynsipHoO OHOB/IKOBAHOrO 3BITY 3
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
HimeuunHa
3. FO3EPENIH- iMnnaHTar no 10,8 mr, Mictpan Kenitan AHrnis cTepunisauis: LBeiiuapis/ peecTpauis Ha 5 pokis 3a He UA/19791/01/02
BICTA no 1 imnnaHtary y MeHeKMeHT CuHepaxi Xeanc HimeuyunHa MepiognyHICTb NOAAHHSA peuenmom nionsieae
Lnpuui-annikatopi Nimiteq [Nariken EALXi, perynsipHoO OHOB/IOBAHOTO 3BiTY 3
(wnpuu-annikatop LBeiiyapis; 6e3neku, BignosigHo Ao Mopagky
cKnafaeTbes 3 cTepwnisauis, 3[jiCHEHHST hapMakoHariaay,
noniMepHoro Kopnycy 3 Mikpob6ionoriyHe 3aTBEPIKEHOr0 Hakasom
TpUMayem ans TeCTyBaHHS: MiHicTepcTBa OXOPOHM 34,0POB’A
iMnnaHTary, rosiku Ta BB® YKpainu Big, 27 rpyaHa 2006 poky
nopLHs); no 1 wnpuuy B CrepiniseiiliHcepsi3 Ne 898, 3apeecTpoBaHoro B
nakeTuKy pasom 3 M6X, HimeuunHa; MiHicTepcTBi tocTuii Ykpainu 29
BOJ10rOMNOI/IMHA/ILHOK MiKpOGionoriyHe ciuHs 2007 poky 3a Ne 73/13340 (y
Kancynoto; no 1 aéo 3 TeCTyBaHHS: pegakuii Hakasy MiHicTepcTBa
NaKkeTVKN y KapTOHHIl €spocpiHc Biodapma OXOPOHU 340POB's YKpaiHu Big, 26
nauui MpopakT TecTiHr BepecHs 2016 poky Ne 996),
MtoHxeH 'm6X, CTaHOBWTb: 3ri4HO 3i CTpOKamu,
HimeyuunHa; 3a3Ha4YeHVMU y NepioANYHOCTI
MiKpOGionoriyHe nofaHHsA perynsipHuX 3BiTiB 3
TeCTyBaHHS: 6e3neku.
Na6op NIC CE&Ko. KT,
HimeuyumnHa,;
BMPOGHMLTBO rOTOBOI
nikapcbkoi hopmu,
nepBuHHA Ta
BTOPUHHA YNaKkoBkKa,
KOHTpPO/b cepii,
BMNYCK cepil:
AMB F'm6X,
HimeyynHa
4, IPHI3ET KOHUeHTpaT ons Aypob6iHao IHais HOpxia apma IHais peecTpaList Ha 5 pokis 3a He UA/19792/01/01
po3unHy Ans iHdysii, 20 dapwma JITa Cneuieniti3 flimiteq MepiognyHicTb NogaHHA peyenmom nionsizae
mr/mn; no 2 mn/40 mr perynsapHo OHOBJ/IKOBAHOTIO 3BITY 3
a6o 5 mn/100 mr, abo 15 6e3neku, BignoBigHO A0 MNopsaky
mn/300 wmr, abo 25 3[jiCHEeHHs hapmakoHariagy,
Mn/500 Mr y doniakoHi; no 3aTBepXeHOro Haka3om
1 dp1akoHy B KapTOHHIl MiHicTepcTBa OXOPOHM 340P0B's
Kopoobui Ykpainu Big, 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil Ykpainm 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakazy MiHicTepcTBa
OXOPOHW 30pPOB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioguYHOCTI
noAaHHsA perynsipHuX 3BiTiB 3
6e3neku.
5. KANbLIO KpyCTaniyHuii MOpoLLOK TOB "lOpis- YkpaiHa IXnEMTi daitH LBeliuapis PeecTpauis Ha 5 pokis - He UA/19793/01/01
PONIHAT (cybeTaHuis) y dapm" Kemakans CA nionsieae
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6nictepi, no 4 6nictepn
Y KapTOHHIl navui

SAKOCTI Ta BUNyck cepii
NiKapcbKoro 3acoby:
Apavep ®apma C.A.,
MonbLa
nepBuHHe Ta

perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANoBIAHO A0 MNopsaky
3[jicCHeHHs1 hapmakoHariaay,
3aTBEPAKEHOIO HakasoM
MiHiCTepcTBa OXOPOHM 340POB'st

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
FAPAT noABiHMX
nonieTMNeHoBUx
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
6. KNIBAC® AyO Kancynu Teepai no 5 TOB "ACIHO YkpaiHa BUPOGHMLTBO, Monbwa PeecTtpauis Ha 5 pokis 3a He UA/19794/01/01
Mr/100 Mr, no 7 kancyny YKPAIHA" nakyBaHHsl, KOHTPO/Tb peyenmom nidnsizae
6nictepi, no 4 6nictepn SKOCTi Ta BUNycCK cepii MepiogunyHicTb NogaHHA
Y KapTOHHIi nayui NiKapcbKoro 3acoby: perynspHo OHOBJ/IKOBAHOr O 3BITY 3
Apamvep ®apma C.A., 6e3neku, BignosigHo Ao Mopagky
Monbwa 3[jiCHEeHHsT hapmakoHariaay,
nepBuHHe Ta 3aTBEPIKEHOIO HakasoMm
BTOPVHHE NaKyBaHHSA: MiHicTepcTBa OXOPOHM 340POB’A
Apamvep ®apma C.A., Ykpaiuu Big 27 rpygHs 2006 poky
MonbLa Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMK Y NepioguyHoCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.
7. KNIBAC® AyO kancynu Teepgi no 10 TOB "ACIHO YkpaiHa BMPOGHMLTBO, Monbua PeecTpauis Ha 5 pokis 3a He UA/19794/01/02
Mr/100 mr, no 7 kancyny YKPAIHA" nakyBaHHs1, KOHTPO/1b MepiognyHICTb NOgaHHA peyenmom nionsieae
6nicTtepi, no 4 6nictepn SAKOCTi Ta BUNYCK cepii perynsipHo OHOB/IKOBAHOrO 3BITY 3
Y KapTOHHIi nayui nikapcbKoro 3acoby: 6e3neku, BignosigHo Ao Mopagky
Apamvep ®apma C.A., 3[jicCHeHHs1 hapmakoHariaay,
Monblya 3aTBEPKEHOIO HakasoMm
nepBrHHe Ta MiHicTepcTBa OXOPOHM 340POB’A
BTOPVHHE NaKyBaHHSA: Ykpainu Big 27 rpyaHsa 2006 poky
Apamep ®apma C.A., Ne 898, 3apeecTpoBaHoro B
Monbwa MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMK Y NepioguYHOCTI
nojaHHsA perynspHuX 3BiTiB 3
6e3neku.
8. KMIBAC® AYO Kancynu Teepai no 20 TOB "ACIHO YKpaina BUPOGHMLTBO, Monbwa PeecTtpauist Ha 5 pokis 3a He UA/19794/01/03
Mr/100 mr, no 7 kancyny YKPAIHA" nakyBaHHs1, KOHTPO/1b MepiognyHiCTb NOgaHHSA peuyenmom niosnsieae
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ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa
OXOPOHY 3[0POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i CTpoKamu,

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
BTOPUHHE NMaKyBaHHA: Ykpaiuu Big, 27 rpyaHa 2006 poky
Apamvep ®apma C.A., Ne 898, 3apeecTpoBaHoro B
Monbwa MiHicTepcTsi tocTULT YKpaitu 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVMK Y NepioguyHoCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
9. MAKPOLIE® NOPOLLOK A1 PO3UNHY TOB YkpaiHa TOB "ICTOAPM", Ykpaina peecTpaList Ha 5 pokis 3a He UA/19795/01/01
08 i1 ekyin no 1000 "ICT®APM" YkpaiHa MepiognyHICTb NOAAHHSA peyernmom nionseae
mr/1000 mr, no 1 a6o no (nakyBaHHs i3 chopmu perynsipHoO OHOBJ/TOBAHOTO 3BITY 3
5 dhnakoHiB 3 NOpPOLLKOM in bulk HCIMC Xeb6ei 6e3neku, BignosigHO A0 MNopsaaky
Y KapTOHHIi kopobui XyamiH 3[jiCHEHHs hapmakoHariaay,
dapmacbloTikan 3aTBEPAKEHOIO HakasoM
KomnaHi Mimites, MiHicTepcTBa OXOPOHUW 340P0B’A
Kutaii) Ykpaiuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULiT Ykpaitu 29
ciyHs1 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVMK Y NepioguyHoCTI
NoAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
10. METUNETUANNIP KpucTaniuyHWin NopoLLIoK ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 Ykpaina PeecTtpauist Ha 5 pokis - He UA/19796/01/01
nagnHony (cy6eTaHuis) y Milukax obmexeHo obmexeHoro nionsizae
rigPoOXnoPng nonieTnNeHoBux Ans BignoBsiganbHicT BiANOBIAANLHICTIO
hapMaLeBTUYHOIO 10 "OAPMXIM" "®APMXIM"
3acToCyBaHHs
11. MIPAKCON Tabnetku no 0,25 mr, no My6niuHe YkpaiHa My6niyHe akuioHepHe Ykpaina peecTpauis Ha 5 pokis 3a He UA/19797/01/01
10 TabneTok y 6nicTepi, akujoHepHe ToBapuCTBO "Haykoso- MepiognyHicTb NogaHHA peyenmom nionszae
no 3 6nictepu B navui TOBapucTBO BUPOOHMYUMIA LLEHTP perynsipHo OHOBJ/TKOBAHOIO 3BITY 3
"HaykoBo- "BopLuariBcbkuii 6e3neku, BignosigHo Ao Mopaaky
BUPOGHNUNIA XiMmiKoO- 3pjlicHeHHs chapmakoHarnaay,
LieHTp thapmaueBTUYHUI 3aTBEPKEHOIO Haka3oM
"BopLuiariBcbkuii 3asof” MiHicTepcTBa OXOPOHM 340P0B’A
Ximiko- Ykpaiuu Big, 27 rpyaHa 2006 poky
hapMaLeBTUYHM Ne 898, 3apeecTpoBaHOro B
1 3aBoa" MiHicTepcTsi tocTULiT Ykpainu 29
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

3a3HayYeHVMU y NepioanYHOCTI
NoAaHHsA PerynsipHyX 3BiTiB 3
6e3neku

12.

MIPAKCON

Tabnetkn no 0,5 mMr no

10 Tabnetok y 6nicTepi,

no 3 6nictepu B navui

My6niyHe
akujioHepHe
TOBap1CTBO

"HaykoBo-
BMPOBHUYNIA
LieHTp
"BopuuarisCcbkuii
XiMiKO-
hapMaLeBTUYHM

1 3aBog"

YkpaiHa

My6niyHe akuioHepHe
TOBapUCTBO "HaykoBo-
BMPOBHWYMIA LIEeHTP
"BopLuariBCbkuii
Ximiko-
hapmaLeBTUYHNIA
3asog”

Ykpaina

peecTpauist Ha 5 pokis
MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEeHHs1 hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMK Y NepioguyHoCTI
noAaHHs perynsipHyX 3BiTiB 3
6e3neku

3a
peyerimom

He
nionsieae

UA/19797/01/02

13.

M'ATU
NEPLIEBOI
HACTOWKA

HacToiika, no 25 mn y
donakoHax

AT
"Nly6Hnchapm"

YkpaiHa

AT "Ny6Hnchapm"”

YKpaiHa

peecTpaList Ha 5 pokis
MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IHOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jicCHeHHs1 hapmakoHariaay,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMK y NepioguyHoOCTI
nofaHHsA perynspHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/19798/01/01

14.

HOPMOBEH 1000

TabneTkn, BKPUTI
N/iIBKOBOK 06GO/OHKOIO
no 1000 mr, no 10
TabneTtok y 6nictepi, no
3 6nictepu y naui

AT

"KUIBCbKN

BITAMIHHN
3ABOJ"

YkpaiHa

AT "KVTBCBKIAT
BITAMIHHWIA
3ABOA"

YkpaiHa

peecTpauist Ha 5 pokis

MepiognyHiCTb NogaHHA
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANoBIAHO A0 MNopsaky

3[jiCHEeHHs1 hapmMakoHariaay,

3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHM 3[0POB'sI
Ykpainu Big 27 rpyaHsa 2006 poky

Ne 898, 3apeecTpoBaHoro B

MiHicTepcTBi locTULii Ykpainm 29

6e3
peyenma

niossiecae

UA/19787/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVMK Y NepioguyHoCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.

15.

OMENPA30/

kancynu no 10 mr, no 7
Kancyn y 6nictepi, no 2
abo 4 6nictepy y navui

AT "dapmak”

YkpaiHa

AT "dapmak”

YKpaiHa

peecTpaList Ha 5 pokis
MepiognyHICTb NOAAHHSA
perynisipHo OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0 MNopsaaky
3[jiCHEHHs hapmakoHariaay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHM 340P0B’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULT Ykpaitu 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVMK Y NepiognNyYHOCTI
NoAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/19799/01/01

16.

OMENPA30/

Kancynu no 20 mr, no 7
Kancyn y 6nictepi, no 1
abo 4 6nictepn y nauuj,
no 10 kancyn y 6nictepi,
no 1 a6o 3 6nictepn y
navui

AT "dapmak”

YkpaiHa

AT "®dapmak"

YKpaiHa

peecTpaList Ha 5 pokis
MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BiTY 3
6e3neku, BiaNoBigHO A0 MNopsaky
3[jiCHEeHHs hapmakoHariaay,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0OXOPOHM 340P0B'S
Ykpainu Big, 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil Ykpainm 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakazy MiHicTepcTBa
OXOPOHW 30pPOB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK Y NepiognYHOCTI
noAaHHsA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/19799/01/02

17.

OMENPA30N

Kancynu no 40 mr, no 7
Kancyn y énictepi, no 1
abo 4 6nictepn y nauuj,
no 10 kancyn y 6nictepi,
no 1 a6o 3 6nictepn y

AT "®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

peecTpadist Ha 5 pokis
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/TOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3iicCHEHHS1 dpapMakoHarsay,

3a
peyenmom

He
nionsieae

UA/19799/01/03
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

nauuj

3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHN 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nojaHHsA perynsipHuX 3BiTiB 3
6e3neku.

18.

PO3ETUH

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
10 mr/10 wmr, no 10
TabneTtok y 6nictepi, no
3 abo 6 6nicTepis B
KapTOHHI/ KopoobLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

ENNEH
PAPMACBIOTIKAJ
KO., IHK.

Ipevis

PeecTpauis Ha 5 pokis
MepiognyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEHHS1 hapMakoHariaay,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOpPOHN 34,0POB’SA
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioANYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/19802/01/01

19.

PO3ETUH

TabneTku, BKpUTI
NiBKOBOK 060/I0HKOIO,
20 mr/10 wr; no 10
TabneTok y 6nictepi, no
3 abo 6 6nicTepis B
KapTOHHI/ KopoobLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

ENNEH
PAPMACBIOTIKAJ
KO., IHK.

peuis

PeecTtpauis Ha 5 pokis
MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao MNopaaky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPAXEHOr0 HakasoMm
MiHicTepcTBa OXOPOHM 340P0B’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHY 3[0POB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMK Y NepioguyHOCTI
nofaHHA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/19802/01/02
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
20. LE®TPUAKCOH MOPOLLIOK AJ151 PO3YNHY M.BIOTEK Benvka Kiny ®apmacbtoTikasn Kutaii peecTpauis Ha 5 pokis 3a He UA/19803/01/01
Ons iH'ekuiii abo iHdy3ii NIMITEL BpuTtaHis Ko., NITa. (Xai-Tek MepiognyHicTb NogaHHA peyenmom nionseae

no 1,0 r y cpnakoHi no 1
(h/1aKOHY B KapPTOHHii
Kopoobui

30yH CaiiT)

perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEeHHsT hapmakoHariaay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHM 340POB’s
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3ly MiHicTepcTBa
OXOPOHW 340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayYeHVMU y NepioanYHOCTI
NoAaHHsA PerynsipHyX 3BiTiB 3
6esneku.

B.o. I'enepanbHOro gupeKropa
dapManeBTUYHOr0 AUPEKTOpPaTy

Isan 3AJIBOPHUX




Aopatok 2

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

Big 15 rpyans 2022 poky Ne 2268

IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPATHUA

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoskKa) nocBi04Y€eHHs
1. ANOE EKCTPAKT | eKkcTpakT pigxuin ons AT YkpaiHa AT "Nly6Hncpapm” YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/12761/01/01
PIOKNIA iH'ekyiii, no 1 Mmn B "Jly6HMhapm" TepMiH. OHOB/IEHO iHGhopmaLito B peyenmom nionsieae
amnyrni; no 5 amnyn IHCTPYKLUii AN MEAMYHOrO 3aCTOCYBaHHS
y 6nicTepi 3 nniBky, nikapcbKoro 3acoby y posginax
no 1 a6o 2 6nictepu "MpoTunokasaHHs", "OcobmBi 3axoam
y nayui; no 1 mn B 6e3nekn”, "B3aemogis 3 iHWMMK
amnyni; no 10 nikapcbknmy 3acobamu Ta iHLWi BUAN
amnyn y navui 3 B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
KapToHy 3 "3acTocyBaHHs y nepio BaritTHocTi abo
KapTOHHUMU roAyBaHHs rpyanro"(yTOUHeHHs
neperopogkamu iHchbopmawii), " Mepepo3sysaHHA", "MO6IYHI
peakuii" BiANOBIAHO 4O OHOBMEHOT
iHhopmaLii 3 6e3nekn 3acTocyBaHHS
Aito4oT Ta AONOMDKHUX PEYOBYH.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainuu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.
2. BOPTE3OBICTA NopoLUOK ANs MicTpan AHrnis (BUPOGHMLTBO, Yecbka MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/16621/01/01
NPUroTyBaHHSA Kenitan nakyBaHHs1) Pecny6nika/ TepmiH. OHOB/IEHO iHhopMaLlito y peyenmom nidnsieae
pO34unHy ons MeHemXMeHT OHkomen Icnanis/ po3ginax iHCTpyKuii 41s MeguyHoro
iH ekuii no 1 mr; 1 NimiTen MaHyheKTypiHr Bonrapis 3acTocyBaHHA NikapcbKoro 3acoby:
doNakoH 3 MOPOLLIKOM a.c., Yecbka "Cknag" (pegaryBaHHs),
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(BignoBifanbHwWit
3a BUNycK cepii)
CiHTOH XicnaHis,
C.J1., IcnaHis
(BignosiganbHwuin
3a BUNycK cepii)
CiHTOH c.p.o.,
Yecbka
Pecny6nika
(BTOpUHHE
nakyBaHHs)
Lo |
PapmacbloTikasic
Nta, Bonrapis

"Oco6uBi 3axoamn 6e3nekn”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta fo3n", "MobiuHi peakwji
BiANOBIAHO A0 iHdopMaLii pechbepeHTHOro
nikapcekoro 3acoby (Velcade, powder for
solution for injection)
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4eHUMU Y NepiogNYHOCTI

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Y KapPTOHHIli kopoobui Pecny6nika "apmakoTepaneBTuyHa rpyna. Kog ATX",
(BignoBigansHwWit "Ocob6nuBi 3axoamn 6e3nekn”,
3a BUNYCK cepii) "Oco61MBOCTI 3aCTOCyBaHHA",
CiHTOH XicnaHis, "3acTocyBaHHs y nepio BaritTHocTi abo
C.J1.,, IcnaHis rogyBaHHs rpyaar”, "Cnocio
(BignoBiganbHwi 3acTocyBaHHs Ta fo3n", "MobiuHi peakwi"
3a BUnycK cepii) BiANOBIAHO A0 iHdhopMaLii pechbepeHTHOro
CiHTOH c.p.o., nikapcbkoro 3acoby (Velcade, powder for
Yecbka solution for injection)
Pecny6nika MepioanyHICTb NOAAHHS PerynsipHo
(BTOpUHHE OHOB/IOBAHOIO 3BITY 3 6e3neku,
nakyBaHHs) BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
Lo | dhapmakoHarnsgy, 3aTBepkeHoro
dapmacbloTikasc Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ntp, Bonrapis YKpaiHu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
YKkpainun 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370P0B'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NoJaHHA perysipHUX 3BiTiB 3 6e3NeKu.
3. BOPTE3OBICTA NopoLUOK ANs MicTpan AHrnis (BUPOGHMLTBO, Yecbka MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/16621/01/02
NPUroTyBaHHSA Kenitan nakyBaHHs1) Pecny6nika/ TepmiH. OHOB/IEHO iHhopMaLlito y peyenmom nidnsieae
pO34unHy ons MeHemXMeHT OHkomen, Icnanis/ po3ginax iHCTpyKuii 4ns MeguyHoro
iH ekuili no 3,5 mr; 1 NimiTen MaHyeKTypiHr Bonrapis 3acTocyBaHHA NikapcbKoro 3acoby:
oNakoH 3 MOPOLLUKOM a.c., Yecbka "Cknag" (pegaryBaHHs),
Y KapTOHHiIli kopoobui Pecny6nika "®apmakoTepaneBTuyHa rpyna. Kog ATX",
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KOHTPO/Ib SKOCTI
Ta BUNYCK cepiii:
CaHoxewmis
PapmaveBTVKa
M6X, ABCTpis
Bupo6HMK, L0
3[jiCHI0E
BTOPVIHHE
nakyBaHHS:
CaHoxewmisi
dPapmaueBTuka
vm6X, ABCTpist

HLUIMMKW NikapcbkMKM 3aco6amu Ta iHLWi
BMAW B3aemogiit”, "Oco6mMBOCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BN/IMBATK Ha WBUAKICTb
peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMK mexaHismamn”, "Cnocio
3aCTOCyBaHHA Ta 4o3n",
"Mepepo3yBaHHA", "M06IYHI peakuii™
BiANOBIAHO A0 iHdopMaLii pechbepeHTHOro
nikapcbkoro 3acoby (Niopam, 300mMr/mMn Ta
370Mr/MA, PO3UMH AN1S iH'EKLNA).
MepiognyHICTb NOAaHHSA perynsipHo

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
NoJaHHA perysipHUX 3BiTiB 3 6e3NeKu.
4, BOPTE3OBICTA NopoLUOK ANs MicTpan AHrnis (BUPOGHMLTBO, Yecbka MepepeecTpauisi Ha HEOBMEXEHMIA 3a He UA/16621/01/03
NPUroTyBaHHSA Kenitan nakyBaHHs1) Pecny6nika/ TepmiH. OHOB/IEHO iHhopMalLlito y peyenmom nidnsieae
po34unHy ans MeHemXMeHT OHkomen Icnanis/ po3ginax iHCTpyKuii 41s MmeguyHoro
iH ekuili no 2,5 mr; 1 NimiTen MaHyheKTypiHr Bonrapis 3acTocyBaHHA NikapcbKoro 3acoby:
oNakoH 3 MOPOLLUKOM a.c., Yecbka "Cknag" (pegaryBaHHs),
Y KapTOHHIli kopoobui Pecny6nika "®apmakoTepaneBTuyHa rpyna. Kog ATX",
(BignoBifanbHwWit "Oco6uBi 3axoamn 6e3nekn”,
3a BUMYCK cepii) "Oco61MBOCTI 3aCTOCyBaHHA",
CiHTOH XicnaHis, "3acTocyBaHHs y nepio BaritTHocTi abo
C.J1.,, IcnaHis rofyBaHHs rpyaar”, "Cnocio
(BignosiganbHwuin 3acTocyBaHHs Ta fo3n", "MobiuHi peakwji"
3a BUNycK cepii) BiANOBIAHO A0 iH(opMaLii pechbepeHTHOro
CiHTOH c.p.o., nikapcbkoro 3acoby (Velcade, powder for
Yecbka solution for injection)
Pecny6nika MepiognyHICTb NOAAHHSA PerynsipHo
(BTOpUHHE OHOB/IOBAHOrO 3BITY 3 6e3neku,
nakyBaHHs) BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
Lo | dhapmakoHarnsgy, 3aTBepikeHoro
dapmacbloTikasc Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ntp, Bonrapis YKkpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiognyHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
5. AIACKAH PO3YUH AJ151 iH'EKLLINA, M. BIOTEK Benvka Bupo6HMK, L0 ABCTpist MepepeecTpayia Ha 5 pokis 3a He UA/16444/01/01
no 300 mr/mn, no 50 NIMITEL, BpuTaHis 3[ilicHI0E OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans peyenmom nidnsieae
mn a6o no 100 mny BUPOBGHNLITBO MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
dhnakoHi, no 1 Hepo3dghacoBaHOro 3acoby B po3gisiax "dapmakonoriyHi
donakoHy y naudui 3 NPOAYKTY, BnactmeocTi", "lMokasaHHsA"
KapTOHY nepBuHHe (peparyBaHHs), "MNpoTunokasaHHs",
nakyBaHHs, "OcobnuBi 3axoau 6e3nekn", "B3aemogis 3




Kopobui

3acoby y po3gini "MobivHi peaxuii”

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y peakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku
6. AIACKAH PO34YUH A1 iH'EKLIN, M. BIOTEK Benuka Brpo6HWK, Lo ABcTpist MepepeecTpavis Ha 5 pokis 3a He UA/16444/01/02
no 370 mr/mn, no 50 NIMITEL BpuTaHia 3[jlicHI0E OHOB/IEHO iH(hopMaLito B IHCTPYKUIT Ans peuenmom niosnsieae
M1 a6o no 100 mny BUPOBHMLTBO MeAUYHOro 3acToCyBaHHA NiKapCbKoro
chnakoHi, no 1 Hepo3acoBaHOro 3acoby B po3ginax "®apmakonorivHi
donakoHy y nayui 3 NPOAYKTY, BnactmsocTi", "lMoka3aHHA"
KapToHy nepBuHHE (peparyBaHHs), "MNpoTmnokasaHHs",
nakyBaHHs, "Oco61m1Bi 3axoau 6e3nekn”, "Blaemogis 3
KOHTPO/b AKOCTI iHLWMMK NiKapcbKMK 3acobamm Ta iHLWi
Ta BUNYCK cepiit: BMAW B3aemogiin”, "OcobnmsocTi
CaHoxemis 3acTocyBaHHs", "3acTocyBaHHs y nepiog,
dapmaueBTUKa BariTHOCTi abo rofyBaHHsA rpyaar”,
vM6X, ABCTpis "3paTtHICTb BIAMBATY Ha LUBWAKICTb
B1po6HWK, Lo peakL,ii Npu kepyBaHHi aBTOTPaHCMOPTOM
3[jlicHI0E a6o iHWKMK MexaHismamu”, "Cnocio
BTOPUHHE 3acToCcyBaHHsA Ta fo3n",
nakyBaHHs: "MepegosyBaHHs", "INo6ivHI peakuii”
CaHoxemist BiANOBIAHO A0 iHGopMaLil pedepeHTHOro
dapmaueBTUKa nikapcbkoro 3acoby (Niopam, 300Mr/mn Ta
M6X, ABCTpis 370Mr/MA, PO3UMH AN1S iHEKUIN).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6Ge3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’SA
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi tCTULT
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepaxuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noflaHHA perynsipHuxX 3BiTiB 3 6e3neku
7. EK3N®IH renb 1% no 15 r abo [-p Pepgai'c IHAjsa [O-p Pepgi'c IHAis MepepeecTpauis Ha HeOBMEXEHU TEPMIH 6e3 nionsizae UA/4720/03/01
no 30 ry Ty6i; no 1 Na6opaTtopic Na6opatopic OHoB/EeHO iHghopmaLito B IHCTpYKLi ans peuyenma
Ty6i B KQPTOHHiIA nrp, NimiTen MeAUYHOro 3acToCyBaHHA NiKapcbKoro
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TabneTtok y 6nictepi;
no 1, 2 a6o no 4
6nictepu B
KapTOHHIA KopooLi

Ta BTOpUHHE
nakyBaHHs,

KOHTpO/Ib cepiii Ta

BUWMYCK Cepiil:

KPKA, a.4., HoBo

nikapcbKoro 3acoby y posginax
"®apmakonoriyHi BracTneocTi”,
"MpoTunokasaHHs", "OcobmBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
fosn', "MepegosysaHHsg", "Mob6iyHI

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BiANOBIAHO O OHOBMEHOT iHhopMaLi 3
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.
MepioAnyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[j0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLjl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noJiaHHA peryaspHuUX 3BiTiB 3 6e3neku.
8. 3Y/IbBEKC® TabneTku KPKA, a.4., CnoBeHis BiANOBiAa/IbHMIA 32 CnoBeHisi MepepeecTpauisi Ha HeOGMEXEHWIA 3a He UA/12070/01/01
KMLLKOBOPO34YMHHI N0 HoBo mecTo BMPOBGHULTBO "in TepMiH. OHOB/IEHO iHGhopmaLito B peuenmom niosnsieae
10 wr, no 14 bulk", nepsuHHe IHCTPYKL|i 415 MeAUYHOro 3acToCyBaHHS
Tabnetok y 6nictepi; Ta BTOpVHHE nikapcbKoro 3acoby y posginax
no1l,2a6ono4 nakyBaHHs, "®apmakonoriyHi BnacTneocTi”,
6nictepn B KOHTPO/b Cepiit Ta "MpoTunokasaHHs", "OcobaMBOCTI
KapTOHHIA KOopoo6Li BUWMYCK Cepiii: 3actocyBaHHs", "Crnoci6 3acTocyBaHHS Ta
KPKA, a.4., HoBo nosun", "Mepepno3sysaHHA", "Mo6IYHI
mecTo, CroBeHis peakui" BiANOBIAHO A0 iHdopmaLii
BiAnoBiganbHNI 3a pedhepeHTHOro /likapcbKoro 3acoby
BMPOBGHULTBO "in (NapieT®, TabneTkn KULLKOBOPO3UMHHI N0
bulk", nepsuHHe 10 wr).
Ta BTOPUHHE MepiognyHICTb NOAAHHA PerynspHo
nakyBaHHs: OHOB/IKOBAHOTO 3BITY 3 6e3neku,
KPKA, a.4., HoBo BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
mecTo, CroBeHist dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
9. 3YNbBEKC® Tabnetku KPKA, a.4., CnoseHis BianoBiganbHuii 3a CnoBeHis MepepeecTpauisi Ha HEOBMEXEHMIA 3a He UA/12070/01/02
KMLLKOBOPO3YMHHI MO HoBso mecTo BMPOBGHULTBO "in TepMiH. OHOB/IEHO iHGhopmalLito B peyenmom nionsieae
20 wmr; no 14 bulk", nepsrHHe IHCTPYKLIT ANA MeANYHOro 3aCTOCYBaHHSA
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
mecTo, CroBeHis peakuii" BiANOBIAHO A0 iHdopMmaLii
BiAnoBiaanbHMii 3a pediepeHTHOro /ikapcbKoro 3acoby
BMPOGHMLITBO "in (MapieT®, TabneTky KALLIKOBOPO3UMNHHI MO
bulk", nepBuHHe 10 wr).
Ta BTOPWHHE MepiognyHICTb NOAAHHA PerynspHo
nakyBaHHs: OHOB/IOBAHOrO 3BIiTY 3 6Ge3NeKu,
KPKA, a.4., HoBo BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
mecTo, CroBeHis dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’SA
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
10. Mnoa-BilLdA po3unH Ans TOB "OKM YkpaiHa TOB "OKnM YkpaiHa MepepeecTpauis Ha HeObMEXeHWA 6e3 nionsizae UA/16869/01/01
30BHILUHLOTO "dGapmaueBTu "®GapmavueBTnyHa TEepMiH. peyenma
3aCTOCYyBaHHA, YyHa thabpuka" habpuka” MepioAnYHICTb NOAAHHSA PErynsipHO
cnupTtoBuii 5 %, no OHOB/OBAHOrO 3BIiTY 3 6Ge3neKu,
20 mn y donakoHax BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA peryasipHuX 3BiTiB 3 6e3neku.
11. MNOANKCAHON - PO3YUNH AN iH'EKLIN, "FOHiK IHAjsa "FOHiK IHAis MepepeecTpauis Ha HeobMeXeHWiA 3a He UA/16675/01/01
FOHIK 320 mr/mn; no 50 mn | dapmMacbloTUK PapmacbioTuKas TepmiH. OHOB/IEHO iHdhopMmaLito y peyenmom niosnsieae
a6o no 100 mny an Na6opaTopiz" po3ainax iHCTPYKLUii Ana MeguyHoro
donakoHi; no 1 JNlabopatopis" (BiagineHHs dipmm 3acTOCyBaHHS NikapCbKoro 3acoby:
donakoHy y (BipoineHHn "x. B. Kemikans "B3aemopjs 3 iHWMMKU NiKapCbKuMu
KapTOHHIiA ynakoBLi ipmun "Ox. B. eHg, 3aco6amMu Ta iHWi BUAM B3aeMoSiii",
Kemikans eHp, dapmacbloTnkans "Oco61MBOCTI 3aCTOCyBaHHA",
PapmMacbTHK nrp.™) "3acTocyBaHHs y nepio BaritTHocTi abo
ans ita.") rogyBaHHs rpyaat”, "Mo6iyHi peakui™

BiANOBIAHO [0 pedhepeHTHOro Nikapcbkoro
3aco6y (Bisvnak, po3unH ANs iH'EKUIN).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOpPOHY 340pOB’'s
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
12. KETOTUDEHY KpucTanivyHmi MpuBatHe YkpaiHa XKepxnarr Xyaxai Kutaii MepepeecTpauis Ha HEOBMEXEHUA TEPMIH - He UA/16895/01/01
DYMAPAT MOPOLLIOK akujioHepHe dapmactoTikan nionsizae
(KETOTUDPEHY (cybeTaHuis) y TOBapuCTBO Ko., N14.
rAaPOreH nonieTMIeHoBmX "Nlekxim-
DYMAPAT) naketax gns Xapkis"
chapmaLeBTU4YHOro
3acTOCyBaHHs
13. KOKAPBOKCW/IA | nopotuok Mepk KlraA HimeyunHa Mepk KlraA HimeyunHa MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH - He UA/16851/01/01
33U Xxnoeupg KpucTaniyHmii nionsieae
(cybcTaHuis) y
nonieTMNeHoBUx
nnswkax gns
hapMaLeBTUYHOIO
3acTocyBaHHsA
14. NEBO®NOKCALL | po3uuH ans iHdysiii, | ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HeobMeXeHui 3a He UA/16632/01/01
NH-HOBO®APM 5 mr/mn no 100 mny 06MeXeHOo 06MEeXeEHO TepMiH. BHeceHOo OHOBMEHY iHGhOpMaLito B peuyenmom nionsieae
nnswuyi; no 1 BignoBigasIbHi BiANoBifasIbHICTIO IHCTPYKLiO 4151 MeQMYHOro 3acTocyBaHHS
NAAWLI Y nayLi CTIO hipma ipma NiKapcbKoro 3acoby A0 po3ainy
"HoBoghapm- "HoBodhapm- "MokasaHHA" (pegaryBaHHs), a Takox A0
BiocnHTes" BiocnHTes" po3ainis "®apmakosoriyHi BNacTuBocTi"”,
"Mo6iyHi peakuii" BiANOBIAHO A0
OHOB/EHOT iHthopMaL,ii pedpepeHTHOro
nikapcbkoro 3acoby (Tavanic 5 mg/ml
Infusionslosung).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTsepixeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[0POB’A
Ykpaiuu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBI CTuLi
Ykpainun 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTsa
OXOPOHU 340POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU y NepiognyHoCTI
NnofaHHs perynsipHuxX 3BiTiB 3 6e3nekn
15. NO3APTAH TabneTku, BKPUTI TOB «TeBa YkpaiHa AT YropwumHa/ MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/16519/01/01
NAKC-TEBA NNiBKOBOIO YKpaiHa» dapmaueBTUYHNI IcnaHis TepMiH. OHOB/IEHO iHdopMaLlito Y peyenmom nidnsieae
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
060/10HKO 1Mo 50 3aBop TeBa, po3ginax iHCTpyKuii 41s MeguyHoro
mr/12,5 mr no 10 YropumHa 3acTocyBaHHA NikapcbKoro 3acoby:
Tabnetok y 6nictepi; Tesa ®apma "Cknag" (pepakuiiiHi npaskm),
no 3 a6o no 6, abo C.J1Y., IcnaHis "®apmakonoriyHi B1acTMBOCTI" (peaakLiiHi
no 9 6nicTepiB y npasku), "MpoTnnokasaHHa", "B3aemosis 3
KapTOHHIA KopooLi iHLWMMK NiKapCcbKMMK 3acob6amm Ta iHLWi
BMAW B3aemogiin”, "Ocob/mBOCTi
3acTocyBaHHA", "[iTN" (YTOUHEHHS),
"Mo6iyHi peakuii Wwoao 6e3nekun
3aCTOCYBaHHSA [jil0UnX PEYOBUH.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’SA
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCcTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
16. NO3APTAH TabneTkn, BKpUTI TOB «TeBa YkpaiHa AT YropwmHa/ MepepeecTpaLis Ha HEOOMEXEHNIA 3a He UA/16519/01/02
NNHOC-TEBA NNiBKOBOO YkpaiHa» dapmaneBTUYHNI IcnaHis TepMiH. OHOBMEHO iHdhopMaL,ilo y peyenmom nionsizae
060/10HKOI0 Mo 100 3aBop TeBa, po3ainax iHCTPYKLUii Ana MeguyHoro
mr/25 mr, no 10 YropuuHa 3aCTOCyBaHHS NikapcbKoro 3acoby:
Tabnetok y 6nictepi; TeBa ®apma "Cknapg" (pefakuiiiHi npasku),
C.J1.Y., IcnaHis "®apMakoorivyHi BNacTMBOCTI" (peaakLiiHi

no 3 6nictepay
KapTOHHI/ KopoobLi

npasku), "MpoTunokasaHHs", "Bsaemogis 3
HLIMMKW NikapcbkMKM 3aco6amu Ta iHLWi
BMAW B3aemogiit”, "OcobmBocTi
3actocyBaHHs", "[iTn" (yTOUHEHHS),
"Mo6iyHi peakuii Woa0 6e3nekun
3aCTOCYBaHHSA Ajil0UMX PEYOBUH.
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxkuii Hakasy MiHicTepcTBa
0XOPOHU 370P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOJUYHOCTI

NnoJaHHA peryasipHUX 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
17. MOKCU®D/TIOKCA | Tabnetku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWIA 3a He UA/16662/01/01
LUWH-®APMEKC 060/10HKO10, M0 400 "®APMEKC reyn" TepMiH. OHOB/EHO iHGhopmaLito B peuyenmom niosnsieae
Mmr; no 5 TabneTok y reyn" IHCTPYKLIT AN MeANYHOro 3aCTOCYBaHHS
6nictepi, no 1 abo nikapcbKoro 3acoby B po3ginax
no 2 6nictepu B "®apmakonoriyHi BnacTneocTi”,
KapTOHHIi Kopobuyj; "Moka3aHHs", "B3aemogis 3 iHW1MK
no 10 TabneTok y nikapcbkMmn 3acobamu Ta iHLWi BUuam
6nictepi, no 1 B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHSA",
6nictepy B "3acTocyBaHHs y nepiof BariTHocTi abo
KapTOHHI/ Kopoo6Li roflyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta fo3un", "MobiyHi peakuii”
BIANOBIAHO A0 iHdopMaLii pechepeHTHOro
nikapcbkoro 3acoby (ABE/TOKC®,
TabneTtku, BKPUTI 060/10HKO0, Mo 400 Mr).
MepiognyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[j0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLjl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noJiaHHA peryaspHuUX 3BiTiB 3 6e3neku.
18. MAHTOMPA30/- | TabneTky, [eTepo /1a63 IHgjisa [eTepo /1a63 IHgis MepepeecTpauisi Ha HeOGMEXEHWIA 3a He UA/16116/01/01
FETEPO racTpopesnCTeHTHI NimiTen Nimiteq TepMiH. OHOB/IEHO iH(hopmaLito B peuyenmom niosnsieae

no 20 mr, no 10
Tabnetok y 6nictepi;
no 1 a6ono 3
6nictepu B
KapTOHHIA Kopoo6Li

IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y posginax
"MpoTnnokasaHHA", "B3aemogis 3 iHWMu
nikapcbkrMmn 3acobamu Ta iHLWi BUam
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofyBaHHs rpyaat”, "rNobiyni peakuii”
BiAMOBIAHO A0 iHchopMmaii Wwoao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapceKoro 3acoby (Protonix®
(Pantoprazole Sodium) 40 mg Delayed
Release tablets, Wyeth Pharmaceutical
Inc., USA).

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
YKkpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiognyHoOCTI
NoJaHHsA perysipHUX 3BiTiB 3 6e3NeKu.

19.

MAHTOMPA3OI/1-

FETEPO

Tabnetku,
racTpope3nCTeHTHI
no 40 mr, no 10
Tabnetok y 6nictepi;
no 1 a6ono 3
6nictepu B
KapTOHHIA KOpooLi

leTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

MepepeecTpauisi Ha HEOOMEXEHMIA
TepMiH. OHOBNEHO iHdhopMaLiio B
IHCTPYKLT AN MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y posginax
"MpoTunoka3aHHs", "B3aemogdis 3 iHLWMMK
nikapcbkMKM 3acobamu Ta iHLWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflyBaHHs rpyaat”, “ro6iyHi peakuii”
BiANoBigHO A0 iHhopmMal,i Wwoao
MeMYHOro 3aCTOCYBaHHS pediepeHTHOro
nikapcbKoro 3acoby (Protonix®
(Pantoprazole Sodium) 40 mg Delayed
Release tablets, Wyeth Pharmaceutical
Inc., USA).

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’SA
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi tCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA peryasipHUX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/16116/01/02

20.

NMEPEKWNC -
BILUDA

po3unH Ans
30BHILUHBLOIO
3actocyBaHHsA 3 %
no 100 mny
donakoHax

TOB "OKnM
"®GapmaueBTu
YyHa thabpuka"

YkpaiHa

TOB "OKnM
"®GapmaueBTnyHa
habpuka"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi roCTULT
YkpaiHu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHUMU Y NepiognyHOCTI

6e3
peyenma

nionsieae

UA/16887/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NnoJaHHsA perynsipHuxX 3BiTiB 3 6e3neKkn

21.

PAMA3IA H

Tabnetku, 2,5
mr/12,5 wr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu abo
10 6nictepiB y
KapTOHHIA Kopoo6Li

KcaHTic
Papma
NimiTen

Kinp

AkTasic T

MasibTa

MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH
OHOB/EHO iH(hopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmakosnorivHi
BnacTtusocTi", "OcobnnBocTi
3actocyBaHHs", "Mob6iuHi peakwyji
BignoBigHO A0 iHGhopMaLii 6e3neku aitoyoi
peyoBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[0POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 3[0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NoJiaHHA peryasipHUX 3BiTiB 3 6e3NeKu.

3a
peyenmom

He
nionsieae

UA/15654/01/01

22.

PAMA3IA H

Tabnetku, 5 mr/25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu a6o 10
6nictepiB y
KapTOHHIA Kopoo6Li

KcaHTic
Papma
Nimiteq

Kinp

AkTasic 1T/,

MasnibTa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmakonorivHi
BnacTmsocTi", "OcobnnBocTi
3actocyBaHHs", "Mo6iuHI peakuyii
BigNoBiAHO A0 iHGopMaLii 6e3neku Aitoyoi
peyvoBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[J0POB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT
YkpaiHu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHUMHY Y NepiognyHOCTI
nofaHHa perynspHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/15654/01/02

23.

PAMA3IA H

Tabnetkn, 5 mr/12,5
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
10 6nicTepiB y
KapPTOHHI KOpooLi

KcaHTic
dapma
NimiTen

Kinp

Axtasic NT[,

MasnbTa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans
MeANYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax "®apmakonorivHi

TN

BnactueocTi", "Ocob6anBOCTI

3a
peyenmom

He
nidnsieae

UA/15655/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3actocyBaHHs", "MobiuHi peakwyji"
BignoBigHO A0 iHhopMauii 6e3nekun aitoyoi
PEYOBUHM.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiNOBIAHO A0 MOPsIAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
YKkpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NnoJaHHsA perynsipHuxX 3BiTiB 3 6e3neKku

24.

PAMINPUN-TEBA

Tabnetku no 2,5 mr,
no 10 TabneTok y

6nictepi, no 3 abo 6
6nictepiB y Kopobui

TOB «TeBa
Ykpaina»

YKpaiHa

Mepkne M'vbX,
HimeuunHa
(BupobHuuTteo
Hepo3acosaHOro
npoaykTy, A03BiN
Ha BUMyCK cepii;
MepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI)

HimeyunHa

MepepeecTpauisi Ha HEOBMEXEHMIA
TepMiH. OHOBNEHO iHdhopMaLiio B
IHCTPYKLUii AN MEAMNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginax
"apmakonoriyHi BractneocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amMu Ta iHWi BUAn B3aeMogiii",
"Oco6/1BOCTI 3acTocyBaHHsA", "Cnoci6
3acToCyBaHHA Ta [031" (YTOUHEHHS
iHchopmawii), "Mo6iuHi peakwii" BignosigHO
[0 OHOB/EHOT iHdhopmaLii 3 6e3nekun
3aCTOCYyBaHHSA fjloy0i Ta AOMOMIKHUX
PEYOoBYH.

MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
0XOPOHU 370P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOJUYHOCTI
NoJaHHA peryssipHUX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/16689/01/01

25.

PAMINPUN-TEBA

Tabnetku no 5 wmr,
no 10 TabneTtok y
6nictepi, no 3 abo 6
6nictepiB y kopobui

TOB «TeBa
YKpaiHa»

YKpaiHa

Mepkne M'M6X,
HimeuunHa
(BupobHuuTteo
Hepo3dhacoBaHoro
NPOAYKTY, A03BIN
Ha BUMYyCK cepii;

HimeyunHa

MepepeecTpauisi Ha HeOBMEXEHWIA
TepMiH. OHOB/IEHO iHGhopmaLito B
IHCTPYKLUii AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginax
"®apmakonoriyHi BnactneocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMu

3a
peyenmom

He
nionsieae

UA/16689/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MepBuHHa Ta
BTOPVHHA
ynakoBka,

KOHTPO/Ib SIKOCTI)

3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
3acToCyBaHHSA Ta 403" (YTOUHEHHS
iHdpopmauii), "Mo6iyHi peakwii" BigNoBigHO
[10 OHOB/EHOT iH(popMaLlii 3 6e3neku
3aCcTOCyBaHHSA AitoUoi Ta AONOMIKHUX
PEYOoBYH.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’SA
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.

26.

PAMINPUN-TEBA

Tabnetkn no 10 mr,
no 10 TabneTok y
6nictepi, no 3 abo 6
6nictepis y kopobu,i

TOB «TeBa
YkpaiHa»

Ykpaina

Mepkne M'v6X,
Himeuunna
(BrpobHuuTBO
Hepo3acoBaHOro
NpPoAYyKTY, A03BIN
Ha BUMycK cepii;
MepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SIKOCTI)

HimeyunHa

MepepeecTpaLis Ha HEOOMEXeEHNIA
TepMiH. OHOBMEeHO iHdhopMaLito B
IHCTPYKLiT AN1A MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginax
"®apmakonorivyHi BracTmeBocTi”,
"B3aemopis 3 iHLWMMKU NiKapCbKnuMu
3acobamu Ta iHWi BUan B3aeMogiii',
"Ocob6nmBoCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 031" (YTOUHEHHS
iHdpopmauii), "Mo6iuHi peakwji" BigNoBigHO
[10 OHOB/EHOT iHdhopMmaLii 3 6e3neku
3aCTOCYBaHHSA fjitoy0i Ta AOMOMIKHUX
PEYOBUH.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.

3a
peyerimom

He
nionsieae

UA/16689/01/03

27.

PAMIPA® 100

NOPOLLIOK ANs
0pa/1bHOTO PO3YMHY

AT "dapmak”

YKpaiHa

AT "®dapmak"

YkpaiHa

MepepeecTpauisi Ha HEOBMEXEHMIA
TepMiH. OHOBMIEHO iHhopMaLio B

6e3
peyenma

nionsieae

UA/16428/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0YeHHs

no 100 mr/0,5 r; no
0,5 ry caue; no 10
ab6o 20 cauwe y nayui
3 KapPTOHY

IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginax
"MpoTunokasaHHa", "B3aeMogdis 3 iHLLIMMK
nikapcbkMmn 3acobamu Ta iHLWi BUuam
B3aemogiit", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"Mo6iuHi peakuyii" BigNoBigHO A0
OHOB/NEHOT iHhopMmaL,i 3 6e3neky aitoyol
peyvoBUHN.

MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIIOBAHOIO 3BITY 3 6e3neku,
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
YKkpainun 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370P0B'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NoJaHHA perysipHUX 3BiTiB 3 6e3NeKu.

28.

PAMIPA® 200

NMOPOLLIOK AN1si
0OpasibHOro PO3UnHY
no200mr/lrnolr
y cawe; no 10 a6bo
20 cawe y nauui 3
KapToHy

AT "dapmak”

YKpaiHa

AT "®dapmak”

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH
OHOB/EHO iH(hopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro
3acoby y posginax "lMpoTunokasaHHa",
"B3aemogis 3 iHWMMW NliKapCbKUMu
3aco6amu Ta iHWi BUAy B3aEMogIin",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofyBaHHs rpyaat”, "rNobiyni peakuii”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi 3
6e3nekun 4it4oi pevyoBUHN.
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHVMU Y NEPIOJUYHOCTI
NnoJaHHA peryasipHUX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/16428/01/02

29.

PAMNIPA® 600

MOPOLLIOK A8t
OpasIbHOr0 PO3UYUHY
no 600 mr,no 3,0ry

AT "dapmak"

YKpaiHa

AT "dapmak”

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWIA
TepMiH. OHOB/IEHO iHGhopmaLito B
iHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS

6e3
peyenma

nionsieae

UA/16428/01/03




25

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
cawle; no 6 a6o 10 nikapcbKoro 3acoby y posginax
calle y nauui 3 "MpoTunokasaHHA", "B3aemogis 3 iHWMu
KapToHy nikapcbkMmn 3acobamu Ta iHLWi BUAm
B3aemogiit", "3actocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs rpyan”,
"Mo6iyHi peakuii" BigNOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku aitoyol
peyoBuHY
MepiognyHICTb NOAaHHSA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[j0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku
30. PEMEHCYPO Kancysu TBepgi no TOB YkpaiHa Owmera dapma HimeuyunHa MepepeecTpauisi Ha HeOOMEXEHWIA 6e3 nionsizae UA/16305/01/01
10 kancyny «MEPPIFO MeHbloghekyepiHr TepMiH. BHeceHO OHOB/eHy iH(hopMmalLlilo B peuyenma
6nicTepi; no 3 a6o 6, YKPATHA» rm6X i Ko. KI IHCTPYKLitO 47151 MEANYHOIO 3aCTOCYBaHHS
abo 12 6nictepiB y nikapcbKoro 3acoby A0 po3ainy
KapTOHHI Kopobuyj; "Moka3aHHsA", a TakoX A0 po3zinis
no 20 kancyny "Ocob6nmBocTi 3acTocyBaHHA", "MO6IYHI
6nicTepi 3 niHieto peakuii" BiANOBIAHO 4O OHOBMEHOT
nepdpopadii; no 3 iHbopMmaLii, 3a3HavYeHol B MaTepianax
abo 6 6nicTepiB y peecTpauiiHoro JOCbeE.
KapTOHHIA Kopoo6Li MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainuu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 3[0POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMHN Y NepiognyHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
31. TALANA®DIN NOPOLLIOK TOB "®K YkpaiHa KbtoiHrgao KuTaii MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH - He UA/16481/01/01
(cybeTaHuis) y "BIOTEK" LDxiHdheHr nionsieae
noABiliHMX dapmaceyTikasic
nosieTuIeHoBMX Ko., 114,

MiLLKax Anas
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
chapmaneBTUYHOro
3acTocyBaHHs
32. TEFPAJ, TabneTkun, BKpUTI [eTepo /1a63 IHAjs [eTepo Nla63 IHAis MepepeecTpauis Ha HeObMeEXeHWA 3a He UA/16596/01/01
NNiBKOBOO Niviten Nimiteq TepMiH. OHOBMEeHO iHdhopMaLio B peyenmom nionsizae
060/10HKO10, M0 50 IHCTPYKUIT ANA MeANYHOro 3aCTOCYBaHHS
mr no 30 TabneTok y nNiKapcbKoro 3acoby B po3ginax
KOHTeliHepi, no 1 "MpoTunokasaHHs", "B3aeMogis 3 iHLMMK
KOHTEliHepy B nikapcbknmy 3acobamu Ta iHLWi BUAN
KapTOHHI kopoobLj, B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
no 10 TabneTok y "3acTocyBaHHs y nepio BaritTHocTi abo
6nictepi, no 8 rofyBaHHs rpyaar”, "Cnocio
6nictepis y 3acTocyBaHHs Ta fo3n", "MobiuHi peakwji"
KapTOHHIA Kopoo6Li BiANOBIAHO A0 iH(opMaLii pechbepeHTHOro
nikapcbkoro 3acoby (Tisikeld, TabneTku,
BKPUTi NNiBKOBO 060/10HKOI0 NO 50 Mmr).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainuu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiognyHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
33. ®EHIPAMIHY NOPOLLIOK MpuBaTHe YkpaiHa Cynpis IHpin MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He UA/16847/01/01
MANEAT (cybcTaHuis) y akujioHepHe NandpcaiiHe N14. nionsizae
noABIAHNX TOBap1CTBO
nonieTuIeHoBmx "Nekxim -
naketax gns Xapkis"
chapmaLeBTU4YHOro
3acTocyBaHHs
34. UNTUKONIH- PO34MH NS iH ekuii, | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpauisi Ha HEOOMEXEHNIA 3a He UA/16711/01/01
340POB'A 500 mr/4 mn, no 4 06MexeHo 06MexeHo TepMiH. OHOB/IEHO iHGhopmaLito B peyenmom niosnsieae
M B amnysi; no 5 BiANOBIAa/IbHI BiAANOBIAA/TBHICTIO IHCTPYKLUiT A1 MEAMYHOrO 3aCTOCYBaHHSA
amnyn y 6aictepi; no cTHo "dapmaueBTNYHaA nikapcbKoro 3acoby y posginax
1 a6o 2 6nictepn y "bapmaueBTu KOMnaHis "Mepepo3yBaHHA", "INo6i4HI peakuii”
KOpPOO6Lii 3 KapTOHY YyHa KomnaHis "3p0pos'a” BiANOBIAHO A0 iHdopMaLii pethepeHTHOro
"3popos'a” nikapcbkoro 3acoby LlepakcoH, po3unH

[ANs iHEKUIN.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHiCTepcTBa OXOPOHW 3[J0POB’s
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pO0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
35. LUNTUKONIH- PO34MH N8 iH ekuii, | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpaLis Ha HEOOMEXEHNIA 3a He UA/16711/01/02
340POB'A 1000 mr/4 mn, no 4 0bMexeHot o6MexeHo TepMiH. OHOBNEeHO iHdhopMaLio B peyenmom nionsizae
M/1 B amnyni; no 5 BignoBigabHi BiANoBifasIbHICTIO IHCTPYKLiT A8 MeANYHOro 3aCTOCYBaHHS
amnyn y énictepi; no cTi0 "dapmaveBTuyHa nikapcbKoro 3acoby y posginax
1 a6o 2 6nictepn y "®apmaueBTn KOMnaHis "MepegosyBaHHa", "INo6ivHI peakuii”
KopobLi 3 KapTOHY YyHa KoMMaHis "3p0poB'a” BiANOBIAHO A0 iHGopMaLil pedepeHTHOro
"3popos's” nikapcbKoro 3acoby LlepakcoH, po3unH

LN HEKLLA.

MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKu,
BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’SA
Ykpaiuu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi tCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA peryssipHuX 3BiTiB 3 6e3neku.

B.o. I'enepanbHoOro gupeKropa
dapMaLeBTUYHOr0 AUPEKTOpPaTy

Isan 3AZIBOPHUX




ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), IIO40 AKX BYJ/IK BHECEHI
3MIHU /10 PEECTPAILIIMHIX MATEPIAJIIB, IKI BHOCATECS J10 JEP)KABHOI'O PEECTPY JIIKAPCEKHNX

3ACOBIB YKPAIHU

Aopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpaliiio)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux

marepianis»

Big 15 rpyaHsa 2022 poky Ne 2268

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioYyeHHs
yrnakoska)
1. D- NopOLLOK MPAT YkpaiHa YKemxiaHr XXoyliaH Kutaii BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | - UA/14327/01/01
FNHOKO3AMIHY | (cy6ecTaHuis) y "®ITOPAPM" MyTyo KciHkciHr dapmac TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
rigPOXNOPNA | naketax Ko., N1A4. Ta/abo agpecy 3asiBHVKa (B/lacHUKa peecTpaviiiHoro
nonieTuIeHoBMX NoCBIAYEHHS) - 3MiHa afpecu 3asiBHUKa
ans
dhapmavieBTUYHOT
0 3aCTOCyBaHHSA
2. ABIPATEPOH- TabneTkn, BKPUTI MicTpan AHrnis BUPOOHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/18043/02/01
BICTA NNiBKOBOO Kenitan nepBrHHE, BTOPVHHE Yecbka TMNy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHMYOT peuenmom
060/10HKOI0, N0 MeHeXMeHT nakyBaHHs, KOHTPO/1b Pecny6nika AiNbHULI (BKAOYatoumn AinbHULUI Ana A®l, npoMixHoro
500 wmr; no 60 Nimiteq SIKOCTI, BUNYCK Cepil: NpoAYyKTY abo roTOBOro NiKapCbKoro 3acoby, AislbHULL
Tabnetok y CiHTOH XicnaHisi, C. /1., 07151 IPOBeEHHS NaKyBaHHS, BUPOOHMKa,
naacTUKoOBOMY Icnanis BiJNOBIAALHOMO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTeHepi; no 1 KOHTPO/b SKOCTI KOHTPO/IO cepii) abo nocTaydasibHMKa BUXIAHOTO
KOHTEliHepy B (chi3mKO-XiMiUHWIA): marepiany, peareHTy abo 4OMNOMIXHOI pEYOBUHYM (SKLLO
KapTOHHiA KOpO6L KsiHTa-AHaniTika c.p.o., 3a3HavyeHo y [0CLE) BUMYYEHHS BUPO6HUMKa Synthon
Yecbka Pecny6rika Hispania S.L gns A®| 3 maTepianis peectpauiiHoro
[0CbE, OCKINIbKM BUPOBHMK SABMSETLCSH BUPOOHNKOM
roTOBOrO fikapcbkoro 3acoby, akuii 6yB BKkazaHuii
NoMuAKOBO. 3MiHu Il Tuny - 3miHM 3 sikocTi. AdI.
B1po6HMLTBO. 3MiHa BUPOOHMKA BYXiHOrO/MPOMIXXHOTO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
BMpo6HMYOMY npoueci A®Il, abo 3miHa BUPOGHMKa
(BkntOYaroUn, ae HeobxiaHO, MicLe NPoBeAEeHHS
KOHTpO/to siKocTi) AP (3a BifCyTHOCTI cepTudikata
BiANOBIAHOCTI EBpoNelichbkili hapmakonei y
3aTBEPAKEHOMY [OChE)(BBEAEHHS HOBOTO BUPOOHUKA
A®I 3 HapaHHAM MacTep-thalina Ha ADl) BBeeHHSN
HOBOro BMpo6Huka A®|l Hubei Biocause Heilen
Pharmaceutical Co. Ltd, China 3 HagaHHsM MacTep-
paiina Ha ADI
3. AQUETPUC® NopoLOK ANnst Takega [aHis BUpo6HMLTBO ITanis/ BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 3a UA/13286/01/01
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200 mr/10 mn a6o

Yyraii Papma

| Tuny - 3miHK Wwoao 6e3nekn/edpekTMBHOCTI Ta

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KOHUeHTpaTy ans dapma A/C Hepo3gacoBaHol ®paHuia/ TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peuenmom
pO34YuHy Ans npoayKLujii, nepBrHHa AscTpisi/ Ta/abo agpecu Micus NPoBaKEHHS AISNbHOCTI
iHcpysii no 50 wr; ynakoBKa, KOHTPO/Tb Benwvka BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
1 chnakoH 3 SIKOCTi cepiii roToBoro BpuTaHis BK/IHOUAKUY AiNbHULi BUNYCKY cepil abo micue
NMOPOLLKOM Y NPOAYKTY: NPOBeEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
KapTOHHI KopoobLi BCIN d®apmacbioTikans BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
C.N.A., Itanisa cepiii) 3miHa Ha3BM Ta afpecu BUPOOHNYOT AiNbHUL,
Brpo6HMLTBO BiANOBIAa/IbHOI 38 BUPOOHULTBO HEPO3(hacoBaHoI
Hepo3dacoBaHoi npoayKuii, NepB1HHA ynakoBka.
npoaykuii, nepBuHHa
ynakoBka:
dapesa lMay 2, dpaHuisa
BTOPVHHA yMakoBKa,
[,03BiN Ha BUMYCK cepi:
[Jendapm HoBapa
C.p.n., Itanis
Takena ABcTpia TM6X,
ABcTpis
KOHTPO/b AKOCTI cepii:
KosaHc Jlabopatopi3
NimiTen, Benuka
BpuTaHis
4, AKCE®® NMopoLUOK ANs HOBEN INAY Typeuund | HOBE/ I/IAY CAHAI BE | TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/3767/02/01
po3unHy Ans CAHAI BE a TIOXAPET A.LL. TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbknii 3aci6. Onuc peyenmom
iH'eKwjin no 750 mr TIOXKAPET Ta cknag. BunyyeHHs KOHTeliHepa 3 PO34MHHUKOM 3
no 1 chnakoHy 3 A.L. YNaKOBKW - BUJTYYEHHST amny/IM 3 PO34YMHHUKOM (BoZa
MOPOLLKOM y ANs iH'eKUjiA) 3 ynakoBKM NikapcbKoro 3acoby, 3
KapTOHHIlA BigNoBigHVMM 3MiHaMK B p. «YnakoBka» MKHA /13, Takox
ynakoBLi BUyvaeTbes Cneundikauis po3yuvHHuka is MKA N3 3
BiNOBIAHMMM MeToAaMN KOHTPO0 3aTBepmxeHo: Bug,
PO3Mip Ta KOMM/IEKTHICTb YNakoBku: 1 donakoH 3
NOPOLLKOM pa3oM i3 1 amnynow no 6 M po3UnHHMKA
(BoZa Ans iH'EKUi) Y KAPTOHHI ynakoBLi
3anponoHoBaHo: Bua, po3Mip Ta KOMNAEKTHICTb
ynakosku: 10 1 dhiakoHy 3 NOPOLLKOM Y KapTOHHIl
ynakoBLji. 3MiHM BHECEHI B iHCTPYKL,l0 AN15 MeuyYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y posgin "Ckiag"
(BUYYEHHS PO3UMHHMKA) Ta SIK HACNIAOK Y PO34in
"YnakoBka" 3 BignoBigHNMK 3MiHAMW B TEKCTi
MapKyBaHHS YNaKkoBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
5. AKTEMPA® KOHUeHTpaT ans TOB «Pou YkpaiHa Bupo6HULTBO AnoHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/13909/01/01
pO3uuHy AN Ykpaina» Hepo3dacoBaHoi CLIA/ 3asBHMKa (BNacHVKa peecTpaLiiHoro nocBig4yeHHs) peyenmom
iHcpy3iiA, 20 mr/mn npoaykuii, nepuHHe HimeyuunHa/ (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460). BBegeHHsA
no 80 mr/4 mn a6bo nakyBaHHs: LBeiiapis 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPAKEHHS. 3MiHN




3aCTOCYBaHHs Mo
170 mn a6o no
200 mny
CknsiHomy abo

OHOB/EHOT Bepcii macTep-thaiina Ha APl AntoMiHito
rigpokcug rensb (3aTBepaxeHo: version 2019-07-31;
3anponoHoBaHo: version 2021-02-12) Big, 3aTBEPAKEHNX
BMpo6HuKiB APl SPI Pharma, SAS ($paHuis) Ta SPI

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
400 mr/20 mny MaHydekTypuHr Ko. thapmakoHarnagy. BeegeHHs abo 3miHn fo
chnakoHi; no 1 a6o Ntp, Anowia y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
4 chnakoHn y Bnpo6HnuTBO (BBEAEHHSA y3arasIbHEHMX AaHUX NPO cucTemy
KapTOHHilA KopooLi Hepo3acoBaHoi thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobu,
npoaykKLuii (415 ynakoBku BiNOBIfa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy;
no 400 mr/20 mn), KOHTaKTHOI 0C06YM 3 hapmakoHarnsagy 3asiBHuKa ans
BUNPOGYBaHHSA 34iiCHEeHHs1 chapmakoHarnagy B YKpaiHi, AKLL0 BOHa
KOHTPO/II0 AKOCTI (AN BiIMiHHa Bif, yNOBHOB&XeHOI 0co6W, BiANOBIAA/IbHOI 3a
ynakoBku o 400 mr/20 3gjificHeHHs chapmakoHarnsaay (BKIH0UaUM KOHTaKTHI
M): [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
[xeHeHTek IHK., CLLUA cuctemu chapmakoHarnagy).
BMMNPOGYBaHHSA 3mMiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA, BiAMNOBIAa/IbHOI
KOHTPO/II0 SIKOCTI (o115 3a (hapmakoHarnag,. fitova pegakuis: Dr Birgitt Gellert.
ynakoBku no 400 mr/20 MponoHoBaHa pegakLisi: JloitueHko OnexHa
mn): BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHUX
[xeHeHTek IHK., CLUA YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
BunpobyBaHHs thapmakoHarnsg,.
KOHTPOJIH0 SIKOCTI: 3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
Pow dapma AT, thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
HimeuunHa 3[ilACHEHHSI OCHOBHOI AisANIbHOCTI 3 (hapMakoHarnsay.
BTopvHe nakyBaHHs,
BUNPOGYBaHHSA
KOHTPOJHO SIKOCTI,
BUMYCK Cepii:
®.XohcpmaHH-/1a Po
N1, Weeiiyapis
6. ANNMATENb® cycneHsis TOB "TeBa YkpaiHa BankaHtapma-TposiH Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis: 3MiHu | 6e3 UA/3264/01/01
opasibHa, no 170 YkpaiHa" AT TUny - 3MiHn 3 AkocTi. ADL. (iHWi 3MiHK) NogaHHA peyenma
My chN1aKoHi OHOBJIEHOT Bepcii macTep-chaiina Ha A®| MarHito
CKNsiHOMY a6o 3 rigpokeung nacta (3aTBepmxeHo: version 2020-01-07;
nonietuneHteped 3anponoHoBaHo: version 2021-02-12) Bif 3aTBEPAKEHNX
Tanaty; no 1 BMpo6HUuKiB APl SPI Pharma, SAS (®paHuis) Ta SPI
pNakoHy 3 MipHOK Pharma, Inc. (CLUA). 3MiHu | TUny - 3MiHK 3 AkocTi. ADI.
JIOXKOI0 B (iHwWi 3mMiHM) NoAaHHA OHOBMEHOT Bepcii macTep-thaiina
KapTOHHIiA Ha A®| AntomiHito rigpokeng renb (3aTBEpAXEHO: version
Kopobui; no 10 mn 2019-07-31; 3anponoHoBaHo: version 2021-02-12) Big
y nakeTuky; no 10 3aTBepmxeHnx BupobHukis A®l SPI Pharma, SAS
abo 20 nakeTukis (PpaHuis) Ta SPI Pharma, Inc. (CLLA).
Y KapTOHHiii
Kopobui
ANMATENb® cycneHsis gns TOB "TeBa YkpaiHa BankaHtapma-TposiH Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 6e3 UA/7938/01/01
HEO nepopasnibHoro YkpaiHa" My - 3MiHK 3 AKOCTi. ADL. (iHLWi 3MiHM) NoAaHHsA peyenma
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6nictepi, no 3

y3araJibHeHUX AaHUX Npo cUCTeMy dpapMakoHarnsay

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
nonieTuneHgrana Pharma, Inc. (CLUA). 3MiHu | TUny - 3MiHK 3 AkocCTi. ADI.
THOMY (p/1aKOHi; (iHwWi 3MiHW) NoaaHHA OHOBMEHOT Bepcii MacTep-ghaiina
no 1 dpnakoHy Ha Ad| MarHito rigpokcma nacra (3aTBepAXXeHo: version
pasom 3 MipHOK 2020-01-07; 3anponoHoBaHo: version 2021-02-12) Big
JIOXKOI0 B 3aTBepmxeHnx BupobHukis A®I SPI Pharma, SAS
KapTOHHIW navw,; (PpaHuis) Ta SPI Pharma, Inc. (CLLA).
no 10 mny
nakeTtuky, no 10
abo 20 nakeTukis
Y KapTOHHIi nayui
8. ANNMMATENIb®A | cycneHsis TOB "TeBa YkpaiHa BankaHdapma-TposiH Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/0879/01/01
opanbHa no 170 YkpaiHa" AT Tuny - 3MiHK 3 akocTi. ADI. (iHWi 3MiHK) NoAaHHSA peyenma
My piakoHi, no OHOBJIEHOT Bepcii MacTep-haiina Ha A®| AntomiHito
1 donakoHy y rigpokeug renb (3aTBepmxeHo: version 2019-07-31;
KapTOHHI navu,i 3anponoHoBaHo: version 2021-02-12) Bif 3aTBEPAXKEHNX
pas3om 3 BMpo6HUKiB A®I SPI Pharma, SAS (®paHuis) Ta SPI
[03yBa/TLHOKO Pharma, Inc. (CLUA). 3miHu | Tuny - 3miHn 3 AkocTi. AdI.
NoXkoto; no 10 mn (iHwWi 3mMiHM) NoAaHHA OHOBMEHOT Bepcii macTep-haiina
y nakeTuky, no 10 Ha A®| MarHito rigpokeug nacta (3aTBepikeHo: version
ab6o 20 nakeTukis 2020-01-07; 3anponoHoBaHo: version 2021-02-12) Big,
Y KapTOHHI nayui 3aTBepmAxeHnx BupobHukisa A®l SPI Pharma, SAS
(PpaHuis) Ta SPI Pharma, Inc. (CLLA).
9. ATMAKOP Tabnetkv no 5 wmr, AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/18534/01/01
no 10 Tabnetok y N CA TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi, no 3 thapmakoHarnagy. BeegeHHs abo 3miHn go
6nictepu y y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIA navui (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iiCHEeHHs1 chapmakoHarnaay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3A4jiCHEeHHs hapMakoHariaay (BK/IYakun KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0co6u 3asBHNKa, BiANOBiAaLHOI 3a hapMakoHarnsag.
[Oitova pepgakuis: Mihaela Mosnegutu. MNponoHoBaHa
pegakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX gaHnX
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigabHOT 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0Co6U 3asBHYKa,
BiANOBIAabHOI 3a thapmakoHarnsg B YkpaiHi. [itova
pegpakuisa: Kupunisa NanvHa MeopriigHa. MNponoHoBaHa
pefakuis: MinieHko Mapis BanieHTuHiBHa
10. ATMAKOP Tabnetku no 10 AHTUBIOTUK PymyHist AHTUBIOTUKN CA PymyHist BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasiB: 3miHu | 3a UA/18534/01/02
Mmr, no 10 N CA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuenmom
Tabnetok y thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
6nictepn y (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
KapTOHHIA navui hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0c06W, BiANOBIAA/IbHOI 3a
3[4iiCHEeHHs1 hapMakoHariaay (BK/IUYakuM KOHTaKTHI
[OaHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-thaiina
cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu 3asiBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[itoya pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarisg B YkpaiHi. Jitova
pepakuis: Kupunisa NanvHa eopriigHa. NponoHoBaHa
pegakuisi: MinieHko Mapis BasieHTuHIBHa
11. ANTEI KOPEHI KopeHi no 40 r abo MpAT YkpaiHa MpAT "NikTpasun” YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/7830/01/01
no 60 r, abo no 75 "NikTpasun" My - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenma
Iy naykax 3 hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHI B TEKCT
BHYTPILLHIM MapKyBaHHS! yNakoBKU JlikapcbKoro 3acoby Lioao
nakeTom 3a3HayeHHs OAVHNMLbL BUMIPIOBAHHS BifNOBIAHO A0
cuctemn Sl: y3arasibHEHHSI (DOPMY/THOBaHHSA Ta oro
KOHKpeTmn3aLis (BUy4YeHHs YMOBU "3a HeobXigHOCTi ...").
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS
12. AMBPOKCON cupon, 15 mr/5 mn My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/0595/01/01
15 no 50 mny akuioHepHe TOBapucTBo "HaykoBo- TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
chnakoHi TOBapucTBo BVMPOGHWYMNIA LEHTP hapmakoHarnsgy (iHwi 3MiHn) - OHOBNEHHSA TekcTy
nosiMepHomy, no "HaykoBo- "BopLyariBCbkunii XiMiko- MapKyBaHHS YNakoBKW Y 3B’A3KY 3 BU/TYHEHHAM
1 chnakoHy pasom BMPOGHUUNIA hapmaueBTUYHNIA iHcbopMaLii sika HAHOCUTLCS POCICHKO MOBOH. 3MiHa Y
3 JIOXKOIO LeHTp 3aBog" 3B'A3KY YTOUHEHHS BUK1adeHHs po3ginis "[logaTkosa
[03YBa/TbHOKO B "BopLuariscbk iHhopmauis. Al-1. Ynakoska" MKA (BBegeHHS 3MiH
nadui; no 100 mny niA XiMiKo- NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPAKEHHS)
chnakoHi thapmaueBTUy
nonimepHomy abo HWi1 3aBoa"

6aHLji nonimepHiii;
no 1 donakoHy abo
no 1 6aHui pasom
3 JIOXKKOI0
[103yBaJIbHOIO B
nadui; no 100 mny
donakoHi
CK1siHOMY; no 1
donakoHy pasom 3
NOXKOI0
[103yBaJIbHOIO B
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

naJui; no 120 mny
donakoHi
nonimepHomy abo
6aHLji nonimepHiis;
no 1 dnakoHy abo
no 1 6aHui pasom
3 JI0XKKOI0
[l03yBasIbHOIO B
nayui

13.

AMBPOKCO/N
30

cupon, 30 mr/5 mn,
no 50 mny
chnakoHi
nosiMepHomy, no
1 cbnakoHy pasom
3 JIOXKKOI0
[103yBasIbHOO B
nadui; no 100 mny
chnakoHi
nosniMmepHomy a6o
6aHUji nonimepHii;
no 1 dpnakoHy abo
no 1 6aHuji pasom
3 JIOXKKOIO
[103yBa/IbHOIO B
naJui; no 100 mny
donakoHi
CKIHOMY; no 1
donakoHy pasom 3
JIOXKOI0
[103yBa/IbHOIO B
naJui; no 120 mny
donakoHi
nonimepHomy abo
6aHLji nonimepHiii;
no 1 donakoHy abo
no 1 6aHui pasom
3 JI0XKKOI0
[03yBa/IbHOKO B
nayui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNUNI

LieHTp
"BopLuariscbk
Wi XiMiKo-
thapmaveBTUy
HWi1 3aBoa"

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVMPOGHWYMNIA LEHTP
"BopLyariBCbkuiA XiMiko-
hapmaLeBTUYHWI
3aBog”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) - OHOBNEHHSA TekcTy
MapKyBaHHS YNakoBKW Y 3B’A3KY 3 BUSTyYEHHAM
iHchopMmaL,ii ska HAHOCUTLCS POCINCHKOID MOBOK. 3MiHA Y
3B'A3Ky YTOYHEHHS BUKIadeHHs po3ginis "JoaaTkoBa
iHdbopmauis. Al-1. Ynakoska" MKA (BBefeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS)

6e3
peyenma

UA/0596/01/01

14.

AMBPOKCO/-
JAPHULA

Tabnetkv no 30 mr
no 10 TabneTtok y
KOHTYPHIi
YapyHKoBIl
ynakosLi; no 2
KOHTYpPHI
YapyHKOBI
yMakoBKU y nayui

MpAT
"papmaneBTn
yHa thipma
"AapHuus”

YkpaiHa

MpAT "dapmaueBTnyHa
ipma "OapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4OMyCTUMUX MEX,
BM3HaUYeHunx y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea AdI
(BWTyYEHHS1 HE3HAYHOTO NOKa3HUKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)) TecT «Baxki

6e3
peuyenma

UA/5703/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MeTasn» BUy4yeHo BiAnoBiAHO 40 BUMOr MOHorpadii
«Ambroxol Hydrochloride», HactaHosu ICH guideline
Q3D on elemental impurities Ta Risk Assessment on
elemental impurities Big, Bupo6bHuka Ven Petrochem &
Pharma (India) Pvt. Ltd., India. 3miHu | TUNY - 3MiHN 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikaLii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiZHUA/NPOMIXKHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHULTBA ADI (iHLWi 3MiHN) TecT «PO3UMHHICTb>»
BignosigHo fo sumor A®Y, 1.4 «MoHorpadii» mae
pekoMeHaaLiliHWi XxapakTep, Ha Ui nigctasi
3anpornoHoBaHO 3aNMLLNTY BUNPOBYBaHHA PO3YMHHOCTI
cybcTaHUii y BoAi Ta MeTaHoi, WO He cynepeyuntb
BMMOram cneuudikauii BUpo6Hvka Ta MoHorpadii
«Ambroxol Hydrochloride» €ponelicbkoi ®apmakonei.
B po3gin BHeceHi pegakuiiiHi npaBku, siki ochopmeHi
BiANOBIAHO A0 pekomeHAaLiin Ta ctunictuku Y.
CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®l abo BUXigHOro
mMarepiany/npoMiKHOTO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeTohax
BMNPOGYBaHHS) 3MiHu | Trny - 3MiHu 3 SKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo fonyCcTUMMNX MeX, BUSHAYEHNX Y cneumdikauisx
Ha A®|, abo BMXigAHNIA/MPOMIXHWIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MmiHM) Po3gin «MikpobionoriyHa umctota» npMBeAeHo y
BiANOBIAHICTb A0 BUMOr EP, 2.6.12, 5.1.4. CynyTHsA
3MiHa - 3MiHK 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTea AdI
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTohax
BUNPOOGYBaHHS)

15.

AMKECO/1®
YHO

cupon 5 %, no 100
M B 6aHL
CKNSAHI; no 1
6aHLUi pa3om 3i
CcTaKkaHoM
[03yH0UMM Y navui
3 KapToHy; no 100
M B 6aHL
nonimepHiii; no 1
6aHLUi pa3om 3i
CTakaHOM MipHUM

MAT
"Ximchapm3sas
o[ "YepBoHa

3ipka"

YkpaiHa

MAT "Ximdpapm3sasoz
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
OHOBJIEHHSA TEKCTY MapKyBaHHSI BTOPMHHOI YNakoBKu
nikapcbKoro 3acoby, a came BUy4eHHs iHchopmad,i,
3a3HayeHol pociicbkolo MoBOK. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIAXKEHHS.

6e3
peyenma

UA/17239/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
y nauuii 3 KapToHy
16. AMKECO/1® cupon 2 %, no 100 MAT YkpaiHa MAT "Ximchapm3asog, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/17239/01/02
YHO My 6aHuj "Ximcpapmsas "UepBoHa 3ipka" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
CKNsHIlA; N0l 6aHLi of, "YepBoHa hapMakoHarnagy (iHwi 3miHK).
pa3om 3 JI0XKKOH 3ipka” OHOB/1EHHA TEKCTY MapKyBaHHS1 BTOPUHHOI YNaKOBK/
MipHOI0 Y Mmaui; nikapcbKoro 3acoby, a came BUTy4eHHs iHchopmad,i,
no 100 mn y 6aHui 3a3HayeHol pociiicbkol MOBOH. BBeAEHHS 3MiH
nonimepHiii; no 1 NPOTAroM 6-TM MIiCALIB MiCNA 3aTBEPMAKEHHS
6aHuji pa3om 3
JIOXKOIO MipHOH0 Y
nauuj
17. AMnoAaunnNIH- Tabnetku, no 5 mr; TOB «TeBa YkpaiHa AT dapmaueBTUYHUI YropwuHa BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/16717/01/01
TEBA no 10 TabneTtok y YkpaiHa» 3aBog TeBa My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
6nicTepi; no 3 abo thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
no 9 6nictepiB y nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIlA KopooLi ONsi MeAVYHOrO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo
OHOBJOBAHOIO 3BITY 3 6e3MneKn NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiliHuii nepios, abo sk pesynbTtar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaxy negiatpuyHmx gocnimxkers (PIP) (iHWwi 3MiHK).
3MiHV BHECeHI [0 IHCTPYKLIi 418 MeguyHoro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mepepo3yBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT iHhopMaLil
3 6e3neku Aitoyol pevoBUHN.
BBefeHHs 3MiHM NpoTArom 6- T1 MicAuiB nicns
3aTBEPAKEHHS.
18. AMoANMIH- Tabnetku, no 10 TOB «TeBa YkpaiHa AT dapmaLeBTUYHNIA YroplmHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/16717/01/02
TEBA mr; no 10 YkpaiHa» 3aBopg TeBa TMny - 3MiHKM WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
Tabnetok y thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuLi
6nicTepi; no 3 abo NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
no 9 6nictepis y 0151 MeANYHOTO 3aCTOCYBaHHS Ha MiAcTaBi perynsipHo
KapTOHHIlA KopooLi OHOBJIHOBAHOTO 3BITYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
[ocnimpKeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKOro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sik pesynbTar
OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuynux gocnigpkeHs (PIP) (iHLWi 3MiHW).
3MiHV BHECEHI [0 iIHCTPYKLii 4158 MeguyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby y po3gain
"Mepeno3yBaHHA" BIANOBIAHO A0 OHOBMEHOI iHchopMmaLii
3 6e3nekn AitoHol pevyoBUHN.
BBefeHHs 3MiHW NPOTArom 6- T MicsILiB nicns
3aTBEPKEHHS.
19. AMOKCUN-K MOPOLLIOK AN1s MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/10656/01/01
pPO34unHy Ana "Kuismegnpen "Kuiemegnpenapar” My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
iH'eKuii no 1,2 1 apart" thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
NMOPOLUKY Y NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
donakoHi; no 1 AN MeAnYHOro 3acToCyBaHHA
chnakoHy B nau; reHepuyHUX/ribpuaHMX/6ionoaibHNX NikapCbKUx 3acobis
no 1,2 r nopoLuKy nicns BHECEHHS TiEl camoi 3MiHN Ha ped)epeHTHWI
y chnakoHi; no 10 npenapar (3MiHa He NoTpebye HafaHHSA XOAHUX HOBUX
hnakoHiB y [0[ATKOBUX AaHuX). 3MiHN BHECEHO A0 IHCTPYKUIT Ans
KOHTYPHIi MeJMYHOro 3aCTOCYBaHHSA MikapCbKoro 3acoby Ao
YapyHKOBIl po3ainis "®apmakonoriyHi BnactusocTi”, "MNokaszaHHA"
ynakosui; no 1 (yTouHeHHs iHchopmaii), "B3aemogisa 3 iHwWmMn
KOHTYPHIi nikapcbkvMu 3acobamMu Ta iHLWi BUAn B3aemogiii",
YapyHKOBIl "Oco6nMBOCTI 3aCTOCyBaHHA", "3acTocyBaHHSA y nepiog,
ynakoBLi B nayLi BariTHOCTi ab0 rofyBaHHsA rpyAat0" (YTOYHEHHS
iHdpopmauii), "MepesosysaHHs", "Mob6iyHi peakwyii”
BiAMNOBIAHO 40 OHOBNEHOT iHChopMaLii pedhepeHTHOro
nNikapcbKoro 3aco6y AyrMmeHTUH, MOPOLLIOK /15 PO3UUHY
ONs iH'ekUiii. BBeeHHS 3MiH NpOTSArom 6-Tv MicsLiB
nicns 3aTBepaKeHHs
20. AMOKCUUUNI Kancynu no 250 AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/18798/01/01
H mr: no 10 kancyn y N CA TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi, no 2 thapmakoHarnagy. BeegeHHs abo 3miHn fo
6nictepu y y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHI navu,i (BBEAEHHS y3arasIbHEHUX AaHWX NMPO cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0Cco6U 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, sKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3AjiCHeHHs hapMakoHariaay (BK/IHakun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarnagy) 3miHa ynoBHOBaeHOi
0cobu 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itova pepakuin: Mihaela Mosnegutu. MNponoHoBaHa
pegaxuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX gaHnX
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNoBigaIbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOI 0Co6U 3asBHYKa,
BiANOBIAabHOI 3a thapmakoHarnisg B YkpaiHi. itova
pepakuis: Kupunisa NanvHa eopriisHa. MNponoHoBaHa
pefakuisn: MinieHko Mapis BaneHTuHiBHa.
21. AMOKCUUUNI Kancynu no 500 AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18798/01/02
H Mmr: no 10 kancyny N CA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

6nictepi, no 1
6nictepy y
KapTOHHI navwi

thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTemy

hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,

Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapmakoHarnaay B YkpaiHi, sKILO BOHA

BiAMiHHa Bif YNOBHOB&XeHOI 0co6y, BiANOBIAA/IbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3[4iiCHEeHHs1 hapMakoHariaay (BK/IUYakUuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-ghaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXKeHO|
0ocobu 3asBHKKa, BiANOBIAaILHOI 3a hapMakoHarnsg,.
[itoya pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BifNoBigabHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOI 0CO6U 3asBHYIKA,
BiANOBIAabHOI 3a chapmakoHarisg B YkpaiHi. Jitoua
pegpakuis: Kupunisa ManvHa eopriigHa. NponoHoBaHa
pegakuis: MinieHko Mapis BaneHTuHiBHA.
22. AMOINAKOC MOPOLLIOK ANs AHTUBIOTUK PymyHis nepBUHHE Ta BTOPUHHE PymyHisi/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/19040/01/01
pO34unHy ans M CA nakyBaHHs1, KOHTPO/1b IHais/ TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
iH'ekUjn abo AKOCTI, BUMYCK Cepii: Kuraii thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
iHdpysii no 1,51 AHTUBIOTUKU CA, y3arasibHeHVX AaHux Npo cuctemMy hapMakoHarnsgy
(1000 mr/500 mr) PymyHist; BUpOOGHUKM (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
no 1 a6o no 10, CTEepPW/IbHOT CyMiLLi hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
abo no 25 cynbbakTamy HaTpito Ta BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
hNakoHiB y amniynniHy HaTpito: KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa as
KapTOHHIM nauui Aypob6iHgo dapma 3[ilicCHEHHST (hapMakoHarnsay B YkpaiHi, KL BOHA
NimiTea, IHAjs; BiAMiHHa Bif, yNOBHOB&XeHOI 0co6W, BiANOBIAA/IbHOI 32
BMPOOHUKN CTEPUNBHOI 3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
CyMiLi cynbbakTamy [AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-haiina
HaTpilo Ta aMmniunniHy cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
HaTpito: Xyxaii 0cobu 3as1BHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsaa.
HOHaliteq Jlabopatopic [Litova pegakuis: Mihaela Mosnegutu. MNponoHoBaHa
Ko., N1A., Kutaii pepakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BifgNoBigabHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOI 0CO6U 3asiBHYMKA,
BiANOBIAa/bHOI 3a chapmakoHarisg B YkpaiHi. Jitova
penakuis: Kupunisa NanvHa eopriigHa. MNponoHoBaHa
pegakuisi: MinieHko Mapis BanieHTuHiBHa
23. AHTAPEC® Tabnetku no 200 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3miHu 11 3a UA/17096/01/01
mr; no 10 "Kuismegnpen "KuiBmegnpenapar” MYy - 3MiHK 3 AKOCTI. ADL. (iHLWi 3MiHW) - NpUBEAEHHS peuenmom
Tabnetok y apart" cneuudikauii Ta MeTogis KoHTpono A®| BupobHuka M3
6nicTepi; no 3 abo 3a nokasHvkamu: «Onue», «PO3YNHHICTbY,
9 6nicTepiB y «lgeHTndikauis», «Mpo3opicTb PO3UNHY»,
nauuyj; no 15 «KoNbopoBIiCTb PO3unHy», «pH», «CynpoBigHi
Tabnetok y Jomiwkn», «MikpobionoriyHa uictoTa», «KinbkicHe

6nictepi; no 6
6nicTepiB y nayui

BM3HAYEHHA», & TaKOX BUTYYEHHS NOKa3HWKa «Bavki
MeTann» y BiANOBIAHOCTI A0 MoHorpadii 4dY
«MopdhoniHito TiasoTaT» Ta OHoB/IeHoro AM®

3aTBepAKeHoro Bupo6Hunka Menadiona S.L., IcnaHis.

3MiHn Il Tuny - 3MiHK 3 akocTi. AdL. (iHWi 3MiHK) -
npuBeAeHHs cneuudikauii Ta MeTogis KoOHTposito Ad|
BUpO6HMKa /13 3a nokasHuKamu: «Onue»,
«P0o3unHHICTb», «lgeHTudikauisn», «Mpo3opicTb
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

PO3UnHY», «KONbOPOBICTb PO3UNHY», «pH», «CynpoBiaHi
OOMiLKM», «MikpobionoriyHa uictoTa», «KinbkicHe
BU3HAYEHHS», & TaKOX BUJTyYEHHS NoKasHuKa «Baki
MeTasIM» y BiANOBIAHOCTI A0 MOHOrpadii 4dY
«MopdhoniHito TiazoTaT» Ta oHoB/leHoro AM®
3aTBEpAXEHOro BUpobHuka BupobHuka Erregierre S.p.A,
ITanisa. 3minu Il TMny - 3MiHK 3 gKocTi. API. (iHLWi 3MiHK)
- npuBeAeHHA cneuudikaLii Ta MeToAiB KOHTposo Ad|
BMPOGHMKa 13 3a nokasHukamu: «Onmc»,
«PO3UNHHICTbY», «lgeHTudikauisn», «Mpo3opicTb
PO3unHy», «KONbOPOBICTb PO3UNHY», «pH», «CynpoBiaHi
LoMiLKn», «MikpobionoriyHa unctota», «KisbkicHe
BU3HAYEHHS», & TAKOX BUTyYEHHA NokasHuKa «Baxki
MeTanu» y BiANOBIgHOCTI A0 MoHorpadii 4dY
«MopdhoniHito Tia3oTaT» Ta OHOBeHoro AM®
3aTBepKeHoro BupobHuka A «3asog XiMiuHMX
peakTusiB» HTK «IHCTUTYT MOHOKpUCTanis» HAH
YKpaiHw.

24.

APTU®PWH-
370POB'AA

PO34MH ANa
iH'eKw;n
ToBapucTsO 3
06MexeHoto
BiANOBIA&NbHICTIO
"GapmateBTuyHa
KOMMaHis
"3p0pos'a™: no 1,7
M1 B amny/ii; no
10 amnyn y
KapTOHHI Kopobui
3 neperopogkamu;
no 1,7 mns
amnyni; no 5
amnyn y énictepi;
no 2 6nictepu B
KapTOHHIW
kopo6ui; no 1,7 mn
B amnyni; no 10
amnyn y énictepi;
no 1 6nictepy B
KapTOHHilA
Kopobui; no 1,7 mn
y kapnyni.; no 10
Kapnyn 'y énictepi;
no 5 6nictepis y
KapTOHHIiA
KopooL,.
ToBapuCTBO 3

ToBapucTso 3
obmexeHor
BignoBigasbHi
CTO
"papmaneBTu
YHa KOMNaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
obmexeHoro
BigNoBiAa/IbHICTIO
"®apmaueBTuyHa

KomnaHis "3g0pos'a”,

YkpaiHa (Bci cTagii

BUPOGHMLITBA, KOTPO/Ib
AKOCTI, BUNYCK cepil);

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®APMEKC I'Py11",
YkpaiHa (Bci cTagii

BMPOGHMLTBA, KOHTPOb

AKOCTI)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWMIA NMikapCbknin 3aci6.
KoHTposb roToBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AONYCTUMUX MEX
roTOBOrO MikapCbKoro 3acoby (BMy4YEeHHs1 HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB YK
CMakKoBUX 406aBOK)) BUyHEHHS MOKa3HuKa
«AHOMasbHa ToKcu4HICTb» (APY, 2.6.9.) 3i cneyudikauii
Ta MeTofiB KoHTposto 13.

3a
peyenmom

UA/1349/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
06MeXeHot
BiANOBIA&NLHICTIO
“PAPMEKC
FPYIM™ no 1,7 mn
y kapnyni; no 10
kapnyn y 6nictepi;
no 5 6nictepiB y
KapTOHHI KOpo6Li
25. APTUPPUH- pO34MH Ans ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/1349/01/01
340POB'A iH'ekw;ji (1:100 06MeXeHO 06MEXEHO TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbKuMii 3aci6. peuenmom
POPTE 000) mo 1,7 mny BignoBigasbHi Bi4NOBiAA/IbHICTIO KOHTPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3mMiHa
kapnyni; no 10 CTiO "®apmaueBTUYHa napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
Kapnyn 'y énictepi; "papmaneBTn KoMnaHia "3g0pos'a”, roTOBOro Nikapcbkoro 3acoby (BUyYeHHs HE3HAUYHOTO
no1la6ono5 YHa KOMMNaHis YkpaiHa (Bci cTagii nokasHuka (Hanpvknag 3acTapisioro nokasHuka, Takoro
6nicTepiB y "3popos'a” BMPOBHMLITBA, KOTPO/Tb AIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
KapTOHHIlA KOpooLi SAKOCTI, BUMYCK cepii); CMakoBux 006aBOK)) BUTYYEHHSI NOKa3HUKA
TosapucTso 3 «AHOMasIbHa TOKCUYHICTb» (ADY, 2.6.9.) 3i cneundikaw,i
obmexeHo Ta MeToZiB KoHTposo M13.
BiANOBIAANILHICTIO
"®APMEKC IPyn",
YkpaiHa (Bci cTagii
BMPOGHNLTBA, KOHTPO/Tb
AKOCTI)
26. ACUBPOKC TabneTkv wunyui TOB «YOPNA YkpaiHa PapmaEcTika EcToHisa/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/14270/01/01
no 200 wmr, no 24 MEANLNH» MaHyakTypiHr PymyHis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
Tabnetkn y (PapmaEcrTika hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
neHani, no 1 MaHydakTypiHr TOB), nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
neHasny B EcToHis AN MeAMYHOro 3acTocyBaHHA
KapTOHHI K.O. YOoPN4 MEANLINH reHepuyHUX/ribpuaHNX/6ionoaibHNX NikapCcbKUX 3aco6iB
Kopo6ui, no 2 €BPOIMNA C.P.N1.,, nicnsi BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA
Tabnetkn y cTpuni, PymyHis npenapar (3MiHa He NOoTpebye HafaHHA XOLAHUX HOBUX
no 5 a6o 10 [04aTKOBUX AaHnX) 3MiHW BHECEHI A0 iHCTPYKLi 415
cTpuniB y MeAMYHOro 3acTOCyBaHHA /TikapCbKoro 3acoby y po3ginu
KapTOHHIlA KopooLi "®apmakonoriynHi BnactusocTi”, "BaaemMogis 3 iHWmMu
nikapcbkvMmn 3acobamm Ta iHWi BUAn Baemogiii",
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaar”, "Mo6iyHi peakuii” 3rigHoO 3 iHopmaLieto woao
MEeAMYHOr0 3acTOCYBaHHS pethepeHTHOro NikapCbKoro
3acoby (PNYIMYLWN, Tabnetku wmnyui)
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
27. ACUNBPOKC TabneTky wunyui TOB «YOPN[ YkpaiHa dPapmaEcTika EcToHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/14270/01/02
no 600 mr, no 12 MEANLNH» MaHydakTypiHr PymyHis TMny - 3MiHY LWoAo 6e3nekn/edpeKkTnBHOCTI Ta peyenma
TabneTtok y (PapmaEcTika hapmMakoHarnisgy. 3MiH1 y KOpOTKili XapakTepucTuui
neHani; no 1 ManydakTypiHr TOB), nNikapcbKoro 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
neHany B EcToHis ANA MeNYHOro 3acTocyBaHHs
KapTOHHIN K.O. YOP14 MEANLINH reHepuYHUX/ribpuaHnx/6ionodibHMX Jikapcbknx 3aco6iB
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cynosuTopii y

chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
NiKapCbKOro 3acoby, TEeKCTi MapKyBaHHS Ta iHCTPYKLT

Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Kopo6ui, no 2 €BPOIMNA C.P.1.,, nicnst BHECEHHS Tiel camol 3MiHU Ha ped)epeHTHWIA
TabneTkv y cTpuni; PymyHis npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX
no 5 a6o 10 [0[aTKOBUX AaHnX) 3MiHM BHECEHI [0 iHCTPYKLii Ans
cTpuniB y MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y po3ginu
KapTOHHIlA KopooLi "®apmakonoriynHi BnactusocTi”, "Blaemogis 3 iHWmMK
nikapcbkvMu 3acobamMu Ta iHWi BUAn B3aemogiii",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Mob6iyHi peakyii” 3rigHoO 3 iHhopmaLieto Wwoao
MeAMYHOro 3acToCyBaHHA ped)epeHTHOro NikapcbKoro
3acoby (PNYIMYLWN, TabneTku wmnydi) BBefeHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPKEHHS
28. ALEPBIH po3unH no 30 mn dapmaueyTil ABcTpist dapmaueyTiwe cabpik ABcTpist BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 6e3 UA/10200/02/01
abo 80 mny e habpik MoHTasBiT M'M6X TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenma
hnakoHi 3 MoHTasBiT cepTudikaT BignoBigHOCTI €Bponenchkiii
po3nusoBayveM; M6X thapmakonei/moHorpadii. NogaHHs HoBOro abo
no 1 chnakoHy B OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
ynakoBLi cepTtudcbikaTa BiANOBIAHOCTI E€BpoNelickkii hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPIKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakoner
Ne R2-CEP 1993-008-Rev 06 (3aTBepaxeHo: R2-CEP
1993-008-Rev 05) ans gitouoi pevosmHu Salicylic acid
Bif BXXe 3aTBepxeHoro Bupo6Huka Novacyl, France
29. ALUEPBIH mas3b no 30 r abo PapmaueyTiw ABCTpis dapmaueyTiwe dabpik ABCTpist BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 6e3 UA/15260/01/01
100 r masi B Ty6i; e habpik MoHTaBiT TM6X TMny - 3MiHK 3 AkocTi. CepTudpikart BignosigHocTI/IE- peyernma
no 1 Ty6i B MoHTaBIT cepTudikaT BignoBigHOCTI EBponeichkiii
KapTOHHIlA 6X thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
ynakoBLi OHOBJ/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUNYyYEHHS
cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
peyoBuUHM (cepTuUdikaTt BiANOBIgHOCTI EBpONechkili
hapmakonei) - OHOBAEHUI cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R2-CEP 1993-008-Rev 06 (3aTBepaxeHo: R2-CEP
1993-008-Rev 05) ans gitovoi pevosrHn Salicylic acid
Bif BXe 3aTBepxeHoro Bupo6Huka Novacyl, France
30. BAHBAKT® cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/17243/01/01
BariHasibHi no 100 "TNEQ®APM NBT NTA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuenmom
Mmr, no 3 nTa"
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

cTpwvni; no 1
cTpuny y
KapTOHHIi
ynakoBLiji

4N MeAMYHOro 3aCTOCyBaHHA Ha NiACTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
JocnimhKeHb 3 6e3nekn 3acTOCyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOB&XXEHUM OpPraHoM)
3MiHN BHECEHO [0 IHCTPYKUIT AN MEeAUYHOTo
3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ainu: "IMNo6iyHi
peaxui™ BignoBigHO 4,0 OHOB/EHOT iHhopmaLlii 3 6e3neku
Aito4oi peyoBrHU. CynyTHSA 3MiHa - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHs
abo 3miHa(1) [o 3060B's13aHb Ta YMOB BMAAvi
peecTpavuiiiHoro NocBigYeHHs1, BkIYatoum MNnax
ynpaB/iHHA pu3nKamu (3aCToCyBaHHS TEKCTY, KW
NOrofXeHN 3 KOMNETEHTHM OPraHoM) 3asiBHVIKOM
Ha/laHO OHOBEHWIA MNaH ynpaBniHHA pU3nkamun Bepcis
3.0. 3miHM BHeceHo Ao yacTuH: |l "Cneundikauis 3
6e3nekn”, Il "MnaH 3 hapmakoHarnagy”, V " 3axogm 3
MiHimi3auii pusmkis”, VII "[floaaTkn" Ha OCHOBI OHOB/IEHOI
iHchopmawuii 3 6e3neku Ajto4oi peyoBuHU. BBeAEHHS 3MiH
NpOTAroM 6-TM MicAUiB Nic/a 3aTBepPAKEHHS

31.

BET®EP 1A
nntoc

NOPOLLIOK A71SA
pO34nHy Ans
iH'eKLjin no
6000000 MO (30
MKr) 1 donakoH 3
NOPOLLKOM Y
KommnnekTi 3 1
amnysioro 3
PO3YMHHMKOM MO 1
mn (Bogda ans
iH'exUil
CTepu/ibHa) y
6nictepi; no 1
6nicTepy y navyj 3
KapToHy; 4
doNakoHu 3
MOPOLLIKOM Y
KOMMeKTi 3 4
amnynamm 3
PO3YMHHMKOM MO 1
Mn (Boga ons
iH'eKw;n
cTepunbHa) y
6nictepi; no 1
6nicTepy y mayui 3

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3 "BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW BUNPOo6YyBaHb abo A0NYyCTUMMUX
MeX, BCTAHOB/IEHMX Y crieumdpikayisx, nig vac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby
(8onoBHeHHA abo 3amiHa BUNPOGYBaHHSA B NPOLECI
BMPOGHMLTBA 3a pe3ybTatamun JOCiAKeHb 3 6e3nekn
abo fAkocTi) - 3MiHa BUMOr crneuydikaii NpoMiKHOT
NpoAyKLUiT 3a Noka3HUKOM «CTyniHb 3a6apBneHHs»
BignosigHo Ao sumor MKA Ha M3

3a
peyerimom

UA/15462/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KapTOHY
32. BIKANYTAMIA- | Tabnetkun, BKpuUTI TOB «TeBa YkpaiHa Tesa ®apmaveBTikas 13painb BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/10546/01/01
TEBA N/1iBKOBOIO YkpaiHa» IHpacTpi3 /T4, Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE- peyenmom
060/10HKO10, M0 50 cepTudikaT BignoBigHOCTI EBponeichkiii
Mr, No 7 TabneTok thapmakonei/moHorpadii. NMogaHHs HoBoro abo
y 6nicTepi, no 4 OHOBJIEHOrO cepTudikaTta BiAnoBigHOCTI ab0 BUTyYEHHS
6nictepu B cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
Kopobui; no 10 onsa A®l; ona BuxigHoro
Tabnetok y marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
6nictepi, no 3 BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [ONOMDKHOT
6nicTepu B peyoBuHM (cepTudiikaTt BiAMNOBIAHOCTI €BPONENChbkili
Kopobui thapmakonei) - OHoB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOIO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
CeprtuchikaTy BignoBigHOCTI €Bponelicbkin hapmakonet
Ne R1-CEP 2012-303-Rev 01 (nonepegHs Bepcis R1-
CEP 2012-303-Rev 00) ons Aito4oi peyoBruHU
Bicalutamide Big, Bxxe 3aTBepAKEHOro B/IacCHMKa
ceptudikaty Teva Pharmaceutical Industries Ltd.,
I3painb, i K HacnifokK, 3MiHa agpecy BnacHuka
cepTudiikaty. A TakoX pefakTopchbki Npaskn A0
HanucaHHs Ha3BM BUPOOHYKa Aitoyoi pedosuHn TEVA
Pharmaceutical Works Private Limited Company B8 MKA
N3 3rigHo 3 po3ginom 3.2.S.2.1. BUpo6bHuk(u), a came
Teva Pharmaceutical Works Private Limited Company
(Hungary)
33. BIKANYTAMIA- | Tabnetkun, BKpUTI TOB «TeBa Ykpaina Tesa ®apmaveBTikas 13painb BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/10546/01/02
TEBA NNiBKOBOO YkpaiHa» IHoacTpi3 114, TMny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTI/IE- peyenmom
060/10HKOI0, N0 cepTudikaT BignoBigHOCTI EBponeichkiii
150 mr, no 7 hapmakonei/moHorpadii. NMogaHHs HoBoro abo
Tabnetok y OHOBJIEHOrO cepTudikaTa BiAnoBIigHOCTI abo BUMyYEHHS
6nictepi, no 4 cepTudpikaTa BignosigHOCTI €Bponeiickbkili hapmakoner:
6nictepu B ana A®l; onsa ByxigHoro
Kopo6ui; no 10 mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
Tabnetok y BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANns [ONOMDKHOT
6nicTepi, no 3 peyoBuHM (cepTudiikaTt BiAMNOBIAHOCTI EBpONENCchbkili
6nictepu B thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
KOpOO6Li 3aTBEPAKEHOTO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO

CeptuchikaTy BignoBigHOCTI €Bponelicbkin hapmakonet
Ne R1-CEP 2012-303-Rev 01 (nonepefHs Bepcis R1-
CEP 2012-303-Rev 00) ons Aito4oi peyoBrnHU
Bicalutamide Big, Bxe 3aTBepAXEHOro B/iacHMNKa
ceptudpikaty Teva Pharmaceutical Industries Ltd.,
I3painb, i K HacnifoK, 3MiHa agpecy BNacHuka
cepTudiikaTy. A TakoX pefakTopchbki NpaBkn A0
HanvcaHHs Ha3BW BUPOGHKMKa Ajtoyoi pevoBuHN TEVA
Pharmaceutical Works Private Limited Company 8 MKA
N3 3rigHo 3 po3ginom 3.2.S.2.1. BupobHuk(n), a came
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Teva Pharmaceutical Works Private Limited Company
(Hungary)
34. BIOBEH pO34MH Ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14526/01/02
iHcpysiii 10 %; no "BIO®PAPMA MNA3MA", YkpaiHa TUMy - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peuenmom
10 mn, 25 mn, 50 MNA3MA" (BMPOGHMLTBO, KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
mn a6o 100 mny nepBUHHE Ta BTOPUHHE MeToAax BUNPo6YyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
nnswui abo nakyBaHHS1, BUMYyCK (He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX
thnakoHi; no 1 cepiii); TOB BMNpoGyBaHHA) 3MiHM A0 MeTogy KoHTponto 13 3a
naswui abo "BIO®APMA MN/A3MA", NoKa3HUKOM SIKOCTi "AKTMBaTOp NpekasnikpeiHy (3amiHa
onakoHy B nauui 3 YkpaiHa (KOHTponb TECT-CUCTEMM HA OKPEMI peareHTn KoMepLiiHoro
KapToHy AKOCTI) BMPOGHMLITBA).
3MiHn | TURY - 3MiHK 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeToAax BUMPO6YyBaHHS rOTOBOIO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BMNPOGYBaHHSA) HesHauHi 3MiHM 4,0 MeToAy KOHTPOSI0
N3 3a noka3HMKOM AKOCTi "P03no4isl Monekyn 3a
po3Mipom" (3aMiHa XxpoMaTorpadgiyHoi KOMOHKN).
35. BIOBEH po34uH ans TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/14526/01/01
MOHO® iHcpysiii 5%, no 25 "BIO®PAPMA MNA3SMA", YkpaiHa UMy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbkunii 3aci6. peyenmom
mn, 50 mn abo MNA3MA" (BUpO6HMLTBO, KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
100 mn y naswui nepBMHHE Ta BTOPUHHE MeToAax BUNPoGYBaHHSA rOTOBOrO JlikapCbKoro 3acoby
abo dhnakoHi; no 1 nakyBaHHs, BUMYCK (He3HauHa 3MiHa y 3aTBEpMKEeHNX MeTogax
naswui abo cepiif); BMNpo6yBaHHS). 3MiHM A0 MeToay KoHTposnto 13 3a
donakoHy y nauui 3 TOB "BIO®APMA NOKa3HWKOM SIKOCTi "AKTUBATOpP NpekanikpeiHy (3amiHa
KapToHYy MNA3SMA", YkpaiHa TECT-CUCTEMM HA OKPEMi peareHTU KOMepLiiHOro
(koHTpOsb cepii) BMPO6HULTBA). 3MiHM | TUNY - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnNpobyBaHHS roTOBOro
NikapcbKoro 3acoby (HesHayHa 3MiHa y 3aTBepaKeHnx
MeTofax BUNpo6yBaHHs). HesHauHi 3MiHM A0 MeToay
KoHTponto /13 3a nokasHukom skocTi "Posnogin
MOJIeKyN 3a po3Mipom™ (3aMiHa XpomMaTorpaddiyHoT
KOJIOHKMN).
36. BIOBEH PO34uH Ans TOB Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3MiHu | - UA/14527/01/01
MOHO® iHdpy3ili 5%, in "BIO®APMA MNAA3MA", YkpaiHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii 3aci6.
bulk: no 25 mny MNA3SMA" (B1pOGHULTBO, KoHTposib roToBOro fikapcbkoro 3acoby. 3miHa 'y

naswuyi abo
donakoHi; no 96
nAAWoK abo
oNakoHiB y
rpynosiii Tapi; in
bulk: no 50 mny
naswuyi abo
donakoHi; no 56
nAAWoK abo
hNakoHiB y

nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii);
TOB "BIO®PAPMA
MNA3MA", YkpaiHa
(KoHTpOnb cepii)

MeToAax BUMPOOYyBaHHS rOTOBOTO JlikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepIKEeHNX MeTofax
BMNpobyBaHHA). 3MiHK A0 MeToay KoHTponto 13 3a
NOKa3HNKOM SIKOCTi "AKTMBATOpP NpekanikpeiHy (3amiHa
TECT-CUCTEMM Ha OKPEMI peareHT! KoMepL,iliHOro
BUPOGHMLTBA). 3MiHK | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpoib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeTogax BUnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofax BMNpobyBaHHs). He3HayHi 3MiHM A0 MeToay




44

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
rpynosiii Tapi KOHTpot0 13 3a NOKasHNKOM SIKOCTi "Po3snogin
MOJIEKY/ 3a po3Mipom” (3aMiHa XpomMaTorpadiyHoT
KOJTOHKMN).
37. BPUNIHTA TabneTku, BKPUTI AcTpa3eHeka LBewis AcTtpa3eHeka Ab LBewis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/12164/01/01
NNiBKOBOO Ab TMny - 3MiHK 3 AkocTi. CepTudpikart BignosigHoCTI/ITE- peyenmom
obonoHkoto, no 90 cepTudikaT BifnoBigHOCTI EBponeinchkiii
Mr o 14 Tabnetok thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
y 6nicTepi; no 1 HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
abo 4 6nictepn y MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
KapTOHHIlA KOpooLi HLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa y
cneumdikauii HechapmakoneiHoro A®| ana npueeAeHHs
y BignoBigHicTb Ao Bumor A®Y abo €sponeiicbKol
thapmakonei, abo iHLWOT HauioHabHOT thapmakonei
fepxasun €C) - A®| . 3miHn y cneundikauii girouoi
PeyYoBMHM TUKarpenop A1 NpuBeAeHHs y BiANOBIgHICTb
0o Bumor moHorpadii Ticagrelor €sponeiicbKoi
thapmakonei, Ta, Ik HacMiAoK, OHOBMIEHHS MOCUAHHS B
p. 3.2.P.1. Onuc i ckniag nikapcbkoro 3acoby
(3aTBepmxeHo: Ticagrelor — Standard — AstraZeneca,
3anponoHoBaHo: Ticagrelor — Standard — Ph Eur).
38. BPUNIHTA TabneTku, BKpUTI AcTpa3eHeka LBewis AcTpa3eHeka Ab LBewis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/12164/01/02
nNiBKOBOIO Ab TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE- peuenmom
06010HKOt0, N0 60 cepTudikaT BignoBigHOCTI €Bponeichkiii
Mr no 14 TabneTok thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
y 6nicTepi; no 4 HEeOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
6nictepu y MoHorpadii ®Y abo €sponeiicbkoi hapmakonei, abo
KapTOHHIA Kopoo6Li iHLWOT HaujioHau1bHOT thapmakonei aepxasn €C (3MiHa y
cneuudikauii HecpapmakoneiHoro A®| ana npuBeaeHHs
y BignoBigHicTb Ao BuMor AdY abo €sponeicbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOI hapmMakonel
nepxasun €C) - A®I . 3miHn y cneuudpikauii gitouoi
PEeyYoBUHM TUKarpenop 415 NpUBEAEHHS Y BiANOBIAHICTb
00 BuMor MoHorpadii Ticagrelor €BponeiicbKoi
chapmakonei, Ta, K HacnifgoK, OHOBMEHHS NOCUNAHHS B
p. 3.2.P.1. Onuc i cknag, nikapcbkoro 3acooby
(3aTBepmxeHo: Ticagrelor — Standard — AstraZeneca,
3anponoHoBaHo: Ticagrelor — Standard — Ph Eur).
39. BPUNMIHTA TabneTkn, BKPUTI AcTpa3eHeka LBewis AcTpa3eHeka Ab LBewis BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/12164/01/01
NNiBKOBOO Ab TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peuenmom
06010HKOt0, N0 90 dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTu
mr; no 14 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
TabneTok y AN MeAnYHOro 3acTOCyBaHHA Ha NiACcTasi perynsipHo
6nictepi; no 1 abo OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
4 6nictepn y [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKoro
KapTOHHIlA KopooLi 3acoby B nicnsipeecTpaviiiHuii nepios, abo sk pesynbTar
OLIiHKY 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
naaHy negiatpuyHux gocaimpkers (PIP) (3miHy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANyYHOro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactnsocTi" (Nigposainu:
"®hapmakoguHamika', "®apmakokiHeTuka") Ta "Oitn"
(yTouHeHHs iHcbopmal,ii) BiAMOBIAHO 4O OHOBNEHOT
iHchopMauii Wwoao 6e3nekn 3acTocyBaHHA Ajitoyol
peyoBuHW. BBeaeHHs 3MiH NpoTAarom 6-Tv MicauiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHK)
3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BWAM B3aEMOSili" BiANOBIAHO [0 OHOBMEHOI iHhopMalLi
o0 6e3nekn 3aCTOCyBaHHS Ajit040i PEeHOBUHMW.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
3MiHV (He3Ha4YHi KOPEKTOPCbKI NpaBkn) BHECEHO B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby Ao posgiiB "®apmakosnoriyHi BNacTnBoCTi"
(nigpo3ainu "®apmakoguHamika" Ta
"®apmakokiHeTuka"), "MokasaHHA", "B3aemMogis 3 iHLMMK
nikapcbkvMu 3acobamMu Ta iHWi BUAn B3aemogiii",
"Oco61BOCTI 3acTocyBaHHS", "Cnocib 3acTocyBaHHS Ta
[o3n" Ta "Mob6iyHi peakuii”. BBeAeHHS 3MiH NpOTArom 6-
TV MicsLiB nicns 3aTBepMpkeHHs. 3MiHu Il Tuny - 3miHn
wofo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHM y KOPOTKili XapaKTepuCTuL NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMU 3
chapmakoHarnsgy - 3MiHW BHECEHO B iHCTPYKLitO AN
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3ginis "OcobMBOCTi 3acTocyBaHHS" Ta "lMobiYHi
peakuji”. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEepAKEHHSA. 3MiHW Il TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
Yy 3B’A3KY i3 HOBVMU JaHUMW 3 SKOCTI, JOKNIHIYHUMNU,
KTIHIYHUMW AaHMK Ta JaHumn 3 dpapmakoHarnsgy -
3MiHM BHECEHO B IHCTPYKLiI0 AN MegU4HOro
3acTOCyBaHHSA NikapCcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA". BBeAEHHA 3MiH MPOTAroM
6-TU MicAUIB Nicnsa 3aTBEpKEeHHA0. 3MiHK Il Tuny -
3MiHu Wwoao 6esnekn/edekTUBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
ANA MeAUYHOIO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHu BHECEHO B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHSA /TiKapCbKOro
3acoby A0 po3ainis "Ocob/MBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii”. BBeAEeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs
40. BPUNIHTA TabneTku, BKPUTI AcTpa3eHeka LBewis AcTtpa3eHeka Ab LBewis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/12164/01/02
nAiBKOBOO Ab My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom

o6onoHkoto, no 60
mr; no 14
Tabnetok y
6nicTepi; no 4
6nictepu y
KapTOHHI Kopoobui

thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAVYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHWUM YNOBHOBAXKEHNM OPraHoM)
3MiHN BHECEHO B iHCTPYKLilO 415 MeANyYHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BractusocTi" (nigpo3ginu:
"®dapmakoguHamika", "®apmakokiHeTmka") Ta "Oitn"
(yTouHeHHs iHchopmaLii) BigNOBIAHO A0 OHOB/IEHOT
iHhopmauii Lwoao 6e3mnekn 3acTocyBaHHS Ajto4oi
peyoBuHW. BBEAEHHS 3MiH MPOTAroM 6-Tv MicAUiB micns
3aTBEpKEHHS. 3MiHY | TUny - 3MiHW WoA0
6e3nekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHN)
3MiHN BHECEHO B iHCTPYKLilO 415 MeAnyYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainy
"B3aemogis 3 iHWVMK nikapcbknMn 3acob6amu Ta iHLwi
BVAW B3aEMOZIN" BiANOBIAHO 40O OHOBMIEHOT iHGhopMmaLi
W00 6e3neku 3acToCyBaHHS Ajit040i PEeHOBUHM.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBepMKeHHsA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi 3MiHK)
3MiHU (He3HaYHI KOPEKTOPCbKi MPaBKu) BHECEHO B
IHCTPYKUIiO AN MeANYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby A0 po3giiB "®apmakonoriyHi BiactusocTi”
(nigpo3ginu "dapmakogmHamika" Ta
"®apmakokiHeTuka"), "MNokasaHHsa", "B3aemogis 3 iHWmMn
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aemMogiid",
"Oco6/1BOCTI 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta
[o3n" Ta "Mob6iyHi peakyii”. BBeAeHHS 3MiH NpoTArom 6-
TW MicALiB Nicnsa 3aTBepMXeHHS. 3MiHn Il Tuny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnagy.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeguyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW JaHUMU 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMU Ta JaHMKY 3
thapmakoHarnsgy - 3MiHu BHECEHO B iHCTPYKLIitO ANs
MeAMYHOro 3acTOCyBaHHA NMiKapCbKoro 3acoby Ao
po3ginis "OcobMBOCTI 3acTocyBaHHSA" Ta "lMoobiYHi
peakuii”. BBeAeHHS 3MiH NpoTSArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHSA. 3MiHu |l Tuny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta papmMakoHarnsagy. 3mMiHm y
KOPOTKiil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro 3acTOCyBaHHS
Y 3B’A3KY i3 HOBMMMW OaHUMW 3 AKOCTi, AOKNIHIYHUMN,
KMIHIYHUMW AaHMK Ta JaHumu 3 dpapmakoHarnagy -
3MiHN BHECEHO B iHCTPYKLiIO 415 MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA". BBEAEHHA 3MiH MPOTAroM
6-Tv1 MiCALIB MiC/1A 3aTBEPMAKEHHSA0. 3MiHM Il Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
AaHumu 3 hapMakoHarnisgy - 3MiHn BHeCEHO B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3ginis "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iyHi peakyii”. BBeAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs

41.

BPIHENPA

pO3unH Ans
iHcpysiiA, 30 mr/mn;
no 5 mMn posynHy
Ans iHdysin y
npo3opomMy
CKNSAHOMY (pr1aKoHi
(ckno | Tuny),
3aKynopeHomy
npo6koo
(6yTunkayuyk) Ta
06TUCHYTOMY
a/IIOMIHIEBOIO
kpuwkoto Tuny flip-
off seal 3

BioMapuH
IHTepHeLwHN
Nimiteq

IpnaHgjs

roToBWiA NikapCbkuii
3aci6: 06pobka

niKapcbKoro 3acoby Ta

nepBUHHE NakyBaHHS

(HanoBHeHHs roToBUM
nikapcbknum 3acobom) Ta

BMNPOGYBaHHSA
KOHTPO/O AKOCTI

(KOHTpO/b B Npoueci

BMPOGHMLTBA:
ineHTndikauis,

Bi3ya/lbHWIA KOHTPO/Tb,
6GiOHaBaHTaXEHHS Ta
KOHTPO/b MPW BUNYCKY:

Himeuunna/
Ipnangis/
Cnony4eHi
LWratun
Amepukun/
Benukobput
aHis

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa
napameTpiB cneundikayii Ta/abo 4ONYCTUMUX MEX
roTOBOrO JlikapcbKoro 3acoby (iHLwi 3miHM) 3MiHa
KpUTEpIito NPUIAHATHOCTI 3a NoKasHWKoM «Konip Ta
Npo30pICTb» (3aTBEPAXKEHO: ONasiecLeHLis He
iHTeHcMBHiLWe eTasoHy npo3opocTi || €Bp. Papm.;
3anpornoHOBaHO: OnasecLeHLis He IHTEHCUBHILLE
eTanoHy nposopoctTi lll €sp.dapm.). 3MiHn | TNy -
3MiHu 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa po3mipy cepii (BK/oUatoum giana3oH
poO3Mipy cepii) roToBOro fikapcbkoro 3acoby (Maclitab
AN15 nikapcbkoro 3acoby 6ionoriyHoro/iMyHo0ri4YHOro

N1acTMKOBUM CTEPUSIBHICT, MOXO[PKEHHS 36i/bLUMBCA/3MEHLLNBCA 63 3MiHN
KOBMaykom 6akTepianbHi BMPOGHMYOro npouecy (Hanpuknag, Ay6oBaHHA NiHii))
3e/1eHoro €HJO0TOKCUHM) 3miHa po3mipy cepii (3aTBepaXeHo: 15 n;
Konbopy; no 2 PO34uH AnA 3anponoHoBaHo: 20,9 n) ans BupobHuka Bettep Papma-
h1akoHM 3 npoMmBaHHsA: 06pobka ®epriryHr F'm6X i Ko. KI, Ha 3aBogj B JlaHreHapreHi

3a
peyerimom

UA/16841/01/01
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pO34MHOM An1A nikapcbKoro 3acoby Ta (Langenargen), HimeuyuunHa.
iHy3ii y nepBrHHE NakyBaHHA
KOMMNIeKTi 3 1 (HanoBHeHHs PO34YMHOM
dhnakoHoMm 3 0151 NPOMUBAHHSA) Ta

PO34YMHOM A5
npoMmBaHHs (no 5
MJ1 PO34MHY ANA
NPOMUBaHHA Y
npo30pomMy
CKNSAHOMY (pr1aKoHi
(ckno | Tuny),
3aKyrnopeHomy
npo6Koto
(6byTnnkayuyk) Ta
06TUCHYTOMY
aIOMIHIEBOIO
Kpuwkoto Tuny flip-
off seal 3
nNacTVKoBUM
KOBMaYKOM
XXOBTOrO KO/bOPY)
B KapTOHHiiA
KopooLi

BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
iaeHTndikauis,
Bi3yas/lbHWIA KOHTPO/b,
6ioHaBaHTaXKEHHS,
KOHTPO/b MPW BUNYCKY:
CTEePU/IbHICTb,
6akTepiaibHi
€HJO0TOKCUHW)
BeTtep ®apma-
®eptiryHr F'm6X i Ko. KT,
HimeyunHa
roToBwuii Nikapcbkuii
3aci6: BunpobyBaHHs
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
iaeHTndikauis,
Bi3yas/lbHWIA KOHTPO/b,
6ioHaBaHTaXEHHS Ta
KOHTPO/1b MPW BUNYCKY:
CTEePU/IbHICTb,
6akTepiaibHi
€HJO0TOKCUHW)
pO34MH ANa
NPOMVBaHHS:
BMMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOoHTpO/Ib B MpoLeci
BMPOGHMLTBA:
iaeHTuiKauis,
Bi3yasIbHWI1 KOHTPO/Ib,
6iOHaBaHTaXKeHHs Ta
KOHTPO/b MPW BUNYCKY:
CTEPUNBHICTD,
6akTepiaibHi
€HA0TOKCUHN)
Bettep ®apma-
®eptiryHr F'm6X i Ko. K,
HimeuunHa
roTOBUIA Nikapcbkuii
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3aci6: BTOPUHHE
nakyBaHHS (MapKyBaHHS
Ta npouec KiHueBoro
nakyBaHHs)
PO34MH AN
NPOMVBaHHSA: BTOPUHHE
nakyBaHHs (MapKyBaHHS
Ta NpoLec KiHLeBOro
nakyBaHHs1)
Anmak ®apma Cepsices
(AvipneHp) NMimiten,
IpnaHgjs
roToBwuii Nikapcbkuii
3aci6: BunpobyBaHHs
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
ineHTudbikauis) Ta
BUNPOGYBaHHSA
CTabiNbHOCTI
pO34MH AN
NpOMMBaHHS: 06po6ka
nikapcbKoro 3acoby
(BMpOGHMLTBO
Hepo3dacoBaHoro
MPOMIXXHOIO PO34nHY
[N NPOMMBAHHSA) Ta
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI
(koHTpOSIb B MpoLECi
BMPOGHMLTBA:
ineHTUdikauis Ta
BMMNPOGYBaHHSA
cTabisIbHOCTI)
BioMapuH
dapmacbloTuka IHK.,
CnonyyeHi LWtatn
AmMepuKn
roToBWiA NikapCbknii
3aci6: 36epiraHHs Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
Bi3ya/lbHWi1 KOHTPO/Ib)
pO34MH ANa
NPOMVBaHHS:
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36epiraHHsa Ta
BMNPOGYBaHHSA

nakyBaHHsl (MapKyBaHHSI

NpoMnBaHHA: BTOPUHHE

AHpepcoHBpekoH (HOK)

CTabiNIbHOCTI Ta BUMYCK

BioMapwviH IHTepHeLwHn

KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
Bi3ya/lbHWi1 KOHTPO/Ib)
BeTtep ®apma-
®epTiryHr F'm6X i Ko. K,
Himeyunna
roToBwuii Nikapcbkuii
3aci6: BunpobyBaHHs
KOHTPO/IO AKOCTI
(KOHTPO/b NpY BUMYCKY:
KpiM CTEPW/IBHOCTI) Ta
BMMNPOGYBaHHSA
cTabinbHOCTI Ta BUNYCK
cepii
pO34MH AN
NpPOMMBaHHS: 06po6ka
nikapcbKoro 3acoby
(BMpOGHMLTBO
Hepo3dacoBaHoro
MPOMIXXHOTO PO34nHY
AN NPOMUBAHHSA) Ta
BUNPOGYBaHHSA
KOHTPOJO SIKOCTI
(koHTpOSIb B MpoLEeCi
BMPOGHMLTBA:
ineHTudikauis,
KOHTPO/b MPW BUNYCKY:
KpiM CTepUIbHOCTI),
BMNPOGYBaHHSA

cepii
Niviten, lpnaxgis
roToBwuii Nikapcbkuii
3aci6: BTOPUHHE
Ta npouec KiHLueBoro
naxyBaHHs)
pO34MH AN

nakyBaHHs

Nimiten,

BenukobpuTaHis
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42, BPOMKPUNTA Tabnetku no 2,5 AT YkpaiHa AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/1211/01/01
H-KB mr; no 10 "KNIBCbKWI BITAMIHHUIA 3ABOL" TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenmom
Tabnetok y BITAMIHHNIA hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
6nictepi; no 3 3ABO4" niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
6nicTepn y nauui 0151 MeANYHOro 3aCTOCyBaHHA
reHepuYHUX/ribpMaHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
nicnsi BHECEHHS Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX
[0[aTKOBUX AaHuX) 3MiHN BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby y po3ginu
"®apmakonoriynHi BnactnsocTi”, "MNMoka3aHHs",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHWi BUAn B3aemogiii”, "Oco61mMBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "34atHicTb BN/IMBATY Ha LUBUAKICTb
peaxuii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWUMUK
mexaHismamu", "Cnoci6 3actocyBaHHs Ta gosun", "fitn",
"MepepnosyBaHHa", "Mo6iyHI peakuii” 3rigHo 3
iH(bopMmaLieto Woa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (BpoMOKPUNTUH-
PixTep, Tabnetkn no 2,5 mr). BBegeHHa 3MiH NpoTsArom
6-T1 MicsAUIB NicNs 3aTBEPIKEHHS
43. BYAEHO®A/Ib | niHa pektasnbHa, 2 [p. ®anbk HimeuunH BignosiganbHuii 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3minu || 3a UA/6964/02/01
K Mr/0,03Y; KOXKHUI dapma M'm6X a BWMYCK Cepiii KiIHLEBOrOo LlBeiiuapis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6a10H MICTUTb 5K npoaykTy Ta KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa
MiHiMy™m 14 103 no a/lbTepHaTUBHE napameTpiB cneundikayiii Ta/abo 4ONYCTUMUX MEX
1,2 1 niHn BTOPUHHE NaKyBaHHS: roTOBOrO JlikapCcbkoro 3acoby (3MiHa 3HaxoAuTbLCA no3a
pekTasnbHoi; no 1 Op. ®ansk dapma 3aTBEPAKEHUMI AONYCTUMUMU MexaMu creumdikadiin)
6as1oHy 3 v6X, HimeyunHa po3wyrpeHHsa BuMor cneuudikadii M3 Ha TepMmiH
[03aTopoM y B1po6HMK f,030BaHOI 36epiraHHsA 3a NOKasHUKOM «ByTunoBsuin edpip», i Ak
KoMnnekTi 3 14 dhopMu, NepBuHHe Ta HacnigoK, PO3LWNPEHHS BUMOT crieundikaLii 3a
annikatopamu ans BTOPUHHE NakyBaHHs, nokasHUkoM «CyMa BCiX CMOJyK».
BBEAEHHS MiHW y KOHTPO/b SIKOCTI:
nnacTMKoBomy Aepo3sonb-Cepsic AT,
notky Ta 14 Lsenuapis
nNacTyKoBUMU
naketamu gns
ririeHiyHOT
yTunizauii
annikaTopis y
KapTOHHI/ Kopobui
44. BYAEHO®A/b | TBepai kancynu 3 Op. ®anbk HimeuunH BignosigansHuii 3a HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/6964/01/01
K KMLLKOBOPO3YMHHMN $apma Mv6X a BWMYCK Cepiii KiIHLEBOrO TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE- peuenmom

MW rpaHynamu no
3 mr; no 10 kancyn
y 6nicTepi; no 5

abo 10 6nicTepiB y

npoAaykTy Ta
anbTepHaTUBHe

BTOPVHHE MaKyBaHHS:
[p. ®anbk Papma

cepTudikaT BignoBigHOCTI €Bponeicbkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUIYYEHHS
cepTuduikaTa BignoBigHOCTI EBponenchkin dapmakonei:
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3acoby ¢hopma, nocsioyeHHs1
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KopobLi 3 KapTOHY

'M6X, HimeuunHa
Brpo6HMKM fo30BaHoi
chopmMu, NepBUHHE,
BTOPVHHE NakyBaHHA Ta
KOHTPO/b AKOCTI:
NoszaH ®apma 'v6X,
HimeyunHa
Brnpo6HuK,
BignoBiga/IbHWiA 3a
nepBuHHE, BTOPUHHE
nakyBaHHS Ta KOHTPO/b
SAKOCTI:

NoszaH ®apma M'v6X,
HimeuunHa
Brpo6HMKM,
BignosigasbHi 3a
KOHTPO/b AKOCTI:
I'BA dapma 'm6X,

HimeuunHa
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
'M6X, HimeuunHa

onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peuyoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npoMikHOro NpoaykTy abo
[OMOMIXHOT peyoBUHM) - OHOBNEHNI cepTudikaT Big,
BXE 3aTBEeP)KEHOro BUpobHuKa - MofaHHA OHOBEHOTO
I'E- cepTudbikaTy BiANOBIAHOCTI EBPONECHKIl
thapmakonei Ne R1-CEP 2000-067-Rev 03
(3aTBepmxeHo: Ne R1-CEP 2000-067-Rev 02 ) ons
[onomikHOT pevoBuHK Gelatin Bupo6bHnka ROUSSELOT.
3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudpikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IeHOro cepTudpikata BignosigHOCTI abo
BU/yYeHHs cepTudikaTa BignoBiAHOCTI EBponenchkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAyKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponeinchkiii
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/npoMiXHOIo NPOAYKTY abo
[OMOMIKHOT peyoBuHM) - HoBui cepTudikaT ans
BUXIAHOrO MaTepiany/peareHTy/NMpoMKHOro NpoayKTy
a60 [40NOMDKHOT pevyOBWHM Big, HOBOro abo Bxe
3aTBEpMAKEHOro BUpobHuKa - MNogaHHa Hosoro ME-
cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
Ne R1-CEP-2008-137-Rev 01 gns 4ONOMIXHOI peyoBUHM
Gelatin Bupo6Huka GELITA AG. 3miHu | Tuny - 3miHu 3
saKocTi. CepTudpikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo oHOBIEHOro cepTuddikaTa
BiANoBIAHOCTI ab0 BUyYEHHs cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ana Adl; ans
BMXigHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHULUTBI API; ansa
[onomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOIo NPOAYKTY abo
[0MNOMDKHOT peyoBUHY) - BunyyeHHs ceptudikaTis (y
BMNaAKy HasBHOCTI My/IbTUMMIETHOTO cepTudikaTa Ha
MaTepian) BunyyeHHs 'E-cepTtudikaty BignosigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2000-027-Rev 02
ANs AONOMKHOT peyoBuHM Gelatin BMpo6HvKa
ROUSSELOT. 3MiHu | TUny - 3MiHW 3 SIKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar BiANoBIigHOCTI
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€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo oHOB/IEHOro cepTucpikata BignosigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBpONENCHKIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHMKA - [ofaHHA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI E€Bponelichbkiinn hapmakonel
Ne R1-CEP 1997-067 - Rev 08 (3aTBepmkeHo: R1-CEP
1997-067 - Rev 07) gns gitoyoi pevoBnHn Budesonide
Bifl BXXe 3aTBEpAXEHOro BUpobHuka Sicor S.r.L., ITanis
(BnacHuk CEP: TEVA PHARMACEUTICAL
INDUSTRIES LTD, I3painb). 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo oHOBNEHOro cepTuddikaTa
BiANoBIAHOCTI ab0 BUyYEHHs cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ana Adl; ans
BMXigHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI API; ansa
[onomikHoi peyosuHu (FE-cepTudpikar BignosigHOCTI
€Bponeiicbkiii hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOIo NPoAyKTy abo
[OMOMIiXHOI peqoBMHM) - OHOBMEHWIA cepTudikaT Bif,
BXe 3aTBEpPAXEeHOro BUPOo6HYKa - MNofaHHs OHOB/IEHOTO
I'E- cepTuchikaTy BiANOBIiAHOCTI EBPONEiCHKIlt
dhapmakonei Ne R1-CEP 2000-045 Rev 04
(3atBepaxeHo: Ne R1-CEP 2000-045 Rev 03) gns
[onomixHoT peyoBuHK Gelatin Bupo6Huka Tessenderlo
Group N.V. 3MiHu | Tuny - 3MiHn 3 axkocTi. CepTudikaT
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOro cepTucpikata BignosigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBpONENCHKIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peuyoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npoMikHOro NpoaykTy abo
[0MOMDKHOT peyoBUHU) - BunyyeHHs ceptudikartis (y
BMNaAKY HasBHOCTI My/IbTUMNETHOTO cepTudikaTa Ha
Marepian) BunyyeHHs ME-cepTudpikaTy BignoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2004-247-Rev 00
ANna AonomikKHOT peyoBuHM Gelatin Bupo6Huka Nitta
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Gelatin Inc. 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IeHOro cepTudpikata BignosigHOCTI abo
BU/yYEeHHs cepTudikaTa BignoBiAHOCTI EBpoNenchkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/MpoMibKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 415 LONOMDKHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponeinchkiii
thapmakonei ana A®l/BuxigHoro
martepiany/peareHTy/npoMiXHOIo NPOAYKTY abo
[OMNOMDKHOT peyoBuHM) - OHOBNEHWI cepTuddikaT Big,
BXe 3aTBepAXeHOoro BMpobHyKa - MNogaHHs OHOBNIEHOTO
I'E- cepTudpikaTy BifnoBigHOCTI €Bponelickkili
thapmakonei Ne R1-CEP 2001-028-Rev 01
(3aTBepaxeHo: Ne R1-CEP 2001-028-Rev 00) ans
[0onoMkHOT pevoBuHKM Gelatin Bif BXe 3aTBEpAXEHOro
BMpo6HMKa GELTECH CO., LTD. 3MiHu | TUny - 3MiHu 3
aKocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo oHOBEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ana Adl; ans
BMXigHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI A®I; ansa
[onomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/NpoMXHOIo NPOAyKTy abo
[OMOMiXHOI peqoBWHM) - HoBWiA cepTudiikar ans
BMXigHOro martepiany/peareHTy/npoMiKHOIO NMPOAYKTY
a60 [0NOMDKHOT peqyoBUHH Bif, HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOOHUKA - MogaHHa Hosoro ME-
cepTudikaTy BiANOBIAHOCTI E€Bponeiickkili hapmakonei
Ne R1-CEP-2003-261-Rev 01 ans ONOMKHOI pe4oBUHU
Gelatin Bif BXe 3aTBepKeHOro BupobHuka M/S India
Gelatine and Chemicals Ltd. 3mitu | TUny - 3miHu 3
aKocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOro cepTuddikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ana Adl; ans
BMXigHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHULUTBI A®I; ansa
[onomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei ans A®l/BuxigHoro
marepiany/peareHTy/NpoMXHOIo NPOAyKTy abo
[I0MOMIiXHOI peqoBWHM) - HoBWiA cepTudiikar ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

BUXIAHOrO MaTepiany/peareHTy/NpoMIKHOro NpoayKTy
a60 [0NOMDKHOT pevyoBUMHM Big, HOBOro abo Bxe
3aTBEpMAKEHOro BUpobHuKa - MNogaHHa Hosoro ME-
cepTudpikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
Ne R1-CEP-2010-043-Rev 00 gns 4ONOMIXHOI pe4oBUHM
Gelatin Bif, BXe 3aTBEpKEHOro BUPOGHMKA
ROUSSELOT. 3MiHu | TUNy - 3MiHW 3 SIKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikart BiANoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IeHOro cepTudpikata BignosigHOCTI abo
BUJyYeHHs cepTudikaTa BigMnoBiAHOCTI EBponenchkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 LONOMDKHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponeinchkiii
thapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOIo NPOAYKTY abo
[OMOMDKHOT peyoBuHM) - OHOBNEHWI cepTudikaT Big,
BXe 3aTBepAXeHOoro BMpobHuKa - MNogaHHs OHOBNEHOTO
I'E- cepTudpikaTy BifnoBigHOCTI €Bponelickkili
thapmakonei Ne R1-CEP 2005-217 Rev 02
(3aTBepaxeHo: Ne R1-CEP 2005-217 Rev 00) ans
[onoMkHOT pevoBuHM Gelatin Bif BXe 3aTBEPAXEHOro
BMpo6Huka Nitta Gelatin Inc.

- 3MiHu | TNy - 3MiHK 3 AkocTi. CepTuUddikat
BignosigHocTi/lE-cepTudpikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IeHOro cepTudpikata BignosigHOCTI abo
BU/yYEeHHs cepTudikaTa BignoBiAHOCTI EBpoNenchkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 LONOMDKHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponeichkiii
thapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOIo NPOAYKTY abo
[OMNOMDKHOT peyoBuHM) - OHOBNEHWI cepTudikaT Big,
BXe 3aTBepAXeHOoro BMpobHuKa - MNogaHHs OHOBNEHOTO
I'E- cepTudpikaTy BifnoBigHOCTI €Bponelickkili
thapmakonei Ne R1-CEP 2000-344 Rev 03
(3aTBepaxeHo: Ne R1-CEP 2000-344 Rev 02) ans
[onoMikHOT pedoBuHM Gelatin Bif BXe 3aTBEpAXEHOro
Brpo6Huka NITTA GELATIN INDIA LTD. 3minu | Tvny -
3MiHu 3 gKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYHYEHHS
cepTtudcpikaTa BignosigHOCTIi EBponeiickbkili hapmakonei:
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yrnakoska)

onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peuyoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npoMikHOro NpoaykTy abo
[,0MOMDKHOT peyoBUHU) - BunyyeHHs ceptudikartis (y
BMNaAKY HasBHOCTI My/IbTUMNETHOTO cepTudikaTa Ha
Marepian) BunyyeHHs ME-cepTudpikaTy BignoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-320 Rev
00 gnsa gonoMixHoi pevouHu Gelatin Bupo6Huka Nitta
Gelatin Inc. 3miHu | TMNy - 3miHK 3 AkocTi. CepTudikar
BignosigHoOCTI/lE-cepTudpikat BignosigHOCTI
€Bponeiicbkiil hapmakonei/MmoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peuoBuHM (TE-cepTudbikat BignoBiAHOCTI EBpoNecbkiii
hapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOIo NPOAYKTY abo
[0MNOMDKHOT peyoBUHN) - BunyyeHHs ceptudikaTis (y
BMNaAKy HasBHOCTI My/IbTUMMIETHOTO cepTudikaTa Ha
MaTepian) BunyyeHHs 'E-cepTudikaty BignosigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2001-332 Rev
02 pns ponoMixHoi peyoBuHu Gelatin BUpo6Huka
ROUSSELOT. 3MiHu | TUny - 3MiHW 3 SIKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BiAnoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IeHOro cepTudpikata BignosigHOCTI abo
BU/yYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/MpoMibKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponeinchkiii
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/npoMiXHOIo NPOAYKTY abo
[OOMOMDKHOT peyoBrHN) - BunyyeHHs ceptudikaTis (y
BUNaAKy HassBHOCTI MyNbTUM/IETHOIO cepTudikaTa Ha
marepian) BunyyeHns ME-cepTucpikaTy BignoBigHOCTI
€poneiicbkini hapmakonei Ne R1-CEP 2003-172 Rev
01 pns gonoMixHoi pevoBuHu Gelatin BUpoGHUKa
GELITA Group. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudpikart BiANoOBIigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BignoBiAHOCTI abo




57

Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peuoBuHM (TE-cepTudbikat BignoBiAHOCTI EBpoNecbkiii
hapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOIo NPoAyKTy abo
[0MNOMDKHOT peyoBUHN) - BunyyeHHs ceptudikaTis (y
BMNaAKy HasBHOCTI My/IbTUMIETHOTO cepTudikaTa Ha
MaTepian) BunyyeHHs 'E-cepTudikaty BignosigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2002-110 Rev
00 i gonoMixHoi pevoBunHu Gelatin BupobHuka PB
Gelatins.
45, BYNPIHON TabneTtkn 3 3AT JInToBCcbka KOHTPO/Ib AKOCTi Ta Bonrapisi/ BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiasis: 3MiHn | 3a UA/19228/01/01
MoAMdiKoBaHWM «®apmnira» Pecny6nik BiANOBIAaIbHNI 3a Cepbis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
BMBINIbHEHHSM, NO a BUNYCK cepil: Ta/abo aapecy 3asiBHMKA (B/lacHUKa peecTpaviliHoro
150 wmr; no 30 BANTKAHOAPMA- NOCBiJYEHHS) 3MiHa agpecu 3asiBHUKa (B/lacHUKa
TabneTtok 3 AYNHUUA AL, peecTpauiiiHOro NocBig4YeHHs) Y 3B’A3Ky 3i 3MIHOK MicLs
MoAMdDiKOBaHUM Bonrapis pos3TallyBaHHA ocicy (NponoHoBaHa ajpeca 3asBHMKa:
BMBINIbHEHHSIM Y BMPOBHULITBO BY/. AHTakaslbHbO, 6yA. 48A-304, BinbHioc, /IMTOBCbKa
n1acTMKoBOMY nikapcbKoro 3acooby, Pecny6nika/ Antakalnio g. 48A-304, Vilnius, Republic of
KOHTeliHepi, no 1 nepBrHHE Ta BTOPUHHE Lithuania) 3mMiHK BHeCEeHI B IHCTPYKLiO AN MeAUYHOro
KOHTEHepy y nakyBaHHs1, KOHTPO/1b 3acTOCyBaHHS NikapCcbKoro 3acoby y po3gain
KapTOHHIA KopoobLi AKOCTI cepii: "Micue3HaxomKeHHs 3asiBHMKA" 3 BiANOBIAHUMW 3MiHAMM
dapmaveyTcko- B TEKCTi MapKyBaHHS ynakoBoOK. BBegeHHs 3MiH
Xewmilicka IHgycTpis NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS
(PXI) 3gpasne A.4.
(AkTasic), Cepbisa
[opartkosa AinbHUUSA 3
KOHTPOJIHO AKOCTI:
I'E dapmacbloTikans
Ntp., Bonrapis
46. BA3E/NIH Ma3b no 30ry MAT YkpaiHa MAT "Ximdpapm3sasoz, YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 6e3 UA/8304/01/01
Ty6i; no 1 Ty6i B "Ximcpapm3sas "YepsoHa 3ipka" TMny - 3MiHM WoAo 6e3nekn/edpekTNBHOCTI Ta peyenma
naJi 3 KapToHy o, "YepBoHa hapmakoHarnagy (iHwi 3miHK).
3ipka" OHOBNEHHA TEKCTY MapKyBaHHA NepBUHHOT Ta
BTOPUHHOT yNakoBKM MikapcbKoro 3acoby, a came
BUyYEHHS iHhopMaL,ii, 3a3Ha4eHOi poCiiiCbKOK MOBOH.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
47. BA3E/NIHOBE mMacno; no 25 mn MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/0408/01/01
MAC/O abo no 50 mny "®ITOPAPM" T™MNYy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenma
onakoHax Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
NoOCBIJYEHHS) - 3MiHa agpecu 3asBHUKa. TepMiH
BBE/IEHHS 3MiH NPOTAroM 6 MicsuiB nicns 3aTBepipkKeHHs
48. BAJNIEPIAHU HacToiika no 25 MpAT YkpaiHa MpAT d®apmaueBTMyHa YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasis: 3miHu | 6e3 UA/2119/02/01
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HACTOWKA MY prakoHi dapmaLeBTuy thabpuka "Biona" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NNiKapCbKuii 3aci6. peyenma
CKMsiHOMY; no 1 Ha thabpuka Cuctema KoHTelHep/3akynoptoBasibHuiA 3aci6. 3MiHa y
chnakoHy B nauu; "Biona" MepBVHHIlA yNakoBLji rOTOBOrO /liKapCbKOro 3acoby
no 25 mn a6o no (AKicHWIA Ta KiSbKiCHWI cknag) - M'siki Ta HeCTEepPUIbHI
50 mn 'y donakoHax piaki nikapcbki opMu - BBEAEHHA AOAATKOBUX YNAKOBOK
CKNSAHUX; MO 25 M/ no 25 mn Ta no 50 mn y prnakoHax nonimepHunx (PBI-
abono 50 mny 30-18 Ta ®BI1-55-18 3 nonieTuneHTepedTanary),
thnakoHax YKynopeHux npobkamu-kpanenbHuuamu 3 MNEBT (2.2.a-
CKNAHWX , 13) Ta kpuwkamu (K1) y nayui Ta 6€3 naykm, 3
YKYNOpeHux BiANOBIAHMMU 3MiHAMU [0 P. «YNakoBka». 3MiHU
npobkamu- BHECEHI B po34in "YnakoBka" (BBEAEHHS YOTUPLOX
KpanesbHULAMY; [04aTKOBUX PO3MIpiB YNakoBOK) B IHCTPYKLitO ANs
no 25 mn a6o no MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby, sk
50 MmNy donakoHi HacnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
CKIIAHOMY, [0AaTKOBMX YNakoBOK /ikapcbkoro 3acoby. BeefeHHs
YKynopeHomy 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHSA
npo6koto-
KpanesnbHuLEeto;
no 1 cpnakoHy B
nauuj; no 25 mn
abono 50 mny
dhnakoHax
nosiMepHuX,
YKyNOpeHux
npobkamu-
KpanesnbHULAMM i
KpuLLKamu; no 25
mn a6o no 50 mny
dhnakoHax
noniMmepHux,
YKyNOpeHux
npobkamu-
KpanenbHUUAMK i
Kpuwkamu, no 1
donakoHy B nauui
49. BAJICAPTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic /ITA, ManbTa; ManbTa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/5743/01/01
H-TEBA NNiBKOBOO YkpaiHa" BankaHgapma-AynHuusa Bonrapis TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE- peuenmom

060/10HKOI0, N0 80
mr/12,5 mr, no 10
Tabnetok y
6nictepi; no 3 abo
9 6ricTepiB y
KapTOHHIlA KOpooLi

AT, Bonrapis

cepTugikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI €EBpoNenchkin hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKa. [ofaHHA OHOB/IEHOTO
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2010-072-Rev 02 (3atBepgykeHo: Ne R1-
CEP 2010-072-Rev 01) gns gitoyoi pevoBuHn Valsartan
Bif, BXe 3aTBepxeHoro Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3miHn y
cneumdikauii Ta MeTogax KoHTposiio A®l: 6ynu 3ByXeHi
gonyctumi mexi Bmicty gomiwok NDMA ta NDEA (NMT
0.03 ppm); BIAGYNNCH 3MiHW Y METOAULI KOHTPOSIIO Y
3B'A3KY 3 O0AAHHAM MeTOAy A/15 BUSHAUYEHHS [OMILLKN
AZBT 5-(4'-(azidomethyl)-[1,1"-biphenyl]-2yl)-1H-
tetrazole. 3MiHn | TMNY - 3MiHK 3 aKocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MeX, BU3HAYeHUX Y cneumdikauisax Ha Adl,
ab0 BUXigHWIA/NPOMIKHWI NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHunuTea Ad|
(8opaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
PeYoBUHM 6iOAOrYHOTO abo IMyHO/IOMNYHOro
MOXO[PKEHHS) NapameTpa cneundikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTataMun JOC/igKeHb
3 6e3nekun abo AKOCTi) foAaBaHHA B cneuudikadio Ad|
Valsartan Bupo6bHuutesa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. pyTUHHOro KOHTPO/0
AN BU3HaueHHs gomiwkn AZBT 5-(4'-(azidomethyl)-
[1,1'-biphenyl]-2yl)-1H-tetrazole 3 gonycTMUMK MeXamm
(NMT 4.7 ppm) Ta BignosigHUM MeTo40M KOHTposo(LC-
MS) Ha niacTtasi pekomeHgauii EMA cTOCOBHO AKOCTi Ta
6e3MeKn BUKOPUCTaHHS NiKapCbKoro 3acooy.

50.

BANCAPTAH
H-TEBA

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0
160 mr/25 wmr, no
10 TabneTok y
6nicTepi; no 3 abo
9 6nicTepiB y
KapTOHHI Kopoobui

TOB "TeBa
YkpaiHa"

YkpaiHa

AxTasic /IT[, ManbTa;
BankaHdapma-ynHuus

AT, Bonrapist

ManbTa/
Bonrapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CeptudiikaTt BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAMNoBIgHOCTI abo BUNYyYEHHS
cepTudikaTa BigNoBigHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBUHYM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUI cepTudiKaT Bif yxe
3aTBEPAKEHOro BUpo6HuKa. MNogaHHA OHOB/IEHOTO
cepTudikaTa BignoBiaHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2010-072-Rev 02 (3atBepgykeHo: Ne R1-
CEP 2010-072-Rev 01) gns gitoyoi pevoBuHn Valsartan
Bif, BXe 3aTBepxeHoro Bupo6Hnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3miHn y
cneumdikauii Ta MeTogax KoHTposiio A®Il: 6ynu 3ByXeHi
ponyctumi mexi Bmicty gomiwok NDMA ta NDEA (NMT
0.03 ppm); BIAGYNNCH 3MiHW Y METOAULI KOHTPO/KO Y

3a
peyenmom

UA/5743/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3B'A3KY 3 AOAAHHAM MeToAy A5 BU3HAUYEHHS JOMILLKN
AZBT 5-(4'-(azidomethyl)-[1,1'-biphenyl]-2yl)-1H-
tetrazole. 3minu | TMNY - 3MiHK 3 axkocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MEX, BU3HaUeHuX y cneuudikauisx Ha Adl,
a60 BMXigHWA/NPOMDKHWIA NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(aopaBaHHA abo 3aMiHa (32 BUHATKOM aKTUBHOI
peyYoBUHM 6I0NOrYHOro abo IMYHO/IOMYHOTO
NOXO[KEHHS) NapameTpa cneumdikadii 3 BignoBigHUM
MeToA0M BUNPOBYBaHHSA 3a pesyfbTatamu JOCAiAKEHb
3 6e3nekun abo AKOCTi) foAaBaHHA B cneundikauiio Ad|
Valsartan Bupo6Huutea ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. pyTUHHOIro KOHTPO/1t0
[ONs BU3HaYeHHs gomiwku AZBT 5-(4'-(azidomethyl)-
[1,1'-biphenyl]-2yl)-1H-tetrazole 3 gonycTuMnUMy Mexamu
(NMT 4.7 ppm) Ta BiANOBIAHUM MeTOA0M KOHTpoo(LC-
MS) Ha niacTtaBi pekomeHgauii EMA CTOCOBHO SKOCTi Ta
6e3neky BUKOPUCTaHHSA /liKkapCbKoro 3acoby.

51.

BAH/EPK

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr, no 10
Tabnetok y
6nictepi, no 3
6nicTepn y nauui

AT

"KNIBCbKWM

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KMIBCbKUI

BITAMIHHUIN 3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
Tmny - 3MiHN 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4oNyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHW)

CynyTHs 3MiHa - 3MiHKW 3 AkocTi. A®I. KoHTponb Ad®I.
3MiHa y MeTozax BunpobysaHHa APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HMuTBa AD (iHLWi
3MiHK) BHeceHHs 3MiH g0 Cneuudikauii /MeToais
KOHTPOIO Aito40i peyoBuHW JlepkaHigunidy rigpoxnopug
BMpo6bHuLTBa «Glenmark Life Sciences Limited»,
30KpeEMa BUyHYEeHHS NoKasHuka «Baxki meTann»,
BignosigHo Ao kepisHuutea ICH Q3D Guideline for
Elemental Impurities Ta opuriHasibHUX AOKYMEHTIB
BMpOo6HUKa. Ha3By nokasHuka «3a/nLLKOBI KiNIbKOCTI
OpraHiYHNX PO3YMHHMKIB» 3MIHEHO Ha «3a/TNLLKOBI
PO3YMHHKKM», BiAMOBIAHO A0 OpUTiHA/IBHUX MaTepiasisB
BUPOGHMKA.

3a
peyerimom

UA/18884/01/01

52.

BAH/EPK

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 20
mr, no 10
Tabnetok y
6nictepi, no 3
6nicTepu y nayui

AT

"KNIBCbKN

BITAMIHHWIA
3ABOJ"

Ykpaina

AT "KMIBCbKUI

BITAMIHHMIA 3ABOL"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHKn 3 AKoCTi. A®Il. KoHTposib A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCcTUMUX MeX,
BM3HAYeHuX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHW)

3a
peyerimom

UA/18884/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®l abo BUXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHW) BHECeHHs 3MiH Ao Cneuundikauii /MeTogais
KOHTPO/IO Aito40i pe4yoBuHW JlepkaHiguniHy rigpoxnopug
BMpobHULTBa «Glenmark Life Sciences Limited»,
30KpeMa BUyHEeHHs NOKa3HMKa «Baxki meTann»,
BignoBigHo fo kepiBHuuTBa ICH Q3D Guideline for
Elemental Impurities Ta opuriHanibHVUX JOKYMEHTIB
BMPO6HUKA. Ha3By nokasHuKa «3a/ULWKOBI KifIbKOCTI
OpraHiYHUX PO34YMHHUKIB» 3MIHEHO Ha «3aJ/IMLLKOBI
PO3UYMHHKKW>», BIAMOBIAHO 40 OpUriHAIBHUX MaTepiasiB
BMPOGHMKA.
53. BEHOTOH® HacToiika, no 100 MNAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/11668/01/01
My 6aHuj "Ximchapm3sas "UepBoHa 3ipka" My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma
CKNsAHI; no 1 of, "YepsoHa thapmakoHarnagy (iHwi 3MiH1) OHOBMIEHHS TEKCTY
6aHuj B nayuj 3 3ipka” MapKyBaHHS BTOPVHHOI YNakoBKW Jlikapcbkoro 3acoby, a
KapToHy; no 100 came BUy4YeHHst iHhopmalii, 3a3Ha4eHol pociicbko
My chakoHi MOBOI. BBeieHHs 3MiH MPOTAroM 6-Tu MicALiB nicns
CKAHOMY abo 3aTBEPAKEHHS.
noniMepHomy; no
1 donakoHy B nauu,
3 KApPTOHY
54. BIAFPA® TabneTku, BKPUTI ANOXXOH HOC CWA dapesa Ambyas PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0313/01/02
N1iBKOBOIO 1nc TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs peyenmom

o6onoHkoto, no 50
mr; no 1 a6o no 4
TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHI KopoobLi

Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HMKa (BKIKOYAKOUK, 3a HEOOXIAHOCTI, Micue
NpoBefEeHHSI KOHTPO/IIO SIKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, a6o noctavasnbHuka A®l/BnxigHoOro
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigCcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, ab0 BUPOOHMKA HOBOT
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CbE) 3MiHa
Ha3BW Ta YTOYHEHHSI aAMiHICTPaTUBHUX afpec
nocTayasibHuKIB BUxigHoro matepiany UK-143,108.
Brpo6HWYI AinbHULI Ta yci BUPOGHMYI onepadii
3a/MWATHCA HE3MIHHUMUW. 3MiHu | TNy -
ALMIHICTpaTUBHI 3MiHW. BrunyyeHHss BUPO6HUYOT
OinbHUUI (BKNHOYa0oUW AinbHULI Ana APl TPOMKHOIo
NpoAyKTY abo roToBOro NiKapcbkoro 3acoby, AifbHULL
[O15 NPOBEEHHS NakyBaHHSA, BUPOOHMKa,
BiANOBiAaIbLHOrO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPONIO cepii) abo nocTadasibHMKa BUXIAHOIO
mMaTepiany, peareHty abo AONOMIKHOI PeYOBMHU (SIKLLLO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

3a3HayeHo y AOCbE) BUTyYEHO NnocTavasibHUKa
BuxigHoro marepiany UK-143,108 Pfizer Ltd, United
Kingdom. 3miHu | Tuny - 3miHu 3 akocTi. AdL.
Brvpo6HMUTBO. 3MiHM B npoueci BupobHuutea Adl
(He3HayHa 3miHa y npoueci BUpobHuuTea A®l) BHeceHo
He3HauHi 3MiHM y BUpobHuunii npouec Route 3. 3miHu |
TMny - 3MiHK 3 AKocTi. A®l. BUpo6GHMLTBO. 3MiHM B
npoteci BupobHuuTea AP (iHLWi 3MiHN) BELEHHS HOBOTO
HOpPMAaTVBHOTO BuXigHoro marepiany (PF-01209642),
AKUIA BUKOPUCTOBYETLCA Y A0AATKOBOMY
anbTepHaTMBHOMY BMPOBHUYOMY npolieci (Route 4)
[il4oi peyoBrHY cungeHadiny umiTtpary.
3MiHu | TUNY - 3MiHK 3 siKocTi. A®l. Bupo6HMUTBO. 3MiHa
po3Mipy cepii (Bknoyatoun gianasonun) APl abo
NMPOMIKHOIO NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y MPOLLECI
BMPOGHMLTBA ADI (iHLi 3MiHM) 3a3HAaYEHO
MakcMMasibHUI po3Mip cepiii 4151 KOXHOTO BUPOBHWYOrO
npouecy (Route 2, 3 Ta 4) Ailo4oi peyoBUHN
cungeHadiny uutparty BignosigHo Tabnuui. 3MiHu | Tuny
- 3MiHM 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHM
BMNPOGYyBaHb abo AOMYCTVMUX MeX Y NPOLECi
BMpo6OHUUTBa APl L0 BCTAHOB/EHI Y cneuudikavisx
(mopasaHHA HOBOro BUNPOOYBaHHA Ta AONYCTUMUX MEX)
[opaHo B1npobyBaHHsA «Loss on Drying» (3
MakcMManbHUM 3HauveHHsAM 0,5%) Ha maTepian Ha eTani
1 Bupo6Huyoro npotecy Route 3. 3miHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikaLii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiZHUA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HUUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) Ao po3ainy 3.2.S.2.3.KoHTposnb
MaTepianis AofaHO HOBY cnevudikauitio Ans eTaHony,
AKUIA BUKOPUCTOBYETLCS Y BUPOGHMYOMY npoueci Route
4. 3minm | TNy - 3miHn 3 AkocTi. A®l. KoHTponb A®I.
3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(nonoBHeHHS cneuudikaLlii HOBUM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS) A0 po3ainy
3.2.S.2.3.KoHTposb matepianis o4aH0 HOBY
cneumdikauito Ans TONyony, SKMA BUKOPUCTOBYETLCA Y
BMPOGHMYOMY npotieci Route 4. 3miHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM

NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHSA) Ao po3giny 3.2.S.2.3.KoHTponb
marepianis 4oAaHo HOBY crieumdikalito ans
BiJHOB/NIOBAHOr0 TONYONY, AKWA BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npotieci Route 4. 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HUUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) Ao po3giny 3.2.S.2.3.KoHTponb
MaTepianis fofaHo HOBY cneuudikaliio Ans HaTpito
eToKCcuAy, SKVi BUKOPUCTOBYETHLCS Y BUPOBHUYOMY
npoueci Route 4. 3miHu | Tvny - 3miHKW 3 AkocTi. ADI.
KoHTponb A®I. 3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMMNX MeX, BUSHAYEHUX Y cneumdikauisx
Ha A®l, abo BYXigAHWNIA/MPOMIXHWIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(nonoBHeHHS cneuudikaLlii HOBUM NMOKA3HNKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS) A0 po3ainy
3.2.S.2.3.KoHTposb matepianis o4aH0 HOBY
cneumdikauito Ans ByrneLto, Skl BUKOPUCTOBYETLCA Y
BCiX BUPOGHMUMX npouecax (Route 2, 3 1a 4). 3MiHun |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y Npoueci BupobHuutea Ad|
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
Bi4NOBIAHUM METOAO0M BUNPOOYBaHHA) — A0AaHO
crneungikaLito Ans Bi4HOBNEHOTO PO3UNHHMKA 2-
BGyTaHOHy, SIKUiA BUKOPUCTOBYETLCS Y BCIX BUPOOHNUMX
npouecax (Route 2, 3 Ta 4). 3MiHun | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneundikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) AONOBHEHHA cneuudikavii 4ns
PO34MHHKKa eTunaleTaT HoBuM napametpom «Water

Content» 3 fonycTUMOIO Mexeto He Binblue 0,1% 3

BiANOBIAHUM METOA0M BUNPOBYBaHHA. 3MiHW | Tuny -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPOOYBaHHSA) A0 po3ainy
3.2.S.2.4.KOHTPO/Ib KPUTUYHUX CTagili i NPOMiIXHOT
npoaykuii foAaHo cneumdikauiio 415 NPOMDKHOTO
npoaykty Sildenafil 2 (UK-92,480), siknii yTBOPHOETLCS
npu Bupo6HUYomy npoueci Route 4. 3miHu | Tuny -
3miHu 3 axkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo 4OMyCTUMUX MEX,
BMU3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(nonoBHeHHS cneuudikaLlii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiAMNOBIAHUM METOA0M BMNPOOYBaHHS) A0 NOKa3HMKa
«Inorganics» cneuudpikauii ans A®I cungeHadiny
uuTpaTy foAaHo TecT ANA BU3HAYEHHS nanagito 3
gonyctumummn mexamu 10 ppm (418 opasibHOro
3aCTOCYBaHHS), AKWA 3aCTOCOBYETHLCS ANA Aito4ol
PEYOBUHM, LLLO BUTOTOBASETHCSA BUPOOHNYNM NPOLLECOM
Route 2. 3miu | Tvny - 3miHKn 3 AkocTi. A®I. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOro Matepiany/npoMiKHOrO NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BupobHuytea A®I (iHwi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy
ab6o gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
NpPoAYyKTY) [ONOBHEHHS MeTogoM USP, K
anbTepHaTUBHWNA, A71A BUSHAYEHHS ifeHTudikauii AdI
cungeHadiny uuTpaTy npu npoeegeHHi [Y-tecty.
3miHu | Tvny - 3miHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy
ab6o gonosHeHHs1) A®| abo BUXIAHOrO/MPOMIXXHOIO
NpPoAYyKTY) [ONOBHEHHS MeTogoM USP, K
anbTepHaTUBHWIA, ANS KiNIbKICHOro BU3HaueHHst Ad|
cungeHadiny uutpary (metog BEPX). 3miHu | Tuny -
3MiHn 3 sKkocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHa APl abo BMXigHOrO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy
abo gonoBHeHHs1) A®I abo BUXIAHOrO/MPOMIXXHOTO
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npoaykTy) Ao nokasHuka «Related Substances — Route

2» fofaHo BM3HAYeHHs fOMillku Imidazole 3
[OMyCTUMOIO Mexeto He binblue 0,1% Ta foAaHo MeTof
USP, K a/ibTepHaTUBHUIA.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y npoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoAykTy) AONOBHEHHA MeTogoM USP, sk
a/lbTEPHATUBHUIA, ON151 BUSHAYEHHS Cy/bhaTHOT 30711 Y
nokasHuky «lnorganics» B A®I cungeHadiny uutpary.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTa AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoAyKTy) AONOBHEHHA MeTogoM USP, sk
a/lbTEPHATUBHUIA, AN151 BUSHAYEHHS BaAMN Y NOKA3HUKY
«Residual Solvents and Water» B A®I cungeHadiny
uuTparty.
3miHu | Tvny - 3miHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD| (iHLWi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy
ab6o gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
NpPoAYyKTY) [ONOBHEHHS MeTogoM USP, K
anbTepHaTUBHUN, ANS BU3HAYEHHS BEOKKUX METaniB y
nokasHuky «lnorganics» B A®| cungeradiny umtpaty Ta
3MiHa gonycTMmoi Mexi 3 maximum 20 ppm Ha
maximum 10 ppm.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHS)) A®| abo BUXIQHOrO/MPOMIXHOro
npoaykTy) 3amiHa in-house meTtogy BEPX (S 189.01) Ha
meToa BEPX BignosigHo moHorpadii EP ans
BU3HayeHHs Total unspecified Impurities B A®I
cungeHadiny umTparty, Skuii BUpobneHnii Ha
BMPOGHMYOMY npotieci Route 2. 3miHu | Tuny - 3miHn 3

akocTi. A®l. Cuctema KOHTeliHep/3aKynoproBabHui

3aci6. 3MiHW napameTpiB cneuudikauiii Ta/abo
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[ONMYCTUMUX MEX, 3a3HayeHnx y cneundikauisx, ans
6e3nocepeHbOi ynakoBku APl (4ONOBHEHHS
cneyudikaLii HOBUM NOKa3HUKOM Ta BiAMOBIgHM
MeTOoA0M BUNPOOYBaHHA) OHOBMIEHHS cnevumdikadil Ha
nonieTuneH H3bKOoi WinibHOCTI (LDPE). 3MiHn | Tuny -
3MiHu 3 sKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHa abo ymoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakoner,
LLIO BK/IHOYAE nepios MOBTOPHOro BUNPOBYBaHHSA) (3MiHa
y 3aTBEpAXEHOMY NPOTOKONI CTabiNIbHOCTI) OHOBEHO
po3ginu 3.2.S.7.1.Pe3tome o040 cTabisibHOCTI,
3.2.S.7.2.MpoToKon nicnspeecTpauiiiHoro BUBYEHHS
cTabiNbHOCTI Ta 3060B’A3aHHS LWOAO0 CTabiflbHOCTI,
3.2.5.7.3.[aHi npo cTabiNbHICTb, BUCHOBKaMu Ta
JaHnMu Ha A®| cungeHadiny unTpaty, akuii
BMPO6IEHN Ha BUPOGHUYOMY npoueci Route 4. 3miHu |
Tuny - 3miHn 3 akocTi. CepTuddikat BignosigHocTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
iHLWOT HauioHanbHOT thapmakonel aepxasn €C (3MiHa y
cneumdikauii HedhapmakoneiHoro A®| ons npuBeaeHHs
y BignoBigHicTb Ao BUMor AdY abo €Bponeiicbkol
thapmakonei, abo iHLWOoi HauioHa/IbHOI dhapmakonel
aepxasu €C) - A®| - MeTOAN KOHTPOSIO 3@ NMOKa3HUKaMK
«Appearance», «ldentification» (metogom 14
cnekTpodhoToMeTpiIst), «Assay», «Related Substances —
Router 2», «Related Substances — Router 3», «Sulfated
Ash», «Water» npuBefeHo Y BifNoBigHICTb 40 BUMOr
MoHorpadii «Sildenafil citrate» EP. 3minu Il Tuny - 3miHn
3 AkocTi. A®l. BupobHuLTBO. 3MiHM B NpoLLECi
BMPOGHMLTBA AD| (3HAYHa 3MiHa Y NpoLeci
BUMPOGHMLTBA ADI, LLIO MOXE MaTV iCTOTHWI BNAMB Ha
AKICTb, 6e3neky abo ed)eKTUBHICTb JliKapCbKoro 3acoby)
[0AaHO0 anbTepHaTUBHUIA LWNAX cuHTe3y (Route 4) ans
BMPOGHMLITBA Ail0HOT PEYOBMHU cungeHadiny uutparty.

55.

BIATPA®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, N0
100 mr no 1, a6o
no 2 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIlA
Kopobui; no 4

ANIKOH t0C
1 11C

CLA

dapeBa Ambyas

®paHuisa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHSs!
Ta/abo agpecu micus NPOBamKeHHs Ais/IbHOCTI
BMPOGHMKa (BK/TOYAKO4M, 38 HEOOXIAHOCTI, MicLe
npoBefeHHA KOHTPOJI0 SIKOCTi), abo BacHMKa mactep-
thaiina Ha A®Il, abo noctavasnibHuka APl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLLO 3a3HAYEHO Y
[0ChE Ha Nikapcbkumii 3acib) 3a BiACYTHOCTI cepTudikata

3a
peyenmom

UA/0313/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Tabnetkn y BiANOBIAHOCTI EBponeiickkili hapmakonei y

6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHilA KopooLi

3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOT
[0MOMDKHOT PEYOBMHM (SKLLLO 3a3HAYEHO Y A0CHE) 3MiHA
Ha3BW Ta YTOUYHEHHSI aAMiHICTpPaTUBHUX afpec
noctavasibHuKiB BUXigHoro matepiasy UK-143,108.
Brpo6HWYi ginbHNLi Ta yci BUPO6HMYI onepadii
3a/MWA0THCA HE3MIHHUMUW. 3MiHu | Tvny -
ALMIHICTPaTUBHI 3MiHW. BunyyeHHss BUPO6HUYOT
AinbHUUI (BKAOYaoum AinbHuui ana A®l, npomixHoro
npoAykTy abo roToBOro ikapCbKoro 3acoby, AiNbHUL
NS NPOBEEHHS MakKyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/0 cepii) abo nocTavasnbHyKa BUXIgHOTO
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEYOBMHU (SIKLLLO
3a3HayeHo y AOCbE) BUTYYEHO nocTavasibHuKa
BMxigHoro matepiany UK-143,108 Pfizer Ltd, United
Kingdom. 3miHu | Tuny - 3miHu 3 akocTi. AdL.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HayHa 3MiHa y npoueci BUpobHuLTBa A®I) BHECEHO
He3HauHi 3MiHU y BUpO6GHUUMiA npouec Route 3. 3MiHn |
TMny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoteci Bupo6HuuTBa AP (iHLWi 3MiHN) BELEHHSI HOBOTO
HOpMaTMBHOrO BuXigHoro matepiany (PF-01209642),
AKUIA BUKOPUCTOBYETLCSA Y AOAATKOBOMY
anbTepHaTMBHOMY BMPOGHUYOMY npoueci (Route 4)
Aio4oi peyoBuHY cungexadiny umTtpary.
3miHu | TUny - 3MiHK 3 skocTi. A®l. Bupo6HMUTBO. 3MiHa
po3Mipy cepil (Bknoyatoun dianasorHu) APl abo
NPOMIDXHOTO NPOAYKTY, SIKMA 3aCTOCOBYETLCA Y MPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHK) 3a3HAaYEeHO
MakCcMMasibHUI pO3MIp cepili 415 KOXHOTO BUPOBHNYOrO
npouecy (Route 2, 3 Ta 4) Aito40i pe4oBUHN
cungeHadiny unTpaTy BigNoBigHO Tabnuui. 3miHn | Trny
- 3MiHu 3 AkocTi. APl BupobHuUTBO. 3MiHM
BMNPOo6YyBaHb abo AOMYCTUMUX MEX Y NPOLECi
BMPO6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisx
(oopaBaHHSA HOBOTO BUMPOOYBaHHA Ta A0NYCTUMUX MEX)
nofaHo BunpobyBaHHA «Loss on Drying» (3
MakcuMasnbHVUM 3HadyeHHsM 0,5%) Ha maTepian Ha eTani
1 Bupo6Huyoro npouecy Route 3. 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHLCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneuvdikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpO6yBaHHs) Ao po3giny 3.2.S.2.3.KoHTponb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

MaTepianis AofaHo HOBY cnevudikauitio Ans eTaHony,
AKUIA BUKOPUCTOBYETLCS Y BUPOGHMYOMY npoueci Route
4. 3minm | TMny - 3miHK 3 AkocTi. A®l. KoHTponb A®I.
3miHa y napameTpax cneuudikauiii Ta/abo gonyctummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(nonoBHeHHSA cneuudikaLlii HOBUM NMOKA3HNKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPOOYBaHHS) A0 po3ainy
3.2.S.2.3.KoHTposb matepianis o4aH0 HOBY
cneumdikauito Ans ToNyony, KM BUKOPUCTOBYETLCA Y
BMPOGHMYOMY npotieci Route 4. 3miHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HUMLTBA AD| (4ONOBHEHHS cneundikalii HOBUM
NOKa3HUKOM SIKOCTi Ta BiANOBiAHUM METOAO0M
BMNpOGYBaHHS) A0 po3ainy 3.2.S.2.3.KoHTposb
marepianis AofaHo HOBY crieuyudikavito ans
BifJHOB/1IOBAHOrO TO/YONY, AKWA BUKOPUCTOBYETHLCSA Y
BUpo6HMYOMY npoueci Route 4. 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneuvdikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPO6YBaHHSA) Ao po3giny 3.2.S.2.3.KoHTponb
Marepianis oAaHo HOBY crneuyvdikalilo 415 HaTpito
eToKCcuAy, SKVUil BUKOPUCTOBYETHLCS Yy BUPOGHUYOMY
npoueci Route 4. 3miHn | TMNy - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneuudikaiii
Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX Y cneumdikaiisx
Ha A®I, abo BUXiAHWA/NPOMIXKHUIA NPOAYKT/pearexT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(OonoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) A0 po3ainy
3.2.5.2.3.KoHTposnb MaTepiasiiB OA4AHO HOBY
cneumdikauito Ansa Byrnewto, SKMin BUKOPUCTOBYETLCA Y
BCiX BUPO6GHNUMX nporecax (Route 2, 3 Ta 4). 3MiHu |
Tmny - 3MiHN 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BMU3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(ponoBHeHHs cneumdikaLlii HOBUM NOKA3HUKOM SIKOCTi Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

BiANOBIAHMM METOA0M BUNPOOYBaHHA) — A0AaHO
crneungikaLito Ans Bi4HOBNEHOTO PO3UYNHHMKA 2-
BGyTaHOHy, SIKUiA BUKOPUCTOBYETLCS Y BCIX BUPOOHNYMX
npouecax (Route 2, 3 Ta 4). 3MiHun | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMKX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneuvdikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) AONOBHEHHA cneuudikauii Ans
PO34MHHVKa eTunaleTaT HoBuM napametpom «Water
Content» 3 fonyCcTUMOIO Mexeto He BinbLue 0,1% 3
BiANOBIAHUM MEeTOA0M BUNPOBYBaHHA. 3MiHM | Tuny -
3miHu 3 axkocTi. A®l. KonTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BMU3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(nonoBHeHHSA cneuudikaLlii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS) A0 po3ainy
3.2.S.2.4.KOHTPOb KPUTUYHUX CTafiid i NPOMiKHOI
npoaykuii fofaHo cneumdikauiio 41a NPOMKHOTO
npoaykty Sildenafil 2 (UK-92,480), sikuii yTBOPIOETbCSA
npu Bupo6H14omy npoueci Route 4. 3miHu | Tuny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HAYeHUX y cneyndikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(OonoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTI Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA) A0 NOKa3HMKa
«Inorganics» cneundikauii ana A®I cungenaciny
uMTpaTy fofaHo TecT A8 BU3HAYEHHA nanagito 3
gonyctuMmmmn mexamu 10 ppm (4na opanbHoro
3acTocyBaHHS), SKUiA 3aCTOCOBYETLCA A5 AiH0HOT
PEYOBWHM, LLIO BUTOTOBASIETLCA BUPOOHNYMM NPOLLECOM
Route 2. 3minu | Tvny - 3miHn 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiany/NpoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BupobHuytea A®I (iHwwi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoayKTy) AONOBHEHHA MeTogoM USP, sk
anbTepHaTUBHWNA, 4518 BU3HAYEHHS igeHTudikauii AdI

cungeHadiny uutparty npu npoBegeHHi 14-tecty.

3MiHn | TMNY - 3MiHK 3 sKocTi. A®Il. KoHTposb A®I. 3miHa




70
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y MeTogax BunpobysaHHA AP abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLwi
3MiHM y MeToAax BUNpobyBaHHSA (BKNOHYaUU 3aMiHy
ab6o gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
NpPoAYyKTY) [ONOBHEHHS MeTogoM USP, fK
anbTepHaTUBHWIA, ANS KiNIbKICHOro BU3HaueHHst Ad|
cungenadiny uutpary (metog BEPX). 3miHu | Tuny -
3MiHn 3 sKkocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHa A®l abo BMXigHOrO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLeci BUpo6HuuTBa AD (iHLWi
3MiHM y MeToAax BUNpobyBaHHSA (BKNOHYaUn 3aMiHy
abo gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykTy) Ao nokasHuka «Related Substances — Route
2» [ofiaHo BU3HaYeHHs foMiwku Imidazole 3
LOMYyCTUMOIO Mexeto He Ginblie 0,1% Ta goAaHo MeToq
USP, sk anbTepHaTVIBHUIA.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa
y MeTogax sunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMiKHOTO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXXHOIO
NPOAYKTY) [OMNOBHEHHSA MeToAoM USP, sk
anbTepHaTUBHUIA, AN51 BUSHAYEHHS CyNbhaTHOT 30711 Y
nokasHuky «Inorganics» B A®| cungexadiny umtpary.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa
y MeTogax sunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXXHOIO
NPOAYKTY) [OMNOBHEHHSA MeToAoM USP, sk
anbTepHaTUBHUIA, ANt BUSHAYEHHS BaMW Y NOKA3HUKY
«Residual Solvents and Water» B A®| cungexadiny
uuTparty.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoayKTy) AONOBHEHHA MeTogoM USP, sk
a/lbTEPHATUBHUN, A5 BU3HAYEHHSI BEOKKUX METaNIB Yy
nokasHuky «lnorganics» B A®| cungeHadiny uutpaty ta

3MiHa gonycTumoi Mexi 3 maximum 20 ppm Ha
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maximum 10 ppm.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykTy) 3amiHa in-house meTtogy BEPX (S 189.01) Ha
meToa BEPX BignosigHo moHorpadii EP ans
BU3HayeHHs Total unspecified Impurities B A®I
cungeHadiny umMTparty, Skuii BUpobneHnii Ha
BMPOGHMYOMY npotieci Route 2. 3miHu | Tuny - 3miHn 3
akocTi. A®l. Cuctema KoHTeliHep/3akynoproBanbHui
3aci6. 3MiHW napameTpiB cnevuudikawii Ta/abo
OONYCTUMUX MEX, 3a3Ha4YeHnX Y cneundikauisx, ans
6e3nocepeHbOi ynakoBku APl (4ONOBHEHHSA
crneundikavii HOBUM NOKA3HMKOM Ta BifNOBIgHNM
MEeTOA0M BUMNPO6YBaHHSA) OHOB/IEHHS cneundikalii Ha
nosnieTuneH HU3bKoi WinbHocTi (LDPE). 3MiHu | Tuny -
3MiHuM 3 sKocTi. A®I. CTabinbHICTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudpikaTa BignoBigHoCTi €Bponelickkili hapmakonei,
LLIO BK/TKOYAE Nepiog NOBTOPHOro BUNPOOyBaHHs) (3MiHa
y 3aTBepAXeHOMY NPOTOKONI CTabiNbHOCTI) OHOB/IEHO
po3ginu 3.2.S.7.1.Pe3tome W00 cTabinbHOCTI,
3.2.S.7.2.NpoTokon nicnspeecTpauiiHoro BUBYEHHS
cTabiNbHOCTI Ta 3060B’A3aHHS LWOA0 CTabiNbHOCTI,
3.2.5.7.3.[laHi Npo cTabinbHICTb, BUCHOBKamu Ta
JaHvmu Ha A®| cungeHadpiny unTtpaty, sakuii
BMpOGNEeHNii Ha BUpobH1YoMy npoueci Route 4. 3MiHn |
Tuny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeinchkiii
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonel gepxasn €C (3MiHa y
cneumdikauii HechapmakoneiiHoro A®| ans npuBefeHHs
y BignoBigHicTb Ao Bumor A®Y abo €sponeiicbkol
thapmakonei, abo iHLWOT HauioHanbHOT hapmakonel
aepxasun €C) - A®I - MeToan KOHTPOSIIO 32 NOKa3HMKaMu
«Appearance», «ldentification» (MmeTogom 14
cnekTpodpoTomeTpist), «Assay», «Related Substances —
Router 2», «Related Substances — Router 3», «Sulfated
Ash», «Water» npvBefeHo y BiANOBIAHICTb 4O BUMOT
MoHorpadii «Sildenafil citrate» EP. 3miHn |l TUny - 3MiHn
3 AKocTi. A®Pl. BupobHuLTBO. 3MiHM B NpoLeci
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BMPOGHMLTBA AD| (3HAYHa 3MiHa Y NpoLeci
BUMPOGHMLTBA ADI, LLIO MOXE MaTV iCTOTHWI BNAMB Ha
AKICTb, 6e3neky abo ed)eKTUBHICTb JliKapCbKoro 3acoby)
[0AaHO0 anbTepHaTUBHUIA WNAX cuHTe3y (Route 4) ans
BMPOGHMLITBA Ail04O1 PEYOBMHU cungeHadiny uutpary.
56. BIATPA® TabneTku, BKpUTI AMOXXOH tOC CLA dapeBa Ambyas ®paHuisa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/18004/01/01
NNiBKOBOO 1nc TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHSs! peuenmom

060/10HKO0, N0 25
Mr no 4 Tabnetku
y 6nicTepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BMPOGHMKa (BK/TOYAKO4M, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJII0 SIKOCTi), abo BacHMKa mactep-
thaiina Ha A®I, abo noctavasibHuka APl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAXEHOMY A0Cbe, a60 BUPOOHMKA HOBOT
[L0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) 3MiHA
Ha3BW Ta YTOUYHEHHS aAMiHICTpPaTUBHUX afpec
nocravanbHuKiB BUXigHoro martepiany UK-143,108.
Brpo6HWYi ginbHWLi Ta yci BUPO6HMYI onepadii
3a/MWATHCA HE3MIHHUMUW. 3MiHu | Tvny -
AAMIHICTPaTVBHI 3MiHW. BUyyYeHHs1 BUpOOHUYOT
AiNbHUUI (BKAOYaoum AinbHuUi Ana A®l, npomixHoro
npoaykTy abo roToBOro ikapcbkoro 3acoby, AinbHULI
NS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBiA&1bHOIO 3a BMMNYCK Cepiil, MiCLie NpOBEAEHHS
KOHTPO/IO cepii) abo nocTavanbHyKa BUXIAHOTO
mMaTtepiany, peareHTy abo 4OMNOMDKHOI PEYOBMHU (SIKLLLO
3a3HayeHo y J0CbE) BUMTyYEHO NoCTavasIbHKa
BuxigHoro marepiany UK-143,108 Pfizer Ltd, United
Kingdom. 3MmiHu | Tuny - 3MiHu 3 skocTi. ADI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HauHa 3miHa y npoueci BUpobHuyTBa A®Il) BHeceHo
He3HauHi 3MiHM y BUpo6HUUnii npouec Route 3. 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoteci Bupo6HuuTBa A®| (iHWi 3MiHN) BELEHHS HOBOTO
HOpMaTMBHOrO BuxigHoro matepiany (PF-01209642),
AKNIA BUKOPUCTOBYETLCS Y A0AaTKOBOMY
anbTepHaTUBHOMY BMpO6HUYOMY npoleci (Route 4)
[ito4oi pevoBUHM cungeHadiny umTpary.
3MmiHu | TUny - 3MiHn 3 akocTi. A®l. BupobHMUTBO. 3MiHa
po3mipy cepii (Bkntoyaroun gianaszonun) A®| abo
NPOMIKHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA Y MPOLLECI
BMPOGHMLTBA ADI (iHLI 3MiHK) 3a3HAYEHO
MakcyMasibHWIA po3mip cepili AN KOXHOr0 BUPOBHNYOro
npouecy (Route 2, 3 Ta 4) Ait040I pe4oBUHN
cungeHadiny untpaTy BignoBsigHo Tabnuui. 3miHum | Tmny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
- 3MiHu 3 AkocTi. APl BupobHuuTBO. 3MiHM
BMNpO6yBaHb abo AOMYCTUMUX MEX Y NPOLECi
BMPO6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisx
(oopaBaHHSA HOBOrO BUMPOOYBaHHA Ta A0NYCTUMUX MEX)

nofaHo BunpobyBaHHA «Loss on Drying» (3
MakcuMasbHVUM 3HadeHHsM 0,5%) Ha maTepian Ha eTani
1 Bupo6Huyoro npouecy Route 3. 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHLCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneundikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPO6YBaHHSA) Ao po3giny 3.2.S.2.3.KoHTponb
Marepianis 4oAaHO HOBY cneuudikauiio Ans eTaHony,
AKUI BUKOPUCTOBYETLCS Y BUPOGHMYOMY npoueci Route
4. 3minu | TNy - 3MiHu 3 AKocTi. APl. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(OonoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) A0 po3ainy
3.2.5.2.3.KoHTponb MaTepiasiiB OAAHO HOBY
cneumdikauito Ans ToNyony, SKMA BUKOPUCTOBYETLCS Y
BMPOGHMYOMY npotieci Route 4. 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikaLii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiZHUA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HUUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) Ao po3ainy 3.2.S.2.3.KoHTposnb
marepianis fLof4aHO HOBY cneuudikauio aAns
BifIHOB/IOBAHOrO TO/MYONY, AKW BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npouieci Route 4. 3miHun | Tuny - 3MiHK
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AoNYCTUMUX MEX, BUSHAUYEHMNX
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI

NOKa3HUKOM SIKOCTi Ta BiANOBiAHUM METOAO0M
BMNpOGYBaHHS) A0 po3gainy 3.2.S.2.3.KoHTposb

BMPO6HULTBA AD| (4ONOBHEHHS cneundikauii HOBUM

marepianis 4ofaHo HOBY crneuudikaliio Ans HaTpio
eToKCUAy, SKV BUKOPUCTOBYETLCS Y BUPOOHNYOMY

3

y

KoHTposib A®l. 3miHa y napameTpax cneundikadi

npoueci Route 4. 3miHu | TMNy - 3MiHK 3 AKocTi. ADI
i
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX Y cneumdikaiisx
Ha A®I, abo BUXiAHWA/NPOMIXKHUIA NPOAYKT/PearexT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(8ONOBHEHHS cneumdikayii HOBUM NOKA3HNKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) A0 po3ainy
3.2.5.2.3.KoHTponb MaTepiasiiB OAAHO HOBY
cneumdikauito Ansa Byrnewto, SKMin BUKOPUCTOBYETLCA Y
BCiX BUPO6GHNUMX nporiecax (Route 2, 3 Ta 4). 3MiHn |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4OMyCTUMUX MEX,
BMU3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(monoBHeHHA crieymdikaLii HOBUM NOKa3HMKOM SKOCTI Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHA) — f0AaHO
cneuudikaLio Ans BifHOBNEHOTO PO3UYNHHMKA 2-
6yTaHOHY, AKWIA BUKOPUCTOBYETLCS Y BCIX BUPOOHNYNX
npouecax (Route 2, 3 Ta 4). 3miHu | TUNy - 3miHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HULTBA AD| (4ONOBHEHHS cneuymdikalii HOBUM
NOKa3HUKOM SIKOCTi Ta BiANOBiAHUM METOAO0M
BMNPOGYBaHHS) AONOBHEHHSA cneuudikayii Ans
PO34MHHKKa eTunaleTaT HoBUM NapameTpom «Water
Content» 3 gonyctumoto Mexeto He binbwe 0,1% 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA. 3MiHK | Tuny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HAYeHUX y cneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(8ONOBHEHHS cneumdikayii HOBUM NOKA3HNKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) A0 po3ainy
3.2.S.2.4.KOHTPONb KPUTUYHUX CTafi i MPOMKHOI
npoaykuii fofaHo cnevumdikadiio 415 NPOMKHOro
npoaykTty Sildenafil 2 (UK-92,480), siknii yTBOPIOETLCA
npu BUpo6HM4omy npoueci Route 4. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3Ha4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTHCSA Y npoueci BupobHuutea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiNOBIAHMM METOA0M BUNPOGYBaHHA) A0 NOKa3HMKa
«Inorganics» cneundikauii ans A®I cungexaciny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

uMTpaTy fofaHo TecT A8 BU3HAYEHHA nanagito 3
gonyctumyMmn mexamu 10 ppm (415 opasibHOro
3acTocyBaHHS), KA 3aCTOCOBYETLCH A5 AiH0HOT
PEYOBWHM, LLIO BUTOTOBASIETLCA BUPOOHNYMM NPOLLECOM
Route 2. 3minu | Tvny - 3miHn 3 akocTi. A®l. KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiany/NpoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BupobHuytea A®I (iHwwi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoAykTy) AONOBHEHHA MeTogoM USP, sk
anbTepHaTUBHWIA, 4518 BU3HAYEHHS igeHTudikauii AdI
cungeHadiny uuTparty npu npoBefeHHi 14-tecTy.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTa AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoAyKTy) AONOBHEHHA MeTogoM USP, sk
anbTepHaTUBHWIA, ANS KiNIbKICHOro BU3HauyeHHs Ad|
cungeHadiny untpaty (metog BEPX). 3miHu | Tuny -
3MiHuM 3 aKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoayKTy) o nokasHuka «Related Substances — Route
2» 0oflaHO BU3HA4YeHHs fomiwku Imidazole 3
[OMyCTUMOKO Mexeto He 6inblie 0,1% Ta goAaHo MeTof,
USP, ik anibTEPHATUBHUIA.
3miHu | Tvny - 3miHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy
ab6o gonosHeHHs1) A®| abo BUXIAHOrO/MPOMIXXHOIO
NpPoAYyKTY) [ONOBHEHHS MeTogoM USP, K
anbTepHaTUBHUIA, ANS1 BUSHAYEHHS CyNbhaTHOT 30711 Y
nokasHuky «lnorganics» B A®| cungexacdiny umtpary.
3miHu | Tvny - 3miHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo BUXIAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy

abo gonoBHeHHs1) A®I abo BUXIAHOrO/MPOMIXXHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

NPOAYKTY) [OMNOBHEHHSA MeToAoM USP, sk
anbTepHaTUBHUIA, ANt BUSHAYEHHS BaMW Y NOKA3HUKY
«Residual Solvents and Water» B A®| cungexadiny

uuTparty.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y npoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoAykTy) AONOBHEHHA MeTogoM USP, sk
a/IbTEPHATUBHUN, 15 BU3HAYEHHSI BEOKKUX METaniB Yy
nokasHuky «lnorganics» B A®| cungeHadiny uutpaty ta
3MiHa gonycTumoi Mexi 3 maximum 20 ppm Ha
maximum 10 ppm.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa
y MeTogax sunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMiKHOTO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs1) A®| abo BUXIQHOrO/MPOMIXXHOIO
npoaykTy) 3amiHa in-house metogy BEPX (S 189.01) Ha
meToa BEPX BignosigHo moHorpadii EP ans
BM3HaueHHs Total unspecified Impurities B A®I
cungeHadiny uuTparty, skuii BUpobneHuii Ha
BMPOGHMYOMY npoLieci Route 2. 3miHu | Tuny - 3miHn 3
akocTi. A®l. Cuctema KOHTeliHep/3aKkynopoBabHuWi
3aci6. 3miHM napameTpiB cneuudikauii Ta/abo
OONYCTUMUX MEX, 3a3HayYeHnX Y cneumdikauisx, ans
6e3nocepeHbol ynakoBkn A®| (0NOBHEHHS
crneundikaLii HOBUM NOKA3HWMKOM Ta BifNOBIAHNM
MEeTOO0M BUNPOOYBaHHSA) OHOB/IEHHSA cneundikauii Ha
nonieTuneH HU3bKOi WinbHOCTi (LDPE). 3MiHn | Tuny -
3MiHu 3 aKocTi. A®I. CTabinbHIiCTb. 3MiHa nepiogy
NOBTOPHUX BMNpo6yBaHb/nepiody 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakoner,
LLIO BK/TIOYAE Nepiog NOBTOPHOro BUNPOOYBaHHSA) (3MiHa
y 3aTBEepXEHOMY NPOTOKONi CTabifIbHOCTI) OHOBIEHO
po3ainu 3.2.S.7.1.Pe3tome 1040 cTabisibHOCTI,
3.2.S.7.2.MpoToKoN nicNsipeecTpaLiiiHoro BUBYEHHSI
CTabifIbHOCTI Ta 3060B’s13aHHSA LW0A0 CTabiNbHOCTI,
3.2.S.7.3.[aHi npo cTabinbHiCTb, BUCHOBKaMMU Ta
JaHumu Ha A®| cunpeHnadpiny uutpary, skuii
BMPOGNeHnii Ha BUpobHnyYomy npoueci Route 4. 3MmiHn |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonel gepxasn €C (3MiHa y
cneumdikauii HedpapmakoneiHoro A®| ans npuBefeHHs
y BignoBigHicTb Ao Bumor A®Y abo €sponeicbkol
thapmakonei, abo iHLWOT HauioHanbHOT hapmakonei
aepxasun €C) - A®I - MeToan KOHTPOSIIO 32 NOKa3HMKaMu
«Appearance», «ldentification» (MmeTogom 14
cnekTpodpoTomeTpist), «Assay», «Related Substances —
Router 2», «Related Substances — Router 3», «Sulfated
Ash», «Water» npvBegeHo y BiANOBIAHICTb 4O BUMOT
MoHorpadii «Sildenafil citrate» EP. 3miHn |l TUny - 3MiHn
3 AKocTi. A®l. BupobHuLTBO. 3MiHM B NpoLeci
BMPOGHMLUTBA AD| (3HAYHA 3MiHa Y NpoLeci
BMPOGHULTBA ADI, IO MOXE MaTu iCTOTHWIA BNIMB Ha
AKICTb, 6e3neky abo e(heKTUBHICTb JIiKapCbKOro 3acoby)
[0[aHO anbTepHaTUBHWI WNsx cuHTesy (Route 4) ans
BMpOOHULTBA [il04OI peYOBUHU cungeHadiny umTpaty.

57.

BIATPA® ODT

TabneTku, o
AncnepryoTbes B
pOTOBIA
MOPOXHWHI, No 50
Mr; no 2 a6o no 4
Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

AngxoH HOC 1
nnc

CLA

dapesa Ambyas

®paHuisa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu Micusa NPOBaKeHHs AifIbHOCTI
BMPOGHMKa (BK/TKOYAOYM, 38 HEOOXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJII0 SIKOCTi), abo Br1acHMKa mactep-
(haiina Ha A®I, a6o noctavasibHuka A®I/BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigCyTHOCTI cepTudpikata
BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHVKA HOBOT
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) 3MiHA
Ha3BW Ta YTOUYHEHHS aAMiHICTpaTMBHUX aapec
noctayasibHUKIB BUxigHoro matepiasty UK-143,108.
Brpo6HuUi ainbHULI Ta yci BUpo6HMYI onepadii
3a/IMLWAaTbCA HE3MIHHUMU. 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHWN. BryyeHHs1 BUPOGHUYOT
OinbHUUI (BKNHOYa0oUM AinbHULI Ans AL, TPpOMKHOIo
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AifbHULL
AN NPOBefeHHsA NakyBaHHS, BUPOOHUMKa,
BiANOBiAaLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIAHOTO
marepiany, peareHTy abo 4OMNOMIXHOT pEHOBVHN (SKLLO
3a3HayeHo y AOCbE) BUTYYEHO NnocTavasibHUKa
BuxigHoro matepiany UK-143,108 Pfizer Ltd, United
Kingdom. 3minu | Tuny - 3miHu 3 akocTi. AdL.
Brpo6HMUTBO. 3MiHM B npoLeci BUpobHuutea Ad|
(He3HayHa 3miHa y npoueci BUpobHuuTea A®Il) BHeceHo

3a
peyerimom

UA/0313/02/01
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He3HauHi 3MiHM y BUpo6HUUnii npouec Route 3. 3miHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoteci Bupo6HuuTea A®| (iHWi 3MiHN) BEAEHHS HOBOTO
HOpMaTMBHOro BuxigHoro matepiany (PF-01209642),
AKUIA BUKOPUCTOBYETLCS Y A0AaTKOBOMY
anbTepHaTUBHOMY BMpObHUYOMY npoueci (Route 4)
[ito4oi pevoBUHM cungeHadiny umTtpary.
3Minu | TUny - 3MiHK 3 aKocTi. A®l. BupobHMLUTBO. 3MiHa
po3mipy cepii (Bkntovaroun gianasonun) A®| abo
MPOMDKHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA Y MPOLLECI
BMPOGHMLTBA ADI (iHLLI 3MiHK) 3a3HAaYeHO
MakcyMasibHWIA po3Mmip cepili A5 KOXHOr0 BUPOBHNYOro
npouecy (Route 2, 3 Ta 4) Aito40i pe4oBUHN
cungeHadiny uuTpaTy BignoBsigHO Tabnuuji. 3miHun | Tuny
- 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX Y NPOLLECi
BMPO6HUMLTBA API, LLIO BCTAHOB/EHI y cneuudikavisx
(nofasaHHSA HOBOrO BUMPOOYBaHHA Ta AONYCTUMUX MEX)
nopaHo BunpobyBaHHsA «Loss on Drying» (3
MakcumanbHUM 3HadeHHAM 0,5%) Ha maTtepian Ha eTani
1 Bupo6Huyoro npouecy Route 3. 3miHu | TUNY - 3MiHK 3
AKOoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HULTBA AD| (4ONOBHEHHS cneuudikalii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBiAHUM METOA0M
BMNpOGYBaHHS) A0 po3ainy 3.2.S.2.3.KoHTposb
mMartepianis Aof4aHO HOBY cneuudikaliio Ans Tonyony,
AKUI BUKOPUCTOBYETLCH Y BUPOGHMYOMY npoueci Route
4. 3MiHu | Tuny - 3miHK 3 fkocTi. APl KoHTponb AdI.
3MiHa y napameTpax crneuudikaliii Ta/abo gonycTmmmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y Npoueci BupobHuutea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPOOYBaHHSA) A0 po3ainy
3.2.S.2.3.KoHTposb MatepianiB o4aH0 HOBY
cneundikauito ansi eTaHony, K1 BUKOPUCTOBYETHCA Y
BUpo6HMYOMY npoueci Route 4. 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHLCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneuvdikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpO6yBaHHs) Ao po3giny 3.2.S.2.3.KoHTponb
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marepianis fof4aHO HOBY cneuudikauio ans
BifIHOB/IOBAHOrO TO/YONY, AKW BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npotieci Route 4. 3miHu | Tuny - 3miHn 3

AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HULTBA AD| (4ONOBHEHHS cneundikalii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBiAHUM METOA0M
BMNpOGYBaHHS) A0 po3ainy 3.2.S.2.3.KoHTposb
marepianis 4ofaHo HOBY crneuudikaliio A1s HaTpio
eToKCUAy, SKVU BUKOPUCTOBYETLCS Y BUPOOHNYOMY
npoueci Route 4. 3miHn | TMNY - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo fonyCTUMUX MeX, BUSHAYEHNX Y cneumdikawisx
Ha A®|, abo BUXiAHWIA/MPOMIXHWIA NpoAyKT/peareHT, LWo
BMKOPWCTOBYIOTbCSA Y Npoueci BupobHuutea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPOOYBaHHSA) A0 po3ainy
3.2.S.2.3.KoHTpob Matepianis o4aH0 HOBY
cneuudikaLiio AN BYrneLo, Skuii BAKOPUCTOBYETLCS Y
BCiX BUPOGHMUMX npouecax (Route 2, 3 1a 4). 3MiHun |
TMny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HaYeHuUX y cneyndikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(OonoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTI Ta
BiANOBIAHUM MeTOA0M BUNPOOYBaHHA) A0AAHO
cneuudikauiio AN BiAHOBIEHOTO PO3YMHHYMKA 2-
GyTaHOHY, AKWIA BUKOPUCTOBYETHCS Y BCIX BUPOOHNYNX
npouecax (Route 2, 3 Ta 4). 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikaLii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HUUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) AONOBHEHHS cneuudikauii ans
PO34MHHKKa eTnnaleTaT HoBUM napameTpom «Water
Content» 3 foNyCcTMMOIO Mexeto He binbLie 0,1% 3
BiAMNOBIAHUM METOA0M BMNPOGYBaHHA. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3Ha4YeHNX y cneundikauisx Ha A®l, abo

BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTHCSA Y npoueci BupobHuuytea APl
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(8ONOBHEHHSA cneumdikaLii HOBUM NOKA3HNKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) [0 po3ainy
3.2.S.2.4.KOHTPONb KPUTUYHUX CTafi i MPOMKHOI
npoaykuii fofaHo cneumdikadiio 415 NPoMKHOro

npoaykTty Sildenafil 2 (UK-92,480), siknii yTBOPIOETbLCA
npu BUpo6H14omy npoueci Route 4. 3miHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3Ha4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiNOBIAHUM METOA0M BUNPOGYBaHHA) A0 NOKa3HMKa
«Inorganics» cneundikauii ana A®I cungenaciny
uMTpaTy fofaHo TecT A/15 BU3HAYEHHA nanagito 3
Aonyctummmy mexamu 10 ppm (15 opasibHoro
3aCTOCYBaHHS), SKWIA 3aCTOCOBYETLCS AN Ailo4ol
PEYOBWHM, LLIO BUTOTOBSIETLCA BUPOOHNYMM NPOLLECOM
Route 2. 3miHn | Trny - 3MiHK 3 SKocTi. A®I. KOHTpo b
A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BMXifHOro Matepiany/npoMiKHOTO NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa AD| (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXXHOIO
npogykTy)

[OMOBHEHHA MeToaoM USP, Ak anbTepHaTUBHUIA, AN
BM3HAYEHHS igeHTudikayii APl cungeHadiny umtpary
npu nposefeHHi 14-Tecty.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoAyKTy) AONOBHEHHA MeTogoMm USP, sk
anbTepHaTUBHWIA, ANS KiNIbKICHOro BU3HauyeHHs Ad|
cungeHadiny untpaty (metog BEPX). 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykTy) o nokasHuka «Related Substances — Route
2» 00oflaHO BU3HA4YeHHs fomiwku Imidazole 3
[OMyCTUMOK0 Mexeto He 6inblie 0,1% Ta gofaHo MeTof,
USP, sIK anibTepHaTUBHUI
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3MiHu | TUnNYy - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa
y MeTogax sunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXXHOIO
NPOAYKTY) [OMNOBHEHHSA MeToAoM USP, sk
anbTepHaTUBHUIA, AN51 BUSHAYEHHS CyNbhaTHOT 30711 Y
nokasHuky «Inorganics» B A®| cungexadiny umtpary.
3MiHu | TUnNy - 3MiHK 3 AkocTi. A®L. KoHTposnb A®L. 3miHa
y MeTogax sunpobyeaHHa APl abo BuXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIAHOrO/MPOMIXXHOIO
NPOAYKTY) [OMNOBHEHHSA MeToAoM USP, sk
anbTepHaTUBHUIA, AN BUSHAYEHHSI BOAMN Y NOKA3HUKY
«Residual Solvents and Water» B A®| cungexadiny
uuTparty.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
nNpoAyKTy) AONOBHEHHA MeTogoM USP, sk
a/lbTEPHATUBHUN, A5 BU3HAYEHHSI BEOKKUX METaNIB Yy
nokasHuky «lnorganics» B A®| cungeHadiny uutpaty ta
3MiHa gonycTumoi Mmexi 3 maximum 20 ppm Ha
maximum 10 ppm.
3MiHu | TUnNy - 3MiHK 3 AkocTi. ADL. KoHTposnb A®L. 3miHa
y MeTogax sunpobyeaHHA APl abo BuXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIAHOrO/MPOMIXHOIO
npoaykTy) 3amiHa in-house metogy BEPX (S 189.01) Ha
meTtoa BEPX BignosigHo moHorpadii EP ans
BM3HaueHHs Total unspecified Impurities B A®I
cungeHadiny uuTparty, skuii BUpobneHuii Ha
BMPOGHMYOMY npoLieci Route 2. 3miHu | Tuny - 3miHn 3
akocTi. A®l. Cuctema KOHTeliHep/3aKkynopoBabHui
3aci6. 3miHM napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX, 3a3HayYeHnX Y cneumdikauisx, ans
6e3nocepeHbol ynakoBkn A®| (0NOBHEHHS
crneuudikaLii HOBUM NOKa3HWMKOM Ta BifNOBIAHNM
MEeTO0M BUNPO6YBaHHSA) OHOB/IEHHS cneundikauii Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nosnieTuneH HU3bKoi WinbHocTi (LDPE). 3MiHu | Tuny -
3MiHuM 3 sKocTi. A®I. CTabinbHICTb. 3MiHa nepiogy
NOBTOPHMX BMNpOGYBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudpikaTa BignoBigHoCTi €Bponelickkili hapmakonei,
LLIO BK/TKOYAE Nepiog NOBTOPHOro BUNPOOyBaHHs) (3MiHa
y 3aTBepXEHOMY NPOTOKONI CTabiNbHOCTI) OHOB/IEHO
po3ginu 3.2.S.7.1.Pe3stome o0 cTabinbHOCTI,
3.2.S.7.2.NpoTokon nicnspeecTpauiiHoro BUBYEHHS
cTabiNbHOCTI Ta 3060B’A3aHHS LWOA0 CTabiNbHOCTI,
3.2.5.7.3.[laHi npo cTabinbHICTb, BUCHOBKamu Ta
JaHvmu Ha A®| cungeHadpiny unTtpaty, sakuii
BMpOGNEeHNi Ha BUpobH1Yomy npoueci Route 4. 3MiHu |
Tuny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonel gepxasn €C (3MiHa y
cneumdikauii HedpapmakoneiiHoro A®| ans npuBefeHHs
y BignoBigHicTb Ao Bumor A®Y abo €sponeiicbkol
thapmakonei, abo iHLWOT HauioHanbHOT hapmakonel
aepxasun €C) - A®I - MeToan KOHTPOSIIO 32 NOKa3HMKaMu
«Appearance», «ldentification» (MmeTogom 14
cnekTpodpoTomeTpist), «Assay», «Related Substances —
Router 2», «Related Substances — Router 3», «Sulfated
Ash», «Water» npvBefeHo y BiANOBIAHICTb 4O BUMOT
MoHorpadii «Sildenafil citrate» EP. 3miHn |l TUny - 3MiHn
3 AKocTi. A®l. BupobHuLTBO. 3MiHM B NpoLeCi
BMPOGHMLUTBA AD| (3HAYHA 3MiHa Y NpoLeci
BMPOGHULTBA ADI, IO MOXE MaTu iCTOTHWIA BNMB Ha
SAKICTb, 6e3neky abo e(heKTUBHICTb JIiKapCbKOro 3acoby)
[0[aHO anbTepHaTUBHMI WNsx cuHTesy (Route 4) ans
BMpOOHULTBA Ai04OI peYOBUHU cungeHadiny umTpaty.

58.

BINbXN
cynnaaa

cynnigaano40ry
naykax; no 100 ry
naykax 3
BHYTPILLHIM
nakeTom; no 2,5r
y (inbTp-nakeTi;
no 20 cinbTp-
nakeTiB y mauui 3
BHYTPILLHIM
nakeTom; no 2,5r
y hinbTp-nakeTi;
no 20 ginbTp-
nakeTiB y nauui

MpAT
"NikTpasun”

Ykpaina

MpAT "NikTpasn”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby Lioao
3a3Ha4yeHHs OAVHMLb BUMIPIOBaHHS BiAMOBIAHO A0
cuctemu Sl: ysarasibHeHHS (hOpMY/IIOBaHHS Ta 1ioro
KOHKpeTmn3aLis (BUy4eHHs yMOBU "3a HeobXigHOCTi ...").
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS

6e3
peuyenma

UA/5855/01/01
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59. BIPEAL® TabneTku, BKpUTI Fneap CWA nepBrHHa Ta BTOPUHHA Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/8274/01/01
nNiBKOBOO CaileHcus IHK. ynakoBKa, KOHTPO/1b HimeyunHa TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKOI0, MO cepiid, BUMYCK Cepili: thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi
300 wmr; no 30 lneapn CaiieHcus niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
Tabnetok y Aileneng HOC, IpnaHgis ANA MeVYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
chnakoHax; no 1 BVMPOGHMLTBO, NEPBVHHA OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
dhonakoHy B Ta BTOPVHHA yNakoBKa: JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro

KapTOHHilA KOpO6L

Takepa M'mM6X,
Himeyunna
nepBUHHA Ta BTOPYHHA
ynakoBka:
KaTtaneHT IxepmaHi
WopHaopd Mm6X,
HimeuunHa
BTOPVHHA yrnakoBKa:
MinmayHT Xenckea
Nta., IpnaHgisa

3acoby B nicnsipeecTpauiiiHnii nepios, abo sk pe3ynbTart
OLiHKM 3BITY 3 AOC/iPKEHb, MPOBEAEHNX BifMOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHoMm)
3MiHM BHeCEeHO [0 IHCTPYKLii 415 MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWYMK NikapcbkMMK 3acob6amu Ta iHLLi
BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaat”, "Mo6ivHi peakuii” BignoBiAHO A0 pekomeHaauili
PRAC EMA. BBeageHHs 3MiH MPOTAroM 6-Tv MicsiLiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
Ha nifcTasi perynspHoO OHOBJ/IIOBAHOTO 3BITY 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaLiiinii nepiog, abo sk pesynbTar OLiHKW
3BITY 3 AOC/IDKEHb, MPOBEAEHUX BiAMOBIAHO A0 NAaHy
negiatpuyHux gocnigpxkersb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVNM OpraHoM) 3MiHN
BHECEHO A0 IHCTPyKUii 418 MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobmBocTi
3actocyBaHHs", "Mob6iuHi peakuii” BiANoBIgHO A0
pekomeHgauin PRAC EMA. BBefeHHs 3MiH MPOTAromM 6-
TV MicALiB Nicnsa 3aTBepAXeHHS. 3MiHN | Tuny - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta dpapmakoHarnagy (iHLwi
3MiHN) 3MiHU BHECEHO A0 IHCTPYKLii 4158 MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA" BigNoOBIAHO [0 iHdopMaLlii
3 6e3nekn JOMOMDKHUX PeYOBVH. BBeAEeHHS 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepakeHHs. 3MiHu |l
TMny - 3MiHK WoAo 6e3nekn/edpeKkTnBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUUHNX NOKa3aHHAX
(hopaBaHHS HOBOTO TepaneBTUYHOrO NokasaHHsA abo
3MiHa y 3aTBeppKeHOMY nokasaHHi) 3MiH1 BHECEHO A0
IHCTPYKUIiT 415 MEAMYHOIO 3aCTOCYBaHHS NiKapCbKOro
3acoby fo po3giny "MokasaHHA" (YTOYHEHO Ta
pefaroBaHo iHpopmaLito), Ta, iK HacNifoK, A0 po34inis




84

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
"®apmakonoriyHi BnactnsocTi”, "OcobmBoCTi
3acTocysaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iyHi peakyii”. BBeAEHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepaKeHHs
60. BITAMIH E - Kancynu m'siki no TOB "Onenna YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu | 6e3 UA/3392/01/03
CAHO®DI 100 mr, Ne 30: no Xenckea dapmacbloTikans" Pecny6nika TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
30 kancyny YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHn fo
thnakoHi; no 1 y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
donakoHy B (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
KapTOHHIlA KOpooLi hapMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
BigNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0Cco6M 3 thapmakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, KLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3A4jiCHeHHs hapMakoHariaay (BK/IHakuM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-ghaiina
cmucTemu chapmakoHarnsgy). 3miHa ynoBHOBaXKeHo
0ocobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Litova pepakuin: Xogakiscbka TeTsHa BayecnasiBHa.
MponoHoBaHa pepakuis: Muxainnos OnekcaHap
Bonogumuposuu.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobM,
BiANOBiAabHOI 3a thapmakoHarnsg,. 3miHa
MiCLie3HaxoMKeHHs macTep-daiina cucremu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dpapmakoHariaay.
61. BITAMIH E 200 Kancynu m'siki no TOB "Onenna YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/3392/01/01
- CAHO®I 200 wmr, Ne 30: no Xernckea dapmacbioTikans" Pecny6nika TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
30 kancyn y YkpaiHa" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
donakoHi; no 1 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
donakoHy B (BBEAEHHS y3aralbHEHVX AaHUX NPo cucTemy

KapTOHHI KopoobLi

hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asiBHuka a1s
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0c06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y po3MmilLeHHi macTep-ghaiina
cuctemn dpapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3as1BHMKA, BIANOBIAALHOT 38 hapmakoHarnsg.
[itoya pepakuis: XogakiBcbka TeTsaHa BayecnasiBHa.
MponoHoBaHa pegakuis: Muxaiinos OnekcaHap
Bonogummposuu.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0cobu,
BiANOBIA&/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
dhapMakoHarnsay Ta moro Homepa. 3miHa micus
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3[jACHEHHS1 OCHOBHOI AiSiNIbHOCTI 3 dhapMakoHarisay.
62. BITAMIH E 400 Kancynu m'siki no TOB "Onenna YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | 6e3 UA/3392/01/02
- CAHO®I 400 wmr, Ne 30: no Xenckea dapmacbloTikans" Pecny6nika TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
30 kancyny YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHn fo
thnakoHi; no 1 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
donakoHy B (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
KapTOHHIlA KOpooLi hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BOHaA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3AjiCHeHHs hapMakoHariaay (BK/IKHakuM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-ghaiina
cmucTemu chapmakoHarnsgy). 3miHa ynoBHOBaXKeHo
0ocobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[Litova pepakuin: Xogakiscbka TeTaHa BayecnasiBHa.
MponoHoBaHa pepakuis: Muxainnos OnekcaHap
Bonogumuposuuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobM,
BiANOBiAabHOI 3a thapmakoHarnsg,. 3miHa
MiCLie3HaxoMKeHHs macTep-daiina cucremu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dpapmakoHariaay.
63. BOJIbTAPEH® nnactup rCK LLiBeruapi Brpo6Huk N3, AnoHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/9383/03/01
NNACTUP 24 TpaHcaepMasibHU KoHcbomep A NnepBUHHE NakyBaHHS, Ipeuis TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenma
rognHn 15 mr; no 2 abo 5 Xenckep KOHTPO/b SIKOCTI, Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
nnacTupis y CAPN BTOPWHHE NakKyBaHHS, nocsigueHHs) 3miHa Ha3Bu 3asBHUKa J13 3i 3MiHOIO
nakeTi; no 1 a6o 2 BMNYCK cepil: pefakuii HanmcaHHa agpecu. PakTUYHOI 3MiHK Micus
nakeTtun y [omxuH Iaky-Kako Ko., po3TallyBaHHs 3asiBHMKa He Bigbynocs
KapTOHHIlA KopoobLi Nta., AnoHis
BTopuHHE NakyBaHHS,
BUMYCK Cepii:
®AMAP A.B.E. - 3ABO/[,
ABJTOH 48-ii KM
OEPXABHOI IOPOI
A®IHU - IAMIA, peuis
64. BOJ/IbTAPEH® nnacTup rCK LLseiiuapi Bupo6Huk M3, AnoHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/9383/03/02
NNACTUP 24 TpaHcAepMasibHWiI KoHcblomep a nepBrHHE NakyBaHHs, Ipeuis TMNy - AGMIHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHs peyenma
roanHn 30 mr; no 2 a6o 5 Xernckep KOHTPO/b SIKOCTI, Ta/abo agpecy 3asiBHVKa (B/lacHWKa peecTpaviliHoro
nnacTmpis y CAP/ BTOPVHHE NaKyBaHHS, noceifyeHHs) 3MiHa Ha3BuW 3asBHUKa J13 3i 3MiHOO
nakeTi; no 1 a6o 2 BMNYCK cepil: pedakuii HanMcaHHsa agpecu. PakTUYHOI 3MiHK Micus
nakeTn y JonxuH Isaky-Kako Ko., po3TallyBaHHs 3asiBHMKa He Bifgbynocs

KapTOHHi KOpO6L

NtA., Anoxisa

BTOpUHHE NaKyBaHHs,

BUNYCK cepil:

®AMAP AB.E. - 3ABO[

ABJIOH 48-i1 KM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
LEPXXABHOI IOPOI'A
A®IHU - IAMISA, Mpeuis
65. FABAMEHTUH MOPOLLIOK Lisi'c IHAjs [isi'c labopatopic IHAjs BHECEHHS 3MiH 0 peecTpaLjiiiH1X MaTepiasis: 3MiHu | - UA/18979/01/01
(cybeTaHuis) y Nab6opaTtopic Nimitepn TMNYy - 3MiHK 3 AKOCTi. A®l. KoHTponb ADI (iHLWi 3MiHW) -
NOABINHNX Nimiteq BHeceHHs 3MiH [0 maTepiasiiB peecTpauiiiHOro AoCbe Ha
nonieTuIeHoBMX nikapcbkuii 3aci6 TABAMEHTWH, nopoLuok
naketax gns (cybeTaHuisn). 3miHa nos'aA3aHa i3 BBe4eHHSIM HOBOI
thapmavneBTUYHOT Bepcii AM® Ne004 3amicTb: MP NeO03 BMPOGHUKOM
0 3aCcTOCyBaHHS [isi'c NNabopatopic NimiTea, IHAisA; 3miHK | TUNY - 3MiHK 3
AKOCTi. A®Il. KoHTposnb A®I (iHWi 3MiHW) - BHeCeHHs 3MiH
[0 MaTepianisB peecTpaLiiHoro 4OCkE Ha NikapCbKnii
3aci6 FABANEHTWH, nopoluok (cy6cTaHuis). 3miHa
noB'sAi3aHa i3 BBeeHHAM HOoBOI Bepcii AM®P Ne005
3amicTb: AM® Ne004 BupobHuKom [lisi'c JlabopaTopic
NimiTea, IHAis. BnpoBamxeHo AOAATKOBI BUPOOHMWYI
6noku gna ctagii V ta ctagii VI Bupo6Hu4oro npowecy
[abaneHTuHy. HoBi 6510k, DCV-6 | DCV4-Pharma,
3HaxoAATbCH B MeXax OAHI€el i Toi camoi BUpoBHUYOT
OinbHULI. Mpy BNpoBampKeHHi BUpobHULTBa APl Ha
cTagisax V 1a VI y fogatkoBux BUPOGHNUNX 6/10Kax He
BiA6YBa€ETHCSH XOAHVX 3MiH Y BUPOOHUYOMY NpoLECi,
po3mipi cepiii A®I, cneuundikaii Ta MeToAax KOHTPOSIO
roTOBOro NPOAyKTY. MOPIBHAHHA BUPO6HMUNX 610KIB
6yae nNpefcTaB/ieHo y maTepianax peecTpauiiHoro
[0Cbe. TakoX BHECEHI OHOB/IEHHSI B OKpeMi po3zainv
Mo
66. FA3IBA® KOHUeHTpaT ans TOB «Pouw YkpaiHa Brpo6HMLTBO HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHa 3a UA/14232/01/01
pO34nHy Ans Ykpaina» Hepo3dacoBaHoi LBeliuapis 3asBHUKa (BNacHMKa peecTpauiliHoro Noceig4eHHs) peyernmom
iHcpysiiA, 1000 npoayKuii, nepBuHHe (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). BeegeHHs
Mmr/40 mn; no 40 nakyBaHHs, 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPKEHHS. 3MiHN
My hnakoHi; no BUNPOGYBaHHSA | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta

1 donakoHy y
KapTOHHI KopoobLi

KOHTPOJIH0 SIKOCTI:
Pow fdiarHocTukc M6X,
HimeuunHa
BTOpuHHE nakyBaHHA,
BUNYCK cepil:
®.XohchmaHH-/1a Pow
Nta, Weenuapis

thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHWX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MileHHi macTep-taiina
cuctemu chapmakoHarniagy).
3MiHa yNnoBHOBaXXeHOI 0cobM 3asBHUKA, BiANOBIAa/IbHOT
3a thapmakoHarnag. flivova pegakuis: Dr Birgitt Gellert.
MponoHoBaHa pegakuis: JloinyeHko OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
thapmakoHarnag,.
3MiHa MicLe3HaxoMkeHHA MacTep-talina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHS1 OCHOBHOI AiSiNIbHOCTI 3 hapMakoHarisay.
67. FASIBA® KOHUeHTpaT ans ®.XohcpmanH- | Lseliyapi | Pow fiarHoctuke M6X, Himeuunna/ BHECEHHS 3MiH 0 peecTpaviinHmx maTepiasnis: 3miHu |1 3a UA/14232/01/01
po3unHy Ans Na Pow Nt a HimeuunHa LlBeiiuapis TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHcpys3iid, 1000 (BUPOGHULTBO thapmakoHarnagy. [Hwi 3MiHu, ki He BBIALLAN Yy Leli
mr/40 mn; no 40 Hepo3g)acoBaHol po34in, SKi BK/IOYaloTb NOAAHHS pesyibTaTiB
M1y do1akoHi, no NPOAYKLi, NepBUHHE JocnimKeHb [0 KOMNETEHTHOrO OpraHy. 3asBHUKOM
1 donakoHy y nakyBaHHs, Ha/JiaHo OHOBJIEHWIA N1aH ynpaBAiHHA pU3nkamun Bepcis
KapTOHHI Kopoobui BMNPOGYBaHHSA 9.0. 3miHM BHeceHo A0 yacTuH: Il «Cneundikauis 3
KOHTPOJO SKOCTI); 6e3nekn», Il «MnaH 3 hapmakoHarnsgy», V «3axoau 3
®.XohchmaHH-/1a Po MiHiMi3auii pu3ukiB», VI «Pe3tome nnaHy ynpas/iHHA
Nta, Weenuapis pusukamux», VII «logatkun» y 3B's13Ky i3 3aBepLUEHHAM
(BTOPVHHE NakyBaHHS, pocnimpxkeHHs B021223/GALLIUM
BUMYyCK cepii)
68. FA3IBA® KOHUeHTpaT ans ®.Xohcpmann- | Lseliyapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14232/01/01
pO34uHy Ans Na Pow N1a A Hepo3acoBaHol LBeiiuapis TMny - AgMiHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHK peyenmom
iHcpys3iid, 1000 npoaykLii, neprHHe BHECEHO A0 |HCTPYKUii 418 MeguyHoro 3acTocyBaHHs
mr/40 mn; no 40 nakyBaHHs, nikapcbKoro 3acoby Ao po3giny "dapmakoTepaneBTuyHa
MN Yy prakoHi; no BMNPO6YBaHHSA rpyna. Kog ATX". [10 3aTBEPAXEHHSA PEKOMEHAYETLCA
1 dnakoHy y KOHTPOJIO AKOCTi: IHCTPYKUiA AN MeAMYHOro 3aCTOCyBaHHS NikapCbKoro
KapTOHHI KOpooLyi Pow fdiarHocTuke Mv6X, 3acoby i3 kogom ATX, SKuiA BignoBigae MkHapogHOMY
HimeyunHa knacudikatopy BOO3
BTOpUHHE NakyBaHHS, (http://www.whocc.no/atc_ddd_index/): 3aTBepaKeHo:
BUMYCK Cepii: "IHWi aHTMHeon1acTMYHi 3aco6u. MOHOKIOHaNbHI
®.XohhmaHH-/1a Pow aHTuTIna. Kog ATX LO1X C15",
Ntp, Weeiiuapis 3anponoHOBaHO: "AHTMHEONNACTUYHI 3acobMu.
MOHOKIOHasIbHI aHTUTINIA Ta KOH'toraTh aHTuTiNa 3
nikapcbknm 3acobom. IHribiTopn CD20 (knactep
ondepeHuitoBarHA 20). Kog ATX LO1F A03". BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS. 3MiHN
Il TNy - 3MiHn Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMU 3 SAKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHnmn 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKLUIiT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCbKoro
3acoby Ao po3ainis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakwyji" BigNOBIgHO A0 MaTepianis
peecTpauiiiHoro Aocbe. BBeeHHS 3MiH NpoTArom 6-tu
MiCALIB Nicna 3aTBepAKEHHS
69. FEKCAKCUM® | | cycneHsia gns CaHodpi dpaHuis BMPOBGHMLTBO FOTOBOrO dpaHuisn/ BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasiB: 3miHu | 3a UA/13080/01/01
HEXAXIM iH'ekuiii no 0,5 mn Mactep Hepo3ghacoBaHoro YropwuHa MYy - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y peuenmom
BAKUMHA AnAa | (1 posa) B NPOAYKTY, 3arnOBHEHHS, napameTpax cneuudikaLii Ta/abo JOMYCTUMNX MEX,
NMPOBPITAKTUK | nonepefHbO BTOPWHHE NakyBaHHSA, BM3HAYeHUX y cneundpikauisix Ha A®l, abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
N AUDTEPII, 3anoBHEHNX KOHTPO/b SIKOCTi, BUMYCK BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Lo
NPABLUA, wnpuyax 3 1-eto0 cepiii: CaHodpi MacTep, BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
KALLUMOKY (abo 2-ma) ®paHLis; BUPOGHMLTBO (3BY)XEHHSI AONYCTUMUX MEX, BUSHAUYEHNX Y
(ALENONAPH oKkpemumu roToBOro cneuudikaLii) - 3BY)XeHHSI KpUTEpIiB NPUIAHATHOCTI 3a
nin ronkamu, no 1 Hepo3acoBaHOro nokasHukom sikocTi Molecular Size Distribution gns
KOMIMOHEHT), wnpuuy B NPOAyKTY, BTOPUHHE NPOMDKHOr0 NPOAYKTY aKTMBOBAHOIO nosicaxapugy
FENATUTY B KapTOHHiiA nakyBaHHs (Lunpum), Haemophilus influenzae Tuny b (PRP-AH intermediate).
PEKOMBIHAHT | ynakosuj; no 0,5 KOHTPO/b SKOCTI, BUMYCK TepMmiH BBELleHHS 3MiH - KBiTeHb 2024 poky; 3MiHW | Tuny
HA, mn (1 gosa) B cepiii: CaHodoi Mactep, - 3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y
noNIOMIENITY | nonepefHbO ®paHuisa; BTOPUHHE napameTpax crneuudikauii Ta/abo 4OMyCTUMUX MEX,
IHAKTUBOBAH | 3anoBHeHux nakyBaHHs1, BUMYCK BM3HAUYeHUX y cneyndikauisx Ha A®l, abo
ATA wnpuuax 3 1-eto cepiii: CaHodi-ABeHTIC BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
3AXBOPHOBAH | (a6o 2-ma) MpaiiiT Ko. NiTg,., BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
b, oKpeMnmn Mnatdopma noricTukn 3MiHK) -BunyyeHHs BunpobysaHHa Residual phenol 3i
CNPUYNHEHN ronkamu, no 1 Ta AMCTpubyLii y m. cneuudikauii Npy BMMYCKY rOTOBOrO0 HEPO3¢hacoBaHoro
X wnpuuy B BypanewT, YropwmHa npoaykTty nonicaxapugy Haemophilus influenzae tuny b,
HAEMOPHILUS | crtaHgapTHO- KOHIO'KOrOBaHoro 3 npasueBum npoteiHom (Haemophilus
TMNy B €KCMOPTHIN polysaccharide conjugate concentrated bulk).
KOH''OrOBAH ynakoBLi, aka TepMiH BBEAEHHS 3MiH - KBiTeHb 2024 poKy; 3MiHKM | TUny
A, MiCTUTbCA Y - 3miHu 3 AKocTi. APl. KoHTponb A®l. 3miHa y
ANCOPBOBAH | KapTOHHIi kopo6uji napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
A, PIOKA 3 IHCTpYKUieto Ans BM3HAYeHUX y cneyndikauisx Ha A®l, abo

MeLMYHOro
3aCTOCyBaHHS; Mo
0,5mn (1 posa) B
nonepeAHL0
3arnoBHeHUX
wnpuuyax 3 1-eto
(abo 2-ma)
oKpemMumun
ronkamu, no 10
Lwnpuyis B
KapTOHHIi
ynakosui; no 0,5
mn (1 gosa) B
nonepegHL0
3anoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
oKpemMmmu
rosikamu, no 10
LINpuLiB B
CcTaHAapTHO-
€KCMOPTHIl
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHI KOpo6Li

BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®| (iHwwi
3MiHK) - BBeAeHHA cneuudikaliii Ha KiHelb TepMiHy
NpWAATHOCTI 41 NPOMIXHOro NPOAYKTY nosnicaxapuay
Haemophilus influenzae Tuny b (PRP intermediate) Ta
NPOMIKHOIO NPOAYKTY aKkTMBOBAHOrO nonicaxapuay
Haemophilus influenzae tuny b (PRP-AH intermediate).
TepMmiH BBeZlEHHS 3MiH - KBiTeHb 2024 poky; 3MiHu | Tuny
- 3MiHK 3 akocTi. APL. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3Ha4YeHNX y cneundikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y Npoueci BupobHuutea AdI
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapifioro nokasHuka)) -BunyyeHHs
BMNPOGYBaHHA Ha niporeHu 3i cneuudikavii NPOMKHOTo
npoaykty nonicaxapugy Haemophilus influenzae tuny b
(PRP intermediate). TepmiH BBe,eHHSA 3MiH - KBITEHb
2024 poky; 3miHu |l Trny - 3miHn 3 AkocTi. A®l. KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiany/NpoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuytea Ad|
(cyTTeBa 3miHa y
6ionoriyHoOMy/iMmyHONOr4YHOMY/IMYHOXIMIYHOMY METOA)
BUNpo6yBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHLCSA
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3 IHCTpYKUieto Ans
MeAMYHOro
3acToCyBaHHs; Mo
0,5mn (1 po3a) y
ponakoHax, no 10
chnakoHiB y
KapTOHHiiA
ynakosui; no 0,5
mn (1 gosa) y
hnakoHax, no 10
onakoHiB B
CTaHAapTHO-
€KCMOopTHIl
ynakoBLi, sika
MICTUTBCS Y
KapTOHHI Kopoo6Li

6ionoriyHWin peareHT Ans GionoriuHoro A®l, a6o iioro
3amiHa) - BBefieHHs1 HOBOI cepil pediepeHTHOro
cTaHgapty [AHK Tumyca TensaTy, Wwo BUKOPUCTOBYETLCA
npu BUPOBHULTBI NPOMIDKHOIO NPOAYyKTY nonicaxapuay
Haemophilus influenzae tuny b (PRP intermediate).
TepmiH BBeL,eHHS 3MiH - KBiTeHb 2024 poky

70.

FEKCANI3

Tabnetkv gns
PO3CMOKTYBaHHS;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIlA KOpooLi

Na6opaTopii
Bywapa
Pekopgaarti

®paHuisa

NabopaTopii Bywapa
Pekopgari

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa y cknagi (4oNoMiKHUX peyoBUHAX)
rOTOBOrO JliKapCbKoro 3acoby (iHLLi JOMOMKHI peyoBUHN)
- 3aMiHa OJHIET AONOMIXHOT PEYOBMHU Ha iHLUY 3 TVMU
caMMmun DYHKLOHaIbHUMUW XapakTepucTukaMu Ta Ha
TOMY camoMy PiBHi. 3MiHa JOMOMKHOI peYOBUHN
«LlyKpoBa nyApa» Ha AONOMKHY PeyOBUHY «caxapo3a»,
LLLIO BUKOPUCTOBYETLCSA NpU BUPOGHULTBI 13, 3MiHN |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN
Y BUPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLTBA FOTOBOrO
NikapcbKoro 3acoby, BKIOUaUM NPOMiIXKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCH NPW BUPOBGHWLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULTBA) HE3HAYHA 3MiHa Y nNpoLeci BUPOGHULTBA,
a came fofasaHHsA dha3u nonepegHbLOro 3MillyBaHHS
Ansa gir4yoi peyoBmHY Jlisoummy rigpoxiopuay B Npoueci
rpaHy/itoBaHHs. 3MiHuM | Tuny - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbknit 3aci6. 3MiHN Y BUPOOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby, BKIovaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPY
BMPOGHMLTBI TOTOBOrO MiKapCbKOro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHNLTBA) HE3HAYHA 3MiHA Y
npoueci Bupo6HuuTBa 13, a came mogudpikauis yacy
3MOYYBaHHS Ta YNC/IOBOrO 3HAYEHHSA
€HEeprocnoXvBaHHA HaNPUKiHLi eTany rpaHyloBaHHS.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
rOTOBOrO JlikapCbKOro 3acoby, BK/IOYaUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci

6e3
peuenma

UA/6005/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOBOHULTBA) HE3HAYHI 3MiHU Y NpoLeci BUPO6HULTBA
'N3, a came 3MiHa po3mipiB ocepeakis cuTa, Lo
BUKOPVCTOBYETLCA [/11 COPTYBaHHA rpaHy nicnsa etany
CYLUiHHSA. 3MiHK | TUNy - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHW
BUNPoOyBaHb ab0o JONYCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikauisx, nig yac BUPO6HULTBA FOTOBOTO
niKapcbKoro 3acoby (BW/yYeHHs1 HECYTTEBOrO
BMNPOGYBaHHSA B NPOLIECi BUPOOHULITBA) BUTYYEHHS
HecyTTeBOro BUNpo6yBaHHSA B NpoLeci BUPOOHWLTBA, &
came BUAa/IEHHS BUNPOGYBaHHS KOHTPO TPUBANOCTI
NpoLEeCy CyLUiHHS.

71.

FTEMOTPAH®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0
500 mr no 10
Tabnetok y
6nicTepi; no 3
6nictepn y nayuj

AT "dapmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu |
IRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCcbkuin 3acib.
KoHTposb roToBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYyCTUMUX MEX
roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHK) - 3 MeTOl
onTUMi3auii Mikpobios10riYHOro KOHTPOJIHO FOTOBOI
NpoAYKLiTi 3anpoBafXyeTbCA NePioANYHICTb KOHTPOIO
nokasHuka «MikpobionoriyHa unctoTa» 3 NEPIOANYHICTIO
nepLUy Ta KOXHY [eCATy HacTynHy cepii, ane He pigwe 1
pasy Ha pik; 3MiHuK | T1ny - 3MiHK 3 AKOCTi. FTOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro
3acoby. 3miHa y MeTogax BunpobyBaHHS roToBOro
NiKapcbKoro 3acoby (4719 NpuBeAEHHS Y BIANOBIAHICTb 3
LY abo €Bponeiicbkolo hapMakoneero Ta BUTYyYEHHS
NOCUNaHHA Ha 3acTapinuii BHYTPILLHIA MeToq,
BMNPOO6YBaHHS i lioro Homep) - 3miHa y MeTogax
BMNPOOGYBaHHS FOTOBOTO JIiKApCbKOro 3acoby n.
«Mikpob6ionoriyHa unctota». KpuTepiit NpuitHATHOCTI Ta
BMMOIY 3a1MLleHo 6e3 3MiH. MeTog aHanizy BK/Il0YEHO
4o A®Y ta EP, TOMy 3aMLLEHO BigNOBiAHE NOCUAAHHSA
Ha MoHorpadito(i) Ta 3aranbHy(i) cTaTTio(i) Ta BUMyYeHO
NOBHWIA BUKNaZ NPOBEAEHHS METOAVKM

3a
peyenmom

UA/15498/01/01

72.

FENAPUH
HATPIO

MOPOLLOK
(cy6eTaHuis) y
nakeTax
noABiNHNX
nonieTnIeHoBUX
ans
thapmaveBTUYHOr
0 3aCTOCyBaHHSA

MpAT
"PapmavueBTu
yHa hipma
"fapHuus”

Ykpaina

Xebeit YaHrwaH
Biokemikan

dapmac toTukan Ko.,

nrg.

Kutai

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BiAnoBIigHOCTI abo BUMyYEHHS
cepTudpikaTa BignosigHOCTI €Bponeiickbkili hapmakoner:
ana A®l; onsa ByxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI E€BpONeChbKil
thapmakonei) - OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTudiikaTa BignosigHOCTI EBponelichbkin dhapmakonel

UA/16499/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Ne R1-CEP 2005-270-Rev 10 (3aTBepaxeHo: R1-CEP
2005-270-Rev 08) ana A®I renapviHy HaTpito Bif BXe
3aTBEpAXEHOro BMpobHuka Xebeii YaHrwaH biokemikan
dapmac toTtukan Ko., /itg., Kutaii Sk Hacnifok, BHeCEHO
3MiHM B cneuudikaiio Ta MeTogmn KoHTposno Ad| 3a
nokasHnkom "CynpoBigHi 4OMiLLIKK"
73. FENTPAN® NopoLLOK A660TT HimeuyunH | BUMPOGHMLTBO, NEPBUHHE peuisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/6993/02/01
niodgpinizoBanuii Na6opatopi3 a nakyBaHHSs, KOHTPO/Tb ITanis/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
[ONSA NpUroTyBaHHs 6X SKOCTi Ta BUNYCK cepiit ®paHuis Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI

pO34nHy Ans
iH'ekw;jin no 400 wr,
5 cKknaHnx
oNakoHiB 3
nioginizoBaHnM
NopoLUKOM Ta 5
avnyn 3
PO3YMHHMKOM (L-
Ni3nH, HaTpIto
rigpokcus, soga
Ans iH'ekuin) no 5
MJ1y KOHTYpHIli
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBLii B
KapTOHHIA Kopoo6Li

po3unHHKKa in bulk:
damap A.B.E. Animoc
MnaHT 63, BYN. Ar.
LimiTpiy, Mpevis
BVMPOGHWLTBO, NEPBUHHE
nakyBaHHS Ta KOHTPO/b
AKOCTi NOpOLLKa
nioghinizoBaHoro;
BTOPVHHE MaKyBaHHS,
KOHTPO/Tb SKOCTi Ta
BWMYCK CEPiii rOTOBOro
nikapcbKoro 3acoby:
Bionoaxici ITanis
Na6opaTtopis C.P.J1.,
ITanisa
abo
Lendapm CeH Pewmi,
®paHuisa
BUPOBHWLTBO, NEPBUHHE
nakyBaHHS Ta KOHTPO/1b
AKOCTi PO3YMHHMKA:
Bionoaxici ITanis
Na6opaTtopis C.P.J1.,
ITanisa

BMpOBHUKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
BK/IIOYAIOUM AiNbHULj BUNYCKY cepii abo micue
NPOBeAEHHSI KOHTPOJIO SKOCTI. (ZiANIbHICTb, 3a Ky
BignoBigae BMPOGHUK/iMNOpTEp, BKIKOYAOUM BUNYCK
cepiii) - 3mMiHa HaliMeHyBaHHS Ta YTOYHEHHS HanMCcaHHs
afpecy BUpoGHVKa roTOBOrO JlikapCbKOro 3acoby,
BignoBiganbHOro 3a Bunyck cepii(®avap Jlernb,
®paHuisn). BupobHuua ginbHuLsA Ta BCi BUPOOHNYI
onepavii 3a/MLwanTbCA HE3MIHHUMKW. 3MiHU BHECEHO B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y po3ainu «BnpobHuk» i «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus NpoBapKeHHs 1oro
[IANBHOCTI» Ta y KOPOTKY XapakTepuCTMKY NikapCbKoro
3aco6by y po3gin «BMpoBGHUK NTikapCbKOro 3acoby».
BignoBifHi 3MiHN BHECEHI B TEKCT MapKyBaHHS yYNakoBKu
nikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHX 3 AKOCTI.
[oTOBWI NikapcbkWit 3aci6. 3MiHM Y BUPO6GHULTBI. 3amiHa
ab0 BBeZleHHS A0AATKOBOI AiNbHULI BUPOGHMLTBA 415
YacTVHM abo BCbOro BUPOBHNYOro NpoLecy rotToBoro
NiKapcbKoro 3acoby (AiNbHMLSA, Ha SKi NPOBOAATLCSA
6yab-sKi BAPO6HUYI CTaAji, 3a BUHATKOM BUNYCKY cepil,
KOHTPOJIH0 SIKOCTi Ta BTOPMHHOTO MakyBaHHSA A1
CTEPUIbHUX NMiKapCbKMX 3acobiB (BKOYa0UM BUPOOIEHI
acenTUYHUM METOAOM), KpiM Mikapcbkrx 3acobiB
6i0N0rivYHOro/iMyHO/I0MN4YHOr0 NOXOMKEHHS) - BBEAEHHSA
[04aTKoBOI AinbHuL - Bionogxici Itanis Jlaboparopi3
C.P.J1., Itanis gns Bupo6bHNLTBa, NEPBUHHOIO
nakyBaHHs PO34MHHMKA; 3MiHW | TUNYy - 3MiHM 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHMLTBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYOTLCSA BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gogasaHHA AiNbHUL, Ha AKIl 34iACHIOETLCA
KOHTpO/b/BMNPO6YBaHHSA cepil) - BBeaeHHs goaaTkoBoi
AinbHuui - Bionogxici Itania Nlaéopatopis C.P.J1., ITania
07151 KOHTPO/IKO AKOCTi PO3UMHHUKA; 3MiHW | TUny - 3MiHKW 3
AKOCTi. [O0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM y npoLeci BUPOBHULITBA FOTOBOMO NiKapCbKoro
3ac06y, BKNOYaUy NPOMKHWIA MPOAYKT, WO
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nocsioYeHHs

3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHUUTBA) -
HesHauHa 3miHa y npoLieci BUPO6GHULTBA PO3UNHHMKA;
3MiHM | TUny - 3MiHK 3 sKoCTi. FOTOBWIA NNikapcbKuMii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikalisx, nig
yac BMPOBGHMLTBA rOTOBOTO NiKapCbKoro 3acoby
(mopasaHHA HOBOTrO MeTOAY BUMNPOOYBaHHA Ta
JonycTuMux mMex) - BeefeHHst BUNpobyBaHHA Ha
6ioHaBaHTaxeHHs (bio-burden) meTofoM MeMGpaHHOI
hinbTpavii Ha eTani HaNOBHEHHA amny/ nepeg,
KIHL,EBO cTepuisauieto (3anpornoHoBaHo: Pre-
sterilization bioburden Membrane filtration ? 10 CFU/100
mL); 3MiHu | TNy - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBoro AikapcbKoro 3acoby (iHuwi
3MiHM) - YTOUHEHHA BUMOT [0 NPUAATHOCTI CUCTEMU Y
3aTBEP)KEHOMY MeTO/i BUNPOOYBaHHA A1 BUSHAUYEHHS
BMICTY L-M1i3nHy B amnynax 3 PO34MHHUKOM; 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW A0 TekcTy
MapKyBaHHS Nikapcbkoro 3acoby, BKIYaoum
YTOYHEHHSA [0 po3ainy «MapkyBaHHsA» MKA /13:
3arBepxeHo: MapkupoBka. TekCT MapKMpoBKN
npeAcTasfieH OTAeNbHO. 3anponoHoBaHo: MapKyBaHHS.
3rigHo i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS.
OHOBNEHHSA TEKCTY MapKyBaHHA NMepBUHHOT Ta
BTOPVHHOI YNaKoBOK /TiKapPCbKOro 3acoby 3 BHECEHHAM
iH(hopMaUii Woa0 3a3HaYeHHSA O4NHULb BUMIPOBAHHS Y
cuctemi Si

74.

FEPMNEBIP®

Tabnetkn no 200
Mr no 10 TabneTtok
y 6nicTepi, no 2
6nicTepu B navw,i

MAT
"KuiBmegnpen
apar”

Ykpaina

MAT
"KuiBmegnpenapar”

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI (iHLWWi 3MiHK) AKTyanizauis po3giny
3.2.P.3.3 «Onwnc BMPOGHMYOTro NMpoLecy Ta KOHTPOIH0
npouecy», 3MiHa knacy 4uctotu D Ha knacudikoBaHi
NPUMILLEHHS (BMNYYeHHS iHdhopmaLii npo knacudikadiio
BMPOGHNYNX NPUMILLEEHb, Y SKUX MPOBOAATLCA cTagil
TEXHOJI0MYHOro npouecy BMpobHULTBa /13, y 3B'A3KY 3i
3MiHO0 Knacy unctotn D Ha knacudpikoBaHi
npumileHHs). 3atsepmxeHo: Po3gin 3.2.P.3.3. «Onuc
BUPOGHMYOrO NpoLecy Ta KOHTPOJII0 NPOLLECcy».
«...MPUMILLEHHA knacy ynctotu D...» 3anponoHoBaHo:
Po3gin 3.2.P.3.3. «Onnc BMpo6HMYOro npouecy Ta
KOHTPOJTI0 NPOLLECY».
«...KnacugikoBaHi NpUMILLEHHS ... »

3a
peyenmom

UA/2466/03/01

75.

FEPMNEBIP®

Tabnetkn no 400
Mr no 10 TabneTtok
y 6nicTepi, no 1

MAT
"KuiBmegnpen
apar”

YkpaiHa

MAT
"KuiBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMNy - 3MiHK 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMUTBI (iHWi 3MiHK) AKTyanizauis posginy

3a
peyenmom

UA/2466/03/02




93

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nictepy y nayu,i

3.2.P.3.3 «Onuc BUpo6HMYOro npouecy Ta KOHTPO

npotiecy», 3miHa knacy 4ictotu D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYEHHS iHhopMaLii npo knacudikauiio

BMPOBHUYMX NPUMILLLEHD, Y AKUX NMPOBOAATLCA cTagil
TEXHOJI0MYHOro npouecy BMpobHULTBa /13, y 3B’'A3KY 3i

3MiHOW Knacy umcToTy D Ha knacudikoBaHi
npumileHHs). 3arteepmkeHo: Po3gin 3.2.P.3.3. «Onnc
BMPOGHMYOro NPOoLLeCy Ta KOHTPOSIO NPoLiecy».
«...NPUMILLIEHHA Knacy 4mcToTu D...» 3anponoHoBaHo:
Po3gin 3.2.P.3.3. «Onuc BMpo6GHNYOro npotecy Ta
KOHTPOJTI0 NPOLLECY».
«...KnacndikoBaHi NPUMILLLEHHS...»

76.

FTEPMNEBIP®

Ma3b 2,5%; no5r
a6o 15 r y Ty6i; no
1 Ty6i B mayui

MAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"KuiBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
NS MeAMYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoai6HNX NikapcbKUX 3aco6iB
nicnst BHECEHHS TiEl camol 3MiHU Ha ped)epeHTHWIA
npenapar (3MiHa He NoTpebye HafaHHA XOAHNX HOBUX
[0[aTKOBUX AaHnX) 3MiHM BHECEHI [0 iHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHA /iKkapCbKoro 3acoby y po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpygato”, "MobiuHi peakwyii
3rigHo 3 iHhopMaLieto LWoA0 MEANYHOTO 3aCTOCYBaHHSA
pedrepeHTHOro flikapcbkoro 3acoby (SOBIPAKC).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS

3a
peyernmom
nolseay
my6i; 6e3

peyernma ro
52y my6i

UA/2466/02/01

77.

riAPOKOPTU3
OH

Masb 1%; no 10 r
y Ty6i
aNOMIHIEBIN; no 1
Ty6i B nauuj 3
KapToHYy

AN "CTALA-
YKPAIHA"

Ykpaina

TOB "®3 "BIOPAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEEHHSA Y3arasibHEHUX JaHMX NPo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapmakoHarnaay B YkpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3A4jiCHEeHHs hapMakoHariaay (BK/IKYakum KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-ghaiina
cuctemu hapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0co6U 3asBHNKa, BiANOBiAaLHOI 3a hapMakoHarnsg.
[itoua pepakuis: Mpycbkuii CtaHicnas. MponoHoBaHa
pegakuisi: oy, TeTsHa HOpiiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBAXEHOI 0CO6U 3asBHMKa, BiANoBiAa1bHOI
3a chapmakoHarnsg,

3a
peyerimom

UA/5132/01/01

78.

rAPOXNOPTIA

Tabnetky no 25 mr

My6niyHe

YkpaiHa

BMPOGHMLTBO 3@ MOBHWM

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasis: 3MiHu |

3a

UA/6721/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3una no 10 Tabnetok y akuioHepHe umkniom: NyéniyHe My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuenmom
6nicTepi; no 2 TOBapunCTBO akKujioHepHe ToBapuCTBO chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL
6nicTepy B navy,; "HaykoBo- "HaykoBo-BMPO6HUUNIA NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
no 20 TabneTtok y BUPOGHNYIA LeHTp "bopLyariscbkuii 4N MeAMYHOro 3aCTOCyBaHHA Ha NiACTaBi perynsipHo
6nicTepi LeHTp XiMiko-chapmaL,eBTUYHNI OHOB/IIOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
"BopLuariBcbk 3aBof", YKpaiHa, [ocnimpKeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
niA XiMiKo- BUPOGHMLTBO, 3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTtar
hapmavesTuy nakyBaHHs, BUMYCK OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
HWi1 3aBog" cepiii: ToBapucTBO 3 nnaHy negiatpnyHux gocnimpkeHs (PIP) (3miHy
06MeXeHoI0 Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOB&XXEHUM OPraHoMm)
Bi4NOBIAA/ILHICTIO 3MiHM BHECEHO B iHCTPYKLiIO 418 MegUYHOro
"Arpodhapm", YkpaiHa; 3acToCyBaHHS NikapcbKoro 3acoby Ao po3ainis
KOHTPO/Ib Ccepili: "OcobnmBocCTi 3acTocyBaHHA", "MM06IYHI peakuii”
ToBapucTso 3 BiZANOBIAHO [0 OHOBMEHOT iHdhopMmaLii 3 6e3nekn
obmexeHor 3aCTOCYBaHHS Ajil0401 PEYOBMHU NiKapCbKoro 3acoby.
BiANOBIAA/ILHICTIO BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
"Hatyp+", YKpaiHa 3aTBEPXKEHHA
79. FIHOMAKC cynosuTopii 3eHTiBa, K.C. Yecbka Ekcenrtic Inay CaHai Be TypeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu || 3a UA/15953/01/01
BariHasbHi, 100 Pecny6nik TigpxapeT AHOHIM TMny - 3MiHK 3 AKOCTi. A®l. BUpoOGHMLTBO. 3MiHV B peuenmom
mr/150 wr; no 7 a LWipkeTi npoueci Bupo6HuuTea A®I (3HayHa 3MiHa y npoveci
CynosunTopiiB y BMPO6HMLTBA A®I, LLIO MOXE MaTW iCTOTHUIA BNMB Ha
cTpunax B AKICTb, 6e3neky abo e(heKTUBHICTb JIiKapCbKOro 3acoby)
KapTOHHI Kopobui 3MiHV B BUPOGHMYOMY NPOLIECI AiH0U0i PEYOBUHM
TIOKOHa301y, a caMe: - 0A4aHO ONUC peakLiii yTBOPeHHS
BUXIAHOT CUPOBUHN 2-X10p-3-(6pOMOMETUS)-TIODEHY,
Aka He Byna BK/IloOYeHa [0 nonepesHLoro onvcy
BMPOGHNYOro NpoLecy; - BBEAEHO OpraHidHi PO3UMHHUKN
MeTaHO/1 Ta X/10pohopM; - BUSTyHEHO i30MPOMNiNoBuiA
CNVPT; - BUAINEHO NPOMDKHUIA NPOAYKT CUHTE3Y
oKcaslaTHY Ciflb TIOKOHA30/1y.
80. FTNATUPAMEPY | po3uvH ons MicTtpan AHrnis BUPOBHMLTBO, Icnanis/ BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/16792/01/02
ALETAT-BICTA | iH ekuiii, 40 mr/mn; Kenitan nakyBaHHs, KOHTPO/1b Yuni/ MRy - 3MiHK 3 AKOCTi. OTOBMIA Nikapcbkunii 3aci6. 3MiHN peyenmom
nolmny MeHeXMeHT AKOCTI: HigepnaHgy | y BUpPOGHMUTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
nonepegHsL0 Nimiteq Posi ®apma IHaacTpian / BUNYCKY cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
HanoBHeHOMY Cepsices, C.A., Icnanis ManbTa 3acoby (3amiHa abo JofasaHHsA AibHULI, Ha KR
wnpuyi; no 1 BMPOGHMLTBO, 3[iICHIOETLCS KOHTPO/L/BUNPOBYBaHHS cepii).
LInpuLy B nakyBaHHS: JoofaBaHHsA AiNbHULL Ha SAKUX 34iACHIOETLCS KOHTPOSIb
6nicTepi; no 12 CiHTOH Yuni Nitaa., Yuni AKOCTI NikapcbKoro 3acoby: ®apmagokc Xenckea /1T4,.,
6nicTepiB y BiANOBIAa/IbHNI 3a KW 20 A KopgiH IHgacTtpian Mapk, Maona, PLA

KapTOHHIl KopooLi

BMNYCK cepil:
CiHTOH XicnaHis, C.J1.,
Icnanis
abo
BiANOBIAaIbHNI 3a
BUNYCK cepil:
CiHTOH BB, Higepnangu
BTOpvHHE nakyBaHHS,

3000,ManbTta/Pharmadox Healthcare Ltd., KW20A
Kordin Industrial Park, Paola PLA3000, Malta; Posi
®apwma IHgacTpian Cepsices, C.A., Bia KomnntoteHce
140, Ankana ge XeHapec 28805 Magpig, IcnaHisi/ Rovi
Pharma Industrial Services, S.A., Via Complutense 140,
Alcala de Henares 28805 Madrid, Spain.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KOHTPO/b SKOCTI:
Posi ®apma IHaacTpian
Cepsices, C.A., IcnaHis
KoHTpOsb sKoCTi
(Mikpo6ionoriyHwmi):
EypodpiHc BakTimm B.B.,
HigepnaHaun
KOHTPO/b AKOCTI:
dapmafokc Xenckea
N14., MasnibTta
81. FNIBEK® TabneTku, BKpUTI Hosaprtic Lseiuapi | BMpo6HMLUTBO 3a NoBHUM |  LLBeliuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/9469/01/01
N/1iBKOBOIO dapma Al a uvknom: Hoeapric Himeuunna/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
060/10HKOI0, N0 dapma LUTeliH AT, CnoBeHis Ta/abo agpecu Micusa NPOBaKeHHs AiSIbHOCTI
100 wr; no 10 LLiBeliLapisi; BMPO6HMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, Micue
TabneTok y BMPOGHMLITBO 3@ MOBHUM NpoBefeHHA KOHTPOJII0 SIKOCTi), abo BacHMKa mactep-
6nictepi; no 6 umkiom: Hosapric (haiina Ha A®I, a6o noctavasibHuka A®I/BuxigHOro
6nicTepis B ®apma lMpoaakLuH marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Kopobui M6X, HimeyunHa; 3aCTOCOBYHOTbCS Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
nepBrHHE, BTOPVHHE [l0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
nakyBaHHs, BUMYyCK BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
cepii: Jlek 3aTBEpIAXEHOMY [0CbE, a60 BUPOGHVKA HOBOT
dapmacbloTukanc a.4., [OMOMIXHOI PEYOBMHM (SIKLLLO 3a3HAYeHO y JOCbE). 3MiHa
BMpPO6GHMYA AinbHULSA HaliMeHyBaHHA BMPOGHMKa Ad| (imaTuHiby mesunary),
NeHpaBa, CnoBeHis BiANOBIAA/ILHOIO 3a KOHTPO/Ib SKOCTi, 6€3 3MiHM MicLA
BUpO6GHULTBA
82. FNIBEK® TabneTku, BKpUTI HoBaprTic LliBeiuapi | BMpOGHMLUTBO 3a NoBHUM |  LLIBeliuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/9469/01/02
NNiBKOBOO dapma Al A umkiom: Hosapric HimeyuunHa/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
060/10HKOI0, N0 dapma LUTeliH AT, CnoBeHis Ta/abo agpecu micusa NPOBaKEHHS AiSIbHOCTI
400 wr; no 10 LLiseiiuapis; BMPOGHMKa (BK/TKOYAYM, 3a HEOOXIAHOCTI, MicLe
TabneTok y BMPOGHMLITBO 3@ MOBHUM NpoBefEeHHA KOHTPOJII0 SIKOCTi), abo BacHMKa mactep-
6nictepi; no 3 umkiom: Hoeapric (haiina Ha A®I, abo noctavasibHuka A®I/BuxigHoOro
6nictepu B ®apma MpogakLuH marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Kopoobui M6X, HimeuunHa; 3aCTOCOBYHOTLCS Y BUPOOGHULTBI AD| (AKLLO 3a3HAYEHO Y
nepBrHHE, BTOPVHHE [l0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
nakyBaHHs, BUMYCK BiANOBIAHOCTI E€Bponeiichbkili hapmakonei y
cepii: ek 3aTBEpAXEHOMY [0CbE, ab0 BUPOGHVKA HOBOT
dapmacbloTukanc a.4., [OMOMIXHOI PEYOBMHM (SIKLLLO 3a3HAYEHO y fOCbE). 3MiHa
BMPOGHMYA AiNbHULSA HaliMeHyBaHHA BMPOGHUKa Ad| (imaTuHiby mesunary),
JNleHpaBsa, CnoBeHis BiANOBIAA/ILHOIO 3@ KOHTPO/Ib SKOCTi, 6€3 3MiHN MicLA
BUpO6GHULTBA
83. rnignH TabneTtkn MAT Ykpaina MAT "Ximdhapm3saBog Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasiB: 3miHu | 6e3 UA/16293/01/01
cy6niHrBasnbHi no "Ximchapm3sas "UepBoHa 3ipka" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
100 wmr, no 10 of, "YepsoHa thapmakoHarnagy (iHwi 3MiHu).
TabneTok y 3ipka" OHOBJIEHHSA TEKCTY MapKyBaHHS BTOPUHHOT YNakoBKu
6nicTepi; no 5 nikapcbKoro 3acoby, a came BUIy4eHHst iHchopmadii,
6nicTepiB y nauui 3a3HayYeHoi PoCiiiCbko MOBOK. BBeAEHHS 3MiH
3 KapPTOHy; no 50 npoTArom 6-Tn MicsLiB NiCNA 3aTBEPYKEHHS




96

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Tabnetok y
6nictepi; no 1
6nicTepy y navyj 3
KapTOHY
84. rPALMKIB TpaBa no 60 ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 6e3 UA/5670/01/01
TPABA naukax 3 "NikTpasun” TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
BHYTPILLHIM hapmakoHarnagy (iHwi 3MiHn) 3MiHa B TEKCTI
naketom; no 1,5r MapKyBaHHS! YNakoBKULLOAO 3a3HAaYeHHS OAVHULb
y hinbTp-nakeTi; BMMIipIOBaHHS BiAMOBIAHO A0 cnctemm Sl y3aranbHeHHs
no 20 ginbTp- (hopMy/HoBaHHS Ta MOro KOHKpeTu3awis (BUyYeHHs
nakeTiB y nauui; YMOBM "3a HEOOXIAHOCTI ..."). BBEAEHHS 3MiH NPOTAroMm
no 1,5 ry ginbTp- 6-TV MicALIB NicNsA 3aTBEPKEHHS
nakerti; no 20
hiNbTp-nakeTiB y
nauui 3
BHYTPILLHIM
nakeTom
85. FYTTANTAKC®N | kpanni, 7,5 mr/mn, TOB "Onenna YkpaiHa IcTiTyTO e AHXeni ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3MiHu | 6e3 UA/0832/01/01
IKOCYNIb®AT no 15 mn a6o 30 Xernckea C.p.n. TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
My chriakoHi; no YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3amiHn go
1 donakoHy y y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIl KopooLi (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0c06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y po3MmilLeHHi macTep-ghaiina
cuctemn dpapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3as1BHMKA, BIANOBIAALHOT 38 hapmakoHarnsg.
[itoya pepakuis: XogakiBcbka TeTsaHa BayecnasiBHa.
MponoHoBaHa pegakuis: Muxaiinos OnekcaHap
Bonogumuposuu.
3MiHa KOHTaKTHMX AaHunX YNOBHOBAaXXEHOI 0cobu,
BiANOBIA&/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
hapMakoHarnsgy Ta moro Homepa. 3miHa micus
3/1iiCHEHHS1 OCHOBHOI AifiNIbHOCTI 3 chapMakoHarnsay.
86. AAP®EH® rens, no 15 r aéo MpAT YkpaiHa MpAT "dapmaLeBTU4Ha YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/18641/01/01
FENb no 50 r, abo no "hapmaueBTn dipma "fapHuus” MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCbKUIA 3aci6. peyenma
100 ry Ty6i, no 1 YyHa thipma CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
Ty6i B nayLi "NapHuus" ymoBax 36epiraHHsi roToBOro JliKapCbKoro 3acoby

(36inbLUEHHS TEPMiIHY NPUAATHOCTI TOTOBOTO JliKapCbKOro
3acoby) - ns Toproeoi ynakoBku (NigTBEPOKYETLCA
[aHVMK peanibHOro Yacy) 36inbLIeHHs TepMiHY
NPUAATHOCTI TOTOBOTO JTiKAPCbKOr0 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
(3aTBEpPMKEHO: TEPMIH NPUAATHOCTI 2 POKU;
3anponoHOBaHO: TEPMiH NPUAATHOCTI 3 PoKK). 3MiHK
BHECeHI B IHCTPYKLIilO A7 MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ain "TepMiH npugaTHoCTI".
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
87. AE3NOPATAL TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii BUpobHMLUTBa, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | 6e3 UA/10913/01/01
NH N1iBKOBOIO obmexeHor KOHTPO/b SKOCTI, BUMYCK TMNy - AQMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKoro peyenma
060510HKoI0, N0 5 BiANOBIAA/TbHI cepii: 3acoby - 3miHa Ha3BW likapcbkoro 3acoby:
mr, no 10 CTIO ToBapucTBO 3 3aTBepaxeHo: A/IEPTOMAKC,; 3anponoHoBaHo:
Tabnetok y "papmaneBTn obmexeHor OE3NOPATAOVIH. BeegeHHs 3MiH NpOTArom 6-Tn
6nicTepi; no 1 YHa KOMMaHis BigNoBiAa/IbHICTIO MiCALIB MiCNsA 3aTBEpAKEHHS
6nictepy B "3popos’s” "PapmaueBTUYHA
KOpo6L,i 3 KapTOHY KoMnaHis "3gopos’a”,
Ykpaina
BCi cTagii BUpobHMUTBa,
KOHTPO/b AKOCTI:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®APMEKC I'PY1",
YkpaiHa
88. ANNPUBAH eMy/bCis Ans AcneH dapma IpnaHgis Brpo6Huk "in bulk”, ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/11592/01/01
iHcpy3iiA, 10 mr/mn; TpeligiHr nakyBaHHSs, BUPOOHUIK, Benuka TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHoCTI/IE- peuenmom
Ans BUPOGHMKa Nimiteq BiANOBIAaIbHMI 3a BputaHis cepTudikaT BignoBigHOCTI €Bponeichkiii

AcTtpa3eHeka FHOK
Nimiten, Benvka
BputaHis
(AstraZeneca UK
Limited, United
Kingdom): no 20
M/ B amnyni; no 5
amnyn y KOHTYPHiiA
YapyHKOBIW
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIN
ynakoBsLi y
KapTOHHIlA
Kopobui; no 50 mn
y chnakoHi; no 1
donakoHy 3
yTpYMyBayem y
KapTOHHIiA
Kopobui; ans
BMPO6GHUKaA

KOHTPO/Tb AKOCTi Ta
BUMYyCK cepii: KopaeH
dapma Coujeta' MNep

A3ioHi, ITanisi; BUPOGHMUK,
BiANoBigabHUI 3a
BUMYCK Cepii:
AcTtpa3eHeka tOK
NimiTen, Benuka
BpuTtaHis

thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii oY abo €Bponeiicbkol hapmakonei, abo
iHLWOT HaujioHau1bHOT thapmakonei aepxasn €C (3MiHa y
cneuudikauii HecpapmakoneiHoro A®| Ana npuBeaeHHs
y BignoBigHicTb fo BuMor AdY abo €sponeicbkol
thapmakonei, abo iHLWOoi HauioHa/IbHOI hapmMakonel
nepxasu €C) - lonoMixHa peyoBrUHa/BUXIAHWIA
mMarepian ans supobHuytea A®I - MNpuseaeHHA
cneumadikauii 4OMOMDKHOI peqoBuHM dhochatuay
OUMLLLEHOrO SEYHOrO Y BiANOBIAHICTb 40 BUMOT
MoHorpadii €Bponeiicbkoi thapmakonei. Mig yac gaHoi
3MiHM 6Y/10 OHOBMIEHO HAaCTyMHi po3ginu: 3.2.P.1 Onuc i
cknap nikapcbkoro 3acoby, 3.2.P.3.2 Ckniag, Ha cepito,
3.2.P.4. KOHTpONb AONOMIXHMX PEYOBUH; 3MiHN | TUy -
3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSI FOTOBOTO JIiKApCbKOro 3acoby (ons
npuBeLeHHS y BignoBigHiCcTbL 3 4dY abo EBponelicbkoto
thapmakoneeto Ta BUyHeHHs MOCUIaHHA Ha 3acTapinuii
BHYTPILLHI MeToA BUNPOByBaHHS i Horo Homep) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KopgeH ®apma MpuBeneHHs aHaNiTUYHOrO MeToAy BUNPo6yBaHHSA 13
Coujeta' Nep 3a NOKa3HMKOM «CTepUbHICTb» Y BIAMNOBIAHICTL [0
A3ioHi, ITanis Bumor Ph.Eur. 2.6.1. «CTepusibHICTb»; 3MiHM | TUMy -
(Corden Pharma 3MiHu 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3mMiHW y
Societa' Per BMPOGHMLTBI. 3MiHX Y NpoLeci BUPO6HULITBA FOTOBOIO
Azioni, Italy): no NikapcbKoro 3acoby, BKIOYaUy NPOMKHUIA MPOAYKT,
20 mn B amnyni; LLI0 3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
no 5 amnyny nikapcbKoro 3acoby (iHwWi 3MiHW) - He3HauHi 3MiHu B
KapTOHHOMY npoueci Bupo6HuyTea /13 a came: 3miHa yacy
thikcaropi BUTPUMKI MPOMDKHOIO NPOAYKTY nepes, cTepunisauieto 3
(yTpumyBaui) y 24 roanH 0 29 roguH. Takox 6ynv BHECEH HEe3HaYHI
KapTOHHI pefakuiiiHi npaBkm - BUlyYeHO 3aiiBy iHchopmauito, ska
Kopo6ui; no 50 mn cTocyeTbcss GMP caliTy; 3MiHM | Tuny - 3MiHW 3 SKOCTi.
y thnakoHi; no 1 [oTOBWI1 NiKapCbKuMii 3aci6. KOHTPOb TOTOBOrO
chnakoHy 3 nikapcbKoro 3acoby (iHwi 3MiHN) - MNprBeAeHHA
yTpumyBayem y 3aTBEPAKEHNX MeTofiB KOHTPOO AKOCTi NiKapCbKoro
KapTOHHIli KOopooLi 3aco6by y BigNOBIgHICTb 40 BUMOr NyHKTY 11 po3giny 5
Mopsiaky, a came: - 3MiHa MOBUW BUKNaAeHHA MeTogis
KOHTPOJIH0 SKOCTi NliKapCbKOro 3acoby 3 POCiicbKoi Ha
YKpaiHCbKy; 3MiHW | TNy - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHK) - MpuBeaeHHA 3aTBepixeHnx MKA
niKapcbKoro 3acoby y BiAMNOBIAHICTL A0 MaTepianis
peecTpauiiHoro Aocke BUPOGHUMKa, po3giny 3.2.P.5.2.
AHaNITUYHI METOAUKM, 3aTBEPAXEHOrOo B KpaiHax €C.
MpYHLUMAN BCIX aHaNITUYHUX METOAMK 3aUIMLLAETLCA 6e3
3MiH, BUAANAETHCS TifIbKU MNOCUMIAHHSA Ha BHYTPILLHI
MeTOAVKM
89. ANDPTIOKAH® Kancynu no 50 mr, Mcpaiizep IHK. CLWA dapesa Ambyas ®paHuisa BHECEHHS 3MiH 0 peecTpaLiinHMx MmaTepiasis: 3miHu | 3a UA/5970/02/01
no 7 kancyny TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom

6nictepi, no 1
6nictepy B
KapTOHHIiA
ynakoBLij

thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
4N MeMYHOro 3aCTOCYBaHHA Ha NifCcTasi PerynsipHo
OHOBJ/ItOBAHOIO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKOro
3acoby B nicnspeecTpaviliHvii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX BIAMNOBIAHO A0
nnaHy negiatpuuHux gocnigpkenb (PIP) (iHwWi 3miHK) -
3MiHV BHECEHO B iHCTPYKLi 415 MeANYHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriynHi BnactnsocTi”, "OcobamBoCTI
3acTocyBaHHs", "3acTocyBaHHs y nepio BaritTHocTi abo
roflysaHHs rpygaro” Ta "Mo6iyHi peakuil™ wono 6esneku
3aCcTOCyBaHHS Ait040i peYOBUHM 3rigHO 3
pekomeHpauismi PRAC. BBegeHHS 3MiH NpOTArom 6-Tu
MiCALB Nicna 3aTBepMKEHHS; 3MiHM Il TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnagy.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeguyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW JaHUMU 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMU Ta JaHMKY 3
hapmakoHarnsagy - 3MiHv BHECEHO B iHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHA NMiKapCbKoro 3acoby Ao
po3gainis "®apmMakonoriyHi BnactueocTi", "OcobnnBoCTi
3acTocyBaHHsA". BBeeHHS 3MiH NpOTArom 6-Tn MicauiB
nicns 3aTBepaKeHHs

90.

ANDITIOKAH®

kancynu no 100
mr, no 10 kancyny
6nicTepi, no 1
6nictepy B
KapTOHHI Kopoobui

Mcpaiizep IHK.

CLWA

dapesa Ambya3s

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAVYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaxy negiatpuyHmx gocnimxkens (PIP) (iHLWi 3MiHK) -
3MiHM BHECEHO B iHCTPYKLi 418 MeguyHoro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactnsocTi, "OcobamBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaao” Ta "Mob6ivHi peakuii” woao 6esnekn
3aCTOCYyBaHHS AiH040i pe4oBUHY 3rigHO 3
pekomeHgauismv PRAC. BeefeHHS 3MiH NpOTArom 6-Tu
MicALIB MicnsA 3aTBepKEHHS; 3MiHM Il Tuny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHN Y KOPOTKili XapakTepucTuL NikapCbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMU 3
thapmakoHarnagy - 3mMiHvM BHECEHO B iHCTPYKLiT An1s
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3ginis "®apmakonoriuHi BnactmsocTi", "Ocob6nnBoCTi
3acTocyBaHHs". BBeeHHS 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepKeHHs

3a
peyenmom

UA/5970/02/02

91.

OVNDNIOKAH®

Kancynu no 150
Mr, no 1 kancyni B
6nictepi, no 1
6nictepy B
KapTOHHI KopoobLi

Mdpainzep IHK.

CLA

dapeBa Ambyas

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
4N MeMYHOro 3aCTOCYBaHHA Ha NiACTaBi perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
AocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKOro
3acoby B nmicnsipeecTpaviliiHnii nepios, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX BIAMOBIAHO A0
nnaHy negiatpuyHux gocnigkenb (PIP) (iHwWi 3MiHK) -

6e3
peuenma

UA/5970/02/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHM BHECEHO B iIHCTPYKLi ANA Megu4Horo
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ginis
"®apmakonoriyHi BiactusocTi", "Oco6nmnBocTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog, BaritHOCTi abo
rogysaHHs rpyaar” ta "rMob6ivHi peakuii" wono 6esneku
3aCTOCYBaHHS AiH040T PeYOBUHY 3TiHO 3
pekomeHpauismm PRAC. BBefieHHSA 3MiH NPOTArom 6-1u
MicsALiB NicnsA 3aTBEPLKEHHS; 3MiHM Il Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii 418 MeguyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW JaHUMU 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMU Ta JaHMKY 3
hapmakoHarnsagy - 3MiHv BHECEHO B iHCTPYKLi A1
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3gainis "®apmMakonoriuHi BnactueocTi", "OcobnnBoCTi
3acTocyBaHHsA". BBeleHHS 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepayKeHHs

92.

DIKNTOCEN®®

cynosuTopii no 50
Mr; o 5
CynosunTopiiB y
cTpwni; no 2
cTpunn y
KapTOHHIiA
ynakoBLij

TOB
«MNEAPAPM
NTo»

YkpaiHa

KYCYM XE/TTXKEP
NBT ATA,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acToCcyBaHHs
reHepuYHUX/ribpuaHMX/6ionoai6HNX NikapcbKUX 3aco6iB
nicnst BHECEHHS Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3mMiHa He NoTpebye HafgaHHA XOAHNX HOBUX
[0[aTKOBUX AaHnX) 3MiHM BHECEHI [0 iHCTPYKLii ANns
MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby y
po3ginu: "dapmakonoriyHi BnacTMBocTi”,
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NlikapCbKUMun
3acobamu Ta iHWi BUAW B3aemogiii”, "Oco61mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHocTi abo
rogyBaHHS rpyaar”, "3aatHicTb BN/IMBATU Ha LIBUAKICTb
peaxuii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWUMU
mexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3un",
"[iTn"(yTouHeHHs iHdopmaLii), "Mepeao3yBaHHS",
"Mo6ivHi peakui™ 3rigHO 3 iHhopMaLieto Woao
MEeAMYHOro 3acTOCyBaHHSA pethepeHTHOro NikapCbKoro
3aco06y (Voltarol®, suppositories 50 mg, 100 mg (B
YkpaiHi 3apeecTpoBaHuii sk BonbTapeH, cynosuTopii no
25wmr, 50 Mr a6o 100 mr). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsLIB 3 fatu 3aTBepXeHHs. CynyTHS 3MiHa - 3MiHN
wofo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsagy.
BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBig4eHHs, BkIoyatoum MNnax
ynpaBiHHA py3nKamu (3aCTOCYBaHHS TEKCTY, AKuii
NOropKeHN 3 KOMNETEHTHUM opraHoM) 3MiHN BHECEHO

3a
peyenmom

UA/16445/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[0 yacTuH: Il "Cneuudpikauis 3 6esneku” , Il "MnaH 3
thapmakoHarnagy”, V" 3axoau 3 miHimisauii pusukis", VII
"[lopatkn" Ha OCHOBI OHOBJ/IEHOI iHChopMaLii 3 6e3nekn
Lito40i pevoBUHW. BBeEHHSA 3MiH NPOTAroM 6-Tu MicALiB
3 AaTu 3aTBepaKeHHsA. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO A0 iHCTPYKLIT 4151 MeauyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ain "MobivHi
peakuii" BiAnoBigHO A0 OHOBMEHOI iHchopMaL,i 3 6e3nekn
Lito40i pevoBUHW. BBeEHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBeppKeHHs.
93. AIOCMIH MOPOLLIOK MPAT YkpaiHa CunuyaHb Ceni Kutaii BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | - UA/15593/01/01
(cy6eTaHuin) y "®ITOPAPM" dapmacbioTukan Ko., TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs!
nakeTax nra. Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
NoABINHNX nocBigyeHHs) - 3MiHa agpecH 3asBHMKa
nonieTnIeHoBUxX
ans
dhapmavieBTUYHOT
0 3aCTOCyBaHHSA
94, AOKCENIH Kancynu no 10 mr TOB «TeBa Ykpaina TOB TeBa OnepeiiH3 MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/7467/01/01
a6o no 25 wr; no YkpaiHa» MonaHpg TUMy - 3MiHM 3 AKOCTi. OTOBWIA NMikapcbkuii 3aci6. peyenmom
10 kancyny KOHTpO/b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
6nictepi; no 3 MeTo4ax BUNpPobyBaHHS rOTOBOTO JliKapCbKOro 3acoby
6nictepn B (He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAaX
Kopobui BMNPOGYBaHHS) - 3MiHM B MeTofi BunpobysaHHs 13 3a
nokasHukom «BmicT Z-isomepy» (Metog X), a came
BBEJIEHHA a/lbTePHATMBHOIO rasa-Hocis B aHauTiTUYHY
npoueaypy.
95. AOKCENIH kancynu no 10 wmr; TOB «TeBa Ykpaina TOB TeBa OnepeiwH3 Monbwa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasiB: 3miHu | 3a UA/7467/01/01
no 10 kancyny YKpaiHa» MonaHg TUMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3 KOHTpO/ib rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa y
6nictepu B MeTohax BUNpPobyBaHHS rOTOBOTO JTiKapCbKOro 3acoby
KopoobLi (He3HauyHa 3MiHa y 3aTBEepIKEHNX MeToAax
BUNPOOBYBaHHSA) - 3MiHN B MeTOZAji BUNpobysaHHs 13 3a
nokasHNKom «BmicT Z-isomepy» (MeTog 'X), a came
BBEJEHHA aflbTePHATMBHOIO rasa-Hocis B aHasliTU4HY
npoueaypy.
96. AOKCENIH kancynv no 25 wmr; TOB «TeBa YkpaiHa TOB TeBa OnepeiilH3 Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/7467/01/02
no 10 kancyny YKpaiHa» MonaHg TUMy - 3MiHM 3 AKOCTi. TOTOBWIA NNikapcbKuii 3aci6. peyenmom
6nictepi; no 3 KOHTpO/b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
6nictepu B MeToAax BUMPOOYBaHHS rOTOBOTO JlikapCbKOro 3acoby
KopooLi (He3HayHa 3MiHa y 3aTBEepIKEHNX MeToAax
BMNPOOGYBaHHS) - 3MiHN B MeTOZAji BUNpobysaHHs 13 3a
nokasHukom «BmicT Z-izomepy» (Metog X), a came
BBEJEHHA aNlbTepHATMBHOIO rasa-Hocis B aHasliTU4Hy
npoueaypy.
97. AOKCOPYBIUW | koHUeHTpaT ans ToBapucTBO 3 YkpaiHa AkTasic ITanis C.n.A., ITanis/ BHECEHHS! 3MiH 10 peecTpauiiHux maTepianis: 3a UA/14710/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

H-BICTA

po34uHy ans
iHdpy3iiA, 2 Mr/m;
no 5 mn, 10 mn, 25
mAa, 50 mn, 75 mn,
100 mn 'y chrakoHi;
no 1 dpnakoHy B
KapTOHHIlA KopooLi

06MEXEHOH
BiANOBIAaA/bHI
cTio «BYCT
DAPMA»

ITanisa

CiHgaH ®apma C.P.J1.,

PymyHis

PymyHis

YTOUHEHHS peecTpauiiiHol npoueaypu B Hakasi MO3
Ykpainm Ne 1787 Big 03.10.2022 - 3MiHu | TUNy - 3MiHK
3 akocTi. A®Il. KonTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiZHUA/NPOMIXHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HUUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - AONOBHEHHSA crneumndikavii BXigHOro
KOHTpons “Teva Specification” Bupo6Huka N3 3a
napameTpoM "MikpobiosnoriyHa ynctoTa" NoKasHUKOM
“3aranibHa KiflbKiCTb APiKAKOBMX Ta M/iCHEBMX rpubiB
(TYMC)” 3 BignoBigHNM METOZ0M BUNPOBYBaHHS. 3MiHM
| Tuny - 3miHK 3 AkocTi. CepTudikar BianosigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponeinchkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAMNoBIAHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; Ans AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiAMNoOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS OHOB/IEHOTO
Ceptucpikata R1-CEP 2004-059-Rev 02 ans Adl
[OKCOpY6ILMHY rigpoX1opuay Bif, BXe 3aTBepAKeHOro
BMpO6HMKa, Synbias Pharma Limited Ukraine, six
Hacnigok foaasaHHSA BUPOGHMYOT AinbHuui. ditova
pepakuis: R1-CEP 2004-059-Rev 01, Synbias Pharma
Limited, Krepilshchikov Str. 181 83085 Donetsk,
Ukraine, CEP — Holder: Transo-Pharm Handels-GmbH.
MponoHoBaHa pegakuis: R1-CEP 2004-059-Rev 02,
Synbias Pharma Limited, Krepilshchikov Str. 181 83085
Donetsk, Ukraine; Gemini PharmChem Mannheim
GmbH, Sandhofer Str.96 68305-Mannheim, Germany,
CEP — Holder: Transo-Pharm Handels-GmbH

peyenmom

98.

[IOPE3®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0
2,5 mr; no 10
Tabnetok y
6nicTepi; no 3
6nictepu y
KapTOHHI Kopoobui

ANKANOIL AL
Ckon’e

Pecny6nik
a MiBHivyHa
MakepoHis

ANKANOIL AL Ckom'e

Pecny6nika
MiBHiYHa
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCcbkuin 3acib.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNPoGYyBaHHSA rOTOBOTO liKapCbKOro 3acoby

(He3HauHa 3MiHa y 3aTBepKEeHNX MeTodax
BMNPOGYBaHHSA) He3HaYHa 3MiHa Y 3aTBEpAKEHOMY
MeToAi BunpobysaHHs /13 3a noka3HUKOM «KisibkicHe
BM3HAYEHHs», a came 3amiHa GHP inbTpy 0,20 MkM Ha
PTFE ohinbTp 0,45 MkM abo anbTepHaTUBHWI QiNbTp,
BHACNIAOK NPUMNYHEHHS BUPO6HMLTBA (DiNbTPIB
B/pOGHMKa PALL. 3MiHuW | Tmny - 3MiHW 3 AKOCTI.

3a
peyenmom

UA/11285/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

['oTOBWIA Nikapcbkuii 3aci6. KOHTpob rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOBYBaHHSA) HE3HAYHA 3MiHA
y 3aTBepKeHOMY MeTo/ji BUnpobysaHHs 13 3a
NOKa3HUKOM «OHOPIAHICTb [030BaHNX OANHULLY, &
came 3amiHa GHP ¢inbTpy 0,20 Mkm Ha PTFE chinbTp
0,45 MKM a60 anbTepHaTUBHWIA hiNbTP, BHACNIAOK
NPUMUHEHHS BUPO6HMLTBA (hinbTpiB BUpoOHMKa PALL.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO Nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAaX
BMNPOOYBaHHA) HE3HAYHI 3MiHW Y MeTO/ji BUNPOOYBaHHS
N3 3a nokasHykom «Mikpo6ionoriyHa ymcToTa» 3
MeTOK ONTUMI3aLji MeToay nic/is NOBTOPHOI Banigauii.

99.

[OPE3®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOI0, M0 5
mr; no 10
Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

ANKANOIL AL
Ckon'e

Pecny6nik
a MNisHiyHa
MakefoHis

ANKATIOIL, AL Cror'e

Pecny6nika
MiBHiyHa
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y

MeToAax BUMPOGYyBaHHS rOTOBOIO JliKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAaxX
BUNPOGYBaHHSA) HE3HAYHA 3MiHA Y 3aTBEepPAKEHOMY
MeToAi BunpobyBaHHs /13 3a noka3HMKOM «KisibkicHe
BM3HA4YEHHS», a came 3aMiHa GHP ¢oinbTpy 0,20 MkM Ha
PTFE ¢pinbTp 0,45 MkM abo anbTepHaTUBHUI QiNbTP,
BHAC/MILOK NPUNVHEHHA BUPOOHMLTBA (INbTPIB
BMpOGHMKa PALL. 3MiHuW | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BMnpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEpAXEHNX MeToAax BUNPOOyBaHHS) He3HauYHa 3MiHa
y 3aTBEpPKEHOMY MeToZi BUnpobysaHHs 13 3a

NOKa3HUKOM «OAHOPIAHICTb [030BaHNX OANHULbY», &

came 3amiHa GHP ¢inbTpy 0,20 Mkm Ha PTFE chinbTp

0,45 MKM ab0 anbTepHaTUBHUI INbTP, BHACIAOK
NPUMUHEHHS BUPO6HMLTBA (DinbTpiB BUpo6HMKa PALL.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BMNPOOGYBaHHA) HE3HAYHI 3MiHW y MeTO/ji BUNPO6YBaHHS
N3 3a nokasHrkom «Mikpob6ionoriyHa umcToTa» 3
MeTOK ONTUMI3aLi MeToay nic/is NOBTOPHOI Banigauii.

3a
peyerimom

UA/11285/01/02

100.

NOPE3®

TabneTkn, BKPUTI
NnniBKOBOKO
060/10HKO10, No 10
mr; no 10

ANKANOIL AL
Ckon'e

Pecny6nik
a lMiBHi4YHa
MakefoHis

ANTIKANOIA AL, Ckor'e

Pecny6nika
MiBHIiYHA
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y

MeTofax BUMPO6YyBaHHS rOTOBOIO JliKapCbKOro 3acoby

3a
peyerimom

UA/11285/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
TabneTok y (He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAaX
6nicTepi; no 3 BMNPOOYBaHHSA) HE3HaYHa 3MiHa Yy 3aTBEpPKEHOMY
6nictepu y meToZi BUnpobyBaHHs /13 3a noka3HukoM «KinbkicHe
KapTOHHilA KopooLi BM3HAYEHHsA», a came 3amiHa GHP cinbTpy 0,20 MKM Ha
PTFE ¢inbTp 0,45 MkM ab0 anbTepHaTUBHUIA inbTp,
BHAC/iJOK NPUNMHEHHS BUPOOHNLTBA DINbTPIB
BUpo6HMKa PALL. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKuMii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roTOBOrO JIiKApCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHA) HE3HaYHa 3MiHa
y 3aTBepLKeHOMY MeTogi BunpobysaHHsA N3 3a
NoKasHUKOM «OAHOPIAHICTb [030BaHNX OANHULIbY», &
came 3amiHa GHP cinbtpy 0,20 MkMm Ha PTFE dinbTp
0,45 MKkM ab0 anbTepHaTUBHUIA INbTP, BHACIAOK
NPUMUHEHHS BUPOGHMLTBA (DiNbTpiB BUpo6HNMKa PALL.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOrO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHNX MeTofax
BMNPOGYBaHHS) HE3HAYHI 3MiHW Y MeTO/ji BUMPOOyBaHHS
N3 3a nokasHukoM «MikpobiosnoriyHa unctota» 3
METO ONTUMI3aLii MeTofy nicns NOBTOPHOI Basligauii.
101. | EBKA®ININT® HacToiika no 100 MNAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 6e3 UA/15852/01/01
My prakoHi; no "Ximchapm3as "UepBoHa 3ipka" TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenma
1 donakoHy B of, "YepsoHa thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA TEKCTY
nauuj; no 100 mny 3ipka” MapKyBaHHS BTOPVHHOI YNakoBKW Jlikapcbkoro 3acoby, a
6aHLUi; no 1 6aHLj came BUy4YeHHst iHhopmalii, 3a3Ha4eHol pociicbko
y naJui MOBOI. BBeieHHs 3MiH MPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
102. | EBPU3AM Kancynu no 400 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/2247/01/01
mr/25 mr no 10 TMny - 3MiHK 3 AkocTi. CepTudpikart BignosigHocTI/IE- peyenmom

Kancyn y 6nictepi;
no 2 abo 6
6nicTepiB y nayui

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAMNoBIAHOCTI ab0 BUMYyYEHHS
cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBuUHM (cepTuUdikaTt BiANOBIgHOCTI EBpONechbkili
thapmakonei) - OHOBAEHUIA cepTudiKaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTy BiANoOBIgHOCTI EBponeiickkili hapmakonei
Ne R1-CEP 2004-083 - Rev 05 (3aTBepmkeHo: R1-CEP
2004-083 - Rev 04) ans pjto4voi pevosBrHu MipaueTtam
Bif, 3aTBEpAXeHoro BupobHnka NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

China. BHeceHo 3MiHM B crieuudikaLito BXigHOro
KOHTPO/O faHOro BUPOOHNMKa, a came BUYyYEHO
nokasHuK «Baxki meTanu». CEP fONOBHEHWIA OLHKOKO
PU3MKIB LLLOAO eNeMeHTHUX AOMILLOK BiAMNOBIAHO A0
sumor ICH Q3D Guideline for elemental impurity.
BunyyeHo BupobHuuy ainbHuuto (No. 37, Zhonggong Bei
Street, Tiexi District, China-110026 Shenyang, Liaoning
Province). 3minu | Tvny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponeiickkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo oHOB/IEHOro cepTucpikata BignosigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 418 AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
Ne R1-CEP 2004-083 - Rev 06 ans fito4oi peyoBuHu
MipaueTam Big 3aTBEPAXEHOT0 BUPOGHUKA
NORTHEAST PHARMACEUTICAL GROUP COMPANY,
LIMITED, China. Ak Hacnigok, 3mMiHA B ONWCi NakyBaHHSA
A®l, a came foAaBaHHA HOBOTO albTEPHATUBHOMO TUNY
yNnakoBKM CyOCTaHLl B TPULLIAPOBOMY NONieTUNEHOBOMY
nakeTi (nonieTunex / nonietuneH 6inuii / nonietTnnex
YOPHWMIA) Y NONINPONISIEHOBOMY TKAHOMY MILLKY,
NoMiLLeHOMY B rodppoBaHuni KapToH. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAnNoBIAHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
Ne R1-CEP 2004-083 - Rev 07 ans fito4oi peyoBuHu
MipaueTam Big 3aTBEPAXEHOT0 BUPOGHUKA
NORTHEAST PHARMACEUTICAL GROUP COMPANY,
LIMITED, China. BHeceHo 3MiHM B cnevumdikaL,ito
BXiAHOr0 KOHTposo Ad| 3a nokasHKoM «CynpoBigHi
[OOMILLKM» - MpuBeAeHO A0 BUMOTr MoHorpadii EP Ta
CEP (8 CEP BuganeHo iHhopmaLito Wog0 HasBHOCTI Ta
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY

(nikapcbka
¢hopma,

yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

HOPMYBaHHS 6y/b-AKOI HEBM3HAYEHOI JOMILLKN). 3MiHN |

Bionycky

peecmpayitiHo2o
nocsioYeHHs

TMny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHV B MeToAax BUNpo6yBaHHS (BKIHOYAKOUM 3aMiHy
ab0 [ONOBHEHHS) 415 peareHTy, Lo He CNpudrHae
iCTOTHOrO BNAMBY Ha AKiCTb API)
BHECEHHS 3MiH 0 MeToaiB BUNpPo6yBaHHS A1 Ailoyoi
peyoBUHM NipaLeTam 3a NokasHMKoM "KinbkicHe
BM3HauyeHHs"(EP, 2.2.29 meTop piguHHOI
xpomaTtorpadii). MeToguka BU3Ha4eHHS NprBOANTLCA
00 BuMoOr moHorpadii EP Piracetam. 3miHu | Tuny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HAYeHUX y cneyndikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHunuTea Ad|
(BMyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWJ/TYYEHHS 3aCTapiforo nokasHrka)) BHECEHHS 3MiH 40
Cneuudpikauii/MeToais BUNpoGyBaHHS 4151 AiloHOi
peyoBVHM NipaLeTam 30Kpema: BUTyHYEHHS KOHTPOIO 3a
NoKasHUKOM "PO3UMHHICTL" (He € 060B'A3KOBUM
NoKa3HUKOM, Mae iHhopMaTuBHUI XapakTep). 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIAHOrO/MPOMIXHOIO
npoaykTy) npusefeHHss Metopais BunpobysaHHA AdI
Mipauyetam BnpobHUuTBA NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China 3a nokasHukom "CynpoBigHi AOMILKKN" y
BIANOBIAHICTb 4,0 BUMOT MOHorpadii EP Piracetam
(2.2.29. meTop, piavHHOT xpomatorpadii). 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I (iHLWi 3MiHK)
BWyYEHO 3 cneumdikauii/metoais koHTpono APl 3a
NoKa3HUKOM «laeHTudikalis» nocunaHHs Ha SKiCTb
cTaHAapTHUX 3paskiB EP CRS. IHdhopmauis woao AkocTi
CTaHAaPTHMX 3paskKis, L0 BUKOPUCTOBYIOTLCS NpK
aHauisi cybcTaHuii HaBegeHa B p. 3.2.S.5.
BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu |

UA/18026/01/01

103.

EOOKCABAHY
TO3UNAT
MOHOTIAPAT

NOPOLLOK
(cy6eTaHuis) y
naketax
noaBiniHWX

nonieTUNEHOBUX

AT
"KNIBCKWN
BITAMIHHUIA

3ABOA"

YkpaiHa

XoHoyp N1ab Nimiteq,
(FOHiT 1)

IHais

Tnny - 3MiHK 3 axkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
BM3HAUYeHUX y cneyndikauisx Ha A®l, abo

BUXIAHWA/MPOMIKHMI NPOAYKT/pearexT, o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
ans BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
thapmaveBTUYHOr 3MiHM). CynyTHsA 3MiHa - 3MiHu 3 sKocTi. APl. KoHTposb

0 3aCToCyBaHHA

A®l. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiany/NpoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuytea A®I (iHwwi
3MiHW) - BUNTyYeHHS 3i cneyudikalii Ta MeToiB
KOHTPO/I0 NOKa3HuKa «Baxki meTanu», BignosigHo A0
mMaTepianis BUPO6HMKa. 3MiHM | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOGyBaHHS
A®| abo BUXiAHOrO MaTepiany/MpomMiKHOro
npoayKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BkNtOUAKOUM 3aMiHy abo foMoBHEHHS) Adl abo
BWXi4HOrO/MPOMIXXHOIO NPOAYKTY) - BHECEHHS HE3HAYHMX
3MiH 0 MeToAIB KOHTPOo A®I 3a nokasHKamu
«CynpoBiJHi fOMILLIKW», «EHaHTIOMepHa yncToTa,
«KifibKiCHEe BU3HAYEHHS», «3a/INLLIKOBI PO3UYMHHUKN», L0
CTOCYETbCA KOPEKTYBaHHA Ha3BW PO3UMHY MOPIBHSAHHS,
[OMOBHEHHSA BUMOT LLOAO NPUAATHOCTI CMCTEMU Ta
36DKHOCTI MiX napanesibHUMN BUSHaYeHHAMU. Takox
NOCWNAHHS Ha METOAM KOHTPOIIO 3MiHIOTLCA 3 USP Ha
Ph.Eur. 3MiHu | TRy - 3MiHK 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cnewuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnewudikayisx Ha Adl,
a60 BMXigHWA/NPOMDKHWIA NpoAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHwwi
3MiHM). CynyTHs 3MiHa - 3MiHu 3 sKocTi. APl. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA AP| abo
BMXiAHOro Matepiany/npoMiKHOrO NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuytea A®I (iHwi
3MiHW) - YTOYHEHHS BUMOr cnevmdikayii 415 nokasHuka
«P03Mip YacToK», a TakoX HE3HAYHI 3MiHU METOAMKN,
LLLO CTOCYOTLCA KifIbKOCTi NapasienlbHUX BUMIpIOBaHb,
BiANOBIAHO 10 OpUriHaNIbHUX MaTepianiB BUPOOHMKA.
3aTBepakeHo: BkasyloTb pesynbTtatn ans D(0,1), D(0,5),
D(0,9)
3anponoHoBaHo: D(0,1)- He 6inbLie 10 mkm; D(0,5)— He
6inbLe 20 mkm; D(0,9)— He 6inbLue 40 MKM. 3MiHK | TNy
- 3miHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHa abo ymoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonel,
LLIO BK/IHOYA€E nepiof NOBTOPHOroO BUNPO6YBaHHs) (nepios
NoBTOPHOroO BUNpobyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHA abo BBeAEHHSA Mepiogy NOBTOPHOIO
BMNpo6yBaHHA/Nepiogy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/iAKEHb Y peasibHOMY Yaci -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ¢hopma, nocsioyeHHs1

yrnakoska)
NoAOBXEHHS TepMiHy nepekoHTposto A®I, BignoBiaHO A0
opuriHanbHUX Matepianis BUPO6HMKa. 3aTBEpKEHO:
TepMiH NepekoHTPoo — 3 pokn. 3anponoHOBaHO:
TepMiH NepekoHTposo — 5 pokiB
104. | ESONPAM TabneTkn, BKPUTI TOB "TeBa Ykpaina AxTasic /IT[, ManbTa; Manbta/ BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu | 3a UA/7029/01/02
N/1iBKOBOIO YkpaiHa" BankaHdapma-dynHuus Bonrapis Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE- peyenmom

060/10HKO0, N0 10
mr; no 10
Tabnetok y
6nictepi; no 3
6nicTepy B nayw,
KapTOHHIiA

AT, Bonrapis

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BiAMNoBIgHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa ByxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCH Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI EBpONENChKIl
hapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBEPAKEHOr0 BUPO6HMKa. MogaHHA HOBOro
cepTudiikata BignosigHOCTI EBponelichbkin hapmakonel
Ne RO-CEP 2017-080 - Rev 02 ans gito4oi peyoBuHM
Escitalopram oxalate Process Il Big, Bxe 3aTBepaxeHoro
Bnpo6Huka HETERO LABS LIMITED BUpO6GHNYi
ainaHkn: HETERO LABS LIMITED, Unit-1, Survey No.
10, I.D.A. Jinnaram Mandal, Sangareddy District India -
502 319 Gaddapotharam Village, Telangana; HETERO
LABS LIMITED, Unit-IX, Plot No. 2, Hetero Infrastructure
SEZ Ltd. Nakkapalli Mandal, Visakhapatnam District
India -531 081 N. Narasapuram Village, Andhra
Pradesh; npomixHi Bupo6Hu4i ginsaHki: HONOUR LAB
LIMITED, Unit-V Hathnoora Mandal, Sangareddy District
India- 502 296 Gundlamachnoor village, Telangana;
HETERO LABS LIMITED, Unit-lll, Survey No. 120, 128,
150 (PART), 150/1, 151/2,& 158/1, Nallamattipalem,
Nakkapally Mandal, Visakhapatnam District India -531
081 N. Narasapuram Village, Andhra Pradesh. CEP
holder: HETERO LABS LIMITED, Hetero Corporate, 7-2-
A2, Industrial Estates, Sanath Nagar, 500 018
Hyderabad, Telangana, India. CEP Bktouae re-test
period 60 micALiB.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AinbHUL (BKNOYaOUN AinbHuL ans Adl,
NPOMIXHOro NPoAyKTy abo rotoBoro fAikapcbKoro 3acoby,
OiNbHULI ANA NPOBEAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBiAaIbLHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPONIO cepii) abo nocTadasibHMKa BUXIAHOIO
mMaTtepiany, peareHTy abo 4OMOMDKHOI PEYOBMHU (SIKLLLO
3a3HavYeHo y A0CbE) BUTyUYEHHS BUPOGHMKa Aitoyoi
peyoBuHu Escitalopram oxalate Dr. Reddy's
Laboratories Limited, IHgis
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

105.

E3OMNPAM

TabneTku, BKpUTI
N1iBKOBOIO
o6onoHkoto, no 20
mr; no 10
Tabnetok y
6nicTepi; no 3
6nictepu B nauui
KapTOHHiiA

TOB "TeBa
YkpaiHa"

YkpaiHa

AxTasic /1T[, ManbTa;
BankaHdapma-ynHuus

AT, Bonrapist

ManbTa/
Bonrapis

BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu |
Tuny - 3MiHu 3 akocTi. CeptuddikaTt BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAMNoBIgHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (cepTuUdikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudbikaT Bif BXe
3aTBEPAKEHOro BUPO6HMKa. [MogaHHA HOBOroO
cepTudpikaTa BignoBigHOCTI E€Bponelichbkiinn hapmakonel
Ne RO-CEP 2017-080 - Rev 02 ans fito4oi peyoBuHu
Escitalopram oxalate Process |l Big BXe 3aTBepAKeHoro
BUpo6HuMKa HETERO LABS LIMITED BMpOGHUYI
ainsHkn: HETERO LABS LIMITED, Unit-l, Survey No.
10, I.D.A. Jinnaram Mandal, Sangareddy District India -
502 319 Gaddapotharam Village, Telangana; HETERO
LABS LIMITED, Unit-IX, Plot No. 2, Hetero Infrastructure
SEZ Ltd. Nakkapalli Mandal, Visakhapatnam District
India -531 081 N. Narasapuram Village, Andhra
Pradesh; npomixHi Bupo6Huyi ginaHku: HONOUR LAB
LIMITED, Unit-V Hathnoora Mandal, Sangareddy District
India- 502 296 Gundlamachnoor village, Telangana;
HETERO LABS LIMITED, Unit-1ll, Survey No. 120, 128,
150 (PART), 150/1, 151/2,& 158/1, Nallamattipalem,
Nakkapally Mandal, Visakhapatnam District India -531
081 N. Narasapuram Village, Andhra Pradesh. CEP
holder: HETERO LABS LIMITED, Hetero Corporate, 7-2-
A2, Industrial Estates, Sanath Nagar, 500 018
Hyderabad, Telangana, India. CEP Bktoyae re-test
period 60 micsyis.
3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYaOUM AinbHuL ans Adl,
NPOMIKHOro NPoAYyKTy abo roToBOro JlikapcbKoro 3acoby,
AiNbHUL ANA NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiZJNOBIAALHOO 3a BMMYCK Cepili, MicLie NpoBefeHHs:
KOHTPO/IO cepii) abo nocTavanbHyKa BUXIAHOTO
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEYOBUHU (SIKLLLO
3a3HayYeHo Y JOCbE) BUTYUYEHHS BUPOBGHUKA AitoUoil
peyoBuHu Escitalopram oxalate Dr. Reddy's
Laboratories Limited, IHgis

3a
peyenmom

UA/7029/01/04

106.

E3OMNPOTEKT

niodpinisat gns
pO34nHy Ans
iH'eKLii Ta iHdy3ilt
no40wmr;nol

Mictpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnis

BEM Inau CaH. Be Tik.

A.C.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y

MeToAax BUMPO6YyBaHHS TOTOBOIO JliKapCbKOro 3acoby

3a
peyerimom

UA/19210/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
onakoHy B (iHWi 3miHM y MeTofax BMNpo6yBaHb (BKIOYAKYM 3aMiHy
KapTOHHIlA KOpO6L ab0 fonoBHEHHs)). 3MiHa y MeToAax BUNPOGYyBaHHSA
roTOBOrO /liKapCcbKoro 3acoby, a came: -NMpMBeAeHHs
METO/iB KOHTPO/IO AKOCTI 3a N. «KisibkicHe BU3HAYeHHS
esomenpasony» y BiANOBIAHICTb A0 MaTepianis
BVMPOGHWKA; -NpUBEAEHHS METOANKN «KinbKicHe
BM3HAUYEHHS HaTpilo efeTarty» y BIANOBIAHICTb A0
mMaTtepianis BUpO6HVKa; BunpasieHHS MOMUIKOBO
BKa3aHMX Ha3B NOKa3HWKIB KOHTPO/IIO AKOCTi Y
crneundikaii Ta NpUBeAeHHs X y BIANOBIAHICTb A0
Ha3BW y MeToAax KOHTPO/IO; -KOpUryBaHHSA Hymepawji
nokasHuKiB cneuudikauii; -404aBaHHs, NOMUIKOBO
NponyLLeHoro, onvucy metogy «4Yac BigHOBNEHHS
PO34MHY» Yy MeTofax KOHTPO/I0
107. | EK3O-TI®IH cnpeii HaLKipHWIA, ToBapuncTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | - UA/15493/02/01
po34uH, 10 mr/mn, 06MeXeHOo 06MEXEHO TMNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BU NiKapcbKoro
in bulk: no 10 n BignoBigasbHi Bi4NOBiAA/IbHICTIO 3acoby - 3miHa Ha3Bu /13 ans dhopmu in bulk, y 3B'A3ky 3
abono50ny CTIO "dapmaveBTNYHa MapKeTWHIroBO MOITUKOK NiANpUeEMCTBa. 3MiH Y
6oukax "papmaneBTn KoMnaHis "3popos'a” SAKICHOMY Ta KifIbKiICHOMY cKnafi He Bifi6y/10Cb.
meTasieBux KEI YHa KOMNaHis 3arBepmkeHo: Exo-Derm Ek30-[lepm cnpeii HalKipHU,
"3popos'a” po3uuH 10 mr/mn in bulk no 10 n a6o no 50 1y 60u4kax
3anponoHoBaHo: Exo-tifin Ek30-TichiH cnipeit HalwKipHWiA,
po3unH 10 mr/mn in bulk no 10 1 a6o no 50 1y 604kax
108. | EK3O-TI®PIH Kpem, 10 mr/r in ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/15788/01/01
bulk: no 10 kry 06MeXeHOo 06MEXEHO My - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro
60ouykax cTanesux, BiANOBIAA/bHI BiANOBIAATLHICTIO 3aco6y - 3miHa Hasswu /13 ansa cdopmu in bulk, y 38'A3ky 3
3aKpUTUX CTIO "dapmaveBTN4Ha MapKeTWHIrOBO MOAITUKOK NiANpUeEMCTBa. 3MiH Y
KpuLKamm 3 "papmaneBTn KoMnaHisa "3g0pos'a” SAKICHOMY Ta KifIbKiICHOMY cKnafi He Bif6y10Chb.
3aTUCKHUM YHa KOMNaHis 3arBepmkeHo: Exo-Derm Ek30-[lepm cnpeii HalKipHUA,
Kinbuem "3p0poB'a” po3uuH 10 mr/mn in bulk no 10 n a6o no 50 1y 604kax
3anponoHoBaHo: Exo-tifin Ek30-TichiH cnpeit HawwKipHWiA,
po3unH 10 mr/mn in bulk no 10 n1 a6o no 50 1y 604kax
109. | EMEHA® Kancynu no 125 wmr Mepk Wapn i LLBeiuapi Brpo6HMLTBO Ipnangis/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/4525/01/01
+ kancysnv rno 80 Joym IAEA A Hepo3shacoBaHoi HigepnaHngm T™MNy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peuyenmom
MTF; KOMOi- m6X npoAyKUil Ta KOHTPO/b Ta/abo agpecu micusa NpoBamKeHHs AisIbHOCTI

ynakoska no 3
Kancynu; no 1
kancyni no 125 mr
+ 2 kancynu no 80
Mry 6nictepax y
KapTOHHIN
o6ropTui; no 1
KapTOHHIiiA
0o6ropTui B
KapTOHHIlA KopooLi

AKOCTIi: Ankepmec
dapwma Alieneng N1a,
Ipnangis;
MepBUHHE/BTOPVHHE

nakyBaHHs Ta [J03Bi/1 HA

BUNyCK cepii: Mepk
LWapn i Joym B.B.,
HigepnaHngm

BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAKOUY AiNbHULi BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTL, 3a Ky
BiANOBiAAa€e BMPOGHMK/IMNOPTEP, HE BK/THOYAKOUM BUMYCK
cepiit) - 3MiHa IopVUANYHOTO HaliMeHyBaHHA MicLA
NPOBaKEHHS AisiNIbHOCTI BUPOOHMKA, BifnoBigaibHOro
3a TecTyBaHHS cTabinbHocTi [N3. JoaaTtkoBo,
BHOCSITbCSl KOPEKTOPChKi 3MiHW afpecy 3a3Ha4yeHoro
BMPO6HUKa. OCKiIbkM faHnin BUPOOHKK, 3 OYHKLIED
"TecTyBaHHs cTabiNbHOCTI" He BUMaraeTbes Ans
3a3HaveHHs B Pl 1a MKA, 3MiHn nepefbayeHi go
BHECEeHHs nvwe ao posginy 3.2.P.3.1 peectpauiiHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[0Cbe
110. | EHCMNPIHI® pO3unH Ans TOB «Pouw YkpaiHa BTOPUHHE NakyBaHHS, Lsenuapis/ BHECEHHS 3MiH 10 peecTpavljiiiHuX maTepianis: 3MiHa 3a UA/18885/01/01
iH'ekuiii mo 120 mr; YkpaiHa» BUMYCK Cepii: AnoHis 3asBHUKa (BNacHMKa peecTpaLiiHoro NocBig4YeHHs) peyenmom
no 1 nonepeaHbO ®.XohchmaHH-/1a Po (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHs
HanoBHeEHOMY Nta, Weenuapis 3MiH NPOTArom 6-TW MicALiB NicNs 3aTBEPAKEHHS. 3MiHN
wnpuly y BMMNPO6YBaHHSA | Tuny - 3miHK Wwoao 6e3nekn/edpekTMBHOCTI Ta
KapTOHHIlA KOpooLi KOHTPOJHO SIKOCTI: thapmakoHarnagy. BeegeHHs abo 3miHn fo
Uyrain dapma y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
ManyhekTypuHr Ko, (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
Nta, AnoHis hapMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
BMPOGHMLITBO BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
Hepo3dacosBaHoro KOHTaKTHOI 0Cco6M 3 thapmakoHarnsay 3asBHUKa ans
nNiKapcbKoro 3acooby, 3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, KLL0 BOHa
nepBuHHE NakyBaHHS, BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
BMNPOGYBaHHSA 3A4jiCHeHHs hapMakoHariaay (BK/IHakuM KOHTaKTHI
KOHTPOJIHO SIKOCTI: [aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-haiina
Yyraii dapma cuctemn chapmakoHarangy).
MaHydhekTypuHr Ko, 3mMiHa yNOBHOBaXKEHOT 0COOM 3asiBHUKA, BiAMNOBIgasIbHOT
Nta, AnoHis 3a (hapmakoHarnag,. fitova pegakuis: Dr Birgitt Gellert.
MponoHoBaHa pepakuis: SloiyeHko OneHa
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHnX
YMNOBHOBaXEHOT 0C06M, BignoBigansHoI 3a
hapmakoHarnag.
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dpapmakoHariaay.
111. | EHTEPOCIE/Nb | kancynv no 0,32, MpAT "EO® YkpaiHa MpAT "EO® "KPEOMA- YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3miHu I 6e3 UA/4415/03/01
EKCTPAKAINC no 7 kancyny "KPEOMA- PAPM" TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuii 3aci6. peyenma
6nicTepi; no 1, 2 PAPM" KoHTposb AONOMKHUX peyoBrH. 3amiHa mkepena
abo 4 6nictepn y ofilepXXaHHs AONOMIKHOT peyoBMHY abo peakTuBy, LLO
Kopo6Li 3 KapTOHY CTaHOBUTb PU3MK Nepepadi 36yaHvikie M'E (3amiHa abo
[0[aBaHHA PEeYOBMHM, L0 CTAHOBUTbL PU3UK nepeaaui
36yaHukiB T'E, abo 3aMiHa peqoBMHU, LLIO CTAHOBUTL
pu3nK nepegadi 36yaHvikie M'E, Ha iHLLY peyoBUHY, LLO
CTaHOBWTb pPU3NK Nepegadi 36yaHukis ME, ans akoi
Hemae [E-cepTudikaTa BignoBigHoOCTi EBponechbkili
hapmakonei) - fofaBaHHs HOBOro BUPOGHMKa
[OMNOMDKHOT peyoBuHM «Kancy v TBepai xxenaTnHoBsi»
NANJING BEINUO PHARMACEUTICAL CO., LIMITED,
KnTaii go BXe 3aTBEpAKEHUX BUPOOHMKIB
(«CAPSUGEL», benbrisi; «LUCAPS», XopBarisi;
«ZHEJIANG HUAGUANG CAPSULE CO», Kutait)
112. | ENINEH po3yuH ans MEJA Ab Lseuis BUPOGHMUK, CLWA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/14931/01/01
iH'exuin, 0,3 BiANoBiAa/IbHMIA 32 HigepnaHamn TMny - 3MiHK 3 skocTi. CepTudpikart BignosigHocTI/IE- peyenmom
Mr/gosy; no 2 mn BMPOGHMLITBO / cepTudikaT BignoBigHOCTI EBponeichkiii
pO34unHy y Hepo3acoBaHol [Oanis/ thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
nonepegHsL0 npoaykuii (nigrotoeka, HimeyunHa OHOBJIEHOr0 cepTudlikaTa BifgnoBigHOCTI 260 BUIYYEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

HarnoBHEHiIN pyuyLy;
no 1 nonepegHL0
HaroBHEHIN pyyu,i
B Ty6i; no 1 Ty6i B
KOpo6Li 3 KapTOHY

acenTuyHa oinbTpawis,
HamnoBHEHHA Ta
YKyrnopka):
MepigiaH Megikan
TekHonoaxXuc, IHK.,
CLA
BUPOBHMK,
BiNOBIgabHWIA 32
TecTyBaHHA Ta
KoMnekTawito:
MepigiaH Megikan
TekHonogxmc, IHK.,
CLIA
BUPOBHMK,
BignoBiga/IbHWiA 3a
MapKyBaHHSA Ta
BTOPWHHY YNaKOBKY:
MMNe B.B.
(MaHychakTypiHr
MekemxnHr dapmaka),
HigepnaHgn
KOMNaHis, Wwo
Bignosigae 3a
NpPOBeAEHHA KOHTPOJIO
SAKOCTI:
€spochiHc biothapma
MpogakT TecTiHr, JaHis
BUPOGHMK,
BiNOBIgabHWIA 32
BUMYCK Cepii:
MEJOA ®apma 'm6X eHp
Ko. KI, HimeuunHa
anbTepHaTUBHWIA
BUPOBHMK,
BiNOBIgabHWIA 32
MapKyBaHHSA Ta
BTOPWHHY YNaKOBKY:
MM® B.B.
(MaHychakTypiHr
MekemxuHr ®apmaka),
Higepnangu
anbTepHaTUBHWIA
BUPOBHMK,
BiNOBIgabHWIA 32
MapKyBaHHSA Ta
BTOPWHHY YNaKOBKY:
POLW-AENBTA Tm6X

cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa syxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBUHYM (CepTuUdikaT BiAMNoBIgHOCTI EBpONechbkili
thapmakonei) - BunyueHHsi cepTudpikatis (3a HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian). BunyyeHHs
anbTepHaTMBHOro Bupo6Huka APl Boehringer Ingelheim
Pharma GmbH & Co. KG. (3atBepmxeHo SYN-TECH
CHEM. & PHARM. CO., LTD). 3MiHu | TUny - 3miHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawin
Ta/abo [ONyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(3BY)XEHHS gonycTumnx mex). Mexy cneuudikauii 4ns
6akTepia/ibHNX EHAOTOKCUHIB BY/10 3BY)XXEHO Y
cneuudikalii Ha rotoBuii nikapcbkuii 3aci6 3 < 291,5
OE/mn po < 125 OE/wr;
3MiHM | TUny - 3MiHK 3 sKoCTi. [OTOBWMIA NTikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeTofax BUNPOGYyBaHHS rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXKEHNX MEeToAaX
BUNPOBYBaHHS) -

Hes3HauHi 3mMiHK y 3aTBEpKEHOMY METOZ|
BMNpo6yBaHHsA /13 3a nokasH1KoM «BMICT HaTpito
MeTabicynbiTy», a caMe AoAaBaHHA aslbTepHATUBHOI
XpomaTorpaciyHoi KO/TOHKM PO3MIPOM YaCTUHOK 7 MKM,
eTWBIHIIGEH30N/ANBIHINGEH30N (4x250 MM).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
eHpg Ko. KI', HimeuunHa
aNbTepHaTUBHWIA
BVIPOGHMUK,
BiANOBigaIbHMI 3a
MapKyBaHHSA Ta
BTOPWHHY YNakoBKY:
dapm/lor dapma
NoricTuk Mm6X,
HimeyunHa
113. | ENINEH pO34uH Ans MEJOA Ab LBewis €spodiHc Biochapma [Oanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/14932/01/01
FOHIOP iH'ekujn, 0,15 MpogakT TecTiHr, JaHis Himeuunna/ Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHocCTI/lE- peyenmom
Mr/go3y; no 2 mn (komnaHis, wo CLWA/ cepTudikaT BignoBigHOCTI EBponeinchkiii
pO34unHy y Bignosigae 3a HigepnaHvaun thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
nonepeaHL0 NpPOBeAEHHSA KOHTPO/TIO OHOBJ/IEHOrO cepTudikaTa BiAMNoBIgHOCTI abo BUNYyYEHHS

HarnoBHEHiIN pyuyLy;
no 1 nonepegHb0
HarnoBHEHiIN pyyu,i
B Ty6i; no 1 Ty6i B
KopoOLi 3 KapTOHY

akocTi); MEJA dapma
'M6X eHg Ko. K,
HimeuunHa (BUPOGHUK,
BignoBiga/bHMiA 3a
BUNyck cepii); MepigiaH
Megikan TekHonogxuc,
IHK., CLUA (BMPOGHWK,
BiANOBigaIbHUI 3a
BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii (nigrotoska,
acentuyHa inbTpauis,
HanoBHEHHSA Ta
yKynopka)); MepigiaH
Megikan TekHonogxuc,
IHK., CLUA (BMPOGHWK,
BiANOBigaIbHUI 3a
TeCTyBaHHA Ta
KommnnekTauio); MNe
B.B. (MaHydakTypiHr
MexkempxuHr dapmaka),
HigepnaHvgn
(anbTepHaTuBHUIA
BVPOGHMUK,
BignoBigabHWiA 3a
MapKyBaHHSA Ta
BTOPWHHY YNakoBKy);
MMN® B.B.
(MaHyhakTypiHr
MexkempxuHr dapmaka),
HigepnaHau (BMpo6HUK,
BiANOBigaIbHUI 3a
MapKyBaHHS Ta

cepTudikaTa BigNoBigHOCTI E€Bponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBUHYM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - BunyueHHs cepTudikartis (3a HassBHOCTI
MyNbTUMNIETHOTO cepTudikaTa Ha maTtepiasn) BUNy4YeHHs
anbTepHaTMBHOro BUpo6Huka APl Boehringer Ingelheim
Pharma GmbH & Co. KG. (3atBepaxeHo SYN-TECH
CHEM. & PHARM. CO., LTD). 3Minu | Tuny - 3MiHn 3
skocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPObL roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikawlin
Ta/abo [OMYyCTVMUX MEX rOTOBOro /likapcbKoro 3acoby
(3BYXXEHHSI ONYCTMMUX MEX) MeXy cneumdikauii ans
6akTepiasibHNX EHAOTOKCUHIB BY/10 3BY)XXEHO Y
cneyudikaLii Ha roToBUiA Nikapcbkuii 3aci6 3 - 146
OE/mn po - 125 OE/Mr. 3MiHn | Tvny - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAaxX BUNPOOYBaHHSA) HE3HAYHI 3MiHU
y 3aTBepLKeHOMY MeTogi BunpobysaHHsA N3 3a
nokasHUKoOM «BMicT HaTpito MeTabicynbity», a came
[0faBaHHsA anlbTepPHATMBHOI XpoMaTorpadiuHOT KOSIOHKN
PO3MipOM YACTUHOK 7 MKM,
eTUNBIHINGeH301/anBIHINGEH30N (4x250 MM)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BTOPWHHY YNakoBKy);
POLW-AENBTA T'm6X
eHpg Ko. KI', HimeuumHa
(anbTepHaTUBHUIA
BUPOBHMK,
BignoBiga/IbHMiA 3a
MapKyBaHHSA Ta
BTOPWHHY YNaKkoBKy);
dapwm/lor Papma
Norictuk M'M6X,
HimeuunHa
(anbTepHaTUBHWIA
BUPOGHMK,
BiNOBIgabHWIA 32
MapKyBaHHSA Ta
BTOPWHHY YNakoBKy)
114. | EPIAOH® TabneTku BKpUTI [Jekcenb /ITA4. 13painb BMPOGHMLTBO, 13painb BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/17620/01/01
N/1iBKOBOIO nakyBaHHs, TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOI0, MO 2 BUNPOGYBaHHSA hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
mr; no 10 KOHTPOSO AKOCTi Ta NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
TabneTok y BUNYCK cepii: AN MeAnYHOro 3acToCyBaHHA
6nictepi; no 3 abo [ekcens N1T4., 13pains reHepuyHUX/riopuaHnx/6ionoibHMX Nikapcbknux 3aco6is
6 6nictepis y BMNPOGYBaHHSA nicns BHECEHHS TiEl camoi 3MiHN Ha ped)epeHTHWUIA
KapTOHHI navu,i KOHTPO/IO AKOCTI npenapar (3mMiHa He NOTpebye HafgaHHA XOLAHUX HOBUX
(MikpobionoriyHuia [04aTKOBMX [laHuX). 3MiHV BHECEHO A0 iHCTPYKUiT Ans
KOHTPO/Ib): MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
TOB IHCTUTYT Xap4oBoi po3ginu: “MokasaHHsA","Ocob6MBOCTI 3acTOCyBaHHS",
Mikpo6ionorii Ta "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
CNOXWBYMX TOBAPIB, rpyaaro”, "Cnocib 3actocyBaHHsa Ta gosun”, "ditn",
I3painb "Mo6iuHi peakuii" 3rigHoO 3 iHhopMaLieto Woao
MeAMYHOro 3acToCyBaHHA pediepeHTHOro Nikapcbkoro
3acoby (PUCMNONENT, Tabnetku, BKPpUTi 0600HKOLD).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.
115. | EPIAOH® TabneTky BKpUTI [Jekcenb /ITA. 13painb BMPOGHMLTBO, 13painb BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/17620/01/02
NNiBKOBOO nakyBaHHs, TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
060/10HKOI0, M0 4 BUNPOGYBaHHSA hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
mr; no 10 KOHTPOSO AKOCTi Ta nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
TabneTok y BUNYCK cepii: AN MeAnYHOro 3acToCyBaHHA
6nictepi; no 3 abo [ekcens N1T4., 13painb reHepuyHuX/riopuaHnx/6ionoibHMX Nikapcbknx 3aco6is
6 6nictepiB y BMNPOGYBaHHSA nicns BHeCEHHs Tiel camoi 3MiHN Ha ped)epeHTHWIA

KapTOHHI navwi

KOHTPOJIO AKOCTI
(Mikpob6ionoriyHuiA
KOHTPO/b):

TOB IHCTUTYT Xap4oBoi
Mikpo6ionorii Ta
CMNOXMBYMX TOBApIB,

npenapar (3mMiHa He NOTpebye HafaHHSA XXOAHUX HOBUX
[0[4aTKOBMX [aHuX). 3MiHVY BHECEHO A0 iHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro 3acoby y
po3ginu: “MokasaHHA","Ocob6/MBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi ab0o rofgyBaHHs
rpyaa”, "Cnocib 3actocyBaHHs Ta gosun”, "ditn",
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
I13painb "Mo6ivHi peakui™ 3rigHO 3 iHhopMaLieto Woao
MEeAMYHOro 3aCTOCyBaHHA pethepeHTHOro NikapCbKoro
3acoby (PUCMOJMENT, TabneTkun, BKPUTI 060/1I0HKOL).
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
116. | ECMEPOH® pO34MH Ans Mepk Wapn i LLiBeruapi Brpo6HuuTBO in bulk, HigepnaHvgm BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/7719/01/01
iH'ekuii, 10 mr/mn Ooym |IAEA A nepBYHHE/BTOPVHHE / TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHSs! peuenmom
no 5 mn (50 mr) y 6X nakyBaHHs, KOHTPO/1b Himeuunna/ Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
chnakoHi; no 10 SKOCTi Ta BUNYCK cepil: CnoBay4nHa BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
hNakoHiB y H.B. OpraHoH, BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
KapTOHHI Kopoobui HigepnaHgm NPOBEAEHHS KOHTPOJIO AKOCTI. (fisNIbHICTb, 3a Ky
Brpo6HuuTBO in bulk, BiANOBIAAa€E BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
nepBuHHE NakyBaHHA Ta cepiid) - 3miHa Ha3BY BUPO6GHUKA, BiAMNOBIAa/IbHOIO 3a
KOHTPO/Ib SIKOCTI: aNIbTEPHATMBHMWI KOHTPO/Ib SIKOCTi JTiKapCbKOro 3acoby,
Cirdopig, XamenbH M'v6X, 6e3 3MiHM agpecu Micus NPOBaMKEHHS AisfIbHOCTI.
HimeuyunHa BBefeHHA 3MiH NpoTarom 3-x micsauis nicns
AnbTepHaTVBHUIA 3aTBEPLKEHHS
KOHTPO/b SIKOCTI:
XamernbH pac c.p.o.,
CrnoBayunHa
117. | ECCEHUIANE® | kancynv no 300 mr | TOB "Onenna YkpaiHa BMPOGHULTBO, NepBUHHE | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 6e3 UA/8682/01/01
®OPTE H Ne 30 (10x3): no Xernckea Ta BTOPVHHE NakyBaHHS, Monbua TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHsI peyenma
10 kancyny YkpaiHa" KOHTPO/1b Ta BUMYCK Ta/abo agpecun Micus NPOBaKEHHS AiSNbHOCTI
6nicTepi, no 3 cepiii: BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
6nictepn y Eli. HaTTepmaHH eHp, BKJ/IHOYAKOUN AiNbHULI BUNYCKY cepii abo micue
KapTOHHI Caiii. F'M6X, HimeuunHa NPOBeAEHHS KOHTPOJIO AKOCTI. (fisIbHICTb, 3a Ky
kopo6bui; Ne 100 nepBrHHE Ta BTOPUHHE BiANOBIAa€e BUPOGHMK/IMNOPTEp, BKIOYAUM BUMYCK
(10x10): no 10 nakyBaHHs, BUMYCK cepiii). AgMmiHicTpaTBHa 3MiHa Ha3BM BUPOGHWKa 13,
Kancyn y 6nictepi, cepiii: 6e3 3MiHn agpecy BUpo6HMLUTBA. MicLe po3TallyBaHHS
no 10 6nictepiB y Onenna Xenckea AinbHUUI Ta BCi BUpOOHMYI onepadii 3anuwatTbes 6e3
KapTOHHIl KopooLi MonaHg Cn. 3.0.0., 3MiH. 3MiHM BHECEHO B iHCTPYKLi0 4151 MEANYHOIO
MonbLa 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3gin «BupobHUK»
3 BiAMNOBIAHMMU 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby. BeBeAeHHs 3MiH NpoTAroM 6-u
MicsLiB Nicns 3aTBEPAKEHHS
118. | EBPOMOHT TabneTku, BKpUTI Akkopg, Monbwa BMPOGHMLITBO IHais/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/19125/01/01
nNiBKOBOO Xernckea nNiKapcbKoro 3acooby, Benuka TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta peuenmom
060/10HKOH0, M0 10 Moncka Cn. NnepBrHHE Ta BTOPUHHE BpvTaHis/ thapmakoHarnsgy. BeegeHHs abo 3amiHn go
mr; no 14 3.0.0. nakyBaHHS, KOHTPO b YropuHa y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy

Tabnetok y
6nictepi; no 2
6nicTepn y nauui

AKOCTI cepii:
IHTac dapmacbioTikanic
NimiTes, 1HAiA
BMPOGHMLITBO
NiKapcbKoro 3acooy,
nepBMHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
SIKOCTI cepil:

(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;

KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asBHuka an1s
3[iiCHEHHST (hapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 32
34ilicHeHHs thapMakoHarnsay (BK/IHUaoUn KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-goalinia
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

IHTac ®apmacbloTikanc
Nimiten , IHaia
fojatkosa finbHULSA 3
NepPBUHHOIO Ta
BTOPVHHOTO MaKyBaHHS:
AKKOP[ XENCKEA
NIMITEL, , Benuka
BpuTtaHis
fojatkosa finbHULSA 3
NepBUHHOIO Ta
BTOPUHHOIO NaKyBaHHS,
KOHTPO/1b SIKOCTI:
AKKOP-FOKEW
NIMITEA, Benuka
BpuTaHis
KOHTPO/b SKOCTI:
ACTPOH PECbOPY
NIMITEL, Benvka
BpuTaHis
KOHTPO/b AKOCTI:
AJIC NABOPATOPIC
(FOKEN) NIMITEL,
Benwuka bBputaHis
KOHTPO/1b IKOCTI:
SAPMABANIA NTA.
Mikpob6ionoriyHa
nabopartopis, YropyHa
KOHTPO/b SKOCTI
BeccniHr XaHrepi K.,
YropwmHa
BiANOBigaIbHMI 3a
BUMYCK Cepii:
AKKOP[ XENCKEA
NIMITEL, Benuka
BpuTtaHis

cucTemu chapmakoHarnsgy). 3MiHa KOHTakTHOI ocobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsag B YKpaiHi.

[itova pegakuis: LLuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pegakuis: Wynbl Onbra CepriiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3as1BHNIKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.

119.

E€BPOMOHT

Tabnetku
XyBaJsibHi, N0 4 Mr;
no 14 TabneTtok y
6nicTepi; no 2
6nictepn y nayuj

Akkopfa,
Xenckea
Moncka Cn.
3.0.0.

Monba

BMPOGHMLTBO
nNiKapcbKoro 3acooby,
nepByHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI cepil: IHTac
dapmacbroTikanc
NimiTea, IHAjs;
BMPOBHULITBO
NiKapcbKoro 3acooby,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI cepii: IHTac

IHgis/
Benuka
BpuTaHis/
YropmHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
My - 3MiHK Woao 6esnekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOI 0cobm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa Ans
3[jiicCHEHHS thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06W, BiANOBIAA/ILHOI 32
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y po3MilLeHHi macTep-gaina

3a
peyenmom

UA/19125/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

dapmacbioTikanc
Nimiten, IHais;
fojatkosa finbHULSA 3
NepPBUHHOIO Ta
BTOPVHHOTO MaKyBaHHS:
AKKOP[, XEJICKEA
NIMITEL, Benuka
BpuTtaHis; KOHTpoOsb
akocTi: ACTPOH
PECBOPY NIMITEL,
Benwuka bputaHis;
KOHTpO/Ib AKocCTi: AJIC
NABOPATOPIC
(FOKEW) NIMITEA,
Benuka BputaHis;
KOHTPO/b SKOCTI:
®APMABANIA NTa,
Mikpob6ionoriyHa
nabéoparopis,
YropLumHa; KOHTposib
AKocTi: BeccniHr XaHrepi
KdpT., YropwuHa;
BiNOBIgabHWIA 32
BMnyck cepii: AKKOPL
XEJICKEA NIMITEA,
Benuka BputaHis

cucTemu chapmakoHarnsgy). 3MiHa KOHTakTHOI ocobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsag B YKpaiHi.

[itova pegakuis: LLuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pegakuis: Wynbl Onbra CepriiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3as1BHNIKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.

120.

E€BPOMOHT

Tabnetku
XyBaJsibHi, No 5 mr;
no 14 TabneTtok y
6nicTepi; no 2
6nictepn y nayuj

Akkopfa,
Xenckea
Moncka Cn.
3.0.0.

Monba

BMPOGHMLTBO
nNiKapcbKoro 3acooby,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI cepil: IHTac
dapmacbroTikanc
NimiTea, IHAjs;
BMPOBHULITBO
nikapcbKkoro 3acoby,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI cepii: IHTac
dapmacbloTikanc
NimiTes, IHAis;
[opartkosa AinbHUUA 3
NepPBUHHOIO Ta
BTOPVHHOTO MaKyBaHHS:
AKKOP[, XE/ICKEA
NIMITEL, Benvka
BpuTaHis; KOHTPOsb

skocTi: ACTPOH

IHgis/
Benuka
BpuTaHis/
YropmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
My - 3MiHK Woao 6esnekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOI 0cobm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHs thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06W, BiANOBIAA/ILHOI 32
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MmilLEeHHi macTep-gaina
cuctemn chapmakoHarnsgy). 3mMiHa KOHTakTHOT 0cobum
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsag, B YKpaiHi.

[itoua pepakuis: WWinronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: Wynbl, Onbra CepriiBHa. 3mMiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/19125/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
PECbLOPY NIMITEA,
Benwuka bputaHis;
KOHTpO/Ib AKocTi: AJIC
NABOPATOPIC
(FOKEW) NIMITEA,
Benuka BputaHis;
KOHTPO/b SKOCTI:
®APMABANIA NTA.
Mikpob6ionoriyHa
nabéoparopis,
YropLumHa; KOHTposib
AKocTi: BeccniHr XaHrepi
KdpT., YropwuHa;
BiNOBIgabHWIA 32
BMnyck cepii: AKKOPL
XENCKEA NIMITEL,
Benwuka BputaHis
121. | 3INENOP® cnpeii gns AT «dapmak» YkpaiHa AT «dapmak» YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3miHu 11 6e3 UA/16107/01/01
poToBoi TMNy - 3MiHK 3 AkocTi. APL. KoHTponb AP (iHLWi 3MiHW) peyenma
NOPOXHUHU, 1,5 OHOBJ/IEHHS IM® Ha gitouy peyoBuHy 6eH3ngamiHy
mr/mn; no 15 mn rigpoxnopuz Bif 3aTBepXeHoro BupobHrka Bal Pharma
a6o 30 mny Limited, IHais — (3aTBEpAXEHa Bepcisi:
thnakoHi; no 1 BPL/BNZ/AP/07/2019-03-13; 3anponoHoBaHa Bepcis:
oNakoHy B nauuj BPL/BNZ/AP/1.0/08/2021)
122. | 3INENOP® pO34uH Ans AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasnis: 3miHu I 6e3 UA/16107/02/01
poToBOT Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®I (iHLWi 3MiHW) peyenma
NOPOXHWUHY, 1,5 OHOBJ/IEHHS IM® Ha fitovy peqyoBUHy 6eH3naamiHy
mr/mn; no 100 mn rigpoxnopug Bif 3aTBepaxeHoro BupobHuka Bal Pharma
y thnakoHi; no 1 Limited, Ingia — (3aTBEpAXeHa Bepcis:
donakoHy B nauui BPL/BNZ/AP/07/2019-03-13; 3anpornoHoBaHa Bepcisi:
BPL/BNZ/AP/1.0/08/2021).
123. | 3Y/IbBEKC® TabneTtkn KPKA, 4.4., CnoBeHisi BiANoBiAa/IbHMIA 32 CnoBeHisi BHECEHHS 3MiH [0 peecTpauiiHux maTtepianiB: TEXHIYHA 3a UA/12070/01/01
KMLLKOBOPO3YMHHI HoBo mecTo BMPO6HMLTBO “in bulk", nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peuenmom
no 10 mr; no 14 nepBUHHE Ta BTOPUHHE TexHiuHy NOMUIKY BUMPaBEHO B IHCTPYKLT AnA
TabneTok y nakyBaHHS, KOHTPO/1b MeAMYHOro 3acTOCYBaHHSA NiKkapCbKoro 3acoby y po3aini
6nicTepi; no 1, 2 cepili Ta BUMycK cepiii: "Nikapcbka hopma”, a came BipHO 3a3HA4eHO onuc
a6o no 4 6nictepu KPKA, a.4., HoBo mecTo, nikapcbKoro 3acoby
B KQPTOHHHI CnoBeHis;
KopoobLi BiANOBIgaIbHMI 3a
BMPOGHULTBO "in bulk",
nepBMHHE Ta BTOPUHHE
nakysaHHs: KPKA, a.4.,
HoBso mecTo, CnoseHis
124. | 3Y/IbBEKC® TabneTtkn KPKA, a.4a., CnoBeHisi BignoBiga/IbHMiA 3a CnoBeHisi BHECEHHS 3MiH [0 pPEeECTpavLiiHiX MaTepianiB: TeXHIYHa 3a UA/12070/01/02
KMLLKOBOPO3YMHHI HoBo mecTO BMPO6HULTBO "in bulk”, nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peuenmom
no 20 mr; no 14 nepBUHHE Ta BTOPUHHE TexHiuHy NOMUIKY BUMPaBEHO B iIHCTPYKLiT AnA
TabneTok y nakyBaHHS, KOHTPO/1b MeAMYHOI0 3acTOCYBaHHS NikapCbKOro 3acoby y po3gini
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6nictepi; no 1, 2 cepili Ta BUNycK cepiii: "Nikapcbka hopma”, a came BipHO 3a3HaYeHO onuc
ab6o no 4 6nictepu KPKA, a.4., HoBo mecTo, nikapcbKoro 3acoby
B KAPTOHHHIl CnoBeHis;
KopooLi BiANOBigaIbHMI 3a
BMPO6HULTBO "in bulk”,
NepBUHHE Ta BTOPUHHE
nakysaHHs: KPKA, a.4.,
Hoso mecTto, CnoseHis
125. | IBOPPA cnpeii HasasbHWIA, Na6opaTopii ®paHuisa CodpapTekc ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/2830/01/01
po3uuH, 8000 Bywapa TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT peuenmom
MO/mnno 15 mny PekopgaarTi OinbHUUI (BKNHOYatoun ginbHULI Aia AL, TPpOMiKHOIO
chnakoHi 3 npoaykTy abo roToBOro ikapcbkoro 3acoby, AiNbHUL
posnuatoBayem; NS NpoBefeHHs NnakyBaHHS, BUPOOHUKA,
no 1 donakony B BiANOBIA&1bHOrO 3a BMMNYCK Cepiil, MiCLie NpOBEAEHHS
KapTOHHIA Kopoo6Li KOHTPO/IO cepii) abo nocTavanbHyKa BUXIAHOTO
mMaTtepiany, peareHTy abo 4OMNOMDKHOI PEYOBMHU (SIKLLLO
3a3HayYeHo y JOCbE) - BunyueHHs BUpo6Huka AdI
pamiueTnHy cynbaty - Fareva Romainville, France
126. | IHAAN® Tabnetku no 1,25 MPO.MEA.LC Yecbka MPO.ME/A.LC Mpara Yecbka BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/4237/02/02
Mr no 10 TabneTok Mpara a.c. Pecny6nik a.c. Pecny6nika MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKUiA 3aci6. peuyenmom
y 6nicTepi; no 3 a

abo 6 6nictepiB y
KapTOHHI KopoobLi

CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauiii Ta/abo AONYCTUMUX MEX
MepBUHHOT YNakoBKN rOTOBOrO MiKapCbKoro 3acoby

(OoonoBHeHHs cneuundikaLii HOBUM NOKa3HNKOM 3

BiANOBIAHMM METOA0M BUNPOBYBaHHS) AOMNOBHEHHS

cneumdikauii Ha NePBUHHNI NaKyBasbHWI MaTepiasn

PVC foil (width 90/172 mm) HOBMM noka3HvkoM “Foil

thickness” (Minimum:NLT 0.233 mm; Maximum:NMT

0.268 mm) 3 BiANOBIAHVM METOLOM BUMNPOOYBaHHS.

3MiHu | TURNY - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.

CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikayii Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNaKkoBKW rOTOBOrO /1iKapCbKoro 3acoby

(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro nNokasHyka)) BUIyyYeHHs i3 cneumdikaii Ha
nepBUHHWI NakyBanbHWii MaTepian PVC foil (width
90/172 mm) He3Ha4yHOro nokasHuka “Water vapour
transmission rate at 23°C/85% r/h” (1.7g/(m2d)). 3MmiHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.

CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikayii Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNaKkoBKW rOTOBOrO /1iKapCbKoro 3acoby

(AonoBHeHHS cnevmndikaLil HOBYM NOKa3HNKOM 3

BiANOBIAHUM METOA0M BMNPOGYBaHHS) AOMOBHEHHS

cneumdikauii Ha NepBUHHNIA NaKyBa/lbHWI MaTepias

Aluminium foil (width 86/170 mm) HOBUM NOKa3HWUKOM

“Print, Text, Quality, Colour” (according to the approved
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pattern) 3 BignoBigAHUM MeTOA4OM BUMNPOBOYBaHHA. 3MiHu |
TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakKoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro nNokasHuka)) BUIydYeHHs i3 cneundikadii Ha
nepBUHHWI NakyBanbHUi MaTepian PVC foil (width
90/172 mm) He3Ha4yHoro nokasHuka “Water vapour
transmission rate at 38°C/90% r/h” (3.3g/(m?d)). 3MiHu |
TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakKoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro NokasHuKa)) BUIyYeHHs i3 cneuudikadii Ha
nepBUHHWI NakyBanbHKUi MaTepian PVC foil (width
90/172 mm) He3HayHOro nokasHuka “Dimensional
stability” (MD/TD max. -6%/+2%). 3miHu | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTUMUX MEX NepPBUHHOT
yMaKkoBKWU FOTOBOrO NiKapCbKoro 3acoby (BUYyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMy4YeHHs i3 cneuudikalii Ha NnepBUHHNIA
nakyBasbHWin matepian PVC foil (width 90/172 mm)
He3HayHOro nokasHuka “Vicat-Softening temperature”
(73+2°C). 3MiHn | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTUMUX MEX NepPBUHHOT
yMaKkoBKW FOTOBOrO NiKapCbKoro 3acoby (BUyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasbHWin matepian PVC foil (width 90/172 mm)
He3Ha4yHoro nokasHuka “Tensile strength” (52 — 63
N/mm?). 3miHu | Tuny - 3MiHK 3 sIKOCTi. MOTOBWUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTUMUX MEX NepPBUHHOT
yMaKkoBKW FOTOBOrO NiKapCbKoro 3acoby (BUyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasbHWi1 matepian PVC foil (width 90/172 mm)
He3HayHoro nokasHuka “Tensile impact strength” (?400
kJ/m?). 3MiHu | Tuny - 3MiHK 3 AKkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
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KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMaKoBKN rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BUTy4eHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3Ha4Horo nokasHuka “Thickness of foil in cross-
section” (thickness of foil in cross-section in range max.
5um). 3miHu | TRy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkmii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneumdikauii Ta/abo JonycTUMux
MeX NepBUHHOT yNakoBKM rOTOBOTO NiKapCbKOro 3acoby
(BMNYYEHHS1 HE3HAYHOTO NOoKa3HKKa (Hanpuknag,
3aCTapinoro nokasHyka)) BUIyYeHHs i3 cneumdikaii Ha
nepBUHHWI NakyBabHWii MaTepian PVC foil (width
90/172 mm) He3Ha4YHOro nokasHuka “Oxygen
transmission rate at” (23°C/85% r.h.). 3miHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMaKoBKN rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHuka)) BUTy4eHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3HayHoro nokasHuka “Thickness of foil” (0.238 -0.263
mm (250 um £5%)). 3MiHu | TUNY - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BUTyYeHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3Ha4yHoro nokasHuka “Width” (88.0 - 92.0 mm; 171.0 -
173.0 mm). 3minu | Tuny - 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BUTyYeHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) He3Ha4yHoro nokasHvika “Edge linearity” (= 1 mm).

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.

CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
NepPBVHHOI YNakKOBKW rOTOBOrO MlikapCbKOro 3acoby
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(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapisioro NokasHuka))
BWYYEHHS i3 cneuudikayii Ha NePBUHHMI NaKyBabHWI
matepian Aluminium foil (width 86/170 mm) He3Ha4YHOro
nokasHuka “Solvent residue” (<20 mg/m?). 3MiHu | Tuny -
3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMaKoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BUTyYeHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) He3HayHoro nokasHuka “Elongation” (MD 1 - 5%;
TD 1 - 5%). 3miHu | TUNY - 3MiHK 3 KOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMaKoBKN rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BUTy4eHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasibHUiA maTtepian Aluminium foil (width 86/170
mm) He3Ha4yHoro nokasHuka “Tensile strength” (MD 140
— 180 N/mm?; TD 140 — 180 N/mm?). 3miHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMaKoBKN rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BUTy4eHHs i3 cneuydikaLii Ha nepBUHHUIA
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) He3Ha4yHoro nokasHuka “Total weigh” (63.5g/m? +
8%). 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKaPCbKMIA
3acib. Cuctema KoHTeliHep/3aKynoptoBasibHWiA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo gonycTummx
MeX NepBNHHOT YNakoBKN rOTOBOrO /ikapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro NokasHuka)) BUIyYeHHs i3 cneundikauii Ha
NepBUHHWIA NakyBasibHWA MaTepian Aluminium foil (width
86/170 mm) He3HayHOro nokasHuka “Thermolacquer”
(6.0 -8.0 g/m?). 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasnbHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTUMUX MEX NepPBUHHOT
yMaKkoBKW FOTOBOrO NiKapCbKoro 3acoby (BUyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMy4YeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasibHui1 Matepian Aluminium foil (width 86/170
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

yrnakoska)

mm) He3Ha4yHoro nokasHuka “Primer” (0.6 -2.0 g/m?).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakKoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro nNokasHuka)) BUIydYeHHs i3 cneundikadii Ha
NepBUHHWIA NakyBasibHWA MaTepian Aluminium foil (width
86/170 mm) He3Ha4yHOro nokasHwka “Aluminium
tolerance” (20 um + 8 %; 54 g/m? £ 4.3 g/m?). 3MiHn |
TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakKoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro NokasHuKa)) BUIyYeHHs i3 cneuudikadii Ha
NepBUHHWIA NakyBasibHWA MaTepian Aluminium foil (width
86/170 mm) He3HauHoro nokasHuka “Weight of 100 cm
of foil width 86 mm” (5.2 — 5.7 g/100 cm); “Weight of 100
cm of foil width 170 mm” (10.2 — 11.2 g/100 cm).
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapifnioro NokasHWKa))BUAy4YeHHs i3 cneuudikauii Ha
nepBUHHWIA NakyBasibHUiA MaTepian Aluminium foil (width
86/170 mm) He3Ha4yHoro nokasHuka “Width” (85.5 — 86.5
mm; 169.5 — 170.5 mm). 3miHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkwmii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOTO NiKApCbKOro 3acoby (iHLUi 3MiHN)
3MiHa napameTpiB cneyudikaLiii Ha NepBUHHWI
nakyBasbHWiA MaTepian PVC foil (width 90/172 mm) 3a
nokasHukom “Description”. 3miHu | Trny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnoptoBasibHKiA 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTMMUX MEX NepBUHHOT
YyNaKoBKM rOTOBOTO J1iKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa NnapameTpiB cneuudikaliii Ha nepBuHHNI
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) 3a nokasHukoM “Description”.

127. | IHAAN® Ta6neTkn Mo 2,5 MPO.MEA.LC Yecbka MPO.MEA.LC Mpara
mr no 10 TabneTok Mpara a.c. Pecny6nik a.c.
y 6nicTepi; no 3 a

abo 6 bnicTtepiB y

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikaii Ta/abo AoNYCTUMUX MEX

UA/4237/02/03
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KapTOHHilA KopooLi

nepBUHHOT YNaKkoBKW rOTOBOrO /1iKapCbKoro 3acoby
(nonoBHeHHSA cneuudikaLlii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) AOMOBHEHHS
cneumdikauii Ha NepBUHHNIA NaKyBaslbHUI MaTepias
PVC foil (width 90/172 mm) HoBMM nokasHukom “Foil
thickness” (Minimum:NLT 0.233 mm; Maximum:NMT
0.268 mm) 3 BiANOBIAHUM METOL0M BUNPOBYBaHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro nNokasHuka)) BUIydYeHHs i3 cneuudikadii Ha
nepBUHHWI NakyBanbHUi MaTepian PVC foil (width
90/172 mm) He3Ha4yHoro nokasHuka “Water vapour
transmission rate at 23°C/85% r/h” (1.7g/(m?d)). 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CucTemMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(momoBHeHHS cneuudikalii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPO6YBaHHS) AOMOBHEHHS
cneumdikauii Ha NepBUHHUIA NakyBanbHUIA MaTepian
Aluminium foil (width 86/170 mm) HOBMM NOKa3HNKOM
“Print, Text, Quality, Colour” (according to the approved
pattern) 3 BianoBiAHUM MeTOA4OM BUNPOOYBaHHSA. 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapinoro nokasHyka)) BUIyYeHHs i3 cneumdikaii Ha
nepBUHHWI NakyBanbHWii MaTepian PVC foil (width
90/172 mm) He3Ha4yHOro nokasHuka “Water vapour
transmission rate at 38°C/90% r/h” (3.3g/(m?d)). 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapinoro nokasHyka)) BUIyYeHHs i3 cneumdikaii Ha
nepBUHHWI NakyBanbHWii MaTepian PVC foil (width
90/172 mm) He3Ha4yHOro nokasHuka “Dimensional
stability” (MD/TD max. -6%/+2%). 3miHun | Tuny - 3miHu 3
AKocTi. FoToBwMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI
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yNakoBKM rOTOBOrO MiKapCbKOro 3acoby (BUTyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokKasHuKa)) BUIyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3Ha4yHOro nokasHuka “Vicat-Softening temperature”
(73+2°C). 3MiHu | TMRY - 3MiHW 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX NepPBUHHOT
yNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
HEe3Ha4YHOro nokasHvka (Hanpukiag 3actapifioro
nokKasHuKa)) BUIyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3Ha4yHoro nokasHuka “Tensile strength” (52 — 63
N/mm?). 3MiHu | TURY - 3MiHK 3 SKOCTi. FOToBWMA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX NepPBUHHOT
yNakoBKM rOTOBOrO MiKapCbKOro 3acoby (BUTyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokKasHuKa)) BUIy4YeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3Ha4yHoro nokasHuka “Tensile impact strength” (=00
kJ/m?). 3MiHu | TNy - 3MiHK 3 AIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBasibHWiA 3aci6. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX NepPBUHHOT
yNakoBKM rOTOBOrO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokKasHuKa)) BUIyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasnbHuii matepian PVC foil (width 90/172 mm)
He3HayHoro nokasHwvka “Thickness of foil in cross-
section” (thickness of foil in cross-section in range max.
5um). 3miHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUii 3aci6.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummx
MeX NepBVHHOT YNakoBKW rOTOBOr0 NikapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3acTapifioro NokasHyka)) BUyYeHHs i3 cneumdikavii Ha
nepBUHHWI NakyBanbHWii MaTepian PVC foil (width
90/172 mm) He3Ha4yHoro nokasHuka “Oxygen
transmission rate at” (23°C/85% r.h.). 3minHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnoptoBasibHKiA 3aci6. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX NepPBUHHOT
yNakoBKM rOTOBOrO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
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noKasHuKa)) BUMyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasbHWin matepian PVC foil (width 90/172 mm)
He3HauyHoro nokasHuka “Thickness of foil” (0.238 -0.263
mm (250 um +5%)). 3miHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasnbHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTUMUX MEX NepBUHHOT
yMaKkoBKW FOTOBOrO NiKapcbKoro 3acoby (BUyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMyYeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasbHWi1 matepian PVC foil (width 90/172 mm)
He3HayHoro nokasHuka “Width” (88.0 - 92.0 mm; 171.0 -
173.0 mm). 3MiHn | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasnbHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo gonNycTUMUX MEX NepPBUHHOT
yMaKkoBKWU FOTOBOrO NiKapCbKoro 3acoby (BUyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMy4YeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasibHui1 Matepian Aluminium foil (width 86/170
mm) He3Ha4yHOro nokasHuka “Edge linearity” (+ 1 mm).
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo JONyCTUMKX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKoro 3acoby
(BUNyYEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3aCcTapifioro NokasHvika))
BUYYEHHS i3 cneyudikayii Ha NepBUHHMI NaKyBaslbHWI
matepian Aluminium foil (width 86/170 mm) He3Ha4HOro
nokasHuka “Solvent residue” (<20 mg/m?). 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo AoNycTMMUX MEX NepBUHHOT
yNakoBKM rOTOBOTO MikapCbKOro 3acoby (BUTyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokKasHuKa)) BUMy4YeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) He3Ha4yHOoro nokasHvika “Elongation” (MD 1 - 5%;
TD 1 - 5%). 3miHu | TMNy - 3MiHK 3 SKOCTI. FOoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo AoNycTMMUX MEX NepBUHHOT
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4YHOro nokasHvka (Hanpukiag 3actapisioro
nokKasHuKa)) BUMy4YeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) He3Ha4yHoro nokasHuka “Tensile strength” (MD 140
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— 180 N/mm?; TD 140 — 180 N/mm?). 3minu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasnibHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo goNycTUMUX MEX NepPBUHHOT
yMaKkoBKWU FOTOBOrO NiKapCbKoro 3acoby (BUYyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUMy4YeHHs i3 cneuudikalii Ha NnepBUHHNIA
nakyBasibHui1 Matepian Aluminium foil (width 86/170
mm) He3Ha4Horo nokasHvka “Total weigh” (63.5g/m? +
8%). 3MiHu | TUNY - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKMiA
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummx
MeX NepBVHHOT yNakoBKW rOTOBOrO NikapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3acTapifioro NokasHyka)) BUyYeHHs i3 cneumdikaii Ha
NepBUHHWIA NakyBanbHUiA MaTepian Aluminium foil (width
86/170 mm) He3Ha4yHOro nokasHuka “Thermolacquer”
(6.0 -8.0 g/m?). 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNycTUMUX MEX NepBUHHOT
yNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokKasHuKa)) BUIy4YeHHs i3 cneuudikalii Ha NnepBUHHNI
nakyBasibHUiA matepian Aluminium foil (width 86/170
mm) He3HAYHOro nokasHvka “Primer” (0.6 -2.0 g/m?).
3MiHn | TURY - 3MiHK 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapinoro nokasHyka)) BUIyYeHHs i3 cneumdikaii Ha
nepBUHHWIA NakyBasibHUiA MaTepian Aluminium foil (width
86/170 mm) He3Ha4YHOro nokasHuka “Aluminium
tolerance” (20 um + 8 %; 54 g/m? + 4.3 g/m?). 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapinoro nokasHyka)) BUIyYeHHs i3 cneumdikaii Ha
nepBUHHWIA NakyBasibHUiA MaTepian Aluminium foil (width
86/170 mm) He3Ha4yHoro nokasHuka “Weight of 100 cm
of foil width 86 mm” (5.2 — 5.7 g/100 cm); “Weight of 100
cm of foil width 170 mm” (10.2 — 11.2 g/100 cm).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro NokasHuKa))BUIyyYeHHs i3 cneyudikauii Ha
NepBUHHWIA NakyBasibHWA MaTepian Aluminium foil (width
86/170 mm) He3HauHoro nokasHuka “Width” (85.5 — 86.5
mm; 169.5 — 170.5 mm). 3MiHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo goNycTUMUX MEX NePBUHHOT
yNakoBKW1 rOTOBOrO MiKapCbKoro 3acoby (iHLwi 3MiHu)
3MiHa napameTpiB cneuyudikauiii Ha NepBUHHWIA
nakyBanbHuit MaTepian PVC foil (width 90/172 mm) 3a
nokasHukom “Description”. 3miHu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOTO NiKApCbKOro 3acoby (iHLUi 3MiHN)
3MiHa napameTpiB cneyundikaLiii Ha NepBUHHWI
nakyBasibHui1 Matepian Aluminium foil (width 86/170
mm) 3a NokasHMKoM “Description”.

128.

IHO3VH
NPAHOBEKC
(METI3OMPWH
on)

NOPOLLOK
(cy6eTaHuis) y
naketax
NoNieTUIEHOBNX
onsa
chapmaueBTNYHOr
0 3aCTOCYBaHHs

AT
"KNIBCKWMN
BITAMIHHUIA

3ABOA"

YkpaiHa

ABC ®APMAYEYTIUI
C.n.a. - YHibioc [isisioH

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
mMeToAax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NPoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AP (iHLwi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaouy 3amiHy
ab0 fonoBHeHHs)) APl abo BMXiAHOrO/MPOMIXHOro
npoaykty) CynyTHs 3MiHa - 3MiHM 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaviii
Ta/abo fonyCcTUMMUX MEX, BUSHAUYEHUX Y crieundiikaLlisx
Ha A®|, abo BUXigHWUIA/MPOMDKHWIA NPOAYKT/pearenT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®I (iHwwi
3MiHM) 3MiHK A0 cneumndikayii Ta MeToAiB KOHTposo AdI
3a nokasHukamu: «Onme», «PO3YNHHICTbY,
«laeHTudikauis», «Mpo3opicTe po3unHy», «CynbtarHa
30na», «Boga» - NpuBeAeHoO Yy BiANOBIAHICTL A0
OHOBJ/IEHUX cnevmdikaLii Ta MeTOAiB KOHTPO/O
BMPOGHMKA. 3MiHK | TNy - 3MiHKW 3 AKocTi. API.
KoHTposb A®I. 3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTMMMNX MEX, BUSHAYEHNX Y cneumdikauisx
Ha A®I, abo BUXigAHWNIA/MPOMIXHWIA NpPoAYKT/peareHT, Lo
BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(nonoBHeHHSA cneuudikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BMNPOOYBaHHSA) po3ain
«Mikpob6ionoriyHa yncToTa» BBEAEHO BiANOBIAHO 0
OHOBJ/IEHUX cneumdikaLii Ta MeTOAiB KOHTPO/IO

UA/12194/01/01
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BUPOGHMKA.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykty) CynyTHs 3MiHa - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikaiii
Ta/abo [oNyCTUMUX MEX, BU3HAUYEHNX Y cneumdikaiisx
Ha A®I, abo BUXiAHWA/NPOMIXKHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea A®| (iHwwi
3MiHM) 3MiHK A0 cneumndikayii Ta MeToAiB KOHTposno AdI
3a nokasHukamu: «CynpoBigHi OMILLKW» Ta «KinbkicHe
BW3HAYEHHS» NPUBELEHO Y BiAMOBIAHICTb 40 OHOB/IEHNX
cneumdikaLjii Ta MeTo4iB KOHTPOJIO0 BUPO6HMKA. 3MiHW |
TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLUi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHS)) A®| abo BUXIQHOrO/MPOMIXHOro
NPOAYKTY) po3£iNn «3a/ULIKOBI KiIbKOCTi OpraHivyHmnX
PO3UMHHVIKIB»- Ha3BY MOKa3HMKa 3MIHEHO Ha «3a/INLLKOBI
PO3UYMHHMKMY BifNOBIAHO A0 MaTepiasiB BUPOBHUKA.
Po3gin npuBeAeHo y BigNOBIAHICTb A0 OHOBEHNX
cneundikauii Ta METOZAIB KOHTPO/IIO0 BUPOGHMKA. 3MiHW |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y Npoueci BupobHuutea Ad|
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHA) po3ain «Po3mip
yacTok» (100% meHwe 300 mkm 3a n. 12, *EP, 2.9.38)
BBE/EHO BiAMNOBiAHO 40 OHOB/IEHUX crieumdikavii Ta
MEeTOZIB KOHTPOJ1t0 BUPOGHMKA. 3MiHW | TNy - 3MiHU 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCA Y NPOLECI
BMPOG6HMLTBA AD| (4ONOBHEHHS cneundikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BUNPOGYBaHHS) po34in «Xnopuam» (He binbwe 0,01 %
3an. 14, *EP, 2.4.4) BBeeHO BiANOBIAHO [0 OHOB/IEHUX
crneundikaLii Ta MeToAiB KOHTPOIO BUPOBHYKA.
3MiHn | TMNY - 3MiHK 3 sKocTi. A®Il. KoHTposb A®I. 3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
y napameTpax cneumdikauiii Ta/abo fonycTuMnx Mex,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(nonoBHeHHS cneuudikaLlii HOBUM NMOKA3HNKOM SIKOCTi Ta
BiANOBIAHMM MeTOA0M BMNPOBYBaHHSA) po3ain
«CynbaTtu» (He 6inble 0,02 % 3a n. 15, *EP, 2.4.13)
BBE/IEHO BiANOBIAHO 40 OHOBMEHUX crieuundikaLii Ta
MEeTOZiB KOHTPO/10 BUPOGHMKA
129. | IH®TAPAKC Ma3b o 15 r abo ToBapucTBo 3 YkpaiHa BCi cTagii BUpobHMLUTBa, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/10175/01/01
251, a60 50T, abo obmexeHor KOHTPO/b SKOCTi, BUMYCK TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN peyenmom
100 r y Ty6i; mo 1 BignoBigasbHi cepii: y BUpOGHMLTBI. 3amiHa abo BBeAEeHHSA A0AATKOBOI
Ty6i y KApPTOHHiIl CTIO ToBapucTso 3 LiNbHULI BUPOBGHULITBA A/181 YACTUHN a0 BCbOro
Kopobui "papmaueBTn 06MEXEHOI0 BMPOBHMYOro NPOLEeCy roTOBOTO JiKapCbKOro 3acoby
YHa KOMMaHis BigNoBiAa/IbHICTIO (BinbHULSA, Ha SKI NPOBOAATLCS 6yAb-AKi BUPOOHUYI
"3popos'a” "®apmaueBTuyHa cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
KomnaHis "3g0pos'a”, NepBUHHOIO Ta BTOPUHHOIO NakyBaHHA, AN1A
YkpaiHa HecTepwWIbHUX JlikapCbkux 3aco6iB) BBeAEHHS

BCi cTagii BUpobHMUTBa,
OKpIM KOHTPO/IIO SKOCTi
Ta BUMYyCKy cepii:
ToBapucTBO 3
06MEXEHOI
BigNoBiAa/IbHICTIO
"®apmaueBTuyHa
KomnaHis "3g0pos'a",
Ykpaina

nofaTtkosoi ginbHuui MN® (agpeca: YkpaiHa, 08301,
KuiBcbka 0611., M. Bopucnine, Byn. LLesyeHka, 6ya. 100,
nit. B-Il (kopnyc 4)) fo 3aTBepAKEHOI AiNbHNL
MPN®CTaA (uex XL (agpeca: YkpaiHa, 61013,
XapkiBcbka 0671., MicTo Xapkis, Bynuus LLieByeHka,
6yauHoK 22). Ha ginbHuui M/1® 6yayTb NpoBOAMTUCS YCi
BUPOGHMYI cTagii (y TOMY YMCni NepBUHHE Ta BTOPUHHE
nakyBaHHs), 3a BUHATKOM KOHTPOSI0 AKoCTi /13 Ta
Bunycky cepii. CynyTHS 3MiHa - 3MiHM 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS A0AAaTKOBOI AifIbHULI BUPOGHMLTBA 415
4yacTuHM abo BCbOrO BUPOBGHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AiNbHULA 4715 BTOPUHHOIO
nakyBaHHs) - 3MiHM 3 AKOCTIi. [0TOBWIA NiKapcbkuii 3acio.
3MiHM y BUPOGHMLTBI. 3amMiHa abo BBeAEHHS AOAATKOBOI
LiNbHUL BUPOBGHULITBA A/181 YACTUHN ab0 BCbOro
BMPOBHMYOro NPOLEeCy roTOBOTO JliKapCbKOro 3acoby
(BiNbHULA ON8 NePBUHHOIO NakyBaHHs). 3MiHu | Tuny -
3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn giana3oH
po3mipy cepii) roTOBOro Nikapcbkoro 3acoby
(3MeHLweHHA fo 10 pasiB) BBeAEHHS
[,04aTKOBOro(3mMeHLLeHoro) posmipy cepii /13 - 100 kr
[N 3anponoHOBaHOT AifIbHULL BUPOOHNLTBA
ToBapucTBa 3 06MeXeHOI0 BigNoBiAa/IbHICTIO
"®apmaueBTnyHa KomnaHia "3gopos’a” - uex M/, wo
3HaxoAmMTbCA 3a agpecoro: Ykpaina, 08301, Kuiscbka
06n., M. bopucnine, Byn. LLleBueHka, 6ya. 100, nit. B-
(kopnyc 4). BBeeHHs1 3MiH NpOTAroM 6-T1 MicsAUiB nicas
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3aTBEPAKEHHS.
130. | IPUHOTEKAHY | nopoLuok TOB PiHNAHAIA TOB "®epmioH" PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/16686/01/01
FIAPOXNOPUA | (cy6cTaHuis) y "®epmioH" Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE-
nosnieTuIeHoBMX cepTudikaT BignoBigHOCTI EBponeichkiii
KOHTeliHepax ons hapmakonei/moHorpadii. 3miHK, NoB'A3aHi 3
thapmavueBTUYHOT HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTL A0
0 3aCTOCYBaHHs MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
iHLWOT HauioHanbHOT thapmakonel gepxasn €C (3MiHa y
cneuudikayisix, noB'A3aHa 3i 3MiHamu B dY, abo
€Bponelicbkii hapmakonei, abo iHLWii HalioHaNbHIl
hapmakonei gepxasu €C) - 3asiBneHa 3miHa
3anpornoHoBaHa Y 3B'A3Ky 3 HEOOXIAHICTIO NpMBEAEHHS
3aTBepmxeHnx MKSA y BignoBigHicTb A0 MOHorpadii
Irinotecan hydrochloride trihydrate Eur. Ph.
131. | KAHOEUWN H Tabnetkn, 16 OPFAHOCWH OAE EBepTomxeH Navid IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/12313/01/01
mr/12,5 mr no 10 NAN®CAEHC CaeHcu3 Jlivites TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peuenmom
Tabnetok y N3 (E® 3ET 1) KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLi 3MiHW) -
6nicTepi; no 1 abo BUKNageHHa MKA /13 ykpaiHCbKO MOBOIO
no 3, a6o no 10 (3aTBEPAXEHO POCIACbKO MOBOH), 6€3 3MiHM
6nicTepiB y aHaniTMYHNX METOAIB, 3 HE3HAYHMMW KOPeKLisiMy onucy
KaPTOHHIi KOpoOLii METO/iB KOHTPOJHO SAKOCTI
132. | KAHAELUMN H Tabnetku, 16 OPIAHOCVH OAE EBepTomKeH Naiid IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | - UA/12314/01/01
mr/12,5 mr; in bulk: | NTAN®CAEHC CaeHcms JliviTeq MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCbKUIA 3aci6.
no 2500 Tabnetok | N3 (E® 3ET I) KOHTposb roToBoro nikapcbkoro 3acoby (iHLi 3MiHu) -
B noAgiliHomy BUKnageHHsa MKA /13 ykpaiHCbKo MOBOK
nakeTi; no 1 (3aTBEPAKEHO POCINCHKOK MOBOD), 6€3 3MiHN
nakeTy B KOpoobLj aHasliTUYHMX MeTOAIB, 3 HE3HAYHVMU KOPEKLIAMK onucy
MeTOoZiB KOHTPOO AKOCTI
133. | KAHTAB Tabnetku, no 8 mr HOBEN INAY Typeuuns | HOBE/ INIAY CAHAI BE | TypeuuunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13920/01/01
no 14 tabnetok y CAHAI BE a TIOIKAPET A.LL. TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/IE- peuenmom
6nicTepi; no 2, TIOXAPET cepTundikaT BigNoBIigHOCTI €BpONENChKiit
abo no 4, abo no 7 A.LL. thapmakonei/moHorpadii. NogaHHs HoBOro abo

6nictepiB y
KapTOHHIiiA
ynakoBLi

OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYHYEHHS
cepTudcpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
onsa A®l; ons BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHM (CepTudiikart BiAMOBIgHOCTI €BpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOTO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponelichbkin hapmakonel
Ne R1-CEP 2013-256-Rev 02 (3aTBepaxeHo: R1-CEP
2013-256-Rev 01) ana gitovoi peyosmHu Candesartan
cilexetil Big Bxe 3arBepmxeHoro BupobHnka ZHEJIANG
TIANYU PHARMACEUTICAL CO., LTD., KuTaii
3MiHn | TUNYy - 3MiHn 3 aKocTi. CepTudikar
BignosigHocTI/l E-cepTudpikar BignoBigHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo oHOB/IEHOro cepTucpikata BignosigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBpONENCHKIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOI0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI E€Bponelichbkiinn hapmakonel
Ne R1-CEP 2011-309-Rev 03 (3aTBepgxeHo: R1-CEP
2011-309-Rev 02) ans gitovoi peyoBmHy Candesartan
cilexetil Big Bxe 3aTBepmxeHoro BnupobHuka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kutaii
3MiHn | TURY - 3MiHK 3 aKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IYakum
JianasoH po3mipy cepii) roToBOro /likapCcbKoro 3acoby
(iHwWi 3MiHW) BBEAEHHS AOAATKOBYX PO3MIpIB Cepili
roTOBOro NikapcbKoro 3acoby

134.

KAHTAB

Tabnetku, no 16
Mr no 14 TabneTok
y 6nictepi; no 2,
abo no 4, abo no 6
6nicTepiB y
KapTOHHilA
ynakoBLi

HOBE/ INAY
CAHAI BE
TIIXKAPET
A.LL.

TypeyunH
a

HOBE/ IN1AY CAHAI BE

TIIXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTta BiAnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa ByxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI E€BpONENChKIl
thapmakonei) - OHoB/IEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikata BignosigHOCTI EBponelichkin hapmakonel
Ne R1-CEP 2013-256-Rev 02 (3aTBepgxeHo: R1-CEP
2013-256-Rev 01) ans pjtovoi pevosrHn Candesartan
cilexetil Big Bxe 3arBepmxeHoro supobHunka ZHEJIANG
TIANYU PHARMACEUTICAL CO., LTD., Kutaii
3MiHu | TUnYy - 3MiHKM 3 aAKkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo oHOB/IeHOro cepTucpikata BignosigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelichKii
thapmakonei: ana Ad®l; ans BUxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO

3a
peyerimom

UA/13920/01/02
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2011-309-Rev 03 (3aTtBepaxeHo: R1-CEP
2011-309-Rev 02) ans gitoyoi peyoBmHu Candesartan
cilexetil Big Bxe 3aTBepmpxeHoro BupobHuka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kurtaii
3MiHn | TURY - 3MiHK 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IYakum
Jiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
(iHwWi 3MiHW) BBEAEHHS AOAATKOBKX PO3MIpIB Cepili
roToOBOro NikapcbKoro 3acoby
135. | KAHTAB Tabnetku, no 32 HOBEN INAY Typeuuns | HOBE/ I/IAY CAHAI BE | TypeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/13921/01/01
Mr no 14 TabneTok CAHAI BE a TIOXAPET A.LL. Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE- peyenmom
y 6nictepi; no 2, TIOIKAPET cepTudikaT BignoBigHOCTI EBponeichkiii
abo no 4, abo no 6 A.LL.

6nicTepiB y
KapTOHHIlA
ynakoBLi

thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BiAnoBIgHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa ByxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI E€BpONENChKIl
thapmakonei) - OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikata BignosigHOCTI EBponelichbkin hapmakonel
Ne R1-CEP 2013-256-Rev 02 (3aTBepgxeHo: R1-CEP
2013-256-Rev 01) ans pjtovoi pevosrHn Candesartan
cilexetil Big Bxe 3arBepmxeHoro sBupobHnka ZHEJIANG
TIANYU PHARMACEUTICAL CO., LTD., Kutaii
3MiHu | TUnYy - 3MiHKM 3 aAKkocTi. CepTudikaT
BignosigHocTi/lE-cepTudpikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo oHOB/IeHOro cepTucpikata BignosigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelichKii
thapmakonei: ans Ad®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakoner
Ne R1-CEP 2011-309-Rev 03 (3aTBepaxeHo: R1-CEP
2011-309-Rev 02) ans gitouoi peyosmHu Candesartan
cilexetil Big Bxe 3aTBepmxeHoro BupobHnka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kurtaii
3MiHn | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHK Yy BUPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IoYakum
Jiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
(iHLWi 3MiHW) BBEEHHS A0AATKOBMX PO3MIpIB cepiit
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
roTOBOro NikapcbKoro 3acoby
136. | KAOTONPUN Tabnetku no 25 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | 3a UA/7638/01/01
mr; no 10 "Kuismegnpen "KuiBmegnpenapar” TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y apart" thapmakoHarnagy (iHwi 3miHn) - BBeAeHHs
6nicTepi; no 2 aNlbTEPHATUBHOIO TEKCTY MapKyBaHHS YMakoBKM
6nicTepu B navw,i nikapcbKoro 3acoby [04aTKOBO [0 3aTBEPAKEHOr0
TEKCTY MapKyBaHHs. BBefileHHsA 3MiH NpoTArom 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS
137. | KBEHTIAKC® TabneTtkn KPKA, a.4., CrnoBseHis BMPO6HMLTBO “in bulk”, CrnoBseHis BHECEHHS 3MiH 10 peecTpaLiliHiX MmaTepianiB: TeXHIYHa 3a UA/16479/01/02
SR NPOIOHIOBaHOI Aji HoBso mecTo nepBUHHE Ta BTOPUHHE nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenmom
no 150 mr; no 10 nakyBaHHs, KOHTPO/1b BunpaBneHHsa TexHiYHOI NOMUIKK, 3rigHO Hakaly MO3
Tabnetok y cepii Ta BUNYycK cepii: Ykpaiuu Big 26.08.2005 p. Ne 426 (y pegakuii Hakasy
6nictepi; no 6 abo KPKA, a.4., HoBo mecTo, MO3 Ykpainu Big 23.07.2015p. Ne 460) - nOMuUKy, Ky
9 6nictepis B CnoBeHis 6yno gonyLeHo npu BHeceHi 3miH o MKA N13 gns
KapTOHHIlA KopoobLi KOHTPO/b Cepil: [o3yBaHHs 150mr, 200 mr ta 300 Mr (Haka3 Ne 1421 Big,
KPKA, a.4., HoBo mecTo, 05.08.2022 p.), a came npu nepeknagi MKSA 3 pocilicbkoi
CnoBeHis Ha yKpaiHCbKy MOBY 6Y/10 AOMYLLUEHO MOMUIKY Y
cneumaikauii 3a NOKa3HNKOM «PO34YMHEHHSA KBETianiHy»
[le He BipHO NO3HAYeHO Yac PO3UMHEHHS Ta foNyCTUMI
MeXi PO3UMHEHHS. 3a3HaveHe BUNpaB/IeHHs BignoBigae
MaTepianam peecTpauiiHoro Aoche.
138. | KBEHTIAKC® TabneTtku KPKA, a.4., CnoBeHis BMPO6HULTBO "in bulk”, CnoseHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB: TeXHIYHA 3a UA/16479/01/03
SR NPOIOHTOBaHOI Aji HoBso mecTo nepBUHHE Ta BTOPUHHE nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenmom
no 200 wmr; no 10 nakyBaHHsi, KOHTPO/1b BunpaBneHHs1 TEXHIYHOT NOMUIIKK, 3rigHO Haka3y MO3
TabneTok y cepii Ta BUMNYCK cepii: Ykpainu Bif 26.08.2005 p. Ne 426 (y pefakuii Hakasy
6nictepi; no 6 abo KPKA, a.4., HoBo mecTo, MO3 Ykpainu Big 23.07.2015p. Ne 460) - nOMUIKY, SKY
9 6nicTepis B CnoBeHis 6yno fonyLeHo Npy BHeceHi 3miH o MKA N3 ans
KapTOHHi KOpO6L KOHTPO/b cepii: Ao3ysaHHa 150mr, 200 mr Ta 300 Mr (Haka3 Ne 1421 Bif
KPKA, a.4., HoBo mecTo, 05.08.2022 p.), a came npw nepeknagi MKA 3 pociincbkoi
CnoseHis Ha yKpaiHCbKy MOBY 6y/10 AOMYLLEHO MOMUIIKY Y
cneumdikaLii 3a NOKasHUKOM «PO3UMHEHHS KBETIaniHy»
[le He BipPHO NO3HAYeHO Yac PO3UMHEHHS Ta JoNyCTUMI
MeXi pO3UMHEHHS. 3a3HaueHe BUNpaB/eHHS Bi4NoBigae
MartepiasiaM peecTpauiiHoro 10CheE.
139. | KBEHTIAKC® TabneTtkn KPKA, a.4a., CnoBeHisi BMPO6HMLTBO “in bulk", CnoBeHisi BHECEHHS 3MiH [0 pPEECTpaLiiHiX MaTepianiB: TeXHIYHa 3a UA/16479/01/04
SR NPOIOHIoBaHoT Aji HoBso mecTo nepBUHHE Ta BTOPUHHE nomurka (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenmom

no 300 mr; no 10
Tabnetok y
6nicTepi; no 6 abo
9 6nictepis B
KapTOHHI KopoobLi

nakyBaHHs, KOHTPO/1b
cepii Ta BUMYCK cepii:
KPKA, a.4., Hoso mecTo,
CnoseHis
KOHTPO/b cepii:
KPKA, a.4., Hoso mecTo,
CnoseHis

BunpaBneHHst TEXHIYHOT NOMWIKK, 3rigHO Hakaly MO3
YkpaiHu Big 26.08.2005 p. Ne 426 (y pefakujii Hakasy
MO3 Ykpainu Big 23.07.2015p. Ne 460) - NOMUIKY, AKY
6yn10 fonyLLeHo Npy BHeceHi 3MiH o MKA N3 ana
[o3yBaHHA 150mr, 200 mr Ta 300 mr (Haka3 Ne 1421 Big
05.08.2022 p.), a came npu nepeknagi MKS 3 pocilicbkoi
Ha yKpaiHCbKy MOBY 6Y/10 JOMYLLUEHO MOMUIKY Y
cneumdikauii 3a NOKa3HMKOM «PO34MHEHHS KBETianiHy»
[ He BipHO NO3HAYeHO Yac PO3UMHEHHS Ta JonyCTUMI
MeXi PO34UMHEHHS. 3a3HaveHe BUNpaB/ieHHs BignoBigae
MaTepianam peecTpauiiHoro Aoche.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
140. | KETOAEKCA po34uH Ans ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18084/01/01
iH'eKwjiA, 25 Mr/mn; 06MEXEHO 06MEXEHO0 TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
no 2 ma B amny/ii; BiANOBIAA/TbHI BiANOBIAA/TLHICTIO hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
no 5 amnyny CTIO "®GapmaueBTuyHa niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
6nicTepi; no 2 "papmaneBTu KomnaHisa "3g0pos'a" 0151 MeANYHOro 3aCTOCyBaHHA
6nictepu y YHa KOMNaHis reHepuYHUX/ribpMaHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
KOpoOLi 3 KapTOHy; "3popos'a" nicnsi BHECEHHS Tiel camol 3MiHU Ha ped)epeHTHWIA
no 2 MmN B amnyni; npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX
no 10 amnyny [0[aTKOBUX AaHnX) 3MiHN BHECEHO A0 IHCTPYKLUii AN
6nictepi; no 1 MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
6nictepy y po3ginu: "®apmakonoriyHi BnactueocTi",
KOpOO6Li 3 KApTOHY "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHWi BUAn B3aemogiii”, "Oco61mMBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta fo3m",
"Mo6iyHi peakui™, "HecyMicHIicTb" 3rigHO 3 iHthopmauieto
LLI0A0 MEANYHOIO 3aCTOCYBaHHA pediepeHTHOro
nikapcbkoro 3acoby (AEKCAMMH® IH'EKT, po3unH ans
iH'exuili/iHdpy3ili) BBeAEHHS 3MiH NPOTArom 6-Tu Micsuis
nicns saTBepAkeHHs
141. | KNOTPUMA30O masb 1%; no 15 MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 6e3 UA/3967/01/01
n abo no 25 r y Ty6i; "®ITOPAPM" TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHSs! peuyenma
no 1 1y6i y navuyi 3 Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
KapToHy nocBigyeHHs) - 3MiHa agpecu 3asBHUKa. TepMiH
BBEEHHS 3MiH - NPOTArom 6 Micsis nicns
3aTBEPLKEHHS
142. | KMUHY Nnogn | nnoan no 50 ry MpAT YkpaiHa MpAT "“NlikTpasu" YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/7082/01/01
naJui 3 "NikTpasun" TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
BHYTPILLHIM hapmakoHarnsgy (iHwi 3MiH1) 3MiHW BHECEHI B TEKCT
nakeTom MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LLoAo
3a3HaYeHHs OAMHWLb BUMIPIOBAHHS BifnoBigHO A0
cuctemn Sl: y3arasibHEHHSI (DOPMY/THOBaHHSA Ta ioro
KOHKpeTmM3aLisa (BUNy4YeHHS YMOBU "3a HeobXigHOCTI ...").
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
143. | KOMMOTPO®IH | kpem BariHanbHWi 3eHTiBa, K.C. Yecbka Brpo6HMLUTBO 3a PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3481/02/01
1%, nol5ry Pecny6nik MOBHMM LMK/IOM: MRy - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta peuyenmom
Ty6i, no 1 Ty6i B a JTabopaTopis hapMakoHarnsgy. 3miHa y KopoTkiil XxapakTepucTui
KopoobLi LWEMIHO, ®paHLuis; nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT

KoHTposb cepii (Tinbku
Mikpo6iosoriyHe
TecTyBaHHs): KoHtapma
®paHc, PpaHuis

NS MeAMYHOro 3aCTOCyBaHHA Ha NiACTaBi perynsipHo
OHOBJOBAHOTO 3BITY 3 6e3MneKkn Nikapcbkoro 3acoby, abo
AocnimpKeHb 3 6e3Mekn 3acToCyBaHHS /ikapCbKOro
3acoby B nicnsipeecTpauiiHvii nepios, abo Sk pe3ynbTaT
OU|iHKM 3BITY 3 AOC/iAHKEeHb, MPOBEAEHNX BIAMOBIAHO A0
nnady negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM OpraHoM)
3MiHVM BHECEHO A0 IHCTPYKUii As19 MegnyHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3zainy "rMo6iyHi
peakuii" Woa0 oHoB/eHOI iHdhopMmalLlii 3 6e3neku gitoyoi
pPeYOBMHM MPOMECTPUH BiANOBIAHO A0 pEKOMeHaaLii
PRAC. BBefieHHA 3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPKEHHS
144. | KOTENNIK® TabneTku, BKpUTI TOB «Pouw YkpaiHa XodhcpmaHH-/1s Pow LLiBefiuapis/ BHECEHHS 3MiH 10 peecTpavljiiiHuX maTepianis: 3MiHa 3a UA/15199/01/01
NNiBKOBOO YkpaiHa» Ntpa, Weeiiuapis HimeyuunHa/ 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs!) peyenmom
060n0HkKot0, No 20 Brpo6HMLTBO Lsenuapis/ (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). BeegeHHs
Mr; no 21 Tabnetui Hepo3dacoBaHoi ITanisa 3MiH NPOTAroM 6-TW MiCALiB NicNs 3aTBEPAXKEHHS. 3MiHN
y 6nicTepi; no 3 npoaykuii, | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
6nictepu y BMNPOGYBaHHSA thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
KapTOHHIA Kopoo6Li KOHTPO/I0 SIKOCTi Npu y3arasibHeHVX AaHux Npo cuctemMy papMakoHarnsgy
CTabiNbHOCTI Ta BUMYCKY (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
(okpim mikpo6GionorivHOI hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
4YNCTOTH): BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
Ekcenna Mv6X eHpg, Ko. KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa as
K, Himeuunna 3[jiicHEHHs thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BunpobyBaHHs BiAMiHHa Bif, yNOBHOB&XeHOI 0cO6W, BiANOBIAA/IbHOI 32
KOHTPO/O SIKOCTi Npu 3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
BUNYCKY: OaHi) Ta/abo 3MiHNM y po3MiLLeHHI MacTep-thaiina
®.XodpcpmaHH-/15 PoLu cucteMu dpapmakoHarnsgy).
Ntp, Weeiiuapis 3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOT
BunpobyBaHHs 3a thapmakoHarnag. [itova pegakuis: Dr Birgitt Gellert.
KOHTPO/I0 AKOCTi Npu MponoHoBaHa pegakuis: JloiyeHko OneHa
CTabiNbHOCTI Ta BUNYCKY BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX
(mikpob6ionoriyHa YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 3a
yncToTa): hapmakoHarnsg,.
Na6op IC CE eHp Ko. 3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
K, Himeuunna thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
MepBrHHE Ta BTOPUHHE 3[jACHEHHSI OCHOBHOT AiSiNIbHOCTI 3 dhapmakoHariagy.
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/I0 AKOCTi Npu
CTabifIbHOCTI:
[Jenbdapm MinaHo,
C.P./1., Itanisa
Bunyck cepii:
®.XodpmaHH-/15 PoLu
NTa, Weeiiuapis
145. | KCUBYNAH NMopoLUOK ANs AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/18686/01/01
pO34uHy Ans N CA TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iH'eKLjin a6o hapmakoHarnagy. BeegeHHs abo 3miHn fo
iHpysivi no 1,2 1 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(1000 mr/200 wr), (BBEAEHHSA y3ara/lbHEHNX AaHUX Npo cuctemy
no 1 a6o no 10, hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
abo no 25 BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
onakoHiB y KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa s
KapTOHHI nauw,i 3[jicHEHHs chapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[4iiCHEeHHs1 hapMakoHariaay (BK/IUYakUM KOHTaKTHI
[OaHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-thaiina
cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
[itoya pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBIAabHOI 3a chapmakoHarisg B YkpaiHi. Jitoua
pepakuis: Kupunisa ManvHa eopriigHa. NponoHoBaHa
pegakuisi: MinieHko Mapis BasieHTuHIBHa
146. | KCUNOCMPEN cnpeii HasasbHWiA, TOB YkpaiHa MAT "Tannucapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/19065/01/01
0,5 mr/mn no 10 "APTEPIYM My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma
My h/1akoHi 3 nTa" thapmakoHarnagy (iHwi 3MiHun) 3aTBepaXeHHS CninbHOT
Hacocom IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
[03aTopoM i3 3acoby Kcunocnpeii ans gosysaHs 0,5 Ta 1,0 mr.
posnuBayeM; BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
no 1 do1akoHy B 3aTBEPAKEHHS
nauui 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO JlikapCcbKoro 3acoby
(36iNbLUEHHSA TEepMiHY NPUAATHOCTI FOTOBOIO NMiKapCbKOro
3acoby) - 1519 TOpProsoi ynakoBku (MiATBEPAKYETHCA
[aHVMK peanbHOro vacy) 36i/1bLUeHHS TePMIHY
NPUAATHOCTI FOTOBOTO JIIKAPCbKOro 3acoby
(3aTBEPAXEHO: TEPMIH NpMAATHOCTI 1 piK;
3anpornoHoBaHo: TEPMiH NPUAATHOCTI 2 Poku). BBegeHHs
3MiH NPOTAroM 6-TW MiICALIB Nicaa 3aTBePAKEHHSA
147. | KCUNOCNPEN cnpeii HasanbHWiA, TOB YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/19065/01/02
1,0 mr/mn no 10 "APTEPIYM TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenma
My hnakoHi 3 nTat thapmakoHarnsagy (iHwi 3MiHun) - 3aTBepAXEeHHS CNifbHOT

Hacocom
[03aTopoMm i3
posnuntoBayem;
no 1 donakoHy B
nauui

IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS NiKkapCbKoro
3acoby Kcunocnpeii, cnpeii HasanbHWiA, AN 403YBaHb
0,5 1a 1,0 mr. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmXeHHst; 3MiHu | Tuny - 3MiHKU 3 SKOCTI.
[oToBWIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36iNbLIeHHs TePMiHY NPUAATHOCTI
roToBOroO fikapcbkoro 3acoby) - [11a Toproeoi ynakoBku
(niaTBEPOKYETHCA AAHUMW PEASILHOIO Yacy) -
36iNbLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOrO JiKapCbKOro
3acoby (3aTBepAKeHo: TepMiH NpugaTHocTi 1 pik;
3anponoHoBaHo: TePMiH NPUAATHOCTI 2 Poku). BBeaeHHs
3MiH NpOTArom 6-TW MicALiB Nicns 3aTBepPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
148. | KCUTOCNPEN cnpeii HazanbHUiA, TOB YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/19065/01/02
1,0 mr/mn, no 10 "APTEPIYM TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma
My h/1akoHi 3 nTa" hapmakoHarnsgy (iHwi 3MiHn). BHeceHHs1 oAaTkoBOro
Hacocom TEKCTy MapKyBaHHA ynakoBku i3 norotunom «BAUM
[03aTopoMm i3 PHARM>.
posnuatoBayem;
no 1 cpnakoHy B
nauuj
149. | NAEH® TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHgis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/19804/01/01
NNiBKOBOO «NMEAPAPM NBT NTA ™Mny - 3MiHW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
060/10HKOI0, N0 NTO» CucTema KoHTelHep/3akynopioBasibHUIA 3aci6. 3miHa
600 wr in bulk: no PO3Mipy yNakoBKy roTOBOro flikapcbKoro 3acoby (iHuwi
4 TabneTkm y 3MiHM) BBEieHHA f0AaTKoBOI yrnakosku in bulk: no 4
6nicTepi; no 40 TabneTtku y 6nictepi, no 40 6nicTepiB y KApTOHHIi
6nicTepiB y kopobui; no 10 TobneTok y 6nictepi, no 120 6nicTepis y
KapTOHHIlA KapTOHHI Kopo6Lj, 3 BiANOBIAHUMY 3MiHAMK Y p.
Kopo6ui; no 10 «YnakoBka». MNepBUHHUI NaKyBasbHWI MaTepian He
Tabnetok y 3MiHMBCS. Ta, K HAcNiA0K, BHECEHHS 3MiH A0 po3giny
6nictepi; no 120 «MapkyBaHHs» MKA N13.
6nictepiB y
KapPTOHHIi KOpooLii
150. | TAEH® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14768/01/01
N1iBKOBOIO «NIEA®PAPM NBT NTA UMy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkunii 3aci6. peyenmom
060/10HKOI0, N0 NTO» CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
600 mr no 4 a6o pPO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby (iHLwi
no 10 TabneTok y 3MiHW) BBELEHHS A,04aTKOBOT ynakoBku in bulk: no 4
6nicTepi, no 1 TabneTtku y 6nictepi, no 40 6nicTepiB y KApTOHHii
6nictepy y Kopobui; no 10 Tobnetok y 6nictepi, no 120 6nicTepis y
KapTOHHI KapTOHHI kopo6Lj, 3 BIANOBIAHUMY 3MiHAMNU Y p.
ynakoBLi «YnakoBka». [epBUHHWIA NaKyBaslbHWIA MaTepian He
3MiHMBCA. Ta, K HacNifoK, BHECEHHS 3MiH 40 po3ainy
«MapkyBaHHa» MKA N13.
151. | NA3UNKC® Tabnetku no 40 TOB "CaHoi- YkpaiHa 3eHTiBa lMpaiiBiT JlimiTeq, IHais BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/4871/01/01
mr; Ne 45 (15x3): ABeHTIC Tuny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHoCTI/lE- peuyenmom
no 15 TabneTtok y YkpaiHa" cepTuguikaT BiANOBIAHOCTI EBPONENChKil

cTpwvni; no 3
cTpunu y
KapTOHHI KOpoOLyi

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTta BiAnoBIAHOCTI abo BUNYYEHHS
cepTuguikaTa BignoBigHOCTI €EBpoNenchkin hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomiKHOro NPoAyKTy, Lo
BVMKOPUCTOBYHOTbCS Y BUPOOHMUTBI API; 415t 4ONOMIDKHOT
pevoBUHM (cepTudiikaTt BiANOBIAHOCTI EBpONechbkili
chapmakonei) - OHOBNEeHWIA cepTudikar Big, yxe
3aTBEPKEHOro BUpo6Huka. MNogaHHA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2005-274 - Rev 03 ana A®| coypocemigy Bif
BXe 3aTBepAKeHoro BnpobHuka Sanofi-Aventis
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n/n

JliKapcbK0O20
3acoby

Popma sUMYCKY

(nikapcbka
¢hopma,

yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

152.

NA30/IBAH® 3

Deutschland GmbH, Germany, sikuii 3MiH Ha3By Ha
EUROAPI Germany GmbH, Germany Ta pegakuiliHi
npaBk1 y afgpeci BUPO6HUYOI AinbHNL. 3MiHK | Tuny -

3MiHu 3 sKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYUYEHHS
cepTudcpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
onsa A®l; ons BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHM (cepTudiikart BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikar Bif yxe
3aTBEPKEHOr0 BUPOOHUKa. [ofaHHA OHOB/IEHOrO
cepTudikaTa BignoBigHOCTI EBponelichbkin hapmakoner
Ne R1-CEP 2005-274 - Rev 02 (3aTBepxeHo: R1-CEP
2005-274 - Rev 01) gns A®| chypocemiay Bif Bxe
3aTBepmxeHoro BupobHuka Sanofi-Aventis Deutschland
GmbH, Germany, y Hacnifok BUTyYEHHSI TECTY Ha BadKKi
mMeTanu.

153.

NMONYHUNYHO-
BEPLLUKOBM
CMAKOM

NEBOKOM

cupon, 30 mr/5 M,
no 100 a6o no 200
My h/1akoHi; no
1 donakoHy B
KOMMNeKTi 3
nNacTVKoBUM
MiPH/M KOBNA4KoMm
Y KapTOHHiii
Kopobui

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

[Jenbdhapm Peiimc,
®paHuis; bepiHrep

IHrenbxaiim Ecnana, CA,

IcnaHis

dpaHuis/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0CcOo6M 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHs thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06M, BiANOBIAA/ILHOI 32
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MileHHi macTep-tharina
cmcTeMu chapmakoHarnsgy). 3miHa ynoBHOBaXeHO
0cobu 3asBHUKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoya pepakuis: Xogakiscbka TeTsaHa BayecnasisHa.
MponoHoBaHa pegakuis: Muxaiinos OnekcaHgp
BonoavmmnpoBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa MicLie3Haxo4KeHHs1 MacTep-
dhaiina cuctemu chapmakoHarnagy Ta iioro Homepa.
3MiHa MicuA 3AiICHEHHS OCHOBHOI AifNIbHOCTI 3
dhapmakoHarnsgy.

6e3
peuyenma

UA/13771/01/01

Tabnetku no 250
Mmr/25 wr; no 10
Tabnetok y
6nictepi; no 3 abo

10 6nicTepiB B

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |

TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT

OinbHUUI (BKNHOYa0oUW AinbHULI Ana APl TPOMKHOIo

NpoAyKTY abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
[O15 NPOBeiEHHA NaKyBaHHS, BUPOOHMKA,

3a
peyenmom

UA/7844/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KapTOHHI navwi BiANOBiAabHOrO 3a BUNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo noctavanbHyKa BUXIAHOTO
marepiany, peareHTy abo AONOMiKXHOI PEYOBVHYM (SKLLO
3a3Ha4YeHo y A0CbE) BUNTyUYEHHS BUPOGHMKa ADI
nesopona «Sicor S.r.l.» (ITanis). 3miHm | TMny -
AZMIHICTpaTUBHI 3MiHWN. BryyeHHs1 BUPO6HUYOT
OinbHULI (BKNHOYa0oUY AinbHULI Ana APl TPOMKHOIo
NpoAYyKTY abo roTOBOro NiKapcbKoro 3acoby, AisbHULL
AN NPOBefeHHsA NakKyBaHHS, BUPOOHWMKa,
BiANOBiAabHOIO 3a BUNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo noctavanbHVKa BUXIAHOTO
marepiany, peareHTy abo 4OMNOMIKHOI PEYOBVHYM (SKLLO
3a3HayeHo y A0CbE) BUTyUYEHHS BUPOOHMKa ADI
nesopgona «Teva Pharmaceutical Works Private Limited
Company» (YropLimHa)
154. | NEBOMILUETWUH | po3uuH A1 MpAT YkpaiHa MpAT ®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/8211/01/01
Y PO34U1H 30BHILUHBOTO PapmaneBTny thabpuka "Biona" UMy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbknin 3aci6. peyenma
CMUPTOBUIA 1 | 3acTocyBaHHs, Ha chabpuka CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
% cnupToBuii 1 % no "Biona" NepBUHHIlA yNakoBLji rOTOBOrO JlikapCbKOro 3acoby

25mMny
chnakoHax; no 25
My prakoHi; no
1 donakoHy B nauu,
3 KapToOHY; no 25
My hrakoHax,
YKYNOpPeHnX
npobkamu-
KpanenbHuusamu;
no25mny
chnakoHi,
YKynopeHomy
nNpo6Koto-
KpanesnbHuLeto,
no 1 cpnakoHy B
nadui 3 KapToOHy;
no25mvmny
dhnakoHax
nosiMEepHUX,
YKyNOpeHux
npo6kamu-
KpanesbHULAMU
Ta KpyLKamm; no
25 Mn'y donakoHi
nonimepHomy,
YKynopeHomy
Npo6Koto-
KpanesbHuLe Ta

(AKicHWIA Ta KiNTbKiCHWI cknag) - M'siki Ta HecTepubHI
pigki nikapcbki hopMu - BBEAEHHSA AOAATKOBUX YNAKOBOK
no 25 mn y donakoHax nonimepHux (®Br-30-18 3
nonieTuneHTepedTanary), ykynopeHmx npobkamum-
KpanensHuuamu 3 MNEBT (2.2.a-13) Ta kpuwkamu (Kd1)
y nauyi Ta 6e3 nayku, 3 BiANOBIAHUMY 3MiHAMMW [0 p.
«YnakoBka». 3MiHN BHECEHi B po34in "Ynakoska" B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3aco06y y 3B"A3Ky 3 BBEAEHHSM J0AATKOBUX YNakoBOK, K
HacnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNakoBOK Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KpuLikoto, no 1
donakoHy B nauui
155. | IEBOPO TabneTku, BKpUTI AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/18756/01/01
NNiBKOBOO M CA My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peuenmom
060/10HKOI0, N0 thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
500 mr; no 10 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
TabneToK, BKPUTMX (BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
NNiBKOBOIO hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
060/10HKOI0, Y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
6nictepi; no 1 KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa as
6nictepy B 3[jiicCHEHHS thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
KapTOHHI navu,i BiAMiHHa Bif, yNOBHOB&XeHOI 0cO6M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYakUM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MmilLEeHHi macTep-ghaina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXKeHOI
0cobu 3asBHUKA, BIANOBIAA/ILHOT 38 hapMmakoHarnsg.
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BifgNoBigabHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOI 0CO6U 3asiBHYMKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.
[Litoua pepakuin: Kupunisa NanuHa eopriiBHa.
[MponoHoBaHa pegakuis: MinieHko Mapisi BaneHTuHIBHA.
156. | NECIBA-IT'®X pignHa BAB Niniac IHAjA BAB /INIAC NPAVBET IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | - UA/18384/01/01
(cybeTaHuin) y MPABET NIMITEL, TMny - 3MiHK 3 AkocTi. API. CtabinbHicTb. 3MiHa nepiogy
KaHicTpax 3 NIMITEL, NOBTOPHMX BUNPOGYyBaHb/nepiogy 36epiraHHa abo yMoB
BUCOKOMOJIEKY AP 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEP)KEHOMY [OCbE

HOro nonieTuneHy
BWCOKOI LL{iIbHOCTI
ans
chapmav,eBTUYHOT
0 3aCTOCyBaHHS

cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner,
LLIO BK/IHOYA€E Nepios NOBTOPHOrO BMNPOOYBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
36inbLUeHHs abo BBeAEHHS nepiogy NOBTOPHOMO
BMNpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI
pesynbTaTiB AOCNiKEHb Y peaslbHOMY Yaci. 3miHa
TEePMiHy NEPEKOHTPOJII0 — 2 POKV Ha TEPMIH NPUAATHOCTI
— 4 pOKM Ha OCHOBI NO3WUTVBHUX pe3y/bTaTiB
[0BroCTPOKOBMX AOC/iHKEHb CTabiNbHOCTI, 3
BiANOBIAHUMM 3MiHaMK B p. «MapkyBaHHs» MKHA Ha AdI.
3aTtBeppxeHo: MAPKYBAHHSA Ha etukeTui mae 6yTn
3a3HayeHa HacTyrnHa iHhopmauis: Ha3Ba AdI,
HaliMeHyBaHHs Ta agpeca B1po6HMKa, kpaiHa
BMPOGHWKA, HOMEp MiLeH3iT Ha BUPOGHULTBO, HOMEpP
cepii, Bara-6pyTTo, Bara Tapu, Bara-HeTTo, gaTta
BUrOTOB/IEHHSA, TEPMIH NEPEKOHTPO/IIO, HOMEp
KOHTelHepa Ta yMOBU 36epiraHHs.
TEPMIH MEPEKOHTPOIJIHO 2 poku. 3anponoHoBaHo:
MAPKYBAHHA. Ha eTukeTLi Mae 6yTn 3a3HavyeHa
HacTynHa iHopmauisi: Hazsa A®I, HaliMeHyBaHHA Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
afpeca BUPOOHMKa, KpaiHa BUPOBHMKa, HOMEp MiLeHsil
Ha BMPOBHMLTBO, HOMEp cepii, Bara-bpyTTo, Bara Tapu,
Bara-HeTTo, fara BUrOTOBJ/IEHHSA, TEPMIH NPUAATHOCTI,
HOMep KOHTeliHepa Ta yMoBu 36epiraHHs. TEPMIH
NPUOATHOCTI
4 poKU.
157. | NI3HONPUN Tabnetku no 10 AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/18802/01/01
mr, no 10 n CA TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
Tabnetok y thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepi, no 1 abo y3ara/lbHeHUX faHux Npo cuctemy hapmakoHarnsgy
no 2, abo no 3 (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cucTemy
6nictepu y hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
KapTOHHI nauwi BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHSs dhapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0Cco6y, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi macTep-ghaiina
cucTemMy hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO!
0co6u 3asBHVKa, BifNOBIAabHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuis: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobM 3aBHUKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag B YkpaiHi. Jitoua
peaakuist: Knpunisa ManunHa leopriisHa.
[MponoHoBaHa pegakuis: MinieHko Mapisi BaneHTuHiBHa
158. | NiI3HONPUN Tabnetku no 20 AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/18802/01/02
mr, no 10 n CA TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
TabneTok y chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo

6nictepi, no 1 abo
no 2, abo no 3
6nictepu y
KapTOHHI nayw,i

y3arasibHeHVX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, YyNOBHOBaXeHOI 0co6y, BignoBiganbHOI 3a
3fjificHeHHs chbapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLEeHHi MacTep-ghaiina
cucTemMy hapmakoHarnsgy) - 3mMiHa ynoBHOBaXXeHO!
0co6u 3asBHVKa, BifNOBiAabHOI 3a thapmakoHarnsag,.
[itova pepakuia: Mihaela Mosnegutu. MNponoHoBaHa
pepaxuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobM 3aiBHUKA,
BiANOBIAabLHOI 3a hapmakoHarnsag B YkpaiHi. [itoua
pegakuisi: Knpunisa ManunHa reopriiBHa.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
lMponoHoBaHa peakuis: MinieHko Mapisi BaneHTvHIBHa
159. | ninPUn Tabnetkv no 10 My6niuHe YkpaiHa BMPOGHMLITBO 38 MOBHUM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/6918/01/01
mr, no 10 akuioHepHe LUKIOM: TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y TOBapuCTBO My6niyHe akuioHepHe hapmakoHarnsagy (iHwi 3miHn)
6nicTepi, no 3 "HaykoBo- ToBapucTBO "Haykoso- OHOB/EHHA TEKCTY MapKyBaHHS YMakoBKU iKapCbKOro
6nicTepn B navy,j 3 BMPOGHUUNIA BVMPOGHWYMNIA LLEHTP 3acoby, a came BWIy4eHHs iHchopmalii, 3a3HaveHoi
KapToHy; no 60 LEeHTp "BopLyariBCbkuiA XiMiko- pocilicbkoro MoBo. 3MiHa Ao po3ainy "doaaTtkoBa
ab6o 90 TabneTtoky | "Bopuwariscbk thapmaLeBTUYHWI iHcbopmavisa. [l-1. Ynakoska Ta [iI-2. MapkyBaHHa" MKA
KOHTeliHepi; mo 1 WiA XiMiKo- 3aBof", YkpaiHa Ta posginy 3.2.P.7. 3atBepgxeHo: METOAU
KOHTEliHepy y hapmaueBTny BUPOGHMLTBO, KOHTPOJO AKOCTI Joaatkosa iHchopmauis (41) Al-1.
naJui 3 KapToHy HWi 3aBog” nakyBaHHs, BUMYCK YnakoBka. Mo 10 Tabnetok y 6ictepi i3 niiBkn
cepiii: NONIBIHIIX/TOPUAHOI | ONLIY aTIOMIHIEBOI 3
ToBapucTBO 3 OZIHOCTOPOHHIM MOKPUTTSIM TEPMOIAKOM i APYKOM 3
obmexeHoro Apyroi cTopoHu. Mo 3 6nicTepu pa3om 3 iIHCTPYKLUE Ans
BiiNOBigaNbHICTIO MeAMYHOr0o 3aCTOCYBaHHS MOMILLAIOThb Y Nayky 3 KapToOHY
"ArPO®APM", YKpaiHa 3 MapKyBaHHSIM YKpaiHCbKOH Ta POCiliCbKO MOBamu Ta
KOHTPO/b Cepili: MapKyBaHHAM WpudTom Bpaiins ykpaiHCbKo MOBOHO.
ToBapucTBO 3 Mo 60 a6o 90 TabNeToK y KOHTeHepi N1acTUKOBOMY 3
06MeXeHOI0 KPYILLKOIO 3 KOHTPOMIEM MEPLLOro PO3KPUTTS; No 1
BiANOBiAA/IbHICTIO KOHTEliHepy pa3om 3 iHCTPYKLIE A151 MEANYHOTO
"Hatyp+", YkpaiHa 3aCTOCYBaHHS MOMILLAIOTb Yy NayKy 3 KApPTOHY 3
MapKyBaHHSIM YKPaiHCbKOI Ta POCiiiCbKOolo MOBamu Ta
MapKyBaHHAM WpudTom Bpaiins ykpaiHCbKo MOBOHO.
[I-2. MapkyBaHHs. BignoBigHo [0 3aTBEpAXEHOro
TekcTy MapkyBaHHs. [NpuMiTka. MapkyBaHHS
NiKkapcbKoro 3acoby, nory gusaiH nogarTbes
YKPaIHCbKOK Ta pOoCiicbkolo MoBamu, a npy peanisauii
npenapary Ha ekcnopT — MOBOI, 06YMOB/IEHOIO B
KOHTPaKTi, Y BifNOBIAHOCTi 3 peecTpavyiiHiM A0CbE, fKe
cdhopmoBaHe 3a BUMoramm kpaiHu-imnoprepa i
3asB/IEHO Nif, Yac peecTpalii B peecTpauiiiHiii opraHm
KpaiHu-imnopTepa. 3anponoHosaHo: METOAN
KOHTPO/IO AKOCTI JoaaTkoBa iHdopmauis (A1) 4l-1.
Ynakoska. Mo 10 Tabnetok y 6ictepi i3 nniBkn
NONIBIHIIXTOPUAHOI | PONLIY aTIOMIHIEBOI 3
O[IHOCTOPOHHIM MOKPUTTSIM TEPMOIAKOM i APYKOM 3
Opyroi ctopoHu. Mo 3 6nicTepy pa3om 3 IHCTPYKLUIE Ans
MeJMNYHOro 3aCTOCYyBaHHSA MOMILLAI0Tb Y Nayky 3
kapToHy. Mo 60 a6o 90 TabneTok y KOHTelHepi
NIacTUKOBOMY 3 KPULLIKOK 3 KOHTPOMIEM NEPLLOro
PO3KPUTTS; NO 1 KOHTENHepY pa3oM 3 IHCTPYKUIE AN
MeAMYHOr0o 3aCTOCYBaHHS MOMILLAI0Tb Y nayky 3
KapToHy. [l-2. MapkyBaHHs. BignosigHo go
3arBepKeHoro TekCTy MapKyBaHHS.
160. | ninPUnN Tabnetkv no 5 wmr, My6niyHe YkpaiHa BMPOGHMLITBO 3a MOBHUM YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/6918/01/02
no 10 TabneTtok y akuioHepHe LMKIOM: TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
6nicTepi, no 3 TOBapUCTBO My6niyHe akuioHepHe hapmakoHarnagy (iHwi 3MiHN)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
6nictepy B nauui 3 "HaykoBo- TOBapucTBO "HaykoBo- OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
KapToHy; no 60 BUPOGHNYNIA BUPOBHNYMIA LIEHTP 3acoby, a came BWUIyYeHHs iHchopmaii, 3a3HaveHol
abo 90 TabneTok y LeHTp "BopLyariBCbkunii XiMiko- pociiicbkolo MOBO. 3miHa A0 po3giny "dopartkoBa
KOHTeliHepi; no 1 "BopLuariscbk hapmaLeBTUYHNMIA iHhopmauis. Al-1. Ynakoska Ta [l-2. MapkyBaHHs" MKA
KOHTelHepy Yy uniA ximiko- 3aBof", YkpaiHa Ta posginy 3.2.P.7. 3atBepgxeHo: METOAU
nauuj 3 KapToHy thapmaueBTUy BVMPOGHMLTBO, KOHTPOIO AKOCTI foaaTkoBa iHdopmauis (41) 4l-1.
HWi1 3aBoa" nakyBaHHs, BUMYCK YnakoBka. Mo 10 Tabnetok y 6nictepi i3 nniBkn
cepii: NONIBIHINXNOPUAHOI | PONLIM aTIOMIHIEBOI 3
ToBapucTBO 3 O[IHOCTOPOHHIM MOKPUTTSIM TEPMOIAKOM i APYKOM 3
06MeXeHo Opyroi ctopoHu. Mo 3 6nicTepy pa3om 3 IHCTPYKUIED Ans
Bi4NOBIAA/ILHICTIO MeAUYHOro 3aCTOCyBaHHS MOMILLAKTL Y NaykKy 3 KapTOHY
"ArPO®APM", YkpaiHa 3 MapKyBaHHSIM YKpPaiHCbKOI Ta POCiliCbKOK MOBamu Ta
KOHTPO/b Cepili: MapKyBaHHSAM LpUdToM Bpaiinga ykpaiHCbKol MOBOIO.
ToBapuncTBo 3 Mo 60 a6o 90 TabNEeTOK Yy KOHTENHEPI NNACTUKOBOMY 3
06MEXEHOI0 KPVILLIKOIO 3 KOHTPOJIEM MEPLLOro PO3KPUTTS; Mo 1
BiANOBIAA/ILHICTIO KOHTEHepy pa3oM 3 iHCTPYKLiE ANs MeanyHoro
"Hartyp+", YkpaiHa 3aCTOCYBaHHS MOMILLAIOTh Y Nayvky 3 KAPTOHY 3
MapKyBaHHSIM YKPaiHCbKOI Ta POCIiCbKOI0 MOBamm Ta
MapKyBaHHAM LWpudTom Bpaiins ykpaiHCbKo MOBOH.
[I-2. MapkyBaHHs. BignosigHo [0 3aTBEPAKEHOrO
TekcTy mapkyBaHHS. MpumiTka. MapKyBaHHS
nikapcbkoro 3acoby, nory ausaiH nofatTbes
YKPaiHCbKOIO Ta pPOCiiicbKolo MOBamK, a Npu peavtisawii
npenapary Ha ekcnopT — MOBOI, 06YMOB/IEHOIO B
KOHTPaKTi, Y BiNOBIAHOCTi 3 peecTpaviiHiM O0CbE, SKe
cchopmoBaHe 3a BUMOramMm KpaiHu-imnoprepa i
3a8B/IEHO Nif, Yac peecTpawii B peecTpauiiiHiini opraHm
KpaiHu-imnoptepa. 3anponoHosaHo: METO/AN
KOHTPOIO AKOCTI floaaTkosa iHdopmaduis (A1) 4l-1.
YnakoBka. 1o 10 TabneTok y 6aicTepi i3 niiBku
NOAIBIHINXTOPUAHOT | PONLI aNOMIHIEBOT 3
OHOCTOPOHHIM MOKPUTTAM TEPMOIAKOM i APYKOM 3
Apyroi cTopoHu. Mo 3 6icTepu pa3om 3 iIHCTPYKLUED Ans
MeANYHOro 3aCTOCYBaHHS MOMILLA0Tb Y nayky 3
KapToHy. Mo 60 a6o 90 TabneTokK y KOHTEHepI
NI1acTUKOBOMY 3 KPULLIKOK 3 KOHTPO/IEM MEPLLOro
PO3KPUTTA; N0 1 KOHTEliHepy pa3oM 3 IHCTPYKUiE AN
MeJMYHOro 3aCTOCyBaHHA MOMILLAI0Tb Y Nayky 3
KapToHy. [1I-2. MapkyBaHHs. BignosigHo go
3aTBEpAKEHOro TekCcTy MapKyBaHHS.

161. | MNPUN Tabnetku no 20 My6niuHe YkpaiHa BMPOGHMLITBO 38 MOBHUM YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/6918/01/03
mr, no 10 akuioHepHe LUKIOM: TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Tabnetok y TOBapuCTBO My6niyHe akuioHepHe hapmakoHarnsagy (iHwi 3miHn)
6nicTepi, no 3 "HaykoBo- ToBapucTBO "HaykoBo- OHOB/EHHA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
6nicTepn B navy,j 3 BMPOGHUUNIA BVMPOGHWYMNIA LEHTP 3acoby, a came BWUIy4eHHs iHchopmalii, 3a3HaveHoi
KapToHy; no 60 LEeHTp "BopLyariBCbkuiA XiMiko- pocilicbkoro MoBo. 3MiHa Ao po3ainy "dopaTtkoBa

a60 90 TabneTok y

"BopLuariscbk

hapmaLeBTUYHMI

iHcpopmauis. Al-1. YnakoBka Ta [ll-2. MapkyBaHHsa" MKA




145

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTeliHepi; no 1
KOHTelHepy Yy
nauuj 3 KapToHy

niA XiMiKo-
hapmavesTuy
HWA 3aBog”

3aBof", YKpaiHa
BMPOGHMLTBO,
nakyBaHHs1, BUMYCK
cepiii:
ToBapucTso 3
06MEXEHOI0
BiANOBIAA/ILHICTIO

"ArPO®APM", YkpaiHa

KOHTPO/Ib Cepili:
ToBapucTBO 3
06MEXEHO
BiANOBiAA/IbHICTIO
"Hartyp+", YkpaiHa

Ta po3giny 3.2.P.7. 3arBepmxeHo: METOAU
KOHTPOIO AKOCTI floaaTkosa iHdopmauis (A1) 4l-1.
YnakoBka. 1o 10 TabneTok y 6aicTepi i3 niiBku
NOAIBIHINXTOPUAHOT | PONLI aNOMIHIEBOT 3
OHOCTOPOHHIM MOKPUTTAM TEPMOIAKOM i APYKOM 3
Apyroi cTopoHu. Mo 3 6icTepu pa3om 3 iIHCTPYKLUED Ans
Me/ZIMYHOro 3aCTOCYBaHHA MOMILLATb Y NAYKy 3 KapTOHY
3 MapKyBaHHAIM YKpPaiHCbKOI Ta pOCilicbKOoo MOBaMu Ta
MapKyBaHHAM WpudTom Bpaiins ykpaiHCbKo MOBOH.
Mo 60 a6o 90 TabNEeTOK y KOHTEHEpPI N1acTUKOBOMY 3
KPULLIKOKO 3 KOHTPOJIEM NEPLLOro po3KpuTTS; no 1
KOHTEelHepy pa3oMm 3 iHCTPYKLiE ANS MeauyHOro
3aCTOCYBaHHA MOMILLAIOTL Y NaYKy 3 KApPTOHY 3
MapKyBaHHSIM YKPaiHCbKOI Ta POCiiiCbKO MOBamu Ta
MapKyBaHHAM WpudTom Bpaiins ykpaiHCbko MOBOHO.
[1-2. MapkyBaHHs. BignosigHo 10 3aTBEpAXeHoro
TekcTy mapkyBaHHs. MpumiTka. MapkyBaHHSA
nikapcbKkoro 3acoby, iory agusaiiH nogatTbes
YKPaIHCbKOK Ta pociicbkolo MoBamMu, a npu peanisauii
npenapary Ha ekcrnopT — MOBO, 06YMOB/IEHOO B
KOHTPaKTi, Y BiNOBIAHOCTi 3 peecTpavyiiHAM [OCbE, ke
cchopmoBaHe 3a BUMOramu KpaiHu-imnoprepa i
3asB/IeHO Nif Yac peecTpaLii B peecTpaLiiiHiii opraHm
KpaiHu-imnopTepa. 3anponoHosaHo: METOAN
KOHTPOJO AKOCTI Joaatkosa iHchopmauis (A1) Al-1.
Ynakoska. o 10 TabneTok y 6nictepi i3 naisku
NONIBIHIIX/TOPUAHOI | ONBIY a/TIOMIHIEBOI 3
O[IHOCTOPOHHIM MOKPUTTAM TEPMOSIaKOM i APYKOM 3
Lpyroi ctopoHu. Mo 3 6icTepy pas3om 3 IHCTPYKLIED Ans
MeAMYHOr0 3aCTOCYBaHHS MOMILLAI0Tb Y nayky 3
KapToHy. Mo 60 a6o 90 TabneTok y KOHTelHepi
NAacTVKOBOMY 3 KPULLKOKO 3 KOHTPO/IEM NEPLLOro
PO3KPUTTA; N0 1 KOHTEliHepy pPa3oM 3 IHCTPYKUIE A5
Me/[IM4YHOro 3acTOCyBaHHA MOMILLATb Y Nayky 3
KapToHy. [1I-2. MapkysaHHs. BignosigHo fo
3arBepKEHOro TeKCTy MapKyBaHHS.

162.

NICOBAKT
LYO®

NbOAAHUKN
npecosaHi; no 10
NbOASAHUKIB Y
6nictepi; no 2
6nictepu B
KapTOHHIA KopoobLi

BocHanek a.4.

BocHis i
I'epuerosun
Ha

BocHanek a.A4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCcbkuin 3acib.
KoHTposb roToBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AONYCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (iHLi 3MiHW) BBEAEHHS
nepioAnYHOCTI KOHTpO0 /13 3a NOKasHUKOM
«MikpobiosnoriyHa YMCTOTa»: TECT Ha MiKPOBIOOriYHY
4ynCTOTY ByAe BUKOHyBaTMCS ANs KOXHOI 15 cepii, ane
He MeHLe Hix Ans 1 cepii Ha pik, y BignosigHocTi go ICH
Q6A.

6e3
peyenma

UA/17498/01/01

163.

NONEAIYM®

Kancynu TBepai no

CaHpo3

CnoBeHis

BMPOGHMUTBO in bulk,

Himeyuunna/

BHECEHHS 3MiH [10 peecTpaLjiiiH1X MmaTepiasis: 3MiHu |

6e3

UA/9738/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
2 Mr, no 6 kancyn dPapmacbioTika nakyBaHHs, BUMYCK Monba/ My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenma
y 6nicTepi; no 1 n3 a.go. cepii: Cantotac ®apma PymyHis chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL
6nictepy B vM6X, HimeyunHa; NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KapTOHHiiA nakyBaHHS1, BUMYyCK 4N MeAMYHOro 3aCTOCyBaHHA Ha NiACTaBi perynsipHo
Kopo6ui; no 10 cepii: lex C.A,, OHOB/IIOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
kancyn y 6nictepi; MonbLya; BUPO6GHMLTBO [ocnimpKeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
no 1 6nictepy B 3a NoBHUM uumknom: C.K. 3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTtar
KapTOHHilA KOpO6L CaHpo3s C.P.J1., PymyHis OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OPraHom) -
3MiHV BHECEHO A0 IHCTpYKLii Ana MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobiyHi
peakui’™ woao 6e3nekun 3acTocyBaHHA Ait0H0i peHOBUHU
nonepamigy rigpoxiopug, BignoBigHO A0 pekoMeHAaaLlii
PRAC. BBeeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS
164. | MAAJTOKC® cycneHsis TOB "Onenna Ykpaina dapmarTic dpaHuis BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | 6e3 UA/9219/01/01
opanbHa, Ne 30: Xenckea TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 15 mn y nakeri; YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 30 nakeTiB y y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIA KopoobLi (BBEAEHHS y3arasIbHEHUX AaHWX NMPO cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0Cco6U 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, sKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3AjiCHeHHs hapMakoHariaay (BK/IHakun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cmcTemu chapmakoHarnsgy). 3miHa ynoBHOBaXKeHo
0cobu 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Litova pepakuin: Xogakiscbka TeTsHa BayecnasiBHa.
MponoHoBaHa pepakuis: Muxainnos OnekcaHap
Bonoavmmnposuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
thapmakoHarnag. 3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy Ta oro Homepa.
3MiHa MicLA 3AiICHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
165. | MABTEPA® pO34uH Ans TOB «Pouw YkpaiHa Brpo6HMLTBO LBeiiuapis BHECEHHS 3MiH [10 peecTpavjiiiHuX maTepianis: 3MiHa 3a UA/14231/01/01
iH'ekuji, 1400 YkpaiHa» Hepo3dacoBaHoi 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs1) peyenmom

mr/11,7 mn; no
11,7 mny
donakoHi; no 1
onakoHy y
KapTOHHIA Kopoo6Li

NpoAyKLUii, NepBUHHE Ta
BTOPUHHE NaKyBaHHs,

BUNPOGYBaHHSA
KOHTPO/H0 SIKOCTI,
BUNYCK cepil:

®.XohchmaHH-/1a Pow

Nta, Weenuapis

(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). BeegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPKEHHS. 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHWX AaHUX NPo cucTemy
dhapmakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BunpobyBaHHsA
KOHTPOJIHO SIKOCTI:
®.XodpcpmaHH-/15 Pou
NTpa, Weeiiuapis

BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0Co6Y 3 thapmakoHarnsagy 3asBHuka a1s
3pjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA

BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI 3a
3ailicHeHHs thapMakoHarnsay (BK/IHUaoUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-taiina

cucTemu chapmakoHarniagy).
3MiHa YyNoBHOBaXKEHOT 0COBM 3asiBHUKA, BiANOBIAa/IbHOT
3a thapmakoHarnag. [itoua pegakuyis: Dr Birgitt Gellert.
MponoHoBaHa pepakuisi: JloitueHko OnexHa
BonogumunpiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0c06u, BiANOBIAa/IbHOI 3a
hapMakoHarnsag. 3mMiHa MicLe3HaxoKeHHsA MacTep-
dhaiina cuctemu chapmakoHarnagy Ta ioro Homepa.
3MiHa Micusa 34iICHEeHH OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.

166.

MArHE-B6®

PO34MH ANa
nepopasibHOro
3acTocyBaHHs; Ne
10: no 10 mn B
amnyni; no 10
amnyn 3 ggoma
NiHiAMK po3nomy y
niAf0HI 3 KAPTOHY,
B KapTOHHIiA
Kopobu,i

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

KOMEPACbBOH
PAPMACBIOTIK
®PAHCE3

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPo cUcTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0Cco6U 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, sKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3AjiCHeHHs hapMakoHariaay (BK/IHakun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cmcTemu chapmakoHarnsgy). 3miHa ynoBHOBaXKeHo
0cobu 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Litova pepakuin: Xogakiscbka TeTsHa BayecnasiBHa.
MponoHoBaHa pepakuis: Muxainnos OnekcaHap
Bonogumuposuu.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0cobM,
BiANOBiAabHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs macTep-daiina cucremu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dpapmakoHariaay.

6e3
peuenma

UA/5476/01/01

167.

META®OPA®

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, MO
500 wmr, no 10
Tabnetok y
6nictepi, no 3 abo
6 6nicTepiB y
nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KUIBCBKMN
BITAMIHHUI 3ABOA"

YkpaiHa

BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposb A®I. 3miHa y
napameTpax crneundikaii Ta/abo 4ONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha AP, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(OonoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBYBaHHS) AOMNOBHEHHS
cneundikauii A®l MeTdopMiHy rigpoxnopugy

3a
peyenmom

UA/18164/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUpo6HMUTBa Harman Finochem Limited», India
NOKa3HUKOM «[IOMiLLKM HITpo3aMiHu», a came — N-
HiITpO30AMMETUNaMiH-He b6inblie 0,032 ppm, N-
HiTpO3oaneTnnaMiH- He Binble 0,009 ppm. 3MiHu | TUNY
- 3MiHM 3 AkocTi. AL, CTabinbHiCTb. 3miHa nepiogy
NOBTOPHMX BMNpOGYBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudpikaTa BignoBigHOCTI €Bponelickkili hapmakonei,
LLIO BK/THOYAE Nepios NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHA/nepio 36epiraHHs) - 3MiHa
ymoB 36epiraHHsa A®I. MpreegeHo yMoBU 36epiraHHA
A®| [0 opuriHaIbHNX AOKYMEHTIB BUPOOHUKA
3aTBepOKeHO: YMOBY 36epiraHHs. B opuriHanbHiii
ynakoBLji npy TemnepaTypi He BuLle 250C
3anponoHoBaHo: YM0BM 36epiraHHs. B opuriHasbHil
ynakoBLi npu Temnepartypi He BuLe 300C. 3MiHu | Tuny
- 3MiHn 3 siKocTi. CepTudikar signosigHocTi/IE-
cepTudikaT BifgMnoBigHOCTI EBpoNeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAnNoBIgHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOro BUpo6Huka. MNMogaHHA OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2000-059 - Rev 11 (3aTBepmkeHo: R1-CEP
2000-059 - Rev 10) gns gitoyoi pevoBuHu Metformin
Hydrochloride Big Bxe 3aTBepAXeHOro BUPO6GHMKa
HARMAN FINOCHEM LIMITED, ik Hacnifok 3miHv B
cneundikauii Ta MeTogax KoHTposio APl 3a NoKasHUKOM
«3aNNLLKOBI KiIbKOCTi OpraHiYHUX PO3YNHHUKIB
BiANOBIAHO A0 BUMOT OHoB/ieHoro CEP.

168.

META®OPA®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, N0
850 wmr, no 10
Tabnetok y
6nictepi, no 3 abo
6 6ricTepiB y
nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KUIBCbKUI

BITAMIHHUIA 3ABOL"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, LWwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(monoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBYBaHHSA) AOMOBHEHHS
cneuungikauii A®l MeTdopMiHy rigpoxnopugy
BMpOG6HMLUTBA Harman Finochem Limited», India
NOKa3HNKOM «[JOMILLKU HITpO3aMiHu», a came — N-
HiTpo30oAMMETUNaMiH-He b6inble 0,032 ppm, N-

3a
peyenmom

UA/18164/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HiTpo3oaneTnnaMiH- He Binble 0,009 ppm. 3MiHu | TUNY
- 3MiHM 3 AkocTi. AL, CTabinbHiCTb. 3miHa nepiogy
NOBTOPHMX BMNpOGYBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudpikaTa BignoBigHoCTi €Bponelickkili hapmakonei,
LLIO BK/THOYAE Nepios NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepio 36epiraHHs) - 3MiHa
ymoB 36epiraHHs A®l. MpreegeHo yMoBU 36epiraHHA
A®| [0 opuriHaIbHNX AOKYMEHTIB BUPOOHUKA
3aTBepOKEHO: YMOBY 36epiraHHs. B opuriHanbHiii
ynakoBLi npy Temnepartypi He BuLe 25°C
3anponoHoBaHo: YM0BM 36epiraHHs. B opuriHasbHil
ynakosLi npu Temneparypi He Buwe 30°C. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAMNoBIAHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; Ans AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiAMNoOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOro BUpo6Huka. MNMogaHHA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponelichbkiinn hapmakonel
Ne R1-CEP 2000-059 - Rev 11 (3aTBepmkeHo: R1-CEP
2000-059 - Rev 10) gns gitoyoi pevoBuHu Metformin
Hydrochloride Big Bxe 3aTBepXeHOro BUPO6GHMKa
HARMAN FINOCHEM LIMITED, sik Hacnifok 3miHv B
cneundikauii Ta MeTogax KoHTposio APl 3a NoKasHUKOM
«3aNLLKOBI KiIbKOCTi OpraHiYHUX PO3YUHHUKIB
BiANOBIAHO A0 BUMOT OHoB/ieHoro CEP.

169.

META®OPA®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, N0
1000 wr, no 10
Tabnetok y
6nictepi, no 3 abo
6 6ricTepiB y
nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KUIBCbKUI

BITAMIHHUIA 3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(monoBHeHHS cneuudikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBYBaHHSA) AOMNOBHEHHS
cneuundikanii A®l MeTdopMiHy rigpoxnopugy
BMpOG6HMLUTBA Harman Finochem Limited», India
NOKa3HNKOM «[JOMILLKN HITpO3aMiHu», a came — N-
HiITpo3oAMMETUNaMIH-He b6inbLlue 0,032 ppm, N-
HiTpo30AMeTMNaMiH- He 6inblie 0,009 ppm. 3miHu | TunNy
- 3MiHM 3 AkocTi. AL, CTabinbHiCTb. 3MiHa nepioay
NOBTOPHMX BMNpo6yBaHb/nepiody 36epiraHHa abo yMoB

3a
peyenmom

UA/18164/01/03
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n/n

JliKapcbK0O20

Hassa

3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudpikaTa BignoBigHocTi €Bponelickkili hapmakonei,
LLIO BK/THOYAE Nepiod NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepio 36epiraHHs) - 3MiHa
ymoB 36epiraHHsa A®I. MpreegeHo yMoBU 36epiraHHA
A®| [0 opuyriHaNIbHNX AOKYMEHTIB BUPOOHUKA
3aTBeEpOKEHO: YMOBY 36epiraHHs. B opuriHanbHiii
ynakoBLi npv Temnepartypi He BuLe 25°C
3anponoHoBaHo: YM0BM 36epiraHHs. B opuriHasbHil
ynakosLi npu Temneparypi He Buwe 30°C. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAnNoBIAHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOro BUpo6Huka. MNogaHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2000-059 - Rev 11 (3aTBepmkeHo: R1-CEP
2000-059 - Rev 10) gns gitoyoi pevoBuHu Metformin
Hydrochloride Big Bxe 3aTBepXeHOro BUPO6GHMKa
HARMAN FINOCHEM LIMITED, ik Hacnifok 3miHv B
cneundikauii Ta MeTogax KoHTposio APl 3a NoKasHUKOM
«3aNNLLKOBI KiIbKOCTi OpraHiYHUX PO3YUHHUKIB
BiANOBIAHO A0 BUMOr OHoB/ieHoro CEP.

170.

META®OPA® -

SR

Tabnetky,
NPOIOHIOBaHOT Ajl,
no 1000 wr; no 10
Tabnetok y
6nictepi, no 3 abo
6 6nictepis y
nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KUIBCbKNI

BITAMIHHUIA 3ABOL"

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(mormoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBYBaHHSA) AOMOBHEHHS
cneuungikanii A®l MeTdopMiHy rigpoxnopugy
BMpO6HMLUTBA Harman Finochem Limited», India
NOKa3HNKOM «[JOMILLKU HITpO3aMiHu», a came — N-
HiITpo3oAMMETUNaMIH-He b6inblue 0,032 ppm, N-
HiTpo30AMeTMNaMiH- He 6inblie 0,009 ppm. 3miHu | TUnNy
- 3MiHM 3 AkocTi. AL, CTabinbHiCTb. 3MiHa nepioay
NOBTOPHMX BMNPOGyBaHb/nepiogy 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakoner,
LLIO BK/IKOYa€E nepiof NOBTOPHOIroO BMNpPo6yBaHHs) (nepios

3a
peyenmom

UA/18616/01/01
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n/n

JliKapcbK0O20
3acoby

(nikapcbka
¢popma,
yrnakoska)

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

171.

METEOKCAH

Kancynu, no 15

NOBTOPHOrO BUMNpobyBaHHsA/Nepios 36epiraHHs) - 3miHa
ymoB 36epiraHHa A®I - npuBeeHO yMOBY 36epiraHHs
A®| [0 opuvriHaNIbHNX AOKYMEHTIB BUPOOHUKA
3aTBeEpOKEHO: YMOBY 36epiraHHs. B opuriHanbHiii
ynakoBLi npy Temnepartypi He BuLe 25°C
3anponoHoBaHo: YM0BM 36epiraHHs. B opuriHasbHil
ynakoBLi npu Temneparypi He Bue 30°C. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTuddikaT BifgnoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAMNoBIgHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 418 AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2000-059 - Rev 11 (3aTBepmkeHo: R1-CEP
2000-059 - Rev 10) gns gitoyoi pevoBuHu Metformin
Hydrochloride Big Bxe 3aTBepAXeHOro BUPO6GHMKa
HARMAN FINOCHEM LIMITED, sik Hacnifok 3miHv B
cneundikauii Ta MeTogax KoHTposio APl 3a NoKasHUKOM
«3aNNLLKOBI KiIbKOCTi OpraHiYHUX PO3YNHHUKIB
BiANOBIAHO A0 BUMOT OHoB/ieHoro CEP.

Kancyn y énictepi;
no 1 a6o 2 a6o 4
6nictepu B
KapTOHHIlA KOpooLi

Anbtacirma
PpaHc

®paHuisa

Anbghacirma C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoproBasibHMIA 3aci6. 3MiHa
pO3Mipy ynakoBKv roTOBOTO JlikapcbKoro 3acoby (3MiHa
KiNbKOCTI oguHULG (Hanpukiag TabneTok, aMmny TOLLO)
B YNakoBL,i:) - 3MiHa no3a fiana3oHoM 3aTBepKeHnX
pO3MipiB ynakoBk1. 3MiHa po3Mipy yNakoBKM FOTOBOrO
NikapcbKoro 3acoby, a came: peecTpalis 40AaTKOBOro
po3mipy ynakosku no 60 kancyn (3aTBepgykeHo: no 15
Kancyn y 6nictepi; no 1 abo 2 6nictepy B KapTOHHIiA
KOpO6Lji 3 MapKyBaHHSIM YKPaiHCBKOI Ta aHr/liNnCbKOo
MOBaMmW; 3anponoHoBaHo: no 15 kancyn y 6aictepi; no 1,
2 abo 4 6nicTepn B KAPTOHHI KOPOBL 3 MapKyBaHHAM
YKPATHCbKOI Ta aHr/ilicbkoro MoBamu). 3MiHV BHECEHI B

po3ain "Ynakoska" B iHCTPYKL,HO 4719 MEANYHOIO
3aCTOCyBaHHS NiKapcbKoro 3acoby y 38"A3Ky 3
BBE/IeHHAM [04aTKOBOI YNakoBKW, K HAC/IJOK -
3aTBep)KeHHA TEKCTY MapKyBaHHs [04AaTKOBOI
yNakoBKM NikapCbKoro 3acoby. BeefeHHs 3MiH NpoTArom
6-TU MicALIB Nicna 3aTBEPMKEHHSA. 3MiHM | Tuny -

AfMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BM JlikapCbKoro

6e3
peyenma

UA/11345/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3acoby. 3atBepmxeHo: EHTEPOCIA3MIN.
3anponoHosaHo: METEOKCAH. BeefieHHs 3MiH
NpOTSArom 6-Tv MicsiLiB Nic/1a 3aTBepAKEHHS!
172. | MET®OPMIH TabneTku, BKPUTI TOB YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18846/01/01
N1iBKOBOIO "APTEPIYM "KuiBmegnpenapar” Tuny - 3MiHn 3 akocTi. CeptudiikaT BignosigHoCTI/lIE- peyenmom
060/10HKOI0, N0 nTa” cepTudikaT BifnoBigHOCTI EBponeinchkiii
1000 wr, no 10 thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
Tabnetok y OHOB/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUNYyYEHHS
6nicTepi; no 3 abo cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
5, abo 6 bnicTepis onsa A®l; ana BuxigHoro
y nayui marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHYM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - Hosuii cepTudikar Bif Bxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS HOBOTO
cepTudikaTa BignoBiaHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2000-059 - Rev 11 ans gito4oi peyoBuHu
MeTdhopMiHy rigpoxopuay Bif, BXe 3aTBepAKEHOro
BMpo6HMKka HARMAN FINOCHEM LIMITED.
173. | MIAA3O/1AM- pO34uH Ans Mictpan AHrnis BEM lnau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: TexHiuHa 3a UA/18463/01/01
BICTA iH'ekji, 5 mr/mn Kenitan A.C. nomusika (3rigHo Hakazy MO3 Big, 23.07.2015 Ne 460) peyenmom
no 15 Mrno3mnBe | MeHeLXMeEHT BrnpaBneHHst TEXHIYHOI NOMU/IKK, NOB’A3aHO 3
amnyni; no 5 Nimiteq HEBIANOBIAHICTIO (Pi3HOUMTAHHS) B MEXax 04HOro
amnys y KapTOHHii [OKYMeHTa, [0MyLEeHHS NOMWKN B METOAAX KOHTPO/O
Kopobui 3a NokasHuKoM «CynpoBigHi AOMilLKM», a came: Byno
NOMWJIKOBO 3a3Ha4YeHO NOKa3HUK «yCTUHa», 3aMiCTb
«BigHOCHa rycTuHa». 3asHaveHe BUNpaB/ieHHsS
BiANoOBigae MaTepianaMm peecTpaLiiHoro 10cChE.
174. | MIA3O/1AM- PO34uH Ans MicTtpan AHrnis BEM Inau CaH. Be Tik. TypeuumHa BHECEHHS 3MiH A0 pPeecTpauiiHnX MmaTtepiasiiB: TexHIiYHa 3a UA/18463/01/02
BICTA iH'ekwjin, Nno 5 Kenitan A.C. nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peuenmom
mr/mn, 50 Mrno 10 | MeHemKMeHT BunpasneHHa TeXHIYHOT NOMUIIKK, NOB'A3aHO 3
M/ B amnyni; no 5 Nimiteq HEBIANOBIAHICTIO (Pi3HOUMTAHHS) B MEXax 0QHOro
amnys y KapTOHHii [OKYMeHTa, A0MyLEeHHS NOMUIKA B METOAAX KOHTPO/O
KopooLi 3a nokasHUKoMm «CynpoBifHi AOMILLKM», a came: 6yno
NMOMWJ/IKOBO 3a3Ha4eHO MOKa3HWUK «yCTUHa», 3aMiCTb
«BifHOCHa rycTuHa». 3a3HaveHe BUNpaB/ieHHS
BiANoOBigae MaTepianaMm peecTpaLiiHoro 10ChE.
175. | MIPAMICTUH®- | ma3sb, 5 mr/r; o 15 MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/1804/01/01
AAPHULA rabono30ry "papmaneBTn hipma "OapHuus” TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/IE- peyenma
Ty6i; no 1 Ty6i y YyHa hipma cepTundikaT BigNoBIgHOCTI EBPONENChKIit
nauuj "NapHuus"” thapmakonei/MmoHorpadii. 3mMiHW, NOB'A3aHi 3
HeOob6XiAHICTIO NPUBEAEHHSA Y BigNOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLIOT HauioHaTbHOI dhapmakonel gepxasu EC (iHwWi
3MiHK) - 3MiHK y n. 3.2.P.4.1. Cneuudpikauis Ta 3.2.P.4.2.
AHaNITUYHI METOAVNKM, @ came: 3a3HaYeHo BUMOTU
crneunqikauii Ta aHaIiTUYHI MeTOAMKM Ha AONOMIKHY
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

peyoBMHY NooKcaMmep BigMnoBiAHO Ao E®
«Poloxamers». BBefieHHs1 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepgkKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa po3Mipy
yMaKoBKN rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
ynakoBK1 NEBHOTO PO3Mipy) - 3anponoHOBaHO
BWU/TyYEHHS1 O4HOTO BUAY ynakoBku, a came: no 1000 ry
6aHkax. BBegeHHsa 3MiH npoTsArom 6-Tv micsALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb roToBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
[OMYCTUMMX MEX rOTOBOTO JTiKapCbKOro 3acoby (iHLwi
3MiHM) - CynyTHS 3MiHa - 3MiHK 3 AKOCTi. FoTOoBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3aco6y. 3miHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKEeHNX
MeToAax BMMPOOyBaHHS) - y cneuudikauii Ta Metogax
KOHTponto M3 po3ain «MikpobionoriyHa unctota»
npuBeAEeHo Y BiANOBIAHICTb A0 BUMOr €®, 2.6.12, 2.6.13,
5.1.4. 3minHu Il TNy - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
([ONOMIKHUX peYOBMHAX) FOTOBOrO /liKAPCLKOro 3acoby
(iHWIi [,OMOMiKHI pevyoBUHK) - AKICHI ab0 KisTbKICHI 3MiHN
LLIOA0 OAHIET ab0 AEKi/IbKOX AOMOMIKHUX PEUYOBUH, SKi
MOXYTb 3HAYHO BM/IMHYTU Ha 6e3neky, aKicTb abo
eheKTVBHICTb rOTOBOTO /iKapCbKOro 3aco6y - BHECEHHS
3MiH 0 po3giny «Cknagy», a came: 3aMiHEHO AOMNOMIKHY
peyoBuUHY nosiokcamep (NpokcaHon 268) BUpO6HMKaA
00O «bapBa ®apm», YkpaiHa Ha LOMOMDKHY PEHOBUHY
nosokcamep (nosokcamep 338), BupobHuka BASF,
HimeuunHa. BBegeHHA 3MiH NpOTAroM 6-Tu micsAiB nicns
3aTBEPAKEHHS.

176.

MIPOPTUK

TabneTku, BKPUTI
060/10HKOIO,
KULLKOBOPO3YMHHI
no 180 wmr; in bulk:
no 10 TabneTtok y
6nicTepi; no 12
6nictepis B
ynakosui; no 90
yMakoBOK y KOpoo6i
3 KapTOHY

Hosapric
Papma Al

LLseiuapi
2

HoBaprTic ®apma LUTeiH
Al Weeiiyapis;
HoapTic ®apma
MpoaakwH M6X,

HimeuuunHa; nepBuHHE
nakyBaHHS, BTOPUHHE
nakyBaHHs, BUMYCK
cepii: Jlek

dapmacbloTuKauIC 4.4,

BMpO6GHUYA AiNbHUUA
NeHpaBa, CnoBeHis

LLBeiiuapis/
Himeuuunna/
CnoBeHisi

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (HesHayHa 3MiHa y NpoLeci
BUpo6HMUTBa ADI) - BunpasneHHs HeBifnoBigHOCTI y
po3gaini 3.2.5.2.2.0n1c BUpO6HMYOro npoLecy Ta noro
KOHTPO/IH0 peeCcTpav,iliHoro A0Che BignoBigHO A0
NOTOYHOI YMHHOT AOKYMEHTALT Ha BUPOOHUYUX OiNSIHKAX,
a came: - Ans BUPo6HMYMX AinbHuub Sandoz Kundl Ta
Sandoz Rovereto Ha cTagii ®epmeHTauis Ta BUAiNEHHS
cupoi MikotheHOM0BOT KUCMOTHY; - AN1S1 BUPOBHNUYOI
AinbHuui Novartis Schweizerhalle Ha cTagii OunLeHHs,
YTBOPEHHS CONi Ta OCTaTo4YHa KpUcTasi3auis aAns
OTPVMaHHSA NiKapCbKoi pevoBUHM MikodheHoNaT HaTpilo;
3MiHM | Tuny - 3miHK 3 akocTi. A®I. KoHTponb A®I. 3miHa

UA/10098/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
y napameTpax cneumdikauiii Ta/abo fonycTuMnx Mex,

BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLi
3MiHM) - 3MiHK Y cneyndikaLisx BUXigHUX maTepianis,
SIKi BUKOPUCTOBYIOTBCS Y BUPOGHMYOMY NPOLIEC AitoYoi
peyoBUHM HaTpIto MikodheHonaTy, a came:

- BUNIy4eHO TEeCT Ha 3anax 3 cneyucikauii Ha
aKkT1BOBaHe BYTiNA, byTunaueTary YUCTUA/TEXHIYHNIA,
[LOMOMDKHWIA hinbTp/nepniT inbTpyroUnii ONOMIKHUIA,

TEeXHO/I0rYHa BOAa, PO34MH rigpoKCuay HaTpito, cipyaHoi
KMCNOTKN, abCOMIOTHOrO eTaHosy;
- 00 cneuugikauii Ha i3onponaHon f4ofaHo
BMNpPobyBaHHA Ha 6eH307T;
- y cneuudikauii Ha 6yTuiaueTaT BigHOB/IEHUI 3BY)KEHO
MeXi BMiCTy ByTunaerary;

- floAaHo cneundikauii Ha CMPOBUHY, LLO
BMKOPUCTOBYETbLCA B NpoLeci doepmeHTauii ans
BMpo6HUKIB Sandoz Kundl Ta Sandoz Rovereto;

3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa

HalilMeHyBaHHs Ta/abo agpecyt MiCLA NPOBaKEHHS
LiSNIbHOCTI BUPO6HMKa (BK/THOYakouM, 3a HEOOXIAHOCTI,
MicLie NPoBeAEHHS KOHTPOIO AKOCTI), ab0 B1acHUKa
macTep-aiina Ha Adl, abo noctavanbHMKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOGHULTBI ADI
(AKLW0 3a3HaYeHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignosigHOCTI EBponechkili
hapmakonei y 3aTBepKeHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE)
- 3miHa Ha3Bu BUpo6HUKa A®I Sandoz Industrial
Products SpA, Rovereto, Italy, siknii BUKoHye
chepmeHTaLilo Ta BUAINEHHSA cMpoi MikoheHON0BOT
KNCNoTU, 6€3 3MiHN BUPOBHWYOT AiNbHUL; 3MiHW | TRy -
AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy Micus NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BkNtOYaOuK, 3a HEOOXIAHOCTI, MicLle NPOBEAEHHS
KOHTPO/II0 AIKOCTi), a0 BNacHuka mactep-haiina Ha Adl,
ab60 noctavasibHMKa Adl/BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbkuii 3aci6) 3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAXEHOMY [OCbE, a60 BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBMHY (SIKLLO 3a3HAYEHO Y AOCHE) -
3miHa Ha3su BMpobHUka Novartis International

Pharmaceutical Ltd., IpnaHgis, sikuii Bignosigae 3a




155

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

KOHTPO/b AKOCTi A®I, 6€3 3MiHN BUPOOHMYOT AiNbHUL;
3MiHY | TUny - 3MiHK 3 akocTi. A®L. BupobHuuTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTbCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpO6HWKa (BKNOYaroun, ae HeobxigHo, Micue
npoBefeHHs KOHTPO/T0 AkocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [0CbLE)(3MIHM [0 3aX04iB, NOB'A3aHUX 3
KoHTposniem A®l, abo gopasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/L/BUNPOBYBaHHA cepii) - JoaaHo
LinbHuUo Suanfarma ltalia S.p.A., Italy, e npoBognTbCA
BCi AocnigpkeHHA A®I, KpiM BU3HAYEHHS PO3Mipy YacTok,
ynctoTu metogom DSC (audpepeHuianibHa ckaHyrouva
KaulopuMeTpis), BaXKKUX METaUTiB, BMICTY NOMIMOPIHNX
dopm Ta aHanizy Ha HaTpii meTogom Flame AAS
(nonym'sHa aToMHO-abcop6LjiiiHa CNEeKTPOMETpIs); 3MiHU
I Tuny - 3miHK 3 AkocTi. A®I. BupobHuuTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTbCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpOGHWKa (BKNOYaroun, ae HeobxigHo, MicLe
npoBefeHHs KOHTPO/TO AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [0CbLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTposniem A®l, abo gopasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/IL/BUNPOBYBaHHA cepii) - JoaaHo
pinbHuuto Chelab S.r.l., Italy, e npoBogaTbCs
[OCNIMKEHHS W00 BU3HAYEHHSA PO3MIpY YacTOK,
ynctoTu metogom DSC (audpepeHuianibHa ckaHyrova
KaIopuUMeTpis), BaXKKUX METaU1iB, BMICTY NOMIMOPIHNX
dopm Ta aHanizy Ha HaTpii meTogom Flame AAS
(nonym'sHa aToMHO-abcop6LjiiiHa CNEeKTPOMETPIs); 3MiHU
| TMny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTa AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
NpoAayKTy) - fofaHo anbTepHaTuBHUI MeTog YEPX 3
Y®-1eTekTopoM A1 BUSHAYEHHS NMOKa3HUKIB
«Jomilkm» Ta «KinibkicHe BU3HaYeHHS» A5 Aitoyol
PeYOoBMHM HATPIlO MiKocheHoNaTy, KWl BUrOTOBMEHO 3a
npouecoM B; 3miHu | Tuny - 3miHm 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi
BUpo6HMUTBA AP (iHLWi 3MiHM Yy MeToAax BUNPoOyBaHHS
(BkNtOYarOUM 3aMiHy abo f0MnoBHeHHs)) APl abo
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Ymosu

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

BUXIAHOrO/NPOMIXHOro NpoAaykTy) - JoaaHo
anbTepHaTUBHUI METOZA BUNPOBYBaHHS ANS KiNbKiICHOrO
BV3HAYEHHS HaTpilo (MeTog TUTPYBaHHS) AN Aio4oi
PeyoBMHM HATPIlO MiKocheHonaTy, KWl BUroTOBMEHO 3a
npouecom B; 3miHu | Tuny - 3MiHn 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BuUxigHoOro marepiasay/npomMixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGyBaHHS
(BkNtOUAKOUM 3aMiHy abo f0MOBHEHHS) Adl abo
BWXiHOro/MpoMiXXHOro NpoAaykTy) - flofgaHo
anbTepHatuBHuin meTog ICP-OES (onTuyHo-eMiciliHa
CMeKTPOCKONis 3 iHAYKTMBHO 3B’A3aHOL0 N1a3Mot0) AA
BU3HAYEHHS BaXKKMX METasliB y AiloYiii peyoBUHM HaTPito
MikodheHoNaty, SK1il BUroToB/IEHO 3a npoLecom B;
3MiHuM | TUNY - 3MiHK 3 AkocTi. APl Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KisbKicHi
3MiHM ckiagy) - JlogaHo anbTepHaTUBHWI MaTepias
6e3nocepeHboi ynakoskut A®I; 3MiHu |l Tuny - 3MiHu 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPO6HUKaA
BUXIAHOrO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHsA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPMKEHOMY [OChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I, Konn He NnofaeTbest MacTep-paiin Ha A®I Ta wWwo
BYMarae 3Ha4yHoi 3MiHW 40 BIAMNOBIAHOIO PO3AiNy AOCLE
Ha Adl) - BBeeHHS HOBOro BMpOo6HMKa Suanfarma ltalia
S.p.A,, ltaly (Process B), L0 Bumarae 3Ha4yHOro
OHOBJIEHHSA BifNOBIAHOMO PO34iny AOCHE LOAO AitoYOi
peyoBuHM; 3MiHY Il TURy - 3MiHK 3 AkocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MEX, BU3HaUeHuX y cneuudikauisx Ha Adl,
a60 BMXigHWUA/NPOMDKHWIA NpoAYyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl (3miHa

nosa mexamu 3aTBeppKEHOro gianasoHy y cneumdikadii

Ha A®I) - 3miHa foNyCTMMOI MeXi ANs 6y Ab-SKNX
HeBU3HaYEeHVX AOMILLOK Y NOKasHWKy «Impurity» (meTog,
HPLC) B cneuundikauii A®| (3atBepgxeHo: NMT 0,05%;

3anponoHoBaHo: NMT 0,07%)

UA/8947/01/01

177.

MIPOPTUK

TabneTku, BKPUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI
no 180 wmr; no 10
TabneTok y

Hosapric
dapma Al

LLBeiiuapi
2

HoBaprTic ®apma LUTeiH

Al Weeiiyapis;
HoapTic ®apma
MpoaakwH M6X,

HimeyuunHa; nepBuHHE

LLBeiiuapis/
Himeuuunna/
CnoBeHisi

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (HesHayHa 3MiHa y NpoLeci
BUpo6HMUTBa ADI) - BunpasneHHs HeBifnoBigHOCTI y
po3gini 3.2.S.2.2.0n1c BUpO6HMYOro npoLecy Ta inoro

3a
peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
6nictepi; no 12 nakyBaHHs1, BTOPUHHE KOHTPOJIH peecTpav,iliHoro AoChe BignoBigHO A0
6nicTepis y nakyBaHHs, BUMYCK NMOTOYHOI YNHHOI AOKYMeHTAaUii Ha BUPOOGHNUUX AiNsHKaX,

KOpOO6Li 3 KApTOHY

cepii: Jlek

dapmacbloTUKac 4.4.,
BMPOGHUYA [iNbHULA
NeHpaBa, CnoBeHis

a came: - Ans BUpo6HMYMX AinbHuub Sandoz Kundl Ta
Sandoz Rovereto Ha cTagjii ®epmeHTauis Ta BUASIEHHSA
CcMpoi Mikod)eHO0BOIT KUCMOTK; - AN BUPOBHNYOT
npinbHUUi Novartis Schweizerhalle Ha cTagii OunieHHs,
YTBOPEHHSA COAi Ta ocTaTtoyHa KpucTanisayis ons
OTPUMaHHS NiKkapCbKOT PEYOBUHN MiKOheHoNaT HaTpito;
3MiHM | TUny - 3MiHK 3 skocTi. ADI. KoHTponb AdI. 3viHa
y napameTpax cneuudikauiii Ta/abo fonycTuMmnx Mex,
BMU3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHM) - 3MiHK Y cneyudikaLisx BUXigHUX maTepianis,
SIKi BUKOPUCTOBYIOTBCS Y BUPOGHMYOMY NPOLIEC Aito4oi
peyoBUHM HaTpIt0 MikodheHonaTy, a came:

- BUNIy4eHO TEeCT Ha 3anax 3 cneyudikauii Ha
aKkT1BOBaHe BYTiNA, byTunaueTary YUCTUA/TEXHIYHNIA,
[LOMOMDKHWIA hinbTp/NepniT inbTpyroUNii ONOMIKHUIA,
TEeXHO/I0rYHa BOAa, PO34MH rigpoKCuay HaTpito, cipyaHoi
KMCNOTKN, abCOMIOTHOrO eTaHosy;

- 00 cneuuikauii Ha i3onponaHon f4ofaHo
BMNpPobyBaHHA Ha 6eH307/T;

- y cneuudikauii Ha yTuiaueTaT BigHOB/IEHUI 3BY)KEHO
MeXi BMiCTy ByTunaerary;

- flofaHo cneundikauii Ha CMPOBUHY, LLO
BMKOPUCTOBYETbLCA B Npoueci doepmeHTauii ans
BMpo6HUKIB Sandoz Kundl Ta Sandoz Rovereto;
3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa
HalilMeHyBaHHA Ta/abo agpecyt MiCLA NPOBaKEHHS
LiSNIbHOCTI BUPO6HMKa (BK/THOYakouM, 3a HEOOXIAHOCTI,
MicLie NPoBefEHHS KOHTPOIO AKOCTI), ab0 B1acHUKa
macTep-aiina Ha Adl, abo noctavanbHMKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOGHULTBI ADI
(AKLW0 3a3HaYeHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignosigHOCTI EBponechkili
hapmakonei y 3aTBepKeHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE)
- 3miHa Ha3BW BUpo6HMKa APl Sandoz Industrial
Products SpA, Rovereto, Italy, sikuii BUKoHye
chepmeHTaLilo Ta BUAINEHHSA cMpoi MikoheHON0BOT
KNCNoTU, 6€3 3MiHN BUPOBHWYOT AiNbHUL; 3MiHW | TRy -
AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy Micus NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BkNtOYaOuK, 3a HEOOXIAHOCTI, MicLle NPOBEAEHHS
KOHTPOJII0 AIKOCTi), ab60 BNacHuka mactep-haiina Ha Adl,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

a60 noctavasibHuKa Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Yy
[l0CbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiiNOBIAHOCTI E€Bponelickkilt thapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHVKA HOBOT
[0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y A,0ChE) -
3miHa Ha3Bw B1pobHuka Novartis International
Pharmaceutical Ltd., IpnaHgis, skuii Bignosigae 3a
KOHTPO/b AKOCTi A®I, 6€3 3MiHN BUPOOGHWYOT AiNbHUL;
3MiHY | TUny - 3MiHK 3 akocTi. A®IL. BupobHuuTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpO6HWKa (BKNOYaroun, ae HeobxigHo, MicLe
npoBefeHHs KOHTPO/TO skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin hapmakonei y
3aTBEPAKEHOMY [0CHLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTposniem A®l, abo gopasaHHsA AinbHUUI, e
NPOBOAMNTLCA KOHTPO/IL/BUNPOBYBaHHA cepii) - JoaaHo
OinbHuuo Suanfarma ltalia S.p.A., Italy, e npoBognTbCA
BCi AocnigpkeHHA A®I, KpiM BU3HAYEHHS PO3Mipy YacTok,
ynctoTn metogom DSC (audpepeHuiasibHa ckaHyrouva
KaIopUMeTpis), BaXKKUX METaUTiB, BMICTY NOMIMOPIHNX
dopm Ta aHanizy Ha HaTpii meTogom Flame AAS
(nonym'sHa aToMHO-abcop6LjiiiHa CNEeKTPOMETpIs); 3MiHU
I Tuny - 3miHK 3 akocTi. A®I. BupobHuuTBOo. 3MiHa
BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTbCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpOGHWKa (BKNOYaroun, ae HeobxigHo, MicLe
npoBefeHHs KOHTPO/TO skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [0CbLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTposniem A®l, abo gopasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/IL/BUNPOBYBaHHA cepii) - JoaaHo
ginbHuuto Chelab S.r.l., Italy, e npoBogAaTbCs
[OCNIMKEHHS W00 BU3HAYEHHSA PO3MIpY YacTOK,
ynctoTu metogom DSC (audpepeHuianibHa ckaHyrova
KaulopuUMeTpis), BaXKKUX METaUTiB, BMICTY NOMIMOPIHNX
dopm Ta aHanizy Ha HaTpii meTogom Flame AAS
(nonym'sHa aToMHO-abcop6LjiiiHa CNEeKTPOMETPIs); 3MiHU
| TMny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykTy) - lofaHo anbTepHaTBHKI MeTog YEPX 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

Y®-1eTekTopoM A1 BUSHAYEHHS NMOKA3HUKIB
«[lomiKkn» Ta «KinibKicHe BU3HaYeHHs» ans Aitoyol
PEeyYOBUHM HATPI0 MikodheHonary, Skl BUTOTOB/IEHO 3a
npouecom B; 3miHu | TUny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs API
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPoGYyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOro NPoAaykTy) - JoaaHo
anbTepHaTUBHUI METOZA BUNPOBYBaHHS AN KiNbKICHOrO
BV3HAYEHHS HaTpilo (MeTog TUTPYBaHHSA) A1 4io4oi
PeyoBMHM HATPIlO MiKocheHonaTy, KWl BUroTOBMEHO 3a
npouecom B; 3miHu | Trny - 3MiHun 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BuUxigHoOro marepiasay/npomMixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGyBaHHS
(BkNtOUAKOUM 3aMiHy abo foMoBHEHHS) Adl abo
BWXiHOro/MpoMiXHOro NpoAaykTy) - flofgaHo
anbTepHatuBHuin meTog ICP-OES (onTuyHo-eMiciliHa
CMeKTPOCKONis 3 iHAYKTMBHO 3B’A3aHOL0 N1a3Moto) AA
BU3HAYEHHS BaXKKMX METasliB y Aitoyiii peyoBUHN HaTPito
MikodeHoNaty, K1l BUroToB/IEHO 3a npoLecom B;
3MiHuM | TUNY - 3MiHK 3 AKkocTi. APl Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KisbKicHi
3MiHM ckiagy) - JlogaHo anbTepHaTUBHWI MaTepias
6e3nocepeHboi ynakoskut A®I; 3MiHu |l Tuny - 3MiHu 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPO6HUKaA
BUXIAHOrO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPOOHMUYOMY npotieci Ad®l, abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHsA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPMKEHOMY [OChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I, Konn He NnofaeTbest MacTep-paiin Ha A®I Ta Wwo
BYMarae 3Ha4yHoi 3MiHW 40 BIAMNOBIAHOIO PO3AiNy AOCLE
Ha Adl) - BBeeHHS HOBOro BMpOo6HMKa Suanfarma ltalia
S.p.A,, ltaly (Process B), L0 Bumarae 3Ha4yHOro
OHOBJIEHHSA BifNOBIAHOMO PO34iny AOCHE LOAO AitoYOi
peyoBuHM; 3MiHY Il TURy - 3MiHK 3 AkocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MEX, BU3HaUeHuX y cneuudikauisx Ha Adl,
a60 BMXigHWUA/NPOMDKHWIA NpoAYyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl (3miHa
no3a Mexamu 3aTBeppKEHOro gianasoHy y cneumdikadii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Ha A®I) - 3miHa gonycTumoi Mexi Ansa By ab-sKnuX
HeBM3HAYEHUX JOMILLOK Y NOKa3HuKy «Impurity» (MeTog,
HPLC) B cneuundikauii A®| (3atBepmxeHo: NMT 0,05%;
3anponoHoBaHo: NMT 0,07%)
178. | MI®OPTUK TabneTku, BKpUTI Hosaprtic Lsenuyapi | Hosaptic ®apma LWTeitn | Llseliuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/8947/01/02
060/10HKOI0, dapwma Al a Al WBeiiuapis; Himeuunna/ TUny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM B peyenmom
KMLLKOBOPO3YMHHI HosapTic ®apma CnoBeHis npoueci BupobHuUTBa A®I (He3HauYHa 3MiHa y npoueci
no 360 mr; no 10 MpopgakwH MméX, BMPOGHMLTBA ADI) - BunpasrieHHs HeBIANOBIAHOCTI Y
Tabnetok y HimeuunHa; nepBuHHe po3gaini 3.2.S.2.2.0n1c BUPO6HMYOro npoLecy Ta inoro
6nictepi; no 12 nakyBaHHs1, BTOPUHHE KOHTPOJIH0 peecTpav,iliHoro Aoche BignoBigHO A0
6nicTepis y nakyBaHHs, BUMYCK MOTOYHOI YNHHOI AOKYMeHTaUii Ha BUPOBHNUNX AiNsHKaX,

KOpOO6Lii 3 KapTOHY

cepii: Jlek
dapmacbloTukanc a.4.,
BMPOGHMYA AiNbHNLA
NeHpaBa, CnoBeHis

a came: - Ans BUpo6HMUMX dinbHuub Sandoz Kundl Ta
Sandoz Rovereto Ha cTagji ®epmeHTauis Ta BUAIIEHHSA
CMpoi Mikod)eHOT0BOI KNCMOTK; - AN BUPOBHMNYOT
npinbHUU Novartis Schweizerhalle Ha cTagii OunieHHs,
YTBOPEHHSA COJli Ta ocTaTtoyHa KpucTanisawis ons
OTPUMaHHS NikapCbKOi PEYOBUHN MiKOGeHONaT HaTpito;
3MiHW | TUny - 3miHK 3 skocTi. A®I. KoHTponb AdI. 3miHa
y napameTpax creumdikauiii Ta/abo fonycTMMUx Mex,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHM) - 3MiHK Y cneyudikauisx BUXigHWX maTepianis,
SIKi BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY NPOLIEC Aito4oi
peyoBUHM HATPIlO MikoheHonaTy, a came:

- BUNIy4eHO TEeCT Ha 3anax 3 cneyudikauii Ha
aKkT1BOBaHe BYTiNNA, byTunaueTary YUCTUA/TEXHIYHNIA,
[OMNOMDKHUIA hinbTp/NepniT iNbTpyroUNii ONOMIXKHWIA,
TEeXHO/I0rYHa BOAA, PO3YMH rigpoKCcuay HaTpito, cipyaHoi
KMCNOTKN, abCOMIOTHOrO eTaHosy;

- 00 cneungikaLii Ha i3onponaHon fofaHo
BMNpobyBaHHA Ha 6eH307T;

- y cneuudikauii Ha 6yTuiaueTaT BigHOB/IEHUIA 3BY)XEHO
MeXi BMICTy ByTunaerary;

- floAaHo cneundikauii Ha CMPOBUHY, LLO
BMKOPUCTOBYETbLCA B NpoLeci doepmeHTauii ans
BMpo6HUMKIB Sandoz Kundl Ta Sandoz Rovereto;
3MiHM | TNy - AOMIHICTPaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyt MicLA NPOBaKEHHS
LisNIbHOCTI BUPOOHMKa (BK/THOYaloum, 3a Heo6XiAHOCTI,

MicLie NPOBeAEHHSI KOHTPO/IO AKOCTI), a60 B1acHUKa
macTep-haiina Ha Adl, abo nocTayanbHyKa
Adl/BuxigHoOro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHTLCA Y BUPOGHNLTBI ADI
(AKLWO 3a3HaYeHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignosigHOCTI EBponeichkili
dhapMakonei y 3aTBepAKeEHOMY AOCLE, 260 BUPOBHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

HOBOI ONOMiXHOT Pe4yOBUHM (SIKLLO 3a3Ha4YeHO Y [0ChE)
- 3miHa Ha3Bu BUpo6HUka A®I Sandoz Industrial
Products SpA, Rovereto, Italy, siknit BUkoHye
dhepMeHTaLito Ta BUAIIEHHA CUPOT MiKOEHO0BOT
KMcnotu, 6e3 3MiHM BUPOBHWUYOT AiNbHUL; 3MiHKW | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afpecy Micusl NPOBaXEHHS Ais/IbHOCTI BUPOOHMKA
(Brntovaroun, 3a HeobXiAHOCTI, MicLie NPoBeAEeHHS
KOHTPOJI0 SIKOCTI), @60 BnacHuka macTtep-gaina Ha Adl,
a60o noctavasibHuKa Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiiNOBIAHOCTI EBponelickkilt thapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHVKA HOBOT
[0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y 0ChE) -
3miHa Ha3Bw B1pobHuka Novartis International
Pharmaceutical Ltd., IpnaHgis, skuii Bignosigae 3a
KOHTPO/b AKOCTi A®I, 6€3 3MiHN BUPOOHMYOT AiNbHUL;
3MiHY | TUny - 3MiHK 3 akocTi. A®IL. BupobHuuTBOo. 3MmiHa
BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTbCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpO6HWKa (BKNOYaroun, ae HeobxigHo, Micue
npoBefeHHs KOHTPO/T0 AkocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [0CHLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTposniem A®l, abo gopasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/IL/BUNPOBYBaHHA cepii) - JoaaHo
LinbHuuo Suanfarma ltalia S.p.A., Italy, e npoBognTbCA
BCi AocnigpkeHHA A®I, KpiM BU3HAYEHHS PO3Mipy YacTok,
ynctoTn metogom DSC (audpepeHuiasibHa ckaHyrouva
KaulopuMeTpis), BaXKKUX METaUTiB, BMICTY NOMIMOPIHNX
dopm Ta aHanizy Ha HaTpii meTogom Flame AAS
(nonym'sHa aToMHO-abcop6LjiiiHa CNEeKTPOMETpIs); 3MiHU
I Tuny - 3miHK 3 AkocTi. A®I. BupobHuuTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpo6HWKa (BKNOYaroun, ae HeobxigHo, Micue
npoBefeHHs KOHTPO/TO skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [0CbLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTposniem A®l, abo gopasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/IL/BUNPOBYBaHHA cepii) - JoaaHo
ginbHuuto Chelab S.r.l., Italy, e npoBogaTbCs
[OCNIMKEHHS W00 BU3HAYEHHSA PO3MIpY YacTOK,
ynctoTu metogom DSC (audpepeHuianibHa ckaHyrova
KaI0pUMeETPIs), BXXKUX METaUTiB, BMICTY NOMIMOPAIHNX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
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hopm Ta aHanisy Ha HaTpiii meTogom Flame AAS
(nonym'siHa aToMHO-abcopbujiiiHa CNekTPoOMETpIA); 3MiHK
| TMny - 3miHK 3 AkocTi. A®I. KoHTponb AdL. 3miHa 'y
mMeTogax BunpobysaHHa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLi
3MiHM y MeToAax BUNpobyBaHHSA (BKNOHYaUU 3amiHy
ab6o gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykTy) - logaHo anbTepHaTuBHW MeTog YEPX 3
Y®-1eTekTopoM A1 BUSHAYEHHS NMOKA3HUKIB
«[lomikn» Ta «KinibKicHe BU3HaYeHHs» a1s Aitoyol
PEeyYOoBUHM HaTPI0 MikodheHonary, Skl BUTOTOB/IEHO 3a
npouecom B; 3miHu | TUny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPoGyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOro NpoAaykTy) - JoaaHo
anbTepHaTUBHUI METOZA BUNPOBYBaHHS ANS KiNbKiICHOrO
BV3HAYEHHS HaTpilo (MeTog TUTPYBaHHS) A1 Aio4oi
PeyoBMHM HATPIlO MiKocheHonaTy, KWl BUroTOBMEHO 3a
npouecom B; 3miHu | Tuny - 3MiHn 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BuUxigHoOro marepiasay/npomMixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGyBaHHS
(BkNtOUAKOUM 3aMiHy abo foMoBHEHHS) Adl abo
BWXiHOro/MpoMiXHOro NpoAaykTy) - flofgaHo
anbTepHatuBHuin meTog ICP-OES (onTuyHo-eMiciliHa
CMeKTPOCKONis 3 iHAYKTMBHO 3B’A3aHOL0 N1a3Moto) AA
BU3HAYEHHS BaXKKMX METasliB y AiloYiii peyoBUHM HaTPito
MikodheHoNaty, SK1il BUroToB/IEHO 3a npoLecom B;
3MiHuM | TUNY - 3MiHK 3 AKkocTi. APl Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KisbKicHi
3MiHM ckiagy) - JlogaHo anbTepHaTUBHWI MaTepias
6e3nocepeHboi ynakoskut A®I; 3MiHu |l Tuny - 3MiHu 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPO6HUKaA
BUXIAHOrO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPOOHMUYOMY npotieci Ad®l, abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPMKEHOMY [OChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I, Konn He NnofaeTbCst MacTep-paiin Ha A®I Ta Wwo
BYMara€e 3Ha4yHoi 3MiHW1 [0 BIANOBIAHOIO PO3AiNy AOCLE
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Ha A®I) - BBefieHHA HOBOro BUpO6HMKa Suanfarma Italia
S.p.A,, ltaly (Process B), L0 BuMarae 3Ha4HOro
OHOBJIEHHSA BiZNOBIAHOrO PO34isy AOCHE LOAO AitoYOi
peyoBuHM; 3MiHM Il TUNY - 3MiHK 3 AkoCTi. ADI. KOHTpOsb
A®I. 3miHa y napameTpax cnewuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnewudikayisx Ha Adl,
a60 BMXigHWA/NPOMDKHWIA NpoAYKT/pearexT, Wo
BMKOPUCTOBYHOTbCSA Y npoueci BUpobHuutea A®| (3miHa
nosa mexamu 3aTBeppKeHOro gianasoHy y cneumdikadii
Ha A®I) - 3miHa gonycTumMoi Mexi Ans By ab-aKnuX
HeBM3HAYeHUX JOMILLOK Y NOKa3HuKy «Impurity» (MeTog,
HPLC) B cneuundikauii A®| (3atBepmxeHo: NMT 0,05%;
3anponoHoBaHo: NMT 0,07%)

179.

MI®OPTUK

TabneTkn, BKPUTI
060/10HKOIO,
KULLKOBOPO3YMHHI
no 360 wr; in bulk:
no 10 Tabnetok y
6nictepi; no 12
6nicTepis B
ynakosLi; no 45
yNakoBOK y KOPO6i
3 KApPTOHY

Hosaprtic
Papma Al

LLsenuapi
a

HosaprTic ®apma LTeinH
Al WBeiiuapis;
HosapTic ®apma
MpopgakwH MméX,

HimeuunHa; nepenHHe
nakyBaHHs1, BTOPUHHE
nakyBaHHS1, BUMYCK
cepii: Jlek

dapmacbloTukanc a.4.,

BMPOGHMYA AiNbHNLA
NeHpaBa, CnoBeHis

Lsenuapis/
HimeuunHa/
CnoBeHisi

3MiHY | TUny - 3MiHK 3 AkocTi. A®l. BUpobHMLTBO. 3MiHK
B npoLieci BUpo6bHuuTBa Ad®| (He3HayHa 3MiHa y npoLeci
BUpo6HMUTBa ADI) - BunpasneHHs HeBiAnoBigHOCTI y
po3gaini 3.2.5.2.2.0n1c BUpO6HMYOro npoLecy Ta noro
KOHTPOJII0 peecTpav,iliHoro A0Che BignoBigHO A0
NOTOYHOI YUMHHOT AOKYMEHTALT Ha BUPOOHUYUX OiNSHKAX,
a came: - Ans BUPo6HMYMX AinbHuub Sandoz Kundl Ta
Sandoz Rovereto Ha cTagii ®epmeHTauis Ta BUAiNEHHS
cupoi MikOotheHOM0BOT KUCMOTHY; - NS BUPOBHNYOI
AinbHuui Novartis Schweizerhalle Ha cTagii OunLeHHs,
YTBOPEHHS CONi Ta OCTaTo4YHa KpucTasi3auis aAns
OTPMMaHHSA NiKapCbKoi pevoBUHM MikodheHoNaT HaTpilo;
3MiHW | TUny - 3MiHK 3 akocTi. API. KoHTponb Adl. 3miHa
y napameTpax creumdikauiin Ta/abo onycTMMmnx Mex,
BM3HAUYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®I (iHwwi
3MiHK) - 3MiHM Y cnevumdikayisax BUXigH1UX maTtepianis,
AKi BUKOPUCTOBYIOTLCS Y BUPOGHNYOMY NPOLIEC Aito4O0i
peyvoBUHM HaTPIl0 MikodheHonary, a came:

- BUNIy4eHO TeCT Ha 3anax 3 cneyudikauii Ha
aKkT1BOBaHe BYriNNA, byTunaueTtary YNCTUA/TEXHIYHNIA,
[LOMNOMDKHUIA hinbTp/nepniT iNbTpyroUnii ONOMIKHWIA,

TEeXHO/or4yHa BoAa, PO34uH rigpoKcuay HaTpito, cipyaHol
KMCOTKN, abCOMIOTHOrO eTaHosy;
- [0 cneumdikauii Ha i3onponaHon JoAaHo
BUNPOGYBaHHSA Ha 6eH30,;
- y cneumdpikauii Ha 6yTunaueTar BigHOBNEHWUI 3BY)XEHO
MeXi BMiCTy 6yTunaerary;

- fofaHo cneumdikalii Ha CMPOBUHY, LLLO
BMKOPMCTOBYETLCA B NpoLeci hepmeHTauii ans
BMpo6HMKIB Sandoz Kundl Ta Sandoz Rovereto;

3MiHu | TUny - AOMiIHICTpaTUBHI 3MiHX. 3MiHa

HalilMeHyBaHHs Ta/abo afpecy MicL NPOBaKEHHS

UA/10098/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

LiSNIbHOCTI BUPOGHMKa (BK/THOYakouM, 3a HEOOXIAHOCTI,
MicLie NpoBefEHHSI KOHTPOIO AKOCTI), ab0 B1acHUKa
macTep-aiina Ha Adl, abo noctavanbHMKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOGHULTBI ADI
(AKLW0 3a3HaYeHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignosigHOCTI EBponeichkili
hapmakonei y 3aTBepKeHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOI PEYOBMHY (SIKLLIO 3a3HA4YEHO Y AOCHE)
- 3miHa Ha3Bu BUpo6HMKa APl Sandoz Industrial
Products SpA, Rovereto, Italy, sikuit BUKoHye
hepmeHTaLilo Ta BUAINEHHSA cMpoi MikoheHON0BOT
KNCNoTU, 6€3 3MiHN BUPOBHWYOT AiNbHUL; 3MiHW | TRy -
AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BkNtOYaOUK, 3a HEOOXIAHOCTI, MicLle NPOBEAEHHS
KOHTPO/II0 AIKOCTi), ab0 BNacHuka mactep-haiina Ha Adl,
ab60 noctavasibHMKa Adl/BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAyKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAXEHOMY [OCbE, a60 BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBMHY (SKLLIO 3a3HAYEHO Y AOCHE) -
3miHa Ha3su BMpobHUKa Novartis International
Pharmaceutical Ltd., IpnaHgis, sikuii Bignosigae 3a
KOHTPO/Ib AKOCTI AD|, 63 3MiHWM BUPOBHUYOI AiNbHUL;
3MiHuM | TUNy - 3MiHK 3 AkocTi. APl BupobHuuUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BUpOGHWMKa (BKHOHarUn, ae HeobxiaHo, MicLe
npoBefeHHs KOHTPOIO AKkocTi) AP (3a BifCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONeENCHKi hapmakonei y
3aTBEpPXEHOMY [10CLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTponiem A®l, abo gogasaHHA AinbHULI, e
NpoBOANTLCS KOHTPO/b/BUNPOGYBaHHSA cepii) - JogaHo
ginbHuUo Suanfarma ltalia S.p.A., Italy, e npoBoauTbCA
BCi AocnigpkeHHA A®I, KpiM BU3HAYEHHS PO3MIpy YacToK,
ynctoT metogom DSC (andhepeHuianibHa ckaHyoua
KasIopuMeTPIst), BaXXKUX MeTaniB, BMICTY NosiMOpHUX
hopm Ta aHanizy Ha HaTpiii meTogom Flame AAS
(nonym'siHa aToMHO-abcopbujiiiHa CNeKTPOMETpIs); 3MiHU
| Tuny - 3miHn 3 AkocTi. APl. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BUpOGHWMKa (BKHOHarUn, ae HeobxiaHo, MicLe

NpoBefileHHs KOHTPO/IIO skocTi) API (3a BifCYTHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

cepTudikaTa BifnoBiAHOCTI EBponeiickbkiin dpapmakonei y
3aTBEPAKEHOMY [OCbLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTposniem A®l, abo gogasaHHsA AinbHUUI, e
NPOBOAMNTLCA KOHTPO/L/BUNPOBYBaHHA cepii) - JoaaHo
ginbHuuto Chelab S.r.l., Italy, e npoBogAaTbCs
[OCNIMKEHHS W00 BU3HAYEHHSA PO3MIpY YacTOK,
ynctoTu metogom DSC (audpepeHuiasibHa ckaHyroua
KaIopUMeTpis), BaXKKUX METaU1iB, BMICTY NOMIMOPIHNX
dopm Ta aHanizy Ha HaTpii meTogom Flame AAS
(nonym'sHa aToMHO-abcop6LjiiiHa CNEeKTPOMETPIs); 3MiHU
| TMny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHS)) A®| abo BUXIAHOrO/MPOMIXHOro
NpoaykTy) - fofaHo anbTepHaTuBHUI MeTog YEPX 3
Y®-1eTekTopoM A1 BUSHAYEHHS NMOKa3HUKIB
«Jomilkm» Ta «KifibkicHe BU3HaYeHHS» 415 Aito4ol
PeYOoBMHM HATPIlO MiKocheHoNaTy, SAKuii BUroTOBIEHO 3a
npouecoM B; 3miHu | Tuny - 3miHn 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBA AP (iHLWi 3MiHW Yy MeToAax BUNPOOyBaHHS
(BkNtovarouy 3aMiHy abo fonoBHeHHs) APl abo
BVXifHOro/MpoMiXXHOro npoAaykTy) - flofgaHo
anbTepHaTUBHUI MeTOA BUNPOBYBaHHS ANS KiNbKiCHOro
BM3HAYEHHA HATPIl0 (MeTog TUTPYBaHHSA) AN Aio4oi
PEeyYOoBUHM HaTPI0 MikodheHonary, Skl BUTOTOB/IEHO 3a
npouecom B; 3miHu | TUny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPoGyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOro NpoAaykTy) - JoaaHo
anbTepHaTuBHUI MeTog ICP-OES (onTuyHo-eMiciliHa
CMEeKTPOCKOMis 3 iIHAYKTMBHO 3B’A3aHOI0 N1a3MOt0) A1
BM3HAYEHHS BAXKMX METJTIB Y [1il0Uiii pEYOBUHN HATPIO
MikodheHonarty, sikuil BUroToB/IEHO 3a NpoLecom B;
3MiHu | Tuny - 3MmiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KifbKicHi
3MiHM ckiagy) - JlogaHo anbTepHaTUBHWIA MaTepias
6e3nocepeHbOi ynakoBku A®I; 3MiHu I Tuny - 3miHN 3
AkocTi. A®l. BUpo6HMLUTBO. 3MiHa BUPOGHUKA
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTHCA Y BUPO6HMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue

npoBeAeHHA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPAKEHOMY [OChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I, Konn He NnofaeTbest MacTep-paiin Ha A®I Ta wWwo
BYMarae 3Ha4yHoi 3MiHW 40 BIAMOBIAHOTO PO3ZiNy AOCLE
Ha Adl) - BBeeHHS HOBOro BMpOo6HMKa Suanfarma ltalia

S.p.A,, Italy (Process B), L0 Bumarae 3Ha4yHOro
OHOBJIEHHSA BifNOBIAHOMO PO34iny AOCHE LOAO AitoYOi

peyoBUHM; 3MiHY Il TURy - 3MiHK 3 AkocTi. A®I. KoHTponb

A®I. 3miHa y napameTpax cneuudikauii Ta/abo

[ONyCTUMUX MEX, BU3HaUeHuX y cneyudikauisx Ha Adl,
a60 BMXigHWA/NPOMDKHWIA NpoAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl (3miHa
nosa mexamu 3aTBeppKEHOro gianasoHy y cneumdikadii
Ha A®I) - 3miHa fonNyCTMMOI MeXi ANs 6yAb-SKNX
HeBU3HaYEeHVX AOMILLOK Y NoKasHuKy «Impurity» (meTog,
HPLC) B cneuundikauii A®| (3atBepgxeHo: NMT 0,05%;
3anponoHoBaHo: NMT 0,07%)

180.

MOP®IHY
rAPOXIOPU,

pO34MH ANa
iH'exkuin 1 %, no 1
M B amnysii; no 5
amnyn y énictepi;
no 1 a6o 2, a6o 20
6nicTepiB y
KOpoOLi 3 KapTOHY;
no 1 mn B amnyni;
no 10 amnyny
6nictepi; no 1 abo
10 6nicTepiB y
KOpOO6Lii 3 KapTOHY

TOB
"XapkiBCcbke
thapmaueBTUy
He
niANPMEMCTBO
"300poB'a
Hapoay"”

YkpaiHa

BCi cTagii BUpobHMLUTBa,
KOHTPO/b SKOCTI, BUMYCK
cepii:
ToBapucTBo 3
06MEXEHO
BigNoBiAa/IbHICTIO
“XapkiBcbke
thapmaueBTUuHe
nigNprMeMCTBO “340poB’s
Hapogay”, YkpaiHa
BCi cTagii BUPO6HMLTBA,
KOHTPO/b SIKOCTI:
AKLiOHepHe ToBapuCTBO
"lanuucbapm"”, YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHN 3 SKOCTI. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
LiNbHUL BUPOBGHULITBA A/181 YACTUHN ab0 BCbOro
BMPOBHMYOro NPOLEeCy roTOBOTO JliKapCbKOro 3acoby
(BinbHULA, Ha SKI NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagji, 3a BUHATKOM BUNYCKY cepii, KOHTPOSIIO AKOCTi Ta
BTOPVHHOTO MaKyBaHHS /151 CTEPUIBHUX NiKapCbKMX
3ac06iB (BK/IHOYaAK4UM BUPOG/IEHI acenTUYHMM METOLOM),
KpiM nikapcbkmx 3acobiB 6i010riYHOro/iMyHON0r4YHOro
NMOXOKEHHS) - BBEAEHHSA A,04aTKOBOI AiNbHUL
BMPOGHMLTBA AJ15 BCbOTO BUPOGHUYOrO LMKy, OKpiM
BUNYCKY cepii -AKLiOHepHe TOBapUCTBO «lannudapm».
3arBepakeHo: TOBapuCTBO 3 0OMEXEHOI0
BiANOBIAALHICTIO «XapKiBCbke hapMaueBTUYHe
nignNpUeEMCTBO «340P0B's Hapoay» 3anponoHOBaHO:
ToBapucTBO 3 0OMEXEHOIO BifNOBIAA/TBHICTIO
«XapkiBcbke hapmaLeBTMYHe NiANPUEMCTBO «340POB'SA
Hapogay» (BCi cTajii BUpoOHULTBA, KOHTPO/Ib AKOCTI,
BUMNYCK cepil) AKLioHepHe ToBapucTBO «lanuydapm»
(Bci cTagii BMpo6GHMLTBA, KOHTPOb SKOCTI) CynyTHS
3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. 3MiHK
y BUpPO6HMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
OiNbHULI BUPOBHULTBA /18 YacTHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(4iNbHUUSA ANA BTOPUHHOIO NakyBaHHS). 3MiHu | Tuny -

3a
peyenmom

UA/5174/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3MiHK 3 SKOCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3miHW y

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo AoaaBaHHA AiNbHUL, Ha SKil
3AiiCHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) -
BBEJEHHS A04aTKOBOI AifIbHUL BUPOOHWLTBA, Ha SKili
3[iICHIOETLCS KOHTPOSb Ccepii. 3aTBEpPAKEHO:
ToBapuCTBO 3 06MEXEHOIO BifgNOBIAA/TBHICTIO
«XapkiBcbke hapmaleBTMYHe NiANPUEMCTBO «340POB'sA
Hapogay» 3anponoHoBaHo: ToBapuCTBO 3 06MEXEHOI0
BiANOBIAALHICTIO «XapKiBCbKe hapMaLeBTnyHe
nignpYEMCTBO «30p0B's Hapoay» (BCi cTagji
BUPOBHMLTBA, KOHTPO/Ib SIKOCTI, BUNYCK cepii)
AKLioHepHe ToBapucTBo «lannudapm» (BCi cTagii
BMPOGHMLTBA, KOHTPOJIb SKOCTI)
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy cepii (BKIOYaoum
Jiana3oH po3Mipy cepil) roTOBOro NikapCcbkoro 3acoby
(36inbLleHHsA fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoM) - BBEAEHHA AOAATKOBOrO PO3Mipy cepii ans
HOBOT AiNbHULI BUPOGHMLTBA AKLiOHEPHE TOBapUCTBO
«[anuudapm». 3atBepaxkeHo: 751 (68181 amnyrn)
3anponoHoBaHo: 751 (68181 amnyn); 150 n (130430
amnys). 3miHu | Tuny - 3MiHW 3 AKOCTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3aco6y. 3miHa napameTpiB cneyudikauin Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapisioro NokasHvKa, Takoro sik 3anax Ta cMak, abo
iaeHTndikauis 6apBHMKIB UM CMaKoBUX J06aBOK)) -
BWJTyUYEHHS NOKa3HMKa SIKOCTi «AHOMasIbHA TOKCUYHICTb>»
3i cneumndikauii Ta metoais koHTpoto MN3. 3mim | Tuny
- 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNakoBKW1 rOTOBOrO NiKapCbKOro 3acoby (3MiHa KiflbKOCTi
oavHMLUb (Hanpukiag TabneTok, ammnysn TOLo) B
ynakoBLi:) - 3MiHa y Ajiana3oHi 3aTBepKeHnX po3Mipis
ynakoBKu - BBEEHHS [0AaTKOBUX BUAiB nakyBaHb Ne 10
(10x1) y 6nictepi y kopobui Ta Ne 100 (10x10) y
6nictepax y KopobLi 3 BignoBigHMMYN 3MiHAMK B po3ini
«Ynakoska» MK#A /13. BBeieHHS 3MiH NpOTArom 6-Tu
MicAUiB MicnsA 3aTBepKeHHS. 3MiHu | Tuny - 3MiHu 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHU Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpobHULTBA) —




168

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3MiHM Y npoueci BUPO6HULTBA 7151 HOBOI AiNbHUL
BMpOGHULTBA AT «lanunydapm» - BBEEHHS PinbTpy
rpy6oi dinbTpauii 3 peiituHrom 1,0 Ha cTagii
BMPOGHULTBA «PiNbTpaLlisi PO3UMHY» Ta HE3HAYHI 3MiHK
Ha IHWWX cTagisx, 06yMOBEH TEXHIYHNMM
xapakrepuctnkamv 061agHaHHsA
181. | HABOHEKC® cnpeii HazasbHUiA, OpraHoH Lenuapi | LWepiHr-Mnay Sla6o H.B. Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3miHu 11 3a UA/7491/01/01
[o30BaHuii, 50 CeHTpai IcTt A TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
MKr/go3y no 18 r M6X hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o
(140 po3) 3060B'A3aHb Ta YMOB BUAaui peecTpaLiiiHoro
cycnexsii y nocBigyeHHs, Bkovaouy MNMaaxH ynpasniHHA pyusvkamu
nonieTueHoBoOMy (3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
nakoHi 3 noJanbLioro 06rpyHTyBaHHA HOBMMU A0AaTKOBUM
[03yl4nm AaHVMU, L0 MaroTb HagaBaTUCs KOMMETEHTHUM
Hacocom- OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
posnuatoBayem, KOMNETEeHTHUM OpraHoMm) - 3asiBHUKOM HaJaHo
3aKpUTUM OHOBJ/IEHUI NA1aH ynpasniHHA pu3nkamm Bepcis 4.0.
KoBnavkom; rmo 1 3MiHM BHeceHO [0 YacTuH: | «3aranbHa iHhopmauis», |1
donakoHy y «Cneuundikauis 3 6esnekm», |l «MnaH 3
KapTOHHI Kopobui thapmakoHarnagy», IV «Mnaxun woao
nicnspeecTpauiiHnx focnigxkeHb epekTUBHOCTI», V
«3axoau 3 MiHiMi3aLii pu3nkie», VI «Pe3oMe nnaHy
ynpaBniHHA pusnkammu», VIl «ogatkun» y 3B's3Ky 3
BUOASTEHHAM BabK/TMBUX iAEHTUIKOBAHWX PU3KIKIB,
BaXKMIMBMX NOTEHLAHUX PU3NKIB, @ TaKOX BULAEHHSA
BiACYTHbOI iHchopmavii. CTpykTypy MNYPa 6yno
OHOBJIEHO BIANOBIAHO A0 pekoMeHAaauili Guideline on
good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2)
182. | HABOHEKC® cnpeii HasasbHUIA, OpraHoH Lenuapi | LWepiHr-Nnay Jla6o H.B. Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3miHu 11 3a UA/11264/01/01
CUHYC [030BaHuit, 50 CeHTpan Ict a My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
MKr/g0o3y no 10 r 6X thapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao

(60 po3) cycneHsii
y .
noslieTuaeHoBoMy
donakoHi 3
[03ylo4nm
Hacocom-
posnusBayem,
3aKpUTUM
KOBMaykom; no 1

donakony y
KapTOHHIl KopooLi

30060B'A3aHb Ta YMOB BMAaYi peectpauiliHoro
nocBifyeHHs, BkoYaouy MNMnax ynpasniHHA pyusvkamu
(3acTocyBaHHs 3MiH(1), ski(a) BUMararoTb(€)
noAasibLLIoro 06r'pyHTyBaHHS HOBUMU A0ATKOBUM
AaHVMK, L0 MaloTb HaJaBaTUCs KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHVUM OpraHoM). 3asiBHUKOM HagaHo
OHOB/IEHWIA NNaH ynpasniHHS pu3nkamu Bepcisa 4.0.
3MiHV BHECEHO [0 YacTuH: | «3arasibHa iHchopmauis», Il
«Cneuudpikauisi 3 6esnekm», Il «MnaH 3
hapmakoHarnagy», IV «Mnaxu wono
nicnapeecTpauiiHnx focnimxkeHb epekTUBHOCTI», V
«3axo4u 3 MiHiMi3auii pu3nkie», VI «Pe3loMe nnaHy
ynpaBniHHA pusukamu», VIl «oaatkun» y 38’a3Ky 3
BUAA/IEHHSAM BaXK/IMBUX iAEHTUIKOBAHWX PU3VIKIB,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BaXKNIMBMX NOTEHLHNX PU3MKIB, @ TaKOX BULAIEHHSA
BifICYTHbOI iHchopmavii. CTpykTypy MYPa 6yno
OHOBJIEHO BIAMNOBIAHO A0 pekoMeHAaauili Guideline on
good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
183. | HAKNTO®EH pO34MH Ans KPKA, a.4a., CnoBeHis | KPKA, a.4a., HoBo mecTo, CnoBeHisi BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/3480/03/01
iH'ekuinn, 75 mr/3 HoBo mecTO CnoBeHisa (BUPOGHMLTBO TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuenmom
M1 N0 3 M B “in bulk”, nepBnHHe Ta KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
amnyni; no 5 BTOPVHHE MaKyBaHHS, MeToAax BUNPobYyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
amnyn y énictepi; KOHTPO/1b Ta BUMYCK (iHWi 3miHM y MeTofax BMNpo6yBaHb (BKIOYAKYM 3aMiHy
no 1 6nictepy B cepii; KOHTPOb cepii) ab0 foNOBHEHHS)). 3MiHa MeToAy BUNPOOyBaHHA 3a
KapTOHHIA Kopoo6Li nokasHukoM «KinbkicHuiA BMiCT cnmpTy 6eH3110BOro» 3
MeToAy rasoBoi xpoMaTorpadii Ha MeTog
BMCOKOEhEKTVBHOI PiANHHOT XpomaTorpadii, nig yac
KOHTPO/0 Ha TepMiH 36epiraHHs /13. BBeAeHHS 3MiH
NPOTArom 6-Tv MicALiB NicAs 3aTBEPAXKEHHS.
184. | HANTE3IH® TabneTku, BKpUTI KPKA, a.4., CnoseHia | KPKA, a.4., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/8938/01/02
POPTE nNiBKOBOIO Hoso mecTo CnogeHis IHaisA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOI0, N0 (BignoBifanbHWii 3a thapmakoHarnagy (iHwi 3MiHK) 3MiHW BHECEHI B TEKCT
550 mr no 10 BMPO6HMLTBO "in bulk", MapKyBaHHS Ha BTOPVHHY YNakoBKY /liKkapCbKoro 3acoby
Tabnetok y NepBUHHY Ta BTOPUHHY y n. 17 IHWE wopno popasaHHA tpasu
6nictepi, no 1 abo yNakoBKy, KOHTPO/b Ta "YKapo3HWKyBa/ibHa Ais" y BiANOBIAHOCTI A0
2 6nictepuy BUMYCK cepii); FOHiuem 3aTBEPMKEHOI IHCTPYKLi. BBEAEHHS 3MiH NpoTArom 6-Tn
KapTOHHI KopoobLi Na6opaTtopiec NimiTes, MicALiB Nicna 3aTBepKeHHs
IHAiA (BignoBiganbHMiA
3a BUPO6GHMLTBO "in
bulk", nepBuHHY Ta
BTOPWHHY YNakoBKy)
185. | HATPIO NMOpPOLLOK MAT Ykpaina K+C MiHepasc eHp, HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasiB: 3miHu | - UA/18847/01/01
xnoeupg (cy6eTaHuis) B "Tanuudapm” ErpikanTtiwe Mi6Xx MYy - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
naneposomy a6o napameTpax cneuudikaLii Ta/abo JOMYCTUMNX MEX,
naacTMKOBOMY BM3HAUYeHUxX y cneyndikauisx Ha A®l, abo
naketi abo B 6asik- BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
KOHTeliHepi, BMKOPUCTOBYIOTbCSA Y npoueci BupobHuutea A®I (iHwwi
BKPUTOMY LLAPOM 3MiHW) - BUTYyY€eHHS iHdhopMaLii LLoA0 NPOBeeHHs
nonieTuneny ons BMUNpPo6YyBaHHA AN15 iAeHTUdiKaLii KOXXHOro TapHoro
thapmaveBTU4HOr Micuga cybcTaHuii HATPIKO X/TOPWJ, i3 BignosigHUmum
0 3aCTOCYyBaHHsI 3MiHamu B p. 3.2.S.4.1. Cneumdikauis
186. | HATPIHO po34uH Ans [JouipHe YkpaiHa [ovipHe nignpremcTBo YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiH1X maTepianis: 3MiHu | 3a UA/4285/01/01
xnoeuna iHdpy3ii1 0,9 %,; no niANPUEMCTBO "®apmartpeiig” TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHN peyenmom
100 mn, abo no "®bapmaTpeig"” y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/Iouaum

200 mn, abo no
250 mn, abo no
400 mn, abo no
500 mn, abo no
1000 mn, a6o no
3000 ms1, abo no

Jiana3oH po3mipy cepii) roToBOro /ikapcbKoro 3acoby
(iHWi 3MiHK) CynyTHS 3MiHa - 3MiHK 3 fKOCTi. FoTOBWIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMUTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO NiKapcbKoro 3acoby, BkIovatoun
NPOMIXHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOBGHMUTBI rOTOBOTO JlikapCbKoro 3acoby (HesHayHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
5000 mny 3MiHa y npoLeci BUPO6HMLTBA) 3aMiHa 3aTBEP)KEHOrO
KOHTeliHepax, no po3mipy cepii (1325 1) roToBOro nikapcbkoro 3acoby Ha
100 mn, abo no Aiana3oH po3mipy cepii 1325 - 5300 n. HAk Hacnigok
200 mn, abo no BBEJEHHA [04aTKOBOro obnafgHaHHA (peaktop, MalunHa
250 mny 0151 PO3/IMBY) | BiOBPaXKEHHS Y OMUCI TEXHOMNOTNYHOIro
donakoHax npouecy.
187. | HEKCIYM TabneTku, BKPUTI AcTpa3eHeka Benuka AcTtpa3eHeka Ab LBewis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasnis: 3MiHu |l 3a UA/2534/02/01
NNiBKOBOIO HOK NimiTeq BpuTaHis TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 20 hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuli
Mr, o 7 TabneTok niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 1 015 MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU
abo no 2 6nictepu LAaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW fJaHUMK Ta
Y KapTOHHiiA JaHuMu 3 chapmakoHarnsgy - 3MiHu BHeCeHo [0
Kopobui IHCTPYKLUiT ANS MEAMYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao po3ainis "Ocob6/MBOCTI 3acTOCyBaHHA",
"Mo6iuHI peakyii" (LLOA0 OHOB/IEHOT iHhopmaLi 3
6e3nekn nikapcbkoro 3acoby, a came Ayxe pigkicHUX
BMMNAAKIB TSKKMX LUKIPHWX peakiid). BBeAeHHS 3MiH
NPOTArom 6-Tv MicALiB NicAs 3aTBEPAXKEHHS.
188. | HEKCIYM TabneTkn, BKPUTI AcTpa3eHeka Benuka AcTpa3eHeka Ab LiBeuis BHECEHHS 3MiH 4,0 peecTpaLiiHnx matepiasis: 3miHu |l 3a UA/2534/02/02
NNiBKOBOO HOK Nimiteq BpuTaHis TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
060/10HKO10, M0 40 hapmakoHarnsgy. 3MiHU y KOpOTKili xapakTepucTuLi
Mr, N0 7 TabneTok nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
y 6nicTepi; no 2 0N MeMYHOro 3acTOCyBaHHSA Y 3B'A3KY i3 HOBUMMU
6nictepn y LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMY faHUMK Ta
KapTOHHI KOpooLyi AaHumun 3 hapmakoHarisgy - 3mMiH1 BHECEHO 40
IHCTPYKLUIT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCbKoro
3acoby Ao po3ainis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakyii" (LLOAO OHOB/EHOT iHChopmaLii 3
6e3nekn NikapcbKoro 3acoby, a came Ayxe pigkicHUX
BMNAAKIB TSHKKMX LUKIPHWX peakLiid). BBeAeHHS 3MiH
nNpoTArom 6-T1 MicALIB MicNa 3aTBEPAXKEHHS.
189. | HEOKAPAUN Kancynu; no 10 TOB YkpaiHa TOB "BANIAPTIH YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/11357/01/01
Kancyny énictepi; "BAJTIAPTIH PAPMA" My - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y peyenma
3 6nictepu B PAPMA" MeTogax BMnpobyBaHHs A®l abo BuxigHoro
ynakoBLiji mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo

BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLTea AP (iHLUi
3MiHM y MeToAax BUNpoOyBaHHS (BKIOHAKUM 3aMiHy
a60o gonoBHeHHs)) A®I abo BUXIQHOrO/MPOMIXHOro
npoaykty) CynyTHs 3MiHa - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3miHa y napameTpax cnevmdikadin
Ta/abo foNyCTUMUX MeX, BU3HAUYEHNX Y cneumdikawisx
Ha A®I, abo BUXiAHWA/NPOMIXKHUIA NPOAYKT/pPearexT, Lo
BMKOPUCTOBYIOTbCS Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHM) 3MiHa MeToZy BUNpobyBaHHA A®I [nogy nucTs
Ta KBIiTOK €KCTPaKT CyXWii 3@ MOKa3HUKOM
«lgeHTndikauisi» 3 MeTogy TOHKOLWAapoBOi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
xpomartorpadii (EP, 2.2.27) Ha meTOq
BMCOKOE(hEeKTNBHOI TOHKOLLApPOoBOi Xxpomarorpadii (EP,
2.8.25) 3 BignosigHnmun 3MiHaMun B Cneuyndikadii Ha AdI
(3MiHM B NOCW/IaHHI HA MEeTOo/, KOHTPOJIH)
190. | HICNA3M TabneTkn, BKPUTI TOB «MIBE YkpaiHa Mmibe Mv6X HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasnis: 3mMiHa 6e3 UA/15658/01/01
POPTE® N/1iBKOBOIO YKPAIHA» ApuHaiimiTTens 3aaBHwuKa /13 (MIBI) (BnacHuka peecTpaviiHoro peyenma
060/10HKO10, Mo 80 noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
mr, no 10 460); 3miHu | Trny - 3miHn Woao 6e3nekn/edeKTMBHOCTI
Tabnetok y Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepi; no 2 y3ara/lbHeHUX faHux Npo cuctemy hapmakoHarnsgy
6nicTepu B (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
KapTOHHIA Kopoo6Li hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHSs dhapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0Cco6y, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MileHHi MacTep-taiina
cucTemMy hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO!
0co6u 3asBHVKa, BifNOBIAabHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Petra Gerecke. MNponoHoBaHa
pepakuisi: Heuait Mapis MaBniBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBA&XEHOI 0CO6U 3asBHWKa, BifnoBiga1bHOI
3a thapmakoHarnag. 3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemu hapmakoHarnsgy Ta ioro Homepa
191. | HITPOKCO/IH TabneTku, BKpUTI My6niuHe Ykpaina My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/3518/01/01
NNiBKOBOO akuioHepHe TOBapucTBO "Haykoso- TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
060/10HKO10, M0 50 TOBapucTBO BUPOGHNYMNIA LLEHTP hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
mr; no 10 "HaykoBo- "BopLyariBCbknii XiMiko- MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby (BUyYeHHs
Tabnetok y BMPOGHUUNIA hapmaLeBTUYHNIA iHchopMmawii, lka HAHOCUTLCS POCICHKOI0 MOBOHD).
6nictepi; no 5 LEeHTp 3aBofg", YKpaiHa YTOUHEHO BUKNaAeHHs po3ainis «JoaaTkoBa
6nicTepiB y naui "BopLuariBcbk BTOpuHHE nakyBaHHA: iHhopmauis. Al-1. YnakoBka» MKA Ta po3giny P/,
WiA XiMiKo- ToBapucTso 3 3.2.P.7. TepMiH BBEEHHSA 3MiH NPOTArom 6 MicsuiB
thapmaueBTny 06MEXEHO nicns 3aTBepAKEHHS
HWi 3aBog” Bi4NOBiAA/IbHICTIO
"Hatyp+", YkpaiHa
192. | HI®PYPOKCA3W | cycneHsis TOB "[OKI1 YkpaiHa TOB "[OKIM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/11387/01/01
A opasibHa, 220 mr/5 | "dapmaueBTn "apmaueBTnyHa TMny - 3MiHKM WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
M; no 90 mny yHa habpmka" habpuka" thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli

dhonakoHi abo
6aHui; no 1
thnakoHy a6o
6aHLi 3 403Yy04O0
CK/IIHOUKOIO Y
nauui

NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
4N MeMYHOro 3aCTOCYBaHHA Ha NifCTasi PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
[ocnimpKeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOXKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM OPraHom) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3MiHV BHECeHO A0 IHCTpyKLUii Ana MeguyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ginis
"apmakonorivyHi B1acTmMBoCTI", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHA rpyaa” Wwoao 6esneku
3aCTOCYBaHHSA Ail040i Pe4yoBUHK, BIAMNOBIAHO A0
pekomeHgauin PRAC
193. | HI®YPOKCA3U | kancynu no 200 TOB "[OKI YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/11387/02/01
A mr; no 10 kancyny | "®apmauestu "dbapmaLeBTnyHA TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nicTepi; no 1 abo | uyHa dhabpuka" habpuka" thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
2 6nictepu y nayui niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAVYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3mMiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
3MiHM BHECEHO A0 IHCTPYKLii 415 MeauyHoro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"apmakonoriyHi B1acTMeBocTi", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaato” Wwoao 6esneku
3aCcTOCyBaHHS Aito4ol pevyoBuHY, BIAMNOBIAHO A0
pekomeHgauin PRAC.
194. | HOBAI'PA 100 TabneTku, BKpUTI €BPO IHais MapkcaHc ®apma Jitg, IHais BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/9740/01/02
nNiBKOBOIO NANDKEP My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
060/10HKOI0, N0 MPAVBIT hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
100mrnol, 2 NIMITEL nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
abo 4 TabneTkn y AN MeAMYHOro 3acTocyBaHHA
6nicTepi; no 1 reHepuyHUX/ribpuaHNX/6ionoaibHNX NikapCcbKUX 3aco6iB
6nictepy B nicnsi BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA
KapTOHHIl KopooLi npenapar (3MiHa He NOoTpebye HafaHHA XOLAHUX HOBUX
no 4 TabneTtkn y [04aTKOBUX AaHnX) 3MiHW BHECEHI A0 iHCTPYKLi 415
6nicTepi; no 2 MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby y po3ainv
6nictepu B "Oco6nmBOCTI 3acTocyBaHHA", "34aTHICTb BN/IMBATH Ha
KapTOHHI KOpooLyi LIBUAKICTb peakLii Npy kepyBaHHi aBTOTpaHCNOpPTOM abo
IHLWIMMKW MexaHi3mamun" 3rigHO 3 iHdhopmaLieo Wwoao
MeAMYHOro 3acTocyBaHHA pediepeHTHOro Nikapcbkoro
3acoby (BIATPA, TabneTku, BKpUTI N1iIBKOBOO
060510HKo0 no 25 mr, 50 mr, 100 mr). BBeeHHS 3MiH
NpOTSArom 6-Tv MiCALIB NiCAs 3aTBEPAKEHHS.
195. | HOBAIPA 50 TabneTkn, BKPUTI €BPO IHais MapkcaHc ®apma JiT4, IHais BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/9740/01/03
NNiBKOBOO NANDKEP TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuenmom
06010HKO0, N0 50 MPAVBIT thapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui
mrnol, 2a6o4 NIMITEL NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT

Tabnetkn y
6nictepi; no 1
6nictepy B

AN MeAnYHOro 3acToCyBaHHA
reHepuYHUX/ribpuaHMX/6ionoaibHNX NikapCcbKnx 3acobis
nic/1 BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHWi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KapTOHHilA KopooLi npenapar (3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
no 4 TabneTtkn y [0AaTKOBUX AaHWX) 3MiHWM BHECEHI A0 iHCTPYKLiT Ans
6nicTepi; no 2 MeJMYHOro 3aCTOCYBaHHS JTiKapCbKoro 3acoby y po3ainv
6nictepu B "Oco6nmBOCTI 3acTocyBaHHA", "34aTHICTb BN/IMBaTV Ha
KapTOHHIlA KopooLi LIBUAKICTb peakuii npy kepyBaHHi aBToTpaHCNopToM abo
IHLWIMMK MeXxaHi3mamu” 3rigHo 3 iHchopMaLlieto LWoao
MeAMYHOro 3acTocyBaHHA ped)epeHTHOro Nikapcbkoro
3acoby (BIATPA, TabneTku, BKpUTI N1IBKOBOIO
060s10HKot0 no 25 mr, 50 mr, 100 mr). BBegeHHS 3miH
NPOTArom 6-Tv MicALiB NiCAs 3aTBEPAXKEHHS.
196. | HOBAIPA HEO | Tabnetku, BKpUTI €BPO IHAjs ®AC Nimiteq IHAjs BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/6701/01/01
N/1iBKOBOIO NANOKEP Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
060/10HKO10, M0 50 MPAMBIT napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
mr no 1 a6o no 2 NIMITEL, BM3HAYeHUxX y cneyndikauisx Ha A®l, abo

Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIiA
Kopobui; no 4
TabneTkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopobui

BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(aopaBaHHA abo 3amiHa (32 BUHSATKOM aKTUBHOI

peyoBUHM 6i0N0riYHOro abo IMYHO/IOMYHOTO

NOXOKEHHS) NapameTpa cneumdikadii 3 BignoBigHUM
MeTOA0M BUMNPOBYBaHHSA 3a pesyfbTatamu JOCAILKEHD
3 6e3nekun abo AkocTi) CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToAax BUNPO6YyBaHHSA
A®| abo BMXigHOrO matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi
BUpo6HMUTBA AP (iHLWi 3MiHM Yy MeToAax BUNPOOyBaHHS
(BkNtovarouy 3aMiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MpOMiXXHOro NpoAyKTY) BBEAEHHS
[0,aTKOBOro NnokasHuKa AKocTi «MikpobionoriyHa
yncToTa» Ta BHECEHHS pefakuiliHiX NpaBokK B
cneuudikauii Ta meTogax BunpobysaHHa A®l. 3miHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
meTofax BunpobysaHHs A®| abo BuUxigHOro
mMarepiany/npoMiXKHOrO NPoAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTea AdI
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeTohax
BMNpPo6YyBaHHSA) 3MiHa Y MeTofax BUNpobyBaHHs Ad|
[Ons BXIGHOIO KOHTPOsIo BUpPOBHUKa M3 (Pac Nimiten,
IHAiSA), HE3HaYHI 3MiHM Y MeToAax BUNPOOYBaHHS 3a
nokasHukom «CynpoBifHi AOMILLKM» (OHOBIEHO
pepaxuito posginy MNpouenypa).
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KonTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEpPXEHUX MeToAax
BMNPO6YBaHHS)
3MiHa y MeTogax BunpobysaHHa APl ansa BxigHoro




174

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KOHTPO/I0 BUPOGHUKa M3 (PAC Nimiteq, IHAis),
He3HauHi 3MiHV Yy MeTofax BUNpobyBaHHs 3a
NOKa3HUKOM «KifbKiCHe BU3HAYEHHS» - OHOBJIEHO
peaakujto onvcy MNpuroTyBaHHA cTaHAapTy; OHOBIEHO
pepakuito onucy MNpurotyBaHHA 3paska; foAaHo
Tabnuuo NocNiA0BHOCTEN iH'EKLiN; AeTani3oBaHO
hopmyny pospaxyHky Ana CungeHadiny uutpaty
(HapaHo po3paxyHKy Ha OCHOBY Ta Ha 6e3BOAHY
OCHOBY), OHOBJIEHO PefiakL,ito B PO3'ACHEHHAX A0
chopmy”, BUAANEHO Tabnuuo «Cnncok HeobxigHoOro
nocyay», AogaHo rpadpy «XpomatorpadgiyHi ymoBu».
197. | HOBAIPA HEO | TabneTku, BKpUTI €BPO IHais ®AC NimiTepq, IHais BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/6701/01/02
NNiBKOBOO NIANDKEP My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y peuenmom
060/10HKOI0, N0 MPAVBIT napameTpax cneuudikauii Ta/abo 4onycTUMmX Mex,
100 mrno 1 NIMITEL BM3HAYeHNX y cneundikauisx Ha A®l, abo
Tabnetyiy BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
6nicTepi; no 1 BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
6nictepy B (mopaBaHHA abo 3amiHa (3a BUHSATKOM aKTUBHOT
KapTOHHIlA peyoBMHM 6i0NOrYHOIO abo IMyHO/IOMYHOro
Kopo6ui, no 4 NOXOLPKEHHS) NapameTpa cneundikauii 3 BignoBigHNM
TabneTkn y MeTOA0M BUNPO6YBaHHA 3a pesynbTataMun JOC/igKeHb

6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIA KopoobLi

3 6e3nekun abo AkocTi) CynyTHs 3MiHa - 3MiHU 3 SIKOCTI.
A®I|. KoHTponb A®I. 3miHa y meTodax BUNPOGyBaHHSA
A®| abo BMXigHOrO MaTepiany/npomMixKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPoGyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY) BBEAEHHS
[,04aTKOBOro MokasHuKa SKocTi «MikpobGionoriyHa
yncToTa» Ta BHECEHHS pefAaKLUiiiH1X NpaBokK B
crneundikauii Ta meTogax BunpobysaHHA APL. 3miHu |
Tnny - 3MiHK 3 axkocTi. A®Il. KoHTponb A®I. 3miHa y
mMeToAax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NPoAayKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEpPXEHUX MeToAax
BMNPOGYBaHHSA) 3MiHa y MeTogax BunpobysaHHA AdI
0715 BXiHOrO KOHTPO/t0 BUpo6HMKa MN3 (dac Nimites,
IHAisA), HE3HAYHI 3MiHM Y MeToAax BUMPOOYBaHHS 3a
nokasHUkom «CynpoBsigHi AOMILLKN» (OHOBNEHO
pepakuito po3giny MNpoueaypa).
3miHu | TNy - 3miHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y MeTogax BunpobyBaHHA APl abo BUXIAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BMMNPOGYBaHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3MiHa y MeToax BunpobysaHHs APl ans BxigHOro
KOHTpO/t0 BUpo6HWKa MN3 (PAC Nimiteq, IHAiN),
He3HauHi 3MiHM Yy MeTofax BUNpobyBaHHS 3a
NOKa3HUKOM «KinbKiCHe BU3HAYEHHS» - OHOB/IEHO
peakuito onucy MNpurotyBaHHA cTaHapTy; OHOB/IEHO
pegakujto onvcy MNpuroTysaHHA 3paska; fofaHo
Tab/ML0 NOCNIAOBHOCTENW iH'EKUIN; AeTani30BaHO
hopmyny pospaxyHky Ana CungeHadiny uutpaty
(HapaHo po3paxyHKkn Ha OCHOBY Ta Ha 6e3BofHY
OCHOBY), OHOB/IEHO pejakLiito B PO3'ACHEHHSIX A0
hopmyn, BuganeHo Tabnuuo «Cnncok HeobxigHoro
nocyay», 4ogaHo rpadpy «XpomatorpadiyHi ymoBu».
198. | HOBAIPA HEO | Ta6neTku, BKpUTI €BPO IHAis ®4C Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/6702/01/01
NNiBKOBOO NANDKEP TMny - 3MiHKn 3 AKOCTi. A®Il. KoHTposb A®I. 3miHa y
obonoHkoto, no 50 MPAVBIT napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
mr in bulk: no 1000 NIMITEL BM3HaYeHUX y cneyndikauisx Ha A®l, abo

Tabnetok y
NI1acTUKOBUX
6aHkax

BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTBCSA Y Npoueci BupobHuutea Ad|
(aopaBaHHA abo 3aMiHa (32 BUHATKOM aKTUBHOT

PeYOoBUHM 6IOAOTYHOTO abo IMYyHO/IOMYHOro

NOXOPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOAO0M BUNPOGYBaHHA 3a pesynbTataMun JOC/igKeHb
3 6e3nekun abo AkocTi) CynyTHA 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeToAax BUNPOGyBaHHS
A®| abo BUXiAHOTO MaTepiany/MpomMiKHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNpPOGyBaHHS
(BKtOYALOUM 3aMiHy abo f0NoBHEHHs) APl abo
BWXi4HOr0/MPOMIXXHOro NPoAYyKTY) BBEAEHHS
[,0[,aTKOBOroO nokasHuka sikocTi «MikpobionoriyHa
4yncToTa» Ta BHECEHHS pefAaKLUiiiH1X NpaBoK B
cneuudikauii Ta metogax sunpobysaHHa AP, 3miHu |
Tmny - 3MiHN 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
MeTogax BunpobysaHHa APl abo BuxigHoro
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BMNPOGYBaHHSA) 3MiHa Y MeTofax BunpobysaHHs Ad|
0715 BXifHOrO KOHTPO/t0 BUpo6HuKa MN3 (dac Nimites,
IHAiS), HE3HAYHI 3MiHM Y MeToAax BUNPOOYBaHHA 3a
nokasHukom «CynpoBifHi AOMiLLKM» (OHOBIEHO
pepakuito po3giny MNpoueaypa).
3MiHu | TUNy - 3MiHK 3 AKkocTi. ADL. KoHTposnib A®L. 3miHa
y MeTogax sunpobysaHHa APl abo BuxigHOro
mMarepiany/npoMiXKHOrO NPoAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTea AdI
(He3HauHi 3MiHW Y 3aTBEPAKEHNX MeToaax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BMNPOGYBaHHS)
3MiHa y MeTogax BunpobysaHHa APl ansa BXigHOro
KOHTpOst0 BUpo6HuKa M3 (PAC Nimiteq, IHAiN),
He3HauHi 3MiHM Yy MeTogax BUNpobyBaHHA 3a
nokasHnkoM «KinbkicHe BU3HAYEHHS» - OHOB/IEHO
pepakujto onvcy NpuroTyBaHHA CTaHAapTy; OHOB/IEHO
peaakujto onvcy MNpuroTyBaHHA 3paska; foA4aHo
TabnuLto NOCNifOBHOCTEN iH'EKLN; AeTanizoBaHO
dhopmyny po3paxyHky aAns CungeHadiny umtpary
(HapaHo po3paxyHkn Ha OCHOBY Ta Ha 6e3BoAHY
OCHOBY), OHOB/IEHO PeAaKL,ito0 B PO3'ICHEHHSAX A0
thopmyn, BugaseHo Tabauuo «Cnncok HeobxigHoro
nocyay», fogaHo rpady «XpomatorpadiyHi yMoBu».
199. | HOBAIPA HEO | Tabnetku, BKpUTI €BPO IHAis ®AC Nimiteq, IHAis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | - UA/6702/01/02
N/1iBKOBOIO NANOKEP Tmny - 3MiHN 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
060/10HKOI0, N0 MPABIT napameTpax crneuudikauii Ta/abo 4oNyCTUMUX MEX,
100 wr in bulk: no NIMITEL

1000 Tabnetok y
NAacTUKOBUX
6aHkax

BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(aopaBaHHA abo 3amiHa (3a BUHSATKOM aKTUBHOI
peyoBUHM 6i0N0riYHOro abo iMyHO/IOMYHOTO
NOXO[KEHHS) NapamMeTpa cneumdikadii 3 BignoBigHUM
MeTOA0M BUNPOBYBaHHSA 3a pesyfbTatamu JOCAIAKEHD
3 6e3nekun abo AkocTi) CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToax BUNPO6YyBaHHSA
A®| abo BMXigHOrO matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi
BUpo6HMUTBA AP (iHLWi 3MiHM Yy MeToAax BUNPOOyBaHHS
(BK/IHOYAOUM 3aMiHy ab0 AONOBHEHHS) AdD| abo
BWXi4HOro/MpOMiXXHOrO NpoAyKTY) BBEAEHHS
[04,aTKOBOro nokasHuka skocTi «MikpobiosnoriyHa
yncToTa» Ta BHECEHHS pefakuiliHiX NpaBokK B
cneuudikauii Ta meTogax BunpobysaHHa A®l. 3miHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
meTofax BunpobysaHHs A®| abo BuxigHoOro
mMarepiany/npoMiXKHOrO NPoAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTea AdI
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTohax
BMNpPo6YyBaHHSA) 3MiHa Y MeTofax BUNpobyBaHHs Ad|
0151 BXiHOro KOHTpO/o BUpobHuka N3 (dac NMivites,
IHAiSA), HE3HaYHI 3MiHK Y MeToAax BUNPOOYBaHHS 3a
nokasHUkom «CynpoBifHi AOMILLKM» (OHOBIEHO
pepaxuito posginy MNpouenypa).
3MiHn | TURY - 3MiHn 3 aKkocTi. A®l. KorTponb A®I. 3miHa
y MeTogax BunpobyBaHHA APl abo BuXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPWCTOBYETbLCS y NpoLieci BUpobHuuTea AdI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BMNPOGYBaHHS)
3MiHa y MeTogax BunpobyBaHHa APl ansa BxigHOro
KOHTPOsI0 BUPOGHUKa M3 (PAC Nimiteq, IHAis),
He3HauHi 3MiHM Yy MeTogax B1UnpobyBaHHA 3a
NOKa3HUKOM «KifbKiCHe BU3HAYEHHS» - OHOB/IEHO
pepakujto onvcy MNpuroTyBaHHA cTaHAapTy; OHOBIEHO
pepakuito onucy MNpurotyBaHHA 3paska; foAaHo
Tabnuuo NocNiA0BHOCTEN iH'EKLiN; AeTani3oBaHO
hopmyny pospaxyHky Ana CungeHadiny uutpaty
(HapaHo po3paxyHKu Ha OCHOBY Ta Ha 6e3BOAHY
OCHOBY), OHOBJIEHO PefiakL,ito B PO3'ACHEHHAX A0
chopmyn, BuganeHo Tabnuuo «Cnncok HeobxigHoro
nocyay», fogaHo rpadpy «XpomatorpadgiyHi ymoBu».
200. | HOBONAPUH® | po3uuH ans IKEHODAP Benvka LenpxeH Tekgoy Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/9061/01/01
iH'eku;jin, 100 mr M NTA BpuTaHis dapmacbioTukan Ko., My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peuenmom
(10 000 aHTu- nrp, thapmakoHarnagy. 3MiHa y KOpOoTKiil xapakTepucTuLi
thakTop Xa nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
MO)/mn, no 0,2 mn ONs MeAVYHOrO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo
(20mr), abo no 0,4 OHOB/OBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
mn (40mr), abo no [ocnimpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
0,6 mn (60mr), abo 3acoby B nicnspeecTpauiliHuii nepios, abo sk pesynbTtar
no 0,8 mn (80mr), OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
abo no 1,0 mn nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
(100 mr) y Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) .
nonepeAHL0
HarnoBHEHOMY 3MiHM BHECEHO [0 IHCTPYKLIT 415 MeANYHOro
wnpu1uj; no 2 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
LnpuLm B "Ocob6nuBocTi 3acTocyBaHHS" Ta "MobiuHi peaxuii”
6nicTepi; no 1 BiANOBIAHO A0 pekomeHAauiin PRAC
6nictepy B
KapTOHHIW
kopo6ui; no 0,2 mn
(20mr), abo no 0,4
M (40mr), abo no
0,6 mn (60wmr), abo
no 0,8 mn (80mr) y
nonepeAHL0
HarnoBHEHOMY
wnpu1uj; no 2
LNprLM B
6nicTepi; no 5
6nictepiB y
KapTOHHI/ Kopobui
201. | HOBOCEBEH® | nopoluok A/T Hoso [aHis BMPOGHWK Ajito40i [Oanisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/5178/01/04
niodpinizoBaHuii Hopgaick peyYoBUHM, TOTOBOrO HimeyunHa TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom

LN NPUroTyBaHHS

NPOAYKTY Ta BUPOGHNK,

hapmakoHarnagy (iHwi 3MiHN)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
pO34uHy ans BiANOBigaIbHMI 3a ons posyBaHHA 5 mr (250 KMO) 3miHuM BHeceHo 0
iH'eKLjiA no 5 mr BWMYCK CEpiii roTOBOro IHCTPYKLUIT ANS MEANYHOrO 3aCTOCYBaHHS NiKapCbKOro
(250 KMO) 1 npoaykty: A/T Hoso 3acoby Ao po3giny "OcobnmBoCTi 3acTOCyBaHHA" LWOA0
CKNSIHWIA (hNakoH 3 Hopgaick, JaHis; iHbopMmaLii CTOCOBHO BifCTEXYBAHOCTI Ta BMICTY
niogpinizosaHnm AiNbHUUA BUPOOHULTBA, [0MNOMDKHOT pEYOBUHW HATPIt0. TEPMIH BBEAEHHS 3MiH
MOPOLLKOM y Ha SiKili NpoBOAMTLCSA npoTArom 6 micAuiB nicns 3aTBepkKeHHs; 3MiHu |l Tuny -
KomnaekTi 3 1 KOHTPO/b/BMNPOGYBaHHS 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
nonepeaHL0 cepii roToBOro NPoAyKTy: thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
3anoOBHEHUM A/T Hoso Hopgick, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
LUMPULIOM, SKWIA [Oanis; [inbHnus, Ha Akini ANA MeAUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
MICTUTb 5 MN NnpoBOAUTLCA OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
PO34MHHMKA BUrOTOBJIEHHSA AaHumu 3 chapmakoHarnagy ana fosysaHHsa 5 mr (250
(ricTnamH, Boga PO3YMHHKKA Y KMO) 3MiHW1 BHECeHO [0 IHCTpYKLii Ans Mean4HOoro
ANs iH'eKUil), nonepegHsL0 3acTOoCyBaHHSA NikapcbKoro 3acoby Ao po3ziny "MobiyHi
LITOKOM MOPLLHS, HarnoBHEHOMY LUNpuLi Ta peakuji" wopao iHghopMaii CTOCOBHO NOBIAOMIEHHS MPO
nepexigHvkom ans oro nepBuHHe HebaxaHi No6iYHi peakuii. TepMiH BBe4EHHS 3MiH
thnakoHa B nakyBaHHs: npoTArom 6 micsALiB Nicns 3aTBepaKeHHS
iHAVBIgyanbHil BetTep ®apma-
ynakoBLi y ®epTiryHr F'm6X yHg, Ko.
KapTOHHIlA KopooLi KI', HimeuumnHa;
[inbHnUs BUPO6HULTBA,
Ha AKii npoBOANTLCS
KOHTPONb/BMNPOGYBaHHSA
PO3YMHHMKA Y
nonepegHL0
HanoBHEHOMY LUNPULi:
BetTtep ®apwma-
®epTiryHr F'm6X yHg, Ko.
KI, HimeyuunHa;
[inbHnUs BMPO6HULTBA,
Ha AKii npoBOANTLCS
BTOPVHHE NaKyBaHHS
roToBoro npogykry: A/T
HoBo Hopgick, daHis;
A/T Hoso Hopgick,
[LaHis; ginbHuuA
BMPOGHULITBA, Ha SKili
npoBOANTbLCA
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
hiNbTpyBaHHS,
HanoBHEHHSA Ta
niochinizavis NOPOLLIKY:
A/T Hoso Hopgick,
[JaHis
202. | HOBOCEBEH® | nopouiok A/T Hoso [NaHis BMPOGHMK Ajtoyoi [Janis/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX MmaTepiasis: 3MiHu | 3a UA/5178/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
niodpinizoBaHuii Hopgaick peyoBUHM, TOTOBOrO HimeyunHa My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuenmom

NS NPUrOTYBaHHSA
pO34nHy Ans
iH'eKLjil no 2 Mr
(100 KMO) 1
CK/ISIHWIA h1akoH 3
niogpinizoBaHnM
NOPOLLKOM Y
KOMnNIekTi 3 1
nonepegHLo
3arnoBHEHUM
LUNPULIOM, SIKUIA
MICTUTb 2 M
PO34MHHMKA
(rictauH, Boga
Ans iH'eKuUiit),
LLITOKOM MOPLUHSA,
nepexigHMKom ans
hnakoHa B
iHaMBIAYaNbHI
ynakoBLi y
KapTOHHilA KopooLi

NPoOAyKTY Ta BUPOGHMUK,
BignoBiga/IbHWiA 3a
BMNYCK Cepii roTOBOro
npopykty: A/T Hoso
Hopgick, AaHis;
OinbHUUA BUPOBHULTBA,
Ha AKii npoBOANTLCS
KOHTPO/b/BMNPOGYBaHHS
cepii roToBOro NPOAYKTY:
A/T Hoso Hopgick,
[aHis; A/T HoBo
Hopgaick, AaHis;
LinbHNUA, Ha skl
npoBOANTLCA
BUrOTOB/IEHHSA
PO34MHHMKA Y
nonepeaHL0
HanoBHEHOMY LUNPUL Ta
ioro nepBuHHe
nakyBaHHs: BeTtep
dapma-depTiryHr NM6X
yHA, Ko. K, HimewunHa;
[inbHnUs BMPO6HULTBA,
Ha AKii NpoBOANTLCS
KOHTPONb/BMNPOGYBaHHSA
PO3YMHHMKA Y
nonepegHLo
HanoBHEHOMY LUNPULi:
BetTtep ®apwma-
®epTiryHr F'm6X yHg, Ko.
KI, HimeyuunHa;
[inbHnUs BMPO6HULTBA,
Ha AKii NpoBOANTLCS
BTOPVHHE NaKyBaHHS
roToBoro npogykry: A/T
HoBo Hopgick, daHis;
A/T Hoso Hopgick,
[Oanis; dinbHnusa
BMPOGHULITBA, Ha SKili
npoBOAMTbLCA
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
hiNbTpyBaHHS,
HanoBHEHHSA Ta
nioghinizavlis NOPOLLKY:

thapmakoHarnagy (iHwi 3miHn) (B. (x) IB)

Ansa pnosyeaHHsa 2 mr (100 KMO) 3miHy BHECEHO A0
IHCTpPYKLUIT 415 MEeAMYHOrO 3aCTOCyBaHHS Nikapcbkoro
3acoby A0 po3giny "OcobamMBOCTi 3aCTOCyBaHHA" LWOA0
iHchopMmaLii CTOCOBHO BiACTEXYBaHOCTI Ta BMICTY
[0MOMDKHOT peYoBUMHU HaTpito. TepMiH BBeAeHHS 3MiH
npoTArom 6 micsuis nicns 3aTBepkeHHs; 3MiHu |l Tuny -
3MmiHu Wwopao 6esnekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
ANA MeAUYHOIO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 hapmakoHarnagy ans fosysaHHs 2 mr (100
KMO) 3miHv BHECEHO A0 IHCTpYKUIiT 4518 MeanYHOro
3aCTOCyBaHHS NikKapCbKoro 3acoby A0 po3zainy "rMo6iyHi
peakuii" Wwoao iHgopmalii CTOCOBHO NOBIZOMIEHHS MPO
HebaxaHi No6iyHi peakuii. TepMiH BBeAEHHS 3MiH
NPOTArom 6 MicsILiB MicNs 3aTBepKEHHS




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
A/T Hoso Hopgick,
[Janis; dinbHuus
BMPOGHULITBA, Ha AKili
npoBOANTbLCA
BMPOGHMLITBO
Hepo3dacosaHoro
NpoAykKTY,
hiNbTpyBaHHS,
HamnoBHEHHA Ta
niocpinizavis NOpoLLKy:
A/T Hoso Hopgick,
[aHis
203. | HONET TabneTtku no 5 mr; AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/18540/01/01
no 10 TabneTok y M CA TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nicTepi; no 3 thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepn y y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIW nayu,i (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06Y 3 chapmakoHarnsagy 3asBHuka anas
34jiCHeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, YNOBHOBaXeHOI 0Cco6y, BignoBiganbHOI 3a
3fificHeHHs hapmakoHarnsagy (BKIHOYaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHi macTep-ghaiina
cuctemn dpapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHMKa, BiANOBIA&IbHOI 3a hapmakoHarnsg,
[itoua pepakuis: Mihaela Mosnegutu. NMponoHoBaHa
pepakuis: Dr. Marius Cozma. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobuM 3aBHUKA,
BignoBigasbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pepakuis: Kupunisa ManvHa leopriisHa.
lMponoHoBaHa pegakuis: MinieHko Mapisi BaneHTUHiBHA.
204. | HO-LLUNA® TabneTku, BKPUTI TOB "Onenna YkpaiHa XIHOIH 3aBog YropwuHa BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 6e3 UA/15328/01/01
KOM®OPT NNiBKOBOIO Xerickea dapmaueBTUYHUX Ta TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyernma
o6onoHkoto, no 40 YkpaiHa" XiMiuHuX MpoaykTis thapmakoHarnsgy. BeegeHHs abo 3miHv o

mr, Ne 24: no 24
TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHI KopoobLi

Mpaiisit Ko. fTa.
Nignpuemctso 2
(nianpvemcTBo
Bepelueabxas)

y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiAANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHSs chapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0Cc0o6y, BignoBiganbHOI 3a
3fjificHeHHs chapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-ghaiina
cuctemn dpapMakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHKKA, BiANOBIA&/IbHOI 3a hapMakoHarnsg.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[itova pepakuin: Xopakiscbka TeTaHa BayecnasiBHa.
MponoHoBaHa pepakuisi: Muxaitnos OnekcaHap
Bonognmmposunuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
BiANOBiAabHOI 3a thapmakoHarnsag,. 3miHa
MiCLie3HaxoMKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI AiA/IbHOCTI 3 chapMakoHarsay.
205. | OBAAXIO® TabneTku, BKpUTI TOB "CaHodpi- YkpaiHa Onenna Xenckea ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/13689/01/01
NNiBKOBOO ABeHTIC IHTepHewHn CAC TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbKuMii 3aci6. peuenmom
060/10HKO0, MO 14 YkpaiHa" CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
mr; Ne 28 (14x2): 3MiHM). BHeceHHs 3MiHn 8o p. «YnakoBka» MKA N13,
no 14 tabnerok, PeecTpadiiiHoro noceigueHHs1, a came iHchopmali Woao
BKPUTUX BWYYEHHS €/IEMEHTY BTOPUHHOI YNaKoBKM (3aXWCHWI
N/1iBKOBOIO dhyTnsAp) 3 MeTolo NpuBeAeHHs Y BignoBiaHiCTb fo SPC.
060/10HKOI, Y 3MiHV BHECeHI B IHCTPYKLi0 4151 MeANYHOro
6nictepi 3 3aCTOCYBaHHS NMikapCbKOro 3acoby y po3ain «YnakoBka»
anoMiHito; no 2 3 BiNOBIAHUMM 3MiHAMW Y TEKCTi MapKyBaHHS ynakoBK/
6nictepu niKkapcbKoro 3acoby. BeBeeHHs 3MiH NPOTAroM 6-u
BKNafeHo B MiCALIB MIiCNA 3aTBEPLKEHHS.
ynakoBKy Tumny
ramaHus; no 1
ynakoBLji Tuny
ramaHus
BK/afleHO B
KapTOHHY KOPOOKY;
Ne 84 (14x6): no
14 TabneTok,
BKPUTUX
NNiBKOBOO
060/10HKOI, Y
6nictepi 3
aIloMIHIlO; Mo 2
6nictepu
BKMaAEHO B
ynakoBKy Tumny
ramaHus; no 3
ynakoBKun TUNy
ramaHus
BK/1afleHO B
KapTOHHY KOPOGKY
206. | OKPEBYC® KOHUeHTpaT ans TOB «Pouw YkpaiHa BMPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHa 3a UA/16278/01/01
pO34nHy Ans Ykpaina» Hepo3dacoBaHoi LBeliuapis 3asBHUKa (BNacHMKa peecTpauiiHoro Noceig4eHHs) peyenmom
iHchysiii no 300 npoayKuii, nepBuHHe (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). BeegeHHs
mr/10 mn; no 10 nakyBaHHs, 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPKEHHS. 3MiHN
My hnakoHi; no BUNPOGYBaHHSA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta

1 donakoHy y

KOHTPOJO SKOCTI:

hapmakoHarnisgy. BeegeHHs abo 3miHn Ao
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHilA KopooLi

Pow diarHocTuke Mv6X,
HimeuunHa
BMPOGHMLTBO
Hepo3acoBaHoi
npoayKujii, nepBrHHe
nakyBaHHS1, BTOPUHHE
nakyBaHHS1, BUMYCK
cepii:
®.XodpcpmaHH-/15 Pou
Ntpa, Weeiiuapis

y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPOo cUcTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0Co6Y 3 chapmakoHarnsagy 3asBHuka anas
3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAa/IbHOI 3a
3ailicHeHHs thapMakoHarnsay (BK/IHUaoUN KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-taiina
cucTemu chapmakoHarniagy).
3MiHa YyNoBHOBaXKEHOT 0COBM 3asiBHUKA, BiANOBIAa/IbHOT
3a chapmakoHarnag. fitova pegakuis: Dr Birgitt Gellert.
MponoHoBaHa pegakuisi: JloitueHko OnexHa
BonogumunpiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0c06u, BiANOBIAa/IbHOI 3a
thapmakoHarnag,.
3MiHa micLe3HaxoMKeHHA MacTep-talina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHS1 OCHOBHOI AiSiNIbHOCTI 3 dhapMakoHarisay.

207.

OKCUTOLVH

pO3unH Ans
iH'ekuin, 5 MO/Mn
no 1 mn B amnyni;
no 5 amnyny
6nicTepi; no 1 abo
2 6nictepu y nayui
3 KapTOHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3 "BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
Tmny - 3MiHN 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4oNyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHM) - Creumdpikauito Big BUPOOHMKa roTOBOro
nikapcbkoro 3acoby Ha cybcTaHLito «OKCUTOLUH»
po3pobieHo BigNoBigHO A0 BUMMOr MoHorpadiii EP 0780
Aitoyoi Bepcii €Bponeicbkoi?gapmakonei Ta BifgnoBigHO
[0 BMMOr?BNpOGHIMKa cybCTaHLi, a came: - KpuTepii
NPUAHSATHOCTI NOKa3HMKa «PO3UMHHICTb;

- METOA, KOHTPO/O «AMIHOKUC/IOTW» NEPEHECEHO B
MYHKT «lgeHTrdikauis» Ta npuBeaeHo X 4oMyCTUMI MeXi
BignosigHo no EP, 0780; BUIyYeHO NOKa3HWK
«AHOMa/IbHa TOKCUYHICTb»

3a
peyerimom

UA/1888/01/01

208.

onia XMEnNo

pignHa
(cybeTaHuis) y
hnakoHax
CKNAHWX ANs
chapmav,eBTUYHOT
0 3acToCyBaHHs

AT «dapmak»

YkpaiHa

AT «®apmak»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. APl. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHM napameTpis
cneuudikayin Ta/abo AONYCTUMUX MEX, 3a3HAaYEHNX Y
cneumaikauisx, ans 6esnocepeiHboil ynakosku APl
(BTyYEHHSI HE3HAYHOTO NokasHuka cneuudikawii
(Hanpuknag BUyYeHHs 3acTapifioro nokasHuka)) —
3MiHM A0 peecTpaLiiHoro Aocke Ha cybcTaHuito Onis
XMento, pianHa (cybcTaHuis) y hnakoHax cknsHuX Ans
thapmaueBTUYHOIO 3aCTOCYBaHHS BUPOGHULTBA AT
«®dapmak», y 3B'A3Ky 3 BHECEHHAM 3MiHM [0 p. 3.2.S.6.
Cuctema KOHTelHep/3aKynoproBasibHUiA 3aci6, a came

UA/14245/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[0 cneumdikauii Ha nepBMHHE NakyBaHHA (d)1aKoHU 3i
CK/IOMacK 3 LUMNIHAPUYHUM KOPMYCOM, KOHYCHOHO
rOp/IOBMHOIO Ta NpUTEPTOI0 Npo6bKoto). 3i cneumndikadi
Ha hNaKkoHV NPONOHYETLCA BUNYUUTU MOKA3HUKW:
reoMeTpuYHi po3Mipn chiakoHa, MapKyBaHHS, YNakoBky,
YMOBW 36epiraHHs, TakK sk 3a3HayeHi NoOKa3HWKN €
HEKPUTUYHUMU | HE BNIMBAKOTL Ha fkicTb API. MaTepian
(pN1akoHIB Ta NPOBOK 3a/IMLLAETLCA HE3MIHHUM; 3MiHW |
Tmny - 3MiHK 3 skocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHN napameTpis
cneumdikavin Ta/abo AoNYyCTUMUX MEX, 3a3HAYEHUX Y
cneumdikauisix, ans 6esnocepeHbOil ynakosku Ad|
(oonoBHEHHs cnevumdikayii HOBUM NOKa3HUKOM Ta
BiANOBIAHWM MEeTOA0M BUNPOBYBaHHSA) - 3MiHM [0
peecTpauiiHoro Aocke Ha cybcTaHujito Onis xmento,
pignHa (cybcTaHuis) BupobHuuTBa AT «®apmaks», y
3B'A3Ky 3 BHECEHHAM 3MiHM fo p. 3.2.S.6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3acib, a came BHECEHHS
nokasHukiB «igponiTMYHa CTilKiCTb» Ta «lponyckaHHS
cBiTNa» y cneundikadito Ha hnakoH (6yTenb) 3 TEMHOro
Ck/la 3 NpUTEepPTOI NPO6KOI, 3riAHO 3arasibHOT CTaTTi
3.2.1. CknsiHi KoHTelHepu ANns dhapmaleBTUYHOIO
3acTocyBaHHs, 1PY

209.

O/IPEH®-100
CP AENOKANC

Karncyu
NPOIOHIOBaHoT Aji
no 100 mr; no 10
kancyn y bnictepi;
no 2 6nictepu B
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

BMPOGHMLITBO 3@ MOBHUM
LMKIOM:

AuvHo ®apma Al
LLiBefiuapis
Joparkosa

na6oparopis, Lo

npuiimae y4yactb B

KOHTpONI cepit:
YHTEP3YXYHICIHCTUTYT
Xennenep Mv6X,
HimeuunHa
Brpo6HMLTBO
Hepo3dacoBaHoi
NpoAyKLii, KOHTPOsIb
SAKOCTI, [03BiN HA BUNYCK
cepii:

AumHo dapma Al
LLsenuapis
MepBrHHA Ta BTOPUHHA
ynakoBka:
AuvHo ®apma Al
LLiBefiuapis

LLiBefiuapis/
HimeuunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa abo goAaBaHHs LWTamnis, NOTOBLLEHb
abo iHWKX MapKyBaHb, YK/oUar4y 3aMiHy abo
[ofaBaHHa dapb AN MapKyBaHHS NiKkapcbKoro 3acoby
(3miHa wramnis, NOTOBLYEHb ab0 iHLWMX MapKyBaHb)
OHOBJ/IEHHS CKafy YopHuaa AN MapKyBaHHS
nikapcbKoro 3acoby 3 BignoBigHNMY 3MiHaMK B .
«Cknag» MKA N13 3areepgkeHo: CKNAL ... Ana
HaHeCeHHs WTaMmniB Ha Kancynm Moxe 6yTun
BMKOPVCTAHO YOPHWMA ABOX HACTYMHUX aNlbTepHaTUBHUX
cknagis: 1. Lenakosuin nak 45 % (Ha 20 %
ecTepudikoBaHuii) y CnvpTi eTUIOBOMY, 3as1i3a OKCKA,
yopHwuiA (E 172), NponineHrnikonb, po3yvH aMoHilo
rigpokeungy 28 %. 2. Lenak, nponinexrnikons,
KOHLEHTPOBaHWIA PO3YMH aMOHilo rigpokcuay, Kanito
rigpokcua, 3asisa okcug YopHuii (E 172). ...
3anponoHosaHo: CK/A[, ... na HaHeCeHHS WwTamMnis Ha
Kancynv BYKOPUCTOBYIOTb YOPHU/IA HACTYMHOTO cKnagy:
LwenakoBuii nak 45 % (Ha 20 % ecTepucikoBaHwuit) B
eTaHofi, 3ani3a okeug YopHwuii (E 172), 1-6ytaHon, Boga
oumweHa, nponinenrnikonb (E 1520), eTaHon
6e3B04HWIA, 2-NPONAHO/, PO34MH aMOHito rigpokcuay 28
%. ... BBefieHHs 3MiH NpoTsArom 6-Tv MicaUiB nicas

3a
peyenmom

UA/5124/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
3aTBEPAKEHHS
210. | OPMAKC Kancynu no 250 CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/11108/01/01
mr; no 6 abo 10 YKpaiHCbKO- icnaHcbke MignpuemMcTBO Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE- peyenmom
Kancyny icnaHcbke "Cnepko YkpaiHa" cepTudikaT BignoBigHOCTI EBponeichkiii
nn1acTMKoBOMy nignpueMcTBo thapmakonei/moHorpadii. NMogaHHs HoBoro abo
KOHTeliHepi; mo 1 "Cnepko OHOBJIEHOrO cepTudikaTta BiAnoBigHOCTI ab0 BUTyYEHHS
KOHTEliHepy B YkpaiHa" cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
nauuj 3 KapToHy ana A®l; onsa ByxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - OHoB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOIO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikata BignosigHOCTI EBponelichkin hapmakonel
Ne R1-CEP 2007-072 - Rev 02 (3aTBepmkeHo: R1-CEP
2007-072 - Rev 01) ans Ajto4ol pevyoBrUHN asuTPOMILUHY
Bif BXe 3aTBepmxeHoro supobHuka PLIVA CROATIA
LTD., XopBaTisi
211. | OPMAKC NnopoLUoK aNns CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/11108/02/01
opasibHOT YKpaiHCbKO- icnaHcbke MignpuemMcTBo Tuny - 3MiHn 3 akocTi. CepTuddikat BignosigHocCTI/IE- peyenmom
cycneHsii, 100 icnaHcbke "Cnepko YkpaiHa" cepTudikaT BignoBigHOCTI EBponeichbkiii
mr/5 mn; no 11,34 nignpueMCcTBO thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
r nopowky (gns 20 "CMNEPKO OHOBJ/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUNYyYEHHS
M (400 mr) YKPAIHA" cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
cycneHsii) y onsa A®l; ana BuxigHoro
KOHTeliHepi; no 1 marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KOHTeliHepy 3 BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
[03YH040I0 peyoBuUHYM (cepTuUdikaT BiANOBIAHOCTI EBpONechkili
JNIOXKOIO Ta hapmakonei) - OHOBAEHUI cepTudiKaT Bif yxe
[03y0UnMm 3aTBEPAKEHOro BUPO6HMKa. MogaHHA OHOB/IEHOTO
LINPULOM Y cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakonel
KapTOHHIW nayu,i Ne R1-CEP 2007-072 - Rev 02 (3aTBepmkeHo: R1-CEP
2007-072 - Rev 01) ans fjto4oil pevyoBUHN asuTPOMILUHY
Bif, BXe 3aTBepxeHoro BupobHuka PLIVA CROATIA
LTD., XopBaris.
212. | OPMAKC NopoLUoK AN CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/11108/02/02
opasibHOT YKpaiHCbKO- icnaHcbke nignpuemMcTso TUny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHoCTI/lE- peuyenmom
cycneHsii, 200 icnaHcbke "Cnepko YkpaiHa", cepTuguikaT BiANOBIAHOCTI EBPONENChKil
mr/5 mn; no 11,74 nignpueMcTBO thapmakonei/moHorpadii. NogaHHs HoBOro abo
r nopowky (gns 20 "CMNEPKO OHOBJ/IEHOrO cepTudikaTta BiANoBIAHOCTI abo BUNYYEHHS
M (800 mr) YKPAIHA" cepTugikaTa BignoBigHOCTI €EBpoNenchkin hapmakonei:

cycneHxsii) abo no
17,6 r nopoLLKy
(ans 30 mn (1200
Mr) cycneHsii) y
KOHTeliHepi; no 1
KOHTelHepy 3

onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomiKHOro NPoAyKTy, Lo
BVMKOPUCTOBYHOTbCS Y BUPOOHMUTBI API; 415t 4ONOMIDKHOT
pevoBUHM (cepTudikaTt BiANoBIAHOCTI EBpONechbkili
chapmakonei) - OHOBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPO6HMKA. MNogaHHA OHOB/IEHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[03Y040t0 cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
NIOXKOI0 Ta Ne R1-CEP 2007-072 - Rev 02 (3aTBepmkeHo: R1-CEP
[03y4nm 2007-072 - Rev 01) AN [jto40i pe4yoBUHM a3UTPOMILVHY
LINpULOM Bifl BXe 3aTBepaxeHoro BupobHuka PLIVA CROATIA
LTD., XopBaris.
213. | OPHIOA30/- pO34MH Ans MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/17007/01/01
AAPHULSA iHdpy3iiA, 5 Mr/mn "papmaneBTn ipma "OapHuua” TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuenmom

no 100 mny yHa cthipma CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHoOCTI abo
chnakoHi, no 1 "NapHnus” ymoBax 36epiraHHsi roTOBOrO JlikapCcbKoro 3acoby
dhnakoHy B nauui (36iNbLUEHHA TEepMiHY NPUAATHOCTI FOTOBOIO NMiKapCbKOro

3acoby) - 1519 TOpProsoi ynakoBku (MiATBEPAKYETHCA

[aHVMK peanibHOro Yacy) 36i/bLIeHHS TepMIHY
NPUAATHOCTI FOTOBOTO JIiKAPCbKOro 3acoby
(3aTBEPMAXEHO: TEPMIH NMPUAATHOCTI 2 POKY;

3anponoHOBaHO: TEPMiH MPUAATHOCTI 3 poku). 3MiHN

BHECEHI B iHCTPYKLT A1 MeANYHOro 3aCTOCyBaHHS

nikapcbkoro 3acoby y po3gin "TepmiH npugaTHoCTI".

BBefeHHS 3MiHM NpPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
214. | OPEB® Kancynm M siki no BepiHrep HimeuunH | MepsuHHe (bnictepn) Ta HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis: 3miHu || 3a UA/16115/01/01

100 mr no 10 IHrenbxainm a BTOPWHHE NakKyBaHHS, TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Kancyn y énictepi; IHTEpHEeLUHN MapKyBaHHS1, KOHTPO/1b hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
no 6 6nictepis y X SIKOCTi, KOHTPO/b SAKOCTi 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro

KapTOHHIiA
ynakoBLi

3a NMOKa3HUKOM
MiKpOGionoriyHa uictoTa
Ta BUNYyCK cepiit
NikapcbKoro 3acoby:
BepiHrep IHrenbxaim
dapma 'm6X i Ko.KT,
HimeuunHa
Bnpo6HMLTBO, ynakoBka
Ta KOHTPO/Ib AKOCTI (3a
BUK/IIOYEHHAM
MiKpOGionoriyHoi
yncToTn) kancyn bulk
(He posdracoBaHoi
npoaykuiv):
KataneHTt HimeuunHa
E6epbax Mm6X,
HimeuunHa
AnbTepHaTVBHI AjiNbHUL
NS BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LLteremaHH
NboHhepnakyHreH yHz,
Norictiwep Cepsic e. K.,

NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamu
(3acTocyBaHHs 3MiH(K), siKi(a) BUMaratoTb(€)
NnoJanbLIoro 06r'pyHTYBaHHA HOBMMMW A0AATKOBMM
JaHuMK, WO MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OL[iHKa
KOMMETEHTHUM opraHom) 3assBHUKOM HafaHo
OHOB/IEHUIA 3rigHO 3 BUMOramu Ao CTaHAapTU30BaHoro
chopmary MYP (EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) nnaH ynpasniHHA pusukamun 4ns NikapcbKoro
3acoby OPEB®, kancynu m ski no 100 mr 1a no 150 mr
no 10 kancyn y 6nicTepi; no 6 6icTepiB y KAPTOHHIi
ynakoBLji.




186

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HimeuunHa
Papm/lor dapma
NopyxicTik TM6X,

HimeuunHa

AnbTepHaTUBHI
nab6opartopii gns
NpoBeAeHHS KOHTPOSO
AKOCTI (32 BUK/TIOYEHHAM
Mikpob6ionoriuHoi

YACTOTW):

AeHg Em WTABTECT
Na6op dyp AHaniTuk
YHA
Cra6initatcnpydyHr
'mM6X, HimeuunHa
HysicaH TM6X,
HimeuunHa
AnbTepHaTuBHa
na6opartopis ans
NpOBeAEHHS KOHTPOSO
akocTi Mikpo6ionoriyHoi
4yncToTU:

CI'C IncTutyT ®peseHiyc
'mM6X, HimeuunHa
Na6op IC CE eHp Ko.
Kl , HimeyunHa

215.

ODEB®

Kancysv M siki no
150 mr no 10
Kancyn y énictepi;
no 6 6nictepiB y
KapTOHHilA
ynakoBLi

BepiHrep
IHrenbxainm
IHTEepHeLwHN

M6X

HimeuumnH
a

MepBuHHE (6nicTepun) Ta
BTOPVHHE MaKyBaHHS,
MapKyBaHHS1, KOHTPO/b
AKOCTI, KOHTPO/Tb SKOCTI
3a NOKa3HUKOM
Mikpob6ionoriyHa uicToTa
Ta BUMYyCK cepiit
nNiKapcbKoro 3acoby:
Bepinrep IHrenbxaim
dapma 'm6X i Ko.KT,
HimeuunHa
Brpo6HMLTBO, ynakoBka
Ta KOHTPO/Ib SKOCTI (3a
BUK/IOYEHHAM
Mikpob6ionoriyHoi
yncToTn) kancyn bulk
(He posdhacoBaHoi
npoaykKuii):
KaTtaneHTt HimeuunHa
E6epbax M6X,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu ||
My - 3MiHK Woao 6esnekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro

NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHA pu3nkamu

(3acTocyBaHHs 3MiH(1), sKi(a) BUMararoTb(€)
noAasibLLIoro 06r'pyHTyBaHHS HOBUMM [0LATKOBUM
JaHuMK, WO MatoTb HaAaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKi/IbK/ BMMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM opraHom) 3asBHUKOM HafaHo

OHOB/EHUIA 3rigHO 3 BUMoramu Ao CTaHAapTU30BaHoro

chopmarty MYP (EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) nnaH ynpasniHHA pusukamu 41 NikapcbKoro
3acoby OPEB®, kancynu m'siki no 100 mr Ta no 150 mr
no 10 kancyn y 6nictepi; no 6 61icTepiB y KAPTOHHIi
ynakoBLji.

3a
peyenmom

UA/16115/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

AnbTepHaTUBHI AibHULI
AN BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JNboHbepnakyHreH yHz,
Norictiwep Cepsic e. K.,
HimeuunHa
dapwm/lor Papma
NopyxicTik TM6X,
HimeuunHa
AnbTepHaTVBHI
nab6oparopii ana
NpoBeLEHHS KOHTPOO
AKOCTI (32 BUK/TIOYEHHSM
Mikpob6ionoriyHoi
4YUCTOTH):

AeHg Em WUTABTECT
Nabop dyp AHaniTmk
yHA
CrabinitatcnpydyHr
'M6X, HimeyunHa
HysicaH 'mM6X,
Himeyunna
AnbTepHaTuBHa
nabopartopia aAns
NpPOBeEHHA KOHTPOJIO
AKoCTi Mikpo6ionoriyHot
4YNCTOTH:

CI'C IHcTuTyT dpeseHiyc
'M6X, HimeyunHa
Na6op J1IC CE eHpg Ko.
KI, HimeyumHa

216. | NAKCUn™ TabneTku, BKPUTI nakcoCmitKn Benuka nakcoCmiTKnsiAH Monbla BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/8573/01/01
060n0HKot0, No 20 A ExkcnopT BputaHis PapmacbioTukani C.A. TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN peyenmom
mr; no 14 Nimiteq Yy BUPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLTBA FOTOBOrO
Tabnetok y NikapcbKoro 3acoby, BKIOUaUM NPOMiIXKHUIA NPOAYKT,
6nicTepi; no 2 LLIO 3aCTOCOBYETLCH NPW BUPOBGHWLTBI FOTOBOTO
6nictepu y nikapcbKoro 3acoby (iHLi 3MiHN)
KapTOHHIlA KOpooLi BHeceHHs 3MiH fo po3giny 3.2.P.3.2. Cknaf Ha cepito Ta

3.2.P.3.3. Onnc BMpOo6GHMYOro npouecy Ta KOHTPOsIH
npoLecy, 30KpemMa 3a3HayeHHs NiMiTiB BUKOPUCTaHHA
cycneHsii Ans noKpuTTa TabneTok NiiBKOBOK
060/10HKOI0, OCKINbKW 3aTBEPAKEHNIT BUPOOHNYNIA
npoLec He BKIKYaE faHy iHopMaLiito.

217. | NANNALA-HC cnpeii HazasbHUiA, TOB "YOPNA YkpaiHa yopng MEANLINH TypeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/18928/01/01
po34uH, 665 MEAVLNH" IJTAY CAH. BE TIDXK. 3asBHMKA (BNaCHVKa peecTpaLiiHoro NocBig4yeHHs) peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
MKr/go3a, no 30 A.LL. (3rigHo Hakady MO3 Big 23.07.2015 Ne 460). TepmiH
mn (240 go3) y BBe/leHHs1 3MiH NPOTArom 6 micauis nicns
chnakoHi i3 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHU WoAo
003ylo4num 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy. BeegeHHs
NPUCTPOEM Ta a60 3MiHN [0 y3araslbHEHMX JaHUX NPO cucTeMy
3axXUCHUM chapmakoHarnsgy (BBefleHHs y3araslbHeHUX AaHux npo
KoBmaykom, no 1 cuctemy hapMakoHarnsgy, 3miHa ynoBHOBaXKeHOT
chnakoHy B 0cobu, BigNoBiAabHOI 3a 34iiCHEHHA hapMakoHarnaay;
KapTOHHI/ Kopoo6Li KOHTaKTHOI 0C06YM 3 hapmakoHarnsagy 3asiBHuKa ans
34iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BoHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0co6W, BiANOBIAA/IbHOI 3a
3gificHeHHs chbapmakoHarnsaay (BKIHUaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemu hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0co6u 3asBHWKa, BiANOBiAabLHOI 3a thapMakoHarnsag.
Litouva pepakuisn: Casiwesa Jlapuca / Savishcheva
Larisa.
MponoHoBaHa pepakuis: Nyano MavHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6U
3asBHUKA, BiANOBIAaILHOI 3a thapmakoHarnsag,. 3miHa
MicUs 34iCHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnagy. 3miHa MicLue3HaxoKeHHA MmacTep-
dhaiina cuctemu chapmakoHarnsgy
218. | NAHAZON TabneTky Wwunyui; nakcoCmiTKn Benwvka damvap A.B.E. AHToca Ipevis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 6e3 UA/2691/02/01
EKCTPA no 2 Tabnetkn y ARH BpuTaHis nnaHT , pewis; Ipnangis TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuyenma
6araroLlaposomy KoHcbiomep nakcoCmiTKnaiH KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
cTpuni; no 6 Xenckep (KOK) [aHrapsaH flivites, MeToAax BUMPOOYBaHHS rOTOBOTO JlikapCbKoro 3acoby
cTpunis y TpelgiHr IpnaHgis (He3HayHa 3MiHa y 3aTBepIKEHNX MeToAax
KapTOHHIW Nimiteq BMNPOGYBaHHS). He3HauHi 3MiHM y MeTogax
Kopo6ui; no 4 BMNPO6YBaHHSA roTOBOrO /IiKapCbKOro 3acoby 3a
Tabnetkn y NoKa3HUKOM «CnopigHEHi Cnonykn KoeiHy».
6araroLiaposomy
cTpuni; no 3
cTpunu y
KapTOHHI/ Kopobui
219. | NAH3ITA/ pO34uH Ans OkTathapma ABCTpIf BVPOGHWK, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/17142/01/01
PANZYGA® iHcpys3iii no 100 $apmaueBTUK BiANoBigabHUI 3a AscTpisi/ TMNy - 3MiHK 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
mr/m; no 10 mn, a BMPO6HULTBO in-bulk, HimeuunHa y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
25 M1 po3YmnHy y MpoaykTioHcre nepBUHHE NaKyBaHHS, BUMYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOTO NiKapCbKOro
donakoHi, no 1 c M.6.X. BMNYCK cepil: 3aco6y (3amiHa abo AofaBaHHA AiNbHUL, Ha SKi

chnakoHy B
KapTOHHIiA
Kopobui; no 50 mn,
100 mn po3unHy y
nnawkax, no 1
nAswWLi B
KapTOHHI/ Kopobui

OkTadapma, PpaHuis

BVPOGHMUK,
BiANoBigabHUI 3a

nepBuUHHE Ta BTOPUHHE
nakyBaHHA, KOHTPO/1b

SAKOCTI, BUMYCK cepii:
OkTadhapma

3[iCHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil) -
[JonaBaHHA AinbHULI, BiANOBIAALHOI 32 BUNPOOYBaHHS
'3 3a nokasHWKoM AsOMiHIlA. 3anponoHOBaHO:
Bupo6HuK, BiANOBIAaIbHUIA 3@ BUNPOGYBaHHS asltoMiHi0
OkTadpapma MpogaykuioHcrecennwadT foiunaHg m6X /
Octapharma Produktionsgesellschaft Deutschland mbH
Bonbgoranr-Mapryeppe-Annes 1, Cnpinre, HWkHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
$apmaueBTUKa CakcoHis, 31832, HimeuunHa / Wolfgang-Marguerre-
MpoaykTioHcrec. M.6.X., Allee 1, Springe, Niedersachsen, 31832, Germany;
ABcTpis 3MiHM | TUny - 3MiHK 3 sKoCTi. [OTOBWMIA NTikapcbkuii 3aci6.
BUPOBHMK, KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
BiAnoBigabHUI 3a MeToAax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
BTOPWHHE MaKyBaHHS: (He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAaX
Oktadhapma [eccay BMNPO6YBaHHS) - He3HauHi 3MiHWM y MeToji
v6X, HimeyunHa BUNpobyBaHHA /13 3a NOKA3HWKOM SKOCTi ANOMIiHIl
Brpo6HuK,
BiANOBIgaIbHMI 3a
BMNPOGYBaHHSA
aOMIHIIO:
OkTathapma
MpoaykuioHcrecennwa
ot JoitunaHg m.6.X.,
HimeuunHa
220. | NAPALETAMO | Ta6netku no 200 MNAT YkpaiHa MAT "ranuucpapm”, YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiHuX MaTepiasis: 3MiHu | 6e3 UA/8334/01/01
n Mmr, no 10 "Tanuudapm" YkpaiHa; MAT TUNy - 3MiHK 3 KOCTi. FOTOBMIA Nikapcbkunii 3aci6. 3MiHK peuyenma
Tabnetok y "Knismegnpenapat"”, y BUPOGHMLTBI (iHLLI 3MiHW) - 3MiHW Y BUPOOHULTBI, X)
6nictepax; no 10 YkpaiHa iHWI 3miHn. AkTyanisauis posginy 3.2.P.3.3 «Onuc
TabneTok y BMPOBHMYOro NpoLecy Ta KOHTPOJIK0 NPOoLECY», 3MiHa
6nicTepi; no 2 knacy unctotn D Ha knacudikoBaHi NPUMILLEHHS
6nicTepu B navw,i (BnyveHHs iHchopMmaii Npo knacudikawito BUpOGHNYMX
NPUMILLEHb, Y SKMX NPOBOAATLCS CTagii TEXHOMONYHOro
npouecy BupobHuyTea /13, y 38’a3Ky 3i 3MiHOIO Kacy
yncToTn D Ha knacuduikoBaHi NpUMILLEHHS)
221. | NEHTAKCNM® NopOLLOK CaHodpi PpaHuis NOBHWIA LMKN ®paHuia/ BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/13010/01/01
BAKUUHA ANA | Haemophilus Mactep BMPOGHMLTBA, YropwmHa Tnny - 3MiHn 3 axkocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
MPO®INIAKTUK | influenzae Tuny b 3arnoBHEeHHA Ta napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
N QUDTEPII, Ta cycneHsia ans niocpinizauin (dnakoHn), BM3HaUYeHuUx y cneyndikauisx Ha A®l, abo
NnPABLA, iH'ekuini (0,5 mn); BTOPWHHE NaKyBaHHS, BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
KALLUTHOKY no 1 cpnakoHy 3 KOHTPO/b AIKOCTi, BUMYCK BMKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea AdI
(ALENONAPH nopowukom Ta 1 cepii: CaHodpi MacTep, (3BYXKEHHSI ONYCTUMUX MEX, BU3HAYEHUX Y
nn nonepeaHbL0 ®paHLis; BTOPUHHE cneuudikawii) - 3BYy)XXeHHS KpUTEPIiB NPUAHATHOCTI 3a
KOMMOHEHT), 3arnoBHeHOMY nakyBaHHs, BUMYCK nokasHnkom sikocTi Molecular Size Distribution ans
nonioMIenITyY | wnpuuy (0,5 mn) 3 cepii: CaHodi-ABeHTIC NPOMIXHOr0 NPOAYKTY aKTMBOBAHOIO nosiicaxapuay
IHAKTUBOBAH | npukpinneHoto MpaisiTt Ko. T4, Haemophilus influenzae Tuny b (PRP-AH intermediate).
ATA ronkoto (a6o 2 Mnatchopma noricTuku TepMiH BBEEHHS 3MiH - KBiTeHb 2024 poKy; 3MiHKM | TUny
BAKUWHA ANA | okpemymun Ta ouCTpubyLii y m. - 3MiHu 3 AkocTi. ADL. KoHTponb AP, 3miHa y
MPO®INAKTUK | ronkamu), wo Bypanewr, YropwmHa napameTpax cneuudikauii Ta/abo 4OnyCcTUMUX MeX,
N IHOEKLIIA, MiCTUTb CYCMNeH3ito BM3HA4YeHNX y cneundikauisx Ha AP, abo
CNPUYUHEHWN | ans iH'exuiid, B BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
X KapTOHHI BMKOPVCTOBYIOTbCSA Y npoueci BupobHuutea AdI
HAEMOPHILUS | kopo6ui; no 1 (BUNyYeHHA HE3HAYHOro NoKasHWKa AKOCTI (Hanpukiag,
TANY B donakoHy 3 BWU/TYYEHHS 3aCTapisioro nokasHvka)) - BunyyeHHs

KOH’FOrOBAH

nopoLukom 1a 1

BMNPOGYBaHHA Ha NiporeHu 3i cneuudikaLii NPOMiKHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
A, nonepegHsL0 npoaykty nonicaxapugy Haemophilus influenzae tuny b
AACOPBOBAH | 3anoBHeHOMY (PRP intermediate). TepmiH BBELlEHHS 3MiH - KBITEHb
A wnpuuy (0,5 mn) 3 2024 poky; 3MiHn | Tuny - 3MiHn 3 axkocTi. A®l. KoHTponb
NPUKpPINIEHo0 A®I. 3miHa y napameTpax cneuudikauii Ta/abo
ronkoto (abo 2 [ONyCTUMUX MEX, BU3HaUeHuX y cneuudikauisx Ha Adl,
OoKpeMummn a60 BMXigHWA/NPOMDKHWIA NpoAyKT/peareHT, LWo
rosikamu), Lo BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
MiCTUTb CYyCMNEH3it0 3MiHK) - BunyyeHHs BunpobysaHHa Residual phenol 3i
ONs iH'eKUi, B cneuudikaLii Npy BMMYCKY rOTOBOro0 HEPO3¢hacoBaHoro
cTaHapTHO- npogykTy nonicaxapugy Haemophilus influenzae tuny b,
€KCMOopTHIl KOHIO'KOrOBaHoro 3 npasuesum npoteiHom (Haemophilus
ynakoBLi, sika polysaccharide conjugate concentrated bulk). TepmiH
MiCTUTbCA Y BBEJEHHS 3MiH - KBiTeHb 2024 pokKy; 3MiHK | TUNY - 3MiHK
KapTOHHIli KopooLi 3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
(3 iHCTpYKUi€eo ans cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
MeaNYHOro cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
3aCTOCYyBaHHS) npoAayKT/peareHT, L0 BUKOPUCTOBYOTLCA Y NpoLLeci
BMpo6HMUTBA ADI (iHWi 3MiHN) - BBEaeHHS
cneuudikaLiii Ha KiHeLb TepMiHy NpuMAaTHOCTI Ans
NPOMiXHOro NpoAykTy nonicaxapugy Haemophilus
influenzae Tuny b (PRP intermediate) Ta npomixHoro
NpoAyKTY akTMBOBaHOro nonicaxapuay Haemophilus
influenzae Tuny b (PRP-AH intermediate). TepmiH
BBE/EHHS 3MiH - KBiTeHb 2024 poky; 3MiHu |l Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTa AdI
(cyTTeBa 3MiHa y
6io10riYHOMY/iMyHOOTYHOMY/IMYHOXIMIYHOMY MeTOZj
BUMNPOOYBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETLCA
6ionorivyHKiA peareHT gns GionoriyuHoro A®I, a6o iioro
3amiHa) - BBefieHHs1 HOBOI cepii pedhepeHTHOro
cTaHgapty AHK Tumyca Tensty, Wwo BUKOPUCTOBYETLCA
npu BUPOBHULTBI MPOMIDKHOIO NPOAYKTY nosicaxapuay
Haemophilus influenzae Tuny b (PRP intermediate).
TepMiH BBEAEHHS 3MiH - KBiTEHb 2024 poky
222. | NEPUIO eKCTpaKT piakvii MpAT YkpaiHa MpAT ®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/0365/01/01
BOAAHOIO no25wmvny dapmaveBTny thabpvka "Biona" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
EKCTPAKT donakoHi; no 1 Ha habpuka CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa 'y
chnakoHy B nauvj 3 "Biona" NepBVHHI yNakoBLji rOTOBOrO /iKapCbKOro 3acoby

KapToHy; no 25 mMn
y chnakoHax; no 25
mn abo no 50 mny

(AKicHWIA Ta KiSTbKiCHWIA cknag) - M'siki Ta HeCTepuIbHI
piaxi nikapcoki hopmu - BBEAEHHA A0AATKOBUX YNakoBOK
no 25 mn Ta no 50 mn y pnakorax nonimepHunx (PBI-

chnakoHax, 30-18 Ta ®BI1-55-18 3 nonietuneHtepedTanary),
YKYNopeHux YKynopeHux npobkamu-kpanensHuuamu 3 NMEBT (2.2.a-
npobkamu- 13) Ta kpuwkamu (K1) y nayui Ta 6€3 naykm, 3
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KpanenbHULaMY;
no 25 mn a6o no
50 MmNy donakoHi,
YKynopeHomy
npo6koto-
KpanesnbHuLeto,
no 1 cpnakoHy B
nauuj; no 25 mny
chnakoHax
nosiMepHuX,
YKyNOpeHux
npobkamu-
KpanenbHUUAMH i
KpuLLKamu; no 25
My ch/1aKoHi
nosiMepHomy,
YKynopeHomy
npo6koo-
KpanenbHULeto i
KpuLLKoto; no 1
chnakoHy B nauu;
no 50 mny
donakoHax
noniMmepHux,
YKyNOpeHux
npobkamu-
KpanenbHUUAMK i
Kpuwkamu; no 50
My ch1akoHi
nonimepHomy,
YKynopeHomy
npo6koto-
KpanesibHuULelo i
KpuLikoto; no 1
donakoHy B nauui

BiANOBIAHMMU 3MiHAMU [0 P. «YNakoBka». 3MiHU
BHECEHI B po3fin "Ynakoska" (BBEAEHHAM YOTUPbOX
[04aTKOBUX PO3MIpiB YNakoBOK) B IHCTPYKLitO ANs
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby, sk
HacCnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNakoBOK /likapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHSA

223.

MIPALETAM

kancynu no 0,4 r
no 10 kancyny
6nictepi; no 3 abo
6 6ricTepiB y
naJi 3 KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI €EBpoNenchkin hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO

3a
peyenmom

UA/1878/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei

Ne R1-CEP 2004-083 - Rev 05 (3aTBepmkeHo: R1-CEP
2004-083 - Rev 04) gns Adl NipaueTtam Big Aito4oro
Bupo6bHuka NORTHEAST PHARMACEUTICAL GROUP
COMPANY, LIMITED, China. BHeceHo 3miHu B
cneumdikaLito BXiAHOro KOHTPO/IKO AAHOT0 BUPOGHMKa, a
came BUyYeHO NokasHUk «Baxki metanu». CEP
[OMOBHEHWI OLHKOK PU3MKIB LLOA0 €1IEMEHTHUX
[OOMiILLOK BignosigHo Ao Bumor ICH Q3D Guideline for
elemental impurity. BunyyeHo Bupo6Hu4y ainbHuuo (No.
37, Zhonggong Bei Street, Tiexi District, China-110026
Shenyang, Liaoning Province);
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IeHOro cepTudpikata BignosigHOCTI abo
BU/yYeHHs cepTudikaTa BignoBiAHOCTI EBponenchkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAyKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHM (CepTudiikart BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOTO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BiANOBIAHOCTI E€Bponeiickkili hapmakonei
Ne R1-CEP 2004-083 - Rev 06 gnsa A®I MipaueTtam Bif
gitoyoro BupobHuka NORTHEAST PHARMACEUTICAL
GROUP COMPANY, LIMITED, China. Ak Hacnigok,
3MiHK B onuci nakyBaHHA A®I, a came foaaBaHHsA
HOBOTrO a/IbTEPHATVBHOIO TUMY YNakoBKW CyOGCTaHLii B
TpULWapoBOMy MOMIETU/IEHOBOMY NakeTi (nonieTuneH /
nonieTunex 6inunii / nonieTuneH YopHuii) y
noninponisieHoOBOMY TKAHOMY MiLLKY, MOMILLEHOMY B
rodhpoBaHuii NakeT; 3miHu | TMny - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTucpikat signosigHocTi
€Bponeiicbkiin hapmakonei/MmoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBUHYM (cepTuUikaT BiAMNoBIgHOCTI EBpoNechbkili
thapmakonei) - OHoBIeHUIA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBiAHOCTI EBponeiichkii hapmakonei
Ne R1-CEP 2004-083 - Rev 07 ana A®I MipaueTam Big
gitoyoro BupobHuka NORTHEAST PHARMACEUTICAL

GROUP COMPANY, LIMITED, China. BHeceHO 3miHu B




193

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

cneumaikaLito BXIAHOTO KOHTPosito A®| 3a NOKa3HUKOM
«CynpoBiZHi AOMILLKU» - NPUBEAEHO A0 BUMOT
MoHorpadii EP ta CEP (8 CEP BuganeHo iHcopmauio
LLOA0 HAABHOCTI Ta HOPMyBaHHS 6y Ab-sKOT
HeBW3HaYeHOI AOMILLKN); 3MiHW | TURY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOGyBaHHS
A®| abo BUXiAHOrO MaTepiany/MpomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGyBaHHS
(BkNtOUAKOUM 3aMiHy abo f0MOBHEHHS) Adl abo
BMXi4HOrO/MPOMIKHOro NPoAyKTy) - NpuBefeHHs MeTogis
BMNpo6yBaHHA A®I MipaueTam BUpobHULTBA
NORTHEAST PHARMACEUTICAL GROUP COMPANY,
LIMITED, China 3a nokasHukoM "CynpoBigHi fOMILLKK" y
BiAMNOBIAHICTb A0 BUMOT MoHorpadii EP Piracetam
(2.2.29. meTop, pignHHOI Xpomartorpadii); 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLUi
3MiHV B MeToAax BUNpo6yBaHHS (BKIHOYAKOUM 3aMiHy
ab0 [ONOBHEHHS) 415 peareHTy, L0 He CNpudrHae
iCTOTHOrO BNAMBY Ha AKICTb A®I) - BHECEHHS 3MiH O
MeTopis BMNpobyBaHHA AN 4040l peyoBUHM
nipavetam Bnpo6HMKa NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China 3a noka3zHukom "KinbkicHe Bu3HaueHHs", (EP,
2.2.29 meTog piavHHOI XpomaTorpadii). MeToguka
BV3HAYEHHSA NPUBOAUTLCA A0 BUMOr MOHorpadii EP
Piracetam; 3miHu | Tuny - 3miHn 3 akocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MEX, BU3HaUeHuX y cneyudikauisx Ha Adl,
a60 BMXigHWA/NPOMDKHWIA NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(BUAYyYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro NoKasHMKa)) - BHECEHHS 3MiH 40
Cneuudpikanii/MeTogis BunpobysaHHs API, 30kpema:
BW/TYYEHHSI KOHTPOJTHO 3@ NOKa3HWKOM "PO3UMHHICTL" (He
€ 060B'A3KOBMM MOKA3HMKOM, Ma€ iHhOpMaTUBHWIA
xapakTep); 3MiHu | Tuny - 3miHn 3 AkocTi. APl KoHTposib
A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BMXifHOro Matepiany/npoMiKHOTO NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeTohax
BMNPOGYBaHHS) - HE3HAYHI 3MiHW y MeTogax
BMNpobyBaHHA A®| AN BU3HAYEHHS «3anLLIKOBOT
KIZIbKOCTi OpraHiyHnX pO34nHHYKIB» /715 BUPOOHMKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
NORTHEAST PHARMACEUTICAL GROUP COMPANY,
LIMITED, China, a came BUNpaBneHO HEBIANOBIAHICTb Y
dhopMyii po3paxyHKy — 3aMiHeHO «5» Ha «0,5»
224. | NIPALETAM pO34uH Ans AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/1878/02/01
iH'exuin 20 %, no 5 TMny - 3MiHK 3 AkocTi. CepTudpikart BignosigHoCTI/ITE- peyenmom

mn abo no 10 mn,
abo no 20 mn B
amnyni; 10 amnyn
y nauui 3 KapTOHY;
no 5 mn aéo no 10
M, abo no 20 mn
B amnyni; no 5
amnyn y énictepi;
no 2 6nictepu B
nauuj 3 KapToHy.

cepTudikaT BifnoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUNYyYEHHS
cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHYM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUI cepTudiKaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
Ne R1-CEP 2004-083 - Rev 05 (3aTBepmkeHo: R1-CEP
2004-083 - Rev 04) gns Adl NipaueTtam Big Aito4oro
BuMpo6HMKka NORTHEAST PHARMACEUTICAL GROUP
COMPANY, LIMITED, China. BHeceHo 3miHu B
cneumdikaLito BXiAHOro KOHTPO/IKO AAHOr0 BUPOGHMKa, a
came BUy4YeHO NokasHUuk «Baxki metanu». CEP
[OMNOBHEHNI OLLIHKOIO PU3NKIB LLIOAO efIeMEHTHUX
[OMiLLOK BignosigHo Ao Bumor ICH Q3D Guideline for
elemental impurity. BunyyeHo Bupo6Hu4y AinbHuuo (No.
37, Zhonggong Bei Street, Tiexi District, China-110026
Shenyang, Liaoning Province); 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI E€Bponeiickbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns Adl; ana
BMXigHOro Matepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI API; ansa
[0MNOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHwW cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOJaHHSA
OHOBJ/IEHOrO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
hapmakonei Ne R1-CEP 2004-083 - Rev 06 gns Adl
MipaueTtam Big gitoyoro Bupo6Hka NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China. ik Hacnigok, 3MiH1 B onuci nakyBaHHsA AdI, a
came [JofjaBaHHs HOBOTO a/IbTEPHATVBHOTO TUMY
yNakoBKM CybCTaHLii B TpULLAPOBOMY NOJiEeTU/IEHOBOMY
nakeTi (nonietTunex / nonietunex 6inuii / nonietTunex
YOPHWUIA) y NONINPONISIEHOBOMY TKAHOMY MILLKY,
NoMiLLIEHOMY B roppoBaHuii nakeT; 3MiHu | Tuny - 3MiHn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

3 AkocTi. CepTudpikat signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo oHOBNEHOro cepTuddikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ana Adl; ans
BMXigHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI A®I; ansa
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTudikat
Bifj y)ke 3aTBEPMAXEHOro BUPOGHMKA - NoAaHHA
OHOB/IEHOr0 cepTudikaTy BiAMNOBIAHOCTI EBPONENChKIi
hapmakonei Ne R1-CEP 2004-083 - Rev 07 gns Adl
MipaueTtam Big gitoyoro Bupo6HKa NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China. BHeceHo 3miHu B cneyudikauito BXigHOro
KOHTpO/t0 AP| 3a nokasHUKOM «CynpoBigHi AOMILLKN» -
npusefeHo Ao Bumor MoHorpadii EP Ta CEP (8 CEP
BMAAIEHO iH(hOPMALLilo LLOA0 HAsABHOCTI Ta HOPMYBaHHS
6y /b-AKOI HEBU3HAYEHOI JOMILLKK); 3MiHW | TUNY - 3MiHK
3 AkocTi. A®I. KoHTponb A®I. 3miHa y MeTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykTy) -npusefeHHs Metogis BunpobysaHHa A®I
Mipayetam Bnpo6bHUyTBA NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China 3a nokasHukom "CynpoBigHi JOMILLKK" y
BiAMNOBIAHICTb A0 BUMOT MoHorpadii EP Piracetam
(2.2.29. meTop, pignHHOI Xpomartorpadii); 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTa AP (iHLi
3MiHV B MeToAax BUNpo6yBaHHS (BKIHOYAKOUM 3aMiHy
ab0 [ONOBHEHHS) 415 peareHTy, L0 He CNpuYrHae
iCTOTHOrO BNAMBY Ha AKICTb A®I) - BHECEHHSA 3MiH O
MeTopis BMNpobyBaHHA AN 4040l peyoBUHM
nipaueTam 3a nokasHukoM "KinbkicHe BusHayeHHs", (EP,
2.2.29 meTog pigvHHOI xpomarorpadii). MeToguka
BV3HAYEHHS NMPUBOAUTLCA A0 BUMOTr MoHorpadii EP
Piracetam; 3miHu | TUnNy - 3MiHK 3 AKocTi. A®I. KOHTpOsb
A®I. 3miHa y napameTpax cnewuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnewudikayisx Ha Adl,
a60 BMXigHWA/NPOMDKHWIA NpoAYyKT/pearexT, LWo
BMKOPWCTOBYIOTHCSA Y npoueci BupobHuuytea APl
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BMyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro NoKasHuKa)) - BHECEHHS 3MiH 0
Cneuudpikauii/MeTogis BunpobyBaHHs Adl, 3okpema:
BWU/TYYEHHSI KOHTPO/IIO 38 NOKa3HWKOM "PO3UYMHHICTL" (He
€ 060B'A3KOBUM MOKA3HUKOM, Ma€ iHhopMaTBHUIA
xapakrtep); 3MiHu | Tuny - 3miHn 3 AkocTi. ADl. KoHTponb
A®I|. 3viHa y MeToAax BuNpobyBaHHA A®| abo
BMXiAHOro Matepiany/npoMiKHOro NPoAyKTy/peareHTy,
LLLO BUKOPUCTOBYETLCA Y NpoLeci BUpo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOOGYBaHHSA) - HE3HAYHI 3MiHW y MeTogax
BMNpobyBaHHA APl AN BU3HAYEHHS «3anLLIKOBOT
KiNIbKOCTi OpraHiyHnX pO34NHHUKIB» /19 BUPOOHMKa
Northeast Pharmaceutical Group Co., Ltd, a came
BMNPaB/IEHO HEBIAMOBIAHICTb Y hOPMY/Ti pO3paxyHKy —
3aMiHeHo «5» Ha «0,5»

225,

NIPULOKCUH-
OAPHULA
(BITAMIH B6-
OAPHULISY)

PO34MH ANa
iH'ekUin, 50 mr/mn;
no 1 mn B amnyni,
no 5 amnyny
KOHTYPHIi
YapyHKOBIl
ynakosLij; no 2
KOHTYPHi
YapyHKOBI
yMakoBKU B nauLi

MpAT
"®apmaueBTu
YHa hipma
"AapHnus”

YkpaiHa

MpAT "dapmaneBTuiHa
ipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) BBeeHHsA
albTePHAaTMBHOIO TEKCTY MapKyBaHHA BTOPUHHOT
YNaKoBKM J1iKapCbKOro 3acoby i3 3a3HayeHHsaM 2D-koay
Ta iHLWOT TexHiYHoI iHhopMmaLii Ha [oAaTOK A0 BXe
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHu | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA NiKapCbkuid 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa po3mipy cepii (BK/oUaroum giana3oH
PO3Mipy cepii) roTOBOro AiKapCbKoro 3acoby (iHLi 3MiHK)
BHeCeHHS 3MiH o 3.2.P.3.2. Cknag Ha cepito, 30Kkpema:
[OMNOBHEHHS 3aTBEPKEHMX PO3MIpiB cepiii [N13
iHchopmavieto Woao KinbkocTi amnyn. 3MiHu | Tuny -
3MiHu 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHW y MpoLeci BUPO6HULTBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOYaUM NPOMIKHUI NMPOAYKT,
LL{0 3aCTOCOBYETHCS NMPU BUPOOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHK) 3MiHW Y NpoLeci
BMPOBGHMLTBA FOTOBOrO NiKapcbKoro 3acoby, a came s
3a6e3neyeHHs SKICHOrO KOHTPOJII0 ammyn Ha
repMeTUYHICTb A0AAHO MOX/IMBICTb NPOBEAEHHS
onepadii BakyymyBaHHs amnys. JlogaHo MOXMBICTb
HaHeceHHsi 2D-kody Ta KOHTPOIHO BIAKPUTTA Naukn Ha
iHAMBIAyabHY ynakoBky. BigpegarosaHo onuc
TEXHO/OrIYHOro npouecy. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTelHep/3aKynopoBasbHWiA 3aci6 (iHLWWi 3MiHK)
BHECEHHS 3MiH [0 po3Ainy «YnakoBka», a came
KOHKPEeTV30BaHO iHhopmaL,ito LLOAO eTUKETKN KOHTPOII0
BIAKPUTTS.

3a
peyerimom

UA/5420/01/01

226.

MIPOKCUKAM

Tabnetkn no 0,01

MAT

YKpaina

MAT "XimdhapmsaBog

YKpaina

BHECEHHS 3MiH [10 peecTpaLjiiiH1X MmaTepiasis: 3MiHu |

3a

UA/2058/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
r, no 10 TabneTok "Ximchapm3sas "UepBoHa 3ipka" My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuenmom
y 6nictepax; no 10 opf "YepsoHa thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA TEKCTY
TabneTok y 3ipka" MapKyBaHHS1 BTOPMHHOT YNakoBKM /TiKapCbKOro 3acoby, a
6nicTepi; no 1 abo came BUy4YeHHst iHhopmalii, 3a3Ha4eHol pociicbko
2 6nictepu B navui MOBOI. BBEieHHA 3MiH NPOTAroM 6-TW MicALiB nicns
3 KAPTOHY 3aTBEPAKEHHS
227. | NK-MEPL, pO34uH Ans Mepuy, HimeuuunH Buvpo6HuK rotoBOro IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/9031/02/01
iHcpysii, 0,4 dapmacbioTika a nikapcbKoro 3acoby: b. HimeuunHa Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTeo. 3miHa peyenmom
mr/mn, no 500 mn nc rmex BpayH Megukan, CA, BMPO6GHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
y hnakoHi, no 2 IcnaHisi; BUPO6HWK, L0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AdI,
hnakoHn y BiANOBIAa/IbHNI 3a ab60 3miHa BUpo6HWKa (BKIOHaroun, ge HeobxigHo, Micue
KapTOHHIA Kopoo6Li BUMYCK cepii: Mepy, npoBefeHHS KOHTPO/I0 AKkocTi) AP (3a BigCyTHOCTI
dapma 'm6X i Ko. KlMaA, cepTudikaTa BifnoBiAHOCTI EBponeiickbkiin dpapmakonei y
HimeuunHa; BUpo6HuK, 3aTBEPMAKEHOMY [OCHE)(3MiHMN [0 3aX0A4iB, MOB'A3aHUX 3
BignoBigabHWiA 3a KOHTposniem A®I, abo gopaBaHHsA AinbHuUUI, e
BTOPWHHE MaKyBaHHS: NPOBOANTLCA KOHTPO/IL/BUNPOBYBaHHS cepil).
MpecTix MNpomoyLUH [opasaHHsa ainbHUUi Laboratorio Interprofesional
BepkaydcdoepaepyHr Lechero De Cantabria (LILC), Spain, sika Bignosigae 3a
& Bepbecepsic 'M6X, MiKpOG6i0/I0riYHUIA KOHTPOsb B ADI.
HimeuunHa; BUpo6HuK, 3Mminn | TUny - 3MiHn 3 axocTi. CepTudikat
BignoBigabHMiA 3a BignosigHocTi/l E-cepTudikar BignoBigHOCTI
BTOPWHHE NakKyBaHHS: €Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
X.EJ1.M. Tm6X, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiAMNOBIAHICTb
HimeuunHa [0 MmoHorpadii J®Y abo EBponeiicbkoi hapmakoner,
a60 iHWOT HalioHannbHOT hapmakonel aepxasu €C
(3miHa y cneundikauisx, nos'asaHa 3i 3miHamu B 1Y,
abo €sponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei fepxasu €C). OHOBNEHHS cneumdikayii Ta
aHaniTUYHNX METOAVK A/19 BOAW OUYULLLEHOT B PO34ini
3.2.5.2.3, npuBeAEeHHS Y BiANOBIAHICTb A0 MOHOrpadii
€Bp. Papm (Ai04Oro BUAAHHS).
228. | NOMANIAOMIA, | kancynu TBepAj No Mictpan AHrnis BMPOGHMLTBO (NOBHUIA Icnanisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/18109/01/01
-BICTA 2 mr, in bulk: no 21 Kenitan umkn): CiHTOH XicnaHis, Yecbka TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
Kancyniy MeHeXMeHT C.J1., IcnaHist; KOHTPO/Ib Pecny6nika hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
chnakoHi; no 1 Nimiteq skocTi (disnko- 3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
donakoHy B XiMIYHWI): NOCBIAYEHHS, BKtoYatoum MnaH ynpasniHHA pusmkaMmun
iHAMBIAYyanbHil KBiHTa-AHaniTika c.p.o., (3acTocyBaHHs TEKCTY, SIKWIA NOTOAKEHNI 3
KapTOHHI Yecbka Pecny6nika; KOMMEeTeHTHUM opraHom). OHoB/eHO MNnaH ynpasiHHA
Kopobui, no 126 KOHTPO/b AKOCTI pu3nkamm, Bepcis 1.1 Ha nikapcbkuii 3aci6
KapTOHHUX (mikpoGionoriyHmit): Momanigomig-Bicta, kancynu TBepai no 2 Mr a6o no 3 mr
Kopobok (Nel) y ITECT nntoc, c.p.o., abo no 4 mr; no 21 kancyni y dnakoHi; no 1 donakoHy B
TpaHCNopTHOMY Yecbka Pecnybnika KapTOHHI Kopobui; no 7 kancyn y 6nictepi; no 3
KOpoo6i 6nicTepn B KapTOHHIl kopobui; in bulk: no 21 kancyni y

chnakoHi; no 1 chnakoHy B iHAMBIAYabHIN KAPTOHHIN
Kopo6Li, No 126 kapToHHMX kopobok (Nel) y
TPaHCMOpPTHOMY KOPO6i. 3MiHM BHECEHO A0 cnevmdikauii
3 6e3nekn y 3B'A3Ky 3 ypaxyBaHHSM OHOB/IEHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
iHdpopmauii 3 6e3neku.
229. | NOMANIAOMIA | kancynw TBepAj No Mictpan AHrnis BMPOGHMLTBO (NOBHUIA Icnanisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/18109/01/02
-BICTA 3 wr; in bulk: no 21 Kenitan uwmkn): CiHTOH Xicnaris, Yecbka TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
Kancyniy MeHeaXMeHT C.J1., IcnaHist; KOHTPO/Ib Pecny6nika thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
thnakoHi; no 1 Nimiteq AaKocTi (thisnko- 3000B'A3aHb Ta YMOB BuAaui peectpauiiHoro
chnakoHy B XiMiYHWI): nocBigYeHHs, BKIovalouy MNiaH ynpaBniHHA py3vkamu
iHAMBIAYyanbHil KBiHTa-AHaniTika c.p.o., (3acTocyBaHHs TEKCTY, SIKWIA NOTOKEHN 3
KapTOHHIW Yecbka Pecny6nika; KOMMETEHTHUM opraHom). OHOB/EHO MnaH ynpasiHHA
Kopobui, no 126 KOHTPO/b AKOCTI pu3nkamm, Bepcis 1.1 Ha nikapcbkuii 3aci6
KapTOHHUX (mikpoGionoriuyHmit): Momanigomig-Bicta, kancynu TBepai no 2 Mr abo no 3 mr
Kopobok (Nel) y ITECT nntoc, c.p.o., abo no 4 mr; no 21 kancyni y dnakoHi; no 1 dnakoHy B
TpaHCMopTHOMY Yecbka Pecnybnika KapTOHHI Kopo6uj; no 7 kancyn y 6nictepi; no 3
KOpoo6i 6nicTepu B KapTOHHIl kopobui; in bulk: no 21 kancyni y
chnakoHi; no 1 chnakoHy B iHAMBIAYa/bHIA KAPTOHHIN
Kopo6ui, No 126 kapToHHMX kopo6ok (Nel) y
TPaHCNopTHOMY KOPO6i. 3MiHM BHECEHO A0 cneumdikauii
3 6e3nekn y 3B'A3Ky 3 ypaxyBaHHSIM OHOBJ/IEHOT
iHdbopmalii 3 6esneku.
230. | NOMANIAOMIA | kancynu TBepai no Mictpan AHrnis BMPOGHMLITBO (MOBHWI Icnanisa/ BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | - UA/18109/01/03
-BICTA 4 wr; in bulk: no 21 Kenitan umkn): CiHTOH XicnaHis, Yecbka TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta
Kancyniy MeHeXMeHT C.J1., IcnaHist; KOHTPO/Ib Pecny6nika hapmakoHarnsgy. BHeceHHsi abo 3miHa(v) o
donakoHi; no 1 Nimiten AKOCTI (chizuko- 30608B'A3aHb Ta YMOB BUAaui peecTpadiiiHoro
chnakoHy B XiMIYHWR): noceigyeHHs, Bkovaoun MNMnaaxH ynpasniHHA py3vkamu
iHaMBIAyanbHil KBiHTa-AHaniTika c.p.o., (3acTocyBaHHsA TEKCTY, AKWIA NOTOAKEHNI 3
KapTOHHIlA Yecbka Pecnyb6nika; KOMNEeTEeHTHUM opraHom). OHoBNeEHO MNnaH ynpasniHHA
Kopobui, no 126 KOHTPO/b AKOCTI pu3snkamm, Bepcis 1.1 Ha nikapcbkuii 3aci6
KapTOHHUX (mikpobionoriuyHmi): Momanigomia-Bicta, kancynv TBepai no 2 mr abo no 3 mr
Kopo6ok (Nel) y ITECT nntoc, c.p.o., a60 no 4 mr; no 21 kancyniy pniakoHi; no 1 dopnakoHy B
TpaHCNOPTHOMY Yecbka Pecny6nika KapTOHHIi Kopob6Lji; No 7 kancyn 'y 6nictepi; no 3
KOpObi 6nicTepu B KapTOHHI kopobui; in bulk: no 21 kancyni y
chnakoHi; no 1 chnakoHy B iHAMBIAYa/bHI KAPTOHHIi
Kopo6ui, no 126 kapToHHMX kopobok (Nel) y
TpaHCNopTHOMY KOpob6i. 3MiHM BHECEHO A0 cneumdikauii
3 6e3nekn y 3B'A3Ky 3 ypaxyBaHHSM OHOBJ/IEHOT
iHchopmawii 3 6esneku.
231. | NOMANIAOMIA, | kancynu TBepai no MicTtpan AHrniA BMPOGHMLTBO (MOBHUIA Icnanis/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/18299/01/01
-BICTA 2 mr; no 21 Kenitan umkn): CiHTOH XicnaHis, Yecbka TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
Kancyniy MeHemKMeHT C.J1., IcnaHist; KOHTPO/Ib Pecny6nika thapmakoHarnagy. BHeceHHs abo 3miHa(m) Ao
dhnakoHi; no 1 Nimiteq AKOCTI (chizunko- 30608B'A3aHb Ta YMOB Buaui peecTtpadiiiHoro
hnakoHy B XiMiYHWIA): noceifyeHHs, BkoYaoun Mniax ynpasniHHA pyusnkamu
KapTOHHIN KBiHTa-AHaniTika c.p.o., (3acTocyBaHHS TEKCTY, SKMIA MOrOAKEHWIA 3
Kopo6ui; no 7 Yecbka Pecny6nika; KOMMNETEeHTHNUM opraHom). OHoBNeHO MNnaH ynpasniHHA
Kancyny énictepi; KOHTPO/b AKOCTI pu3nkamu, Bepcia 1.1 Ha nikapcbkuii 3acio
no 3 6nictepu B (mikpob6ionoriyHmif): Momanigomig-BicTa, kancynu TBepai no 2 Mr ao no 3 mr
KapTOHHIlA KopooLi ITECT nntoc, c.p.o., abo no 4 mr; no 21 kancyni y dnakoHi; no 1 donakoHy B
Yecbka Pecny6nika KapTOHHI Kopo6Li; no 7 kancyn y 6nictepi; no 3
61icTepy B KAPTOHHIN Kopo6u,; in bulk: no 21 kancyniy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
chnakoHi; no 1 chakoHy B iHAMBIAYabHIN KAPTOHHIN
Kopob6ui, no 126 kapToHHMX kopobok (Nel) y
TpaHCNopTHOMY KOpob6i. 3MiHM BHECEHO A0 cneumdikauii
3 6e3nekn y 3B'A3KYy 3 ypaxyBaHHSAM OHOBJ/IEHOT
iHchopmawii 3 6e3neku.
232. | NOMANIAOMIA, | kancynu TBepAj no Mictpan AHrnis BMPOGHMLTBO (MOBHUIA Icnanisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/18299/01/02
-BICTA 3 mr; no 21 Kenitan umkn): CiHTOH XicnaHis, Yecbka TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuenmom
Kancyniy MeHemXMeHT C.J1., IcnaHis; KOHTPOb Pecny6nika hapmakoHarnsgy. BHeceHHst abo 3miHa(n) o
chnakoHi; no 1 Nimiteq [KocTi (cpisuko- 3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
donakoHy B XiMiYHWN): NocBigYeHHs, BKtoYatoum MnaH ynpasniHHA pusmkamun
KapTOHHIW KsiHTa-AHaniTika c.p.o., (3acTocyBaHHsA TEKCTY, AKWIA NOTOAKEHN 3
Kopo6ui; no 7 Yecbka Pecny6nika; KOMMEeTeHTHUM opraHom). OHoB/ieHO naH ynpas/iHHA
Kancyn y énictepi; KOHTPO/b SKOCTI pu3nkamm, Bepcis 1.1 Ha nikapcbkuii 3aci6
no 3 6nictepu B (mikpobionoriuHui): Momanigomia-Bicta, kancynu TBepAi no 2 mr abo no 3 mr
KapTOHHIA Kopoo6Li ITECT nntoc, c.p.o., abo no 4 mr; no 21 kancyni y dnakoHi; no 1 donakoHy B
Yecbka Pecny6nika KapTOHHI KopobLi; no 7 kancyn y 6nictepi; no 3
6nicTepn B KApTOHHIV Kopo6ui; in bulk: no 21 kancyni y
chnakoHi; no 1 chiakoHy B iHAVBIAYabHIA KAPTOHHIN
Kopobui, no 126 kapToHHUX kopo6ok (Nel) y
TpaHCNOpTHOMY KOpO6i. 3MiHN BHECEHO A0 cneundikauii
3 6e3nekn y 3B'A3Ky 3 ypaxyBaHHSM OHOB/IEHOT
iHdbopmawii 3 6e3neku.
233. | NOMANIAOMIA, | kancynu TBepAj No Mictpan AHrnis BMPOGHMLTBO (NOBHUIA Icnanisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/18299/01/03
-BICTA 4 mr; no 21 Kenitan umkn): CiHTOH XicnaHis, Yecbka TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Kancyniy MeHeXMeHT C.J1., IcnaHist; KOHTPO/Ib Pecny6nika hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
thnakoHi; no 1 Nimiteq skocTi (disnko- 3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
donakoHy B XiMIYHWI): NOCBIAYEHHS, BKtoYatoum MnaH ynpasniHHA pusmkaMmun
KapTOHHIlA KBiHTa-AHaniTika c.p.o., (3acTocyBaHHs TEKCTY, SIKWIA NOTOAKEHNI 3
Kopo6ui; no 7 Yecbka Pecny6nika; KOMMEeTEeHTHUM opraHom). OHOB/eHO MNnaH ynpasiHHA
kancyn y 6nictepi; KOHTPO/b AKOCTI pu3nkamm, Bepcis 1.1 Ha nikapcbkuii 3aci6
no 3 6nictepu B (mikpoGionoriyHmit): Momanigomig-Bicta, kancynu TBepai no 2 Mr a6o no 3 mr
KapTOHHI KopoobLi ITECT nntoc, c.p.o., abo no 4 mr; no 21 kancyni y dnakoHi; no 1 donakoHy B
Yecbka Pecnybnika KapTOHHI Kopobui; no 7 kancyn y 6nictepi; no 3
6nicTepn B KApTOHHIl kopobui; in bulk: no 21 kancyni y
chnakoHi; no 1 chnakoHy B iHAMBIAYabHIA KAPTOHHIN
Kopo6Li, No 126 kapToHHMX kopobok (Nel) y
TPaHCMOpPTHOMY KOPO6i. 3MiHM BHECEHO A0 cnevmdikauii
3 6e3nekn y 3B'A3KYy 3 ypaxyBaHHSIM OHOBJ/IEHOT
iHdbopmalii 3 6e3neku.
234. | NOPTANAK cupon, 667 mr/mn, Benyno, nikun Xopsaris Benyno, niku Ta Xopsaris BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/14086/01/01
no 250 mn a6o no Ta KoCMeTuKa, KOCMeTuKa, 4.4. TMny - 3MiHKM WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
500 M1y donakoHi a.n. thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli
3 KpULLIKOIO Ta 3 NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
MipHUM 4N MeMYHOTo 3aCTOCYBaHHA Ha NifCTasi perynsipHo
cTakaHuukom; no 1 OHOB/IHOBAHOTO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
donakoHy B nocnimkeHb 3 6e3neku 3acTocyBaHHSA MikapCbKoro
KapPTOHHIM nayuj 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
OL|iHKM 3BITY 3 AOC/iAKeHb, MpoBeAeHNX BiAMNOBIAHO A0
nnaHy negiatpuuHnx gocnigkeds (PIP) (iHwi 3miHW)
3MiHN BHECEHO B iHCTPYKLIO 415 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby A0 po3zainy "MobiyHi
peakuii" BinoBigHO A0 OHOBNEHOI iHthopMaL,i 3 6e3nekn
3aCTOCYyBaHHSA AiH040i PeYOBUHYM NiKapCbKOro 3acoby.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

235. | MPEBEHAP® cycneHsis ans Mdpaiizep CLA Mdpaiizep Benebrisi/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15864/01/01
131/ iH'ekUii no 1 fosi Eiiu.Ci.Mi. MeHtoekuypuHr IpnaHgis My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y peuenmom
PREVENAR® 0,5mn)y Kopnope#iwH Benbrisa HB, Benbris; napameTpax cneuudikauii Ta/abo 4onycTUMnX Mex,

13 BAKLUVHA nonepeaHbLO Mdpaiizep IpneHg, BM3HAYeHNX y cneuudikauisx Ha A®l, abo
MHEBMOKOKO | HanoBHeHOMY dapmaceyTukanic, BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BA wnpuui; no 1 IpnaHgjs BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
MONICAXAPUA, | nonepeaHbo (monoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
HA HanoBHEHOMY BiANOBIAHUM METOAOM BUNPOOYBaHHS) [LONOBHEHHS
KOH’''OFOBAH LINpULY Ta O4HIN crneundikayii gna DEAE-Sepharose, o
A BiJOKpeM/ieHil BMKOPUCTOBYETLCA A5 oumnLLeHHa CRM197, HoBUM
(TPUHAALUATA | ronuis nokasHMKoM siKocTi Endotoxin test 3 kputepiem
BANEHTHA iHOMBIgYa/TbHOMY NPUIAHATHOCTI < 5.0 EU/mL.
AACOPBOBAH | yoxniy 3akpuTomy 3miHu | TNy - 3miHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa
A) naacTUKOBOMY y napameTpax cneumdikauiii Ta/abo fonycTMMmnx Mex,
KOHTelHepi; no 1 BM3HAUYeHUX y cneyndikauisx Ha A®l, abo
n1acTMKoOBOMY BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
KOHTelHepy Yy BMKOPWCTOBYIOTLCS Y NpoLeci BUpobHuuTBa AdI
KapTOHHI KOpoobLyi (aonoBHeHHA cneyudpikauii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BMNPOGYBaHHSA) 3MiHa Ha3BY
mMeToay y cneumdikauii gns DEAE-Sepharose, Wwo
BMKOPUCTOBYETLCA A1 oumnweHHs CRM197, 3 "Total
Capacity — mmol CI- / mL Packed Gel" Ha "lonic
Capacity — mmol CI- / mL resin". 3MiHu | Tuny - 3miHu 3
akocTi. A®l. BupobHuLTBO. 3MiHM B MpoLeci
BMPO6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BMpobHULUTBa API) HesHauHi 3MiHKM y npoveci
BMPOGHMLITBA MOHOB&/IEHTHOTO H6asIKy KOH'toraTy
cepotuny 5.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. ADL. KoHTposnb APL. 3miHa
y napameTpax crneungikauii Ta/abo 4onycTtuMmx Mex,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, LWwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(3BYXXEHHSA AOMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauii) 3BYXXeHHA AONYCTUMUX MEX MOKa3HMKa
"MikpobHa uncToTa", BU3HauYeHux y cneumdikanii DEAE-
Sepharose, L0 BUKOPUCTOBYETLCA 4151 OUNLLEHHS
CRM197, 3 <100 cfu/mL go < 20 cfu/mL.
236. | NPEBEHAP® cycneHsis ans Mdpaizep CLUA Mdpaiizep Benebris/ BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15864/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
131/ iH'eKUi; no 1 gosi Eiu.Ci.Mi. MeHtoekuypuHr IpnaHgis TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NNiKapCbKuii 3aci6. peuenmom
PREVENAR® 0,5mn)y KopnopeiiwH Benbria HB, benbris; Cuctema KoHTelHep/3akynoptoBasibHWiA 3aci6. 3MiHa
13 BAKLUVHA nonepegHbL0 Mdpaiizep IpneHg, chopmu abo po3Mipy KOHTelHepa Yu 3aKynoproBasIbHOTO
MHEBMOKOKO | HanoBHeHOMY dapmaceyTukanic, 3aco0by (NepBMHHOT YNakoBKM) (CTepUbHI NiKapcbki
BA wnpuyi; no 1 Ipnangis 3ac06u) 3MiHM 30BHILLHLOIO PO3MIpy aganTtepy
MONICAXAPWUA, | nonepefHbO nonepegHbLO HanoBHeHoro wnpuua Schott Luer-Lock 3
HA HarnoBHeHOMY 10,74 mm - 10,86 mm go 10,74 mm - 10,89 mMm.
KOH’IOrOBAH LUMPULY Ta OAHIl
A BiJOKpeM/ieHil
(TPUHAQLUATA | ronuis
BANNEHTHA iHaMBIgyansHOMY
AACOPBOBAH | yoxniy 3akputomy
A) naacTUKoBOMY
KOHTeliHepi; no 1
nnacTyKoBoMy
KOHTEliHepy y
KapTOHHI KOpo6Li
237. | NPEAHI3ONOH | masb 0,5%; no 10 An "CTALA- YkpaiHa TOB «®3 «BIOPAPMA» YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/4992/01/01
ry Tybi YKPAIHA" My - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peuenmom
antoMiHiesili; no 1 thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Ty6i B nauvuj 3 y3arasibHeHVX AaHux Npo cuctemMy hapMakoHarnsgy
KapToHy (BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHS thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06W, BiANOBIAA/ILHOI 32
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
[aHi) Ta/abo 3miHW y po3MileHHi macTep-thaiina
cuctemu chapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
ocobu 3asiBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsaa.
[Oitova pepgakuis: Mpyceknii Ctadicnas. MNponoHoBaHa
pepakuisi: Moy TeTsaHa HOpiiBHa. 3MiHa KOHTaKTHMX
[aHuX YNoBHOBaXEHOT 0CO6M 3asBHMKA, Bi4NOBIgabHOT
3a (hapmakoHariag
238. | NPECTAPIYM® | Tabnetkv no 4 mr ne PpaHuis Na6opaTtopii Ceps'e PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/1901/01/01
4 Mr no 30 TabneTok y NABOPATYA IHpacTpi TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
6nicTepi; no 1 P CEPB'E€ thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi

6nictepy y
Kopo6Li 3 KapTOHY

nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
NS MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJOBAHOIO 3BITY 3 6e3MneKkn NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk pesynbTtar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnady negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHV BHECEHO A0 IHCTPYKLIi 4519 MegnyHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3zainy "rMo6iyHi
peakui" oo iHchopmav,ii 3 6e3nekn 4itoyoi pevyoBUHN
nepvHZONpWUy BiAMNOBIAHO A0 pekomeHAauin PRAC.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKill XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLii N5t MeANYHOro 3aCTOCyBaHHS
Ha nigcTaBi peryisipHO OHOBJIIOBAHOTO 3BITY 3 6Ge3Mneku
nikapcbKoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTOCyBaHHSA NikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKN
3BiTY 3 OCNILKeHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkenb (PIP) (iHwWi 3miHKn) . 3MiHK
BHECEeHO A0 IHCTPyKUii 418 MEeAUYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby go posgainis "MpoTunokasaHHA",
"Oco6nMBOCTI 3acTocyBaHHsA", "B3aemogis 3 iHWKMK
nikapcbkvMu 3acobamMu Ta iHLWi BUAn B3aemogiii",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar” Wwoao iHopmawii 3 6e3nekun Ailoyol pevyoBuHN
nepvHgonpuny. BBeaeHHs 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepaKeHHs

239.

MPECTAPIYM®
8 MIr

Tabnetkv no 8 mr
no 30 Tabnetok y
6nictepi; no 1
6nictepy y
KOpOO6Lii 3 KapTOHY

ne
NABOPATYA
P CEPB'€

®paHuisa

Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis;
Ceps'e (IpnaHgis)

IHpacTpic NiTa, IpnaHgis

PpaHuis/
IpnaHgjs

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XapakTepucTuLli
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeMYHOro 3aCTOCYBaHHA Ha NifCTasi PerynsipHo
OHOB/tOBAHOIO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
[OcnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKOro
3acoby B micnspeecTpaviliHvii nepiod, abo Sk pesynbTtar
OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX BIAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVIM OPraHom).
3MiHM BHECEHO A0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHSA NikapCbKoro 3acoby Ao po3ainy "MobiyHi
peakuii” oo iHhopmav,ii 3 6e3nekn Ajtoyoi pevyoBUHN
nepvHAONpUYy BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBepMKeHHA. 3MiHu | Tuny - 3MiHW WoAo
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3miHa y
KOPOTKIl XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeN4HOro 3aCTOCYBaHHS
Ha nigcTasi perynsapHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ysibTat OLiHKN
3BITY 3 AOCIMKEHD, MPOBEAEHUX Bif4NOBIAHO A0 NAaHy

3a
peyerimom

UA/0679/01/01
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yrnakoska)
negiatpuyHux gocnimxkerb (PIP) (iHLWi 3MiHKX) . 3MiHK
BHECEHO [0 IHCTPYKUii 4158 MeguyHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao po3ainis "lMpoTunokasaHHs",
"Oco6nMBOCTI 3acTocyBaHHS", "B3aemogis 3 iHWMK
nikapcbkvMK 3acob6amu Ta iHLi BUAM B3aeMogiii",
"3acTocyBaHHs y nepios BariTHOCTi abo rofyBaHHs
rpyaar” Wwoao iHopMauii 3 6e3nekun Aiovoi peqyoBuHN
nepuHgonpuny. BeegeHHs 3MiH NpoOTArom 6-Tu Micauis
nicns 3aTBepaKeHHs
240. | NPOXXEKTA® pO34uH Ans AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MmiHu 11 3a UA/12798/01/01
iH'ekuiin, 20 BO/mn TMny: 3MiHM 3 KOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom

no 1 mn ab6o no 2
M/ B amnyni; no
10 amnyn y nauuj;
no 1 mn abo 2 mn
B amnyni; no 5
amnyn y énictepi;
no 2 6nictepu B
naJi 3 KapToHy

CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
NepBUHHIN yNakoBLi rOTOBOTO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHA HOBOrO KOHTenHepa) -
CTepusibHIi slikapcbki 3ac06u Ta slikapcbki 3acobu
6i0N0ri4YHOro/iMyHO/OMNYHOr0 NOXOKEHHS
CynyTHS 3MiHa: 3MiHM 3 SIKOCTi. [OTOBWMIA Nikapcbkuii
3aci6. KoOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepKeHNX MeTodax
Bunpo6ysaHHsA)(B.Il.r.2. (a),IA), - BBefeHHs f0AaTKOBOI
ynakoBKM, a came CK/IsHI aMnyv EMHICTIO 2 MN
3anponoHoBaHnx BUPO6HUKIB «Schott Hungary kft»,
YropuyHa Ta «lNonTtascbkuii 3aBo, MeANYHOTO CKay,
YKpaiHa € ifeHTUYHUMY 3a CKNafoM ckna A0 TUX, Ak
3apeecTpoBaHoO B CKIafi peecTpauiniHoOro AOCbe (CKASHi
amnynn emHicTio 1 mn BupobHuuTtea «Thuringer
pharmaglas GmbH», HimeuunHa, «Schott Hungary kft»,
YropumHa Ta «lonTasBCcbknii 3aBOg, MEAUYHOTO CKa»,
YKpaiHa.

AK HacnigoK, BHECEHHA BIAMNOBIAHUX 3MiH [0
crneundikavii Ta MeToAiB KOHTPOIH SKOCTI
n. «O6’eM LU0 BUTAraeTbCcs» (3aTBEpMKeHo: He MeHLwe 1
MJ1; 3anponoHoBaHo: He meHwe 1 ma abo 2 mn) p.
«YnakoBKa»; BHeceHi B IHCTPYKLilO 415 MenyHOro
3acToCyBaHHS Nikapcbkoro 3acoby y po3gin "Ynakoska"
(BBELEHHA [,0AATKOBOI YNakoBKM NO 2 M B amnysi);
3MiHM | TURY: 3MiHW 3 AKOCTI. [OTOBUIA NiKapcbkuii 3acio.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGYyBaHHSA rOTOBOTO liKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBepKEeHNX MeTodax
BMNPOGYBaHHS) - 3MiHW 0 aHaNITUMHUX METOAVK
KOHTpOto npenapaty MpoxekTa®, po3unH ANs iH'eKLN,
20 BO/mn, a came B TecT "KinbkicHe BU3Ha4yeHHs"
(NponoHyEeTbLCA 3aMiHMTK Big6Ip NPO6bY LNSXOM Bigbopy
nineTKol Ha NpoLieAypy 3BaXyBaHHSA 3paskiB Ha
aHaTITUYHMX Tepesax 3 TOYHICTHO 0 YETBEPTOro 3Haky);
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3MiHM | Tuny: 3miHn Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby y 3B'A3Ky 3
BUYYEHHAM iHhOpMaLlii pociiicbko MOBOH
241. | NPOKTO3AH® cynosuTopii "Xemodhapm" Pecny6nik KOHTPONb cepii, A03BIN Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/4645/02/01
HEO pekTasnbHi, no 5 AL a Cepbis Ha BUMYCK cepii: Cepbis/ TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
CynosuTopiiB y "Xemodhapm" AL, YkpaiHa y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS A04aTKOBOI
6nictepi; no 2 Pecny6nika Cepbis LiNbHUL BUPOGHULTBA A/181 YACTUHN abo BCbOro
6nictepay BMPOGHMLTBO BMPOGHMYOro MPOLLeCy roTOBOrO JliKapCbKoro 3acoby
KapTOHHIlA KOpooLi Hepo3gacoBaHoi (BinbHULSA, Ha SKI NPOBOAATLCS OYAb-Ki BUPOOHUYI
npoayKuii, NnepBnHHa Ta cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIO AKOCTI,
BTOPVHHA YNakoBKa, NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
KOHTPO/b Ccepil: HeCcTepubHUX NiKapCbKnX 3ac06iB) - BBEAEHHS
"Xemodhapm" AL, [0[aTKOBOT AiNIbHULL FOTOBOrO NiKapCbKoro 3acoby —
Bpwau, Biaain TOB "3 "BIO®APMA", YkpaiHa.

BMpO6GHUYA AiNbHUUA
LLla6au, Pecnyb6nika
Cepbis
BMPOGHMLITBO 3@ MOBHUM
LMKIOM:

TOB "03 "BIO®APMA",
YkpaiHa

CynyTHSA 3MiHa

- 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
LiNbHUL BUPOBGHULITBA A/181 YACTUHN a0 BCbOro

BMPOBHMYOro NPOLEeCy roTOBOTO JliKapCbKOro 3acoby

(AiNbHULSA A58 BTOPMHHOIO MakKyBaHHS);

- 3MiHK 3 IKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA [0AaTKOBOI
OiNbHULI BUPOBHULTBA /18 YacTMHM abo BCbOro

BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby

(BiNbHMLA ANS NEPBMHHOMO NaKyBaHHS);
3MiHM | TUny - 3MiHK 3 AKoCTi. [OTOBWMIA NTikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IHO SKOCTi FOTOBOr0O
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKa,
Lo BiAnoBifae 3a BBe3eHHA Ta/abo BMnyck cepir) -
Bkntoyaroun KoHTposib/BUnpobyBaHHSA cepii - AoAaBaHHSA
BMpO6HMKa TOB «®3 «BIO®APMA», YkpaiHa, Lo
3[jiiCHIOE BUMNYCK Cepii Ta KOHTPO/Ib KOCTi FOTOBOrO
nikapcbKoro 3acooby;
3MiHM | TUny - 3MiHK 3 AKoCTi. [OTOBWMIA NTikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikayii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YMakoBKM FOTOBOTO MiKApCbKOro 3acoby (iHLwi
3MiHK) - AofaHa cneumdikalis Ta MeTOAIB KOHTPO/IO
nepBMHHOrO nakyBaHHss TOB «®3 «biothapma» s
NAiBKX NOMIBIHINXI0PUAHOT, TaMiHOBAHOI NOMeTUIEHOM.
CynyTHSA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanbHWii 3aci6. 3MiHa y meTogax
BMNPOBYBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y meTogax BUNpobysaHb
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(BKNKOUAKOUM 3aMiHy abo foAaBaHHS));
3MiHK | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkunii 3acio

nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLLO 3a3HAaYeHO B AOCLE) (3aMiHa abo
[ofaBaHHA nocTavasibHUKa) - fofaBaHHS BUPOOHUKA
NepBUHHOro nNakyeBaHHsa «Sarong S.p.a» Ansa TOB «d3
«biothapma»; 3MiHuW | TUMY - 3MiHK 3 AKOCTi. FoTOBWMIA
nikapcbknii 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BK1tOYatouM dianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHsA [0 10 pasis NOpiBHAHO
i3 3aTBEPAKEHNUM PO3MIPOM) - BBEAEHHS 36ibLLEHOrO
PO3Mipy cepii roToBOro Jlikapcbkoro 3acoby - 10 400 yn.

CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa

Ana BUpo6HMYOT AinbHuui TOB "®3"BIOPAPMA",
YkpaiHa; 3MiHu | Tuny - 3MiHn 3 AKkocTi. [oToBWMiA

cepii (BK1HOYaouM gianasoH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHweHHs go 10 pasis) -
BBEJeHHS 3MEHLLEHOro po3mipy cepii roToBoro
nikapcbkoro 3acoby — 3 400 yn. Ans BMpo6GHUYoI
AinbHuUi TOB "®3"BIO®APMA", YkpaiHa. [jtoua
pepakuis p. 3.2.P.3.2. Cknag Ha cepito
TeopeTnyHuii po3mip cepii: 6 000 yn. p. 3.2.P.3.2
MponoHoBaHa pepakuis Cknag Ha cepito
TeopeTuyHuit po3mip cepii: 3400 yn. Ta 10 400 yn. ans
TOB «®3 «biothapma» TeopeTuyHuii po3mip cepii: 6
000 yn. ana «Xemodapm» Afl; 3MiHW | TURY - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) - OHOB/IEHHSA Ta
[0NOBHEHHS N.9. KiflbkiCHe BU3HAYeHHS MONigoKaHoy
aHauTITUYHUX METOAMK Y MeTofax KOHTPOso akocTi 13;
3MiHM | TUny - 3MiHK 3 AKoCTi. FOTOBWMIA NikapcbKuMii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNpo6yBaHb (BKIOYAKYM 3aMiHy
a60 [ONOBHEHHS)) - OHOBJ/IEHHS Ta AOMNOBHEHHS n.7.
KinbkicHe BU3HAYEHHS renapuHy HaTpilo aHaNiTUYHNX
MeTOAMK Y MeTofax KOHTPO0 SKOCTi J13; 3miHu | Tvny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO JliKapcbkoro 3acoby. 3miHa y MeTogax
BUNPOBYBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHU
y MeTogax BunpobyBaHb (BK/IOYaouM 3amiHy abo
[OMOBHEHHSA)) -

OHOB/EHHA N.6. OAHOPIAHICTL BMICTY NpeHi30/10HY

nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy

auerary aHaNiTU4HUX METOAMK Y METOAAaX KOHTPOSIO
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akocTi 13; 3MiHK | Tuny - 3MiHK 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOnb roToBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpPOoGyBaHHS rOTOBOrO
nikapcbKoro 3aco6y (iHWi 3MiHM y MeToax BUNpo6yBaHb
(BKHOYAKOYM 3aMiHy ab0 [ONMOBHEHHS)) - OHOB/IEHHS M. 8
KinbkicHe BU3HaYeHHs NpefHi30M0Hy aueTarty
aHasTiTMYHNX METOAMK Y MeTofax KOHTPOso akocTi 13;
3MiHK | TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPo6yBaHHSA rOTOBOrO liKapCbKOro 3acoby
(iHWi 3MiHWM y MeTogax BUNpobyBaHb (BKIOYaOUN 3aMiHy
ab0 JONOBHEHHS)) - OHOBMIEHHSA N. 2.3. |aeHTudikauis
MonigokaHon aHaniTUYHKMX MeToAnK y MeTogax
KOHTPOIIO AKOCTI J13; 3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMMPOGYBaHb (BK/TKOYaOUM 3aMiHy abo JOMOBHEHHS)) -
OHOB/IEHHSA Ta AONOBHEHHSA N.2.1. |aeHTUdikayis
[enapuHy HaTpito AHaNiTUYHUX MeToank y MeToaax
KOHTPO/I0 AKOCTi /13
242. | NPOMELON- pO34uH Ans TOB YkpaiHa BCi cTagii BUpobHMLUTBa, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/5157/01/01
3H iH'ekuinn, 20 mr/mn, "XapkiBCcbke KOHTPO/b AKOCTI: TMny - 3MiHN 3 SKOCTI. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
no 1 mn B amnysi; thapmaueBTUy AKLiOHepHe TOBapuCTBO y BUpOGHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
no 5 amnyny He "lanuuchapm”, YkpaiHa LiNbHUL BUPOBGHULITBA A/181 YACTUHN ab0 BCbOro
6nictepi; no 1 abo nignpueMcTBo BCi cTagii BUpobHMuTBa, BMPOBHMYOro NPOLEeCy roTOBOTO JliKapCbKOro 3acoby
2, abo 20 "3p0poB'sa KOHTPO/b SKOCTI, BUMYCK (BinbHULA, Ha SKI NPOBOAATLCS 6yAb-AKi BUPOOHUYI
6nictepiB y Hapoay" cepi: cTagji, 3a BUHATKOM BUNYCKY cepii, KOHTPOSIIO AKOCTi Ta
kopob6ui; no 1 mn B ToBapucTBO 3 BTOPVHHOTO MaKyBaHHS /151 CTEPUIBHUX NiKapCbKMX
amnyni; no 10 obMexeHo 3ac06iB (BK/IHOYaAK4UM BUPOG/IEHI acenTUYHMM METOLOM),
amnyn y énictepi; BiANOBIAANILHICTIO KpiM nikapcbkmx 3acobiB 6i010riYHOro/iMyHON0r4YHOro
no 1 a6o 10 "XapkiBCcbke NMOXOKEHHS) — BBEAEHHS [0AATKOBOI Ai/TbHNL
6nicTepiB y thapmaueBTUYHe BMPOGHMLTBA AJ15 BCbOTO BUPOGHUYOrO LMKy, OKpiM
Kopobui nignpuemMcTso "340p0B'A BUNYCKy cepii AKLiOHepHe TOBapuCTBO «lranunucapms».

Hapogay", YkpaiHa

3artBepakeHo: ToBap1CTBO 3 0GMEXEHO
BiANOBIAALHICTIO «XapKiBCbke hapMaueBTUYHe
nignNpUeEMCTBO «340P0B's Hapoay» 3anponoHOBaHO:
ToBapucTBO 3 0OMEXEHOIO BifNOBIAA/TBHICTIO
«XapkiBcbke hapmaLeBTMYHe NiANPUEMCTBO «340POB'SA
Hapogay» (BCi cTajii BUpoOHULTBA, KOHTPO/Ib AKOCTI,
BUMNYCK cepil) AKLioHepHe ToBapucTBO «lanuydapm»
(Bci cTagii BMpo6GHMLTBA, KOHTPOb SKOCTI) CynyTHS
3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. 3MiHK
y BUpPO6HMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
OiNbHULI BUPOBHULTBA /18 YacTHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(£inbHULA NS BTOPMHHOIO NakyBaHHs) 3MiHu | Tuny -
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3MiHK 3 SKOCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo AoaaBaHHA AiNbHUL, Ha SKil
3AiiCHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) -
BBEJEHHS A04aTKOBOI AifIbHUL BUPOOHWLTBA, Ha SKili
3[iICHIOETLCS KOHTPOSb Ccepii. 3aTBEpPAKEHO:
ToBapuCTBO 3 06MEXEHOIO BifgNOBIAA/TBHICTIO
«XapkiBcbke hapmaleBTMYHe NiANPUEMCTBO «340POB'sA
Hapogay» 3anponoHoBaHo: ToBapuCTBO 3 06MEXEHOI0
BiANOBIAALHICTIO «XapKiBCbKe hapMaLeBTnyHe
nignpYEMCTBO «30p0B's Hapoay» (BCi cTagji
BUPOBHMLTBA, KOHTPO/Ib SIKOCTI, BUNYCK cepii)
AKLioHepHe ToBapucTBo «lannudapm» (BCi cTagii
BMPOGHMLTBA, KOHTPOJIb SKOCTI)
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy cepii (BKIOYaoum
Jiana3oH po3Mipy cepil) roTOBOro NikapCcbkoro 3acoby
(36inbLleHHsA fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoMm) - BBEAEHHSA AOAATKOBOro po3mipy cepii IM'N13.
3aTtBeppxeHo: 75n (68181 amnysn) 3anponoHoBaHo: 751
(68181 amnyn); 150 n (130430 amnyn) 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NiKapcbKoro 3acoby (B1IyYEHHS HE3HAYHOrO MOKa3HMKa
(Hanpviknag 3acTapinioro nokasHuka, Takoro sik 3anax Ta
cMak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aB0OK)) - BUTyYeHHs1 nokasHuka skocTi M3
«AHOMasIbHa TOKCUYHICTb» 3i cneumdikadii Ta meTois
KOHTpOt0. 3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa po3mipy
YyNaKoBKM rOTOBOTO JiKapCbKOro 3acoby (3MiHa KinlbKOCTi
oAvHWLG (Hanpuknag TabneTok, amnyn TOLo) B
yMakoBLi:) - 3mMiHa y Aiana3oHi 3aTBepAKEeHNX PO3MIpiB
yNaKkoBKM - BBEA,EHHS AOAATKOBUX BUAiB NaKkyBaHHA Ne
10 (10x1) y 6nicTepi y kopobui Ta Ne 100 (10x10) y
6nicTepax y kopobui 3 BignoBigHNMMN 3MiHAMMW B pO34ini
«Ynakoska» MKS /13. BBeeHHS 3MiH NPOTAroM 6-u
MicsLiB Nicnsa 3aTBepKEHHSA. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI.
3MiHM y npoueci BUpobHULTBA rOTOBOrO NiKapCbKoro
3aco6y, BK/IOYAKUM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOBGHMULTBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y npoueci BUpobHULUTBa) —
3MiHW Y npoueci BUpO6HULTBA /151 HOBOI AiNbHUL
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BMpO6HULTBA AT «l"annydapm» - BBeleHHS inbTpy
rpy6oi cpinbTpauii 3 peiituHrom 1,0 Ha cTagii
BMPO6HMLTBA «PiNbTpaLlisi pO34MHy» Ta HE3HAYHI 3MiHU
Ha IHLWKMX cTagisix, 06yMOB/IEHI TEXHIYHUMMN
XapakrepucTukamun obnagHaHHs.
243. | NYNbMIKOPT MOPOLLIOK ANsi AcTpa3eHeka LBeuis BUIOTOB/IEHHS, LBeuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/5552/02/01
TYPBYXANEP iHransujin, 100 Ab HanoBHEHHS, KOHTPO/1b TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHSs! peuenmom
Mkr/go3a no 200 AKOCTI, MapKyBaHHS, Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
[o3y BTOPUHHE NaKyBaHHs Ta BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
naacTUKOBOMY BUNYCK cepil: BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
iHranaTopi, no 1 AcTpa3eHeka Ab NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTL, 3a AKy
iHransTopy B BiANOBIAAE BMPOGHWMK/IMNOPTEpP, BKIOYAUM BUMYCK
KapTOHHIlA KOpooLi cepiii) agmiHicTpaT/BHA 3MiHa NOLUTOBOrO iHAEKCY 6e3
3MiHW (hakTUYHOrO MiCLie3HaxX0mKeHHs BUPOGHMKa N3 i
3a3HavYeHHs BUPOGHMUMX PyHKLiA BUpo6HMKa B Pl Ta
MKSA N13. 3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
«MicLe3HaxomKkeHHs BUPOGHMKa Ta afpeca Micus
NPOBaXEHHSI MOr0 AisANIbHOCTI» 3 BiANOBIAHAMN 3MiHAMM
y TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHW). BunyyeHHs TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby 6e3 3acTocyBaHHs MixXHapoAHOT
cucTemu oanHNLG Sl, a TakoXX BHECEHHS pefakLUiiHnX
NpaBOK [0 TEKCTY MapKyBaHHS i3 3aCTOCYBaHHAM
MixHapoHoi cuctemun oguHnLb Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS
244. | NYNbMIKOPT nopoLuoK ans AcTpa3eHeka Lisewis BUTOTOB/EHHS, Lsewis BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/5552/02/02
TYPBYXANEP iHransauin, 200 Ab HanoOBHEHHS, KOHTPO/1b TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs peyenmom
MKr/go3a, no 100 SIKOCTi, MapKyBaHHS, Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
nosy BTOPWHHE NakKyBaHHSA Ta BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
na1acTMKoOBOMY BMNYCK cepil: BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo Micue
iHranaTopi, no 1 Actpa3eHeka Ab NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
iHranaTopy B BignoBigae BMPOGHMK/iMNOpTep, BKIKOYA0UM BUNYCK

KapTOHHI KopoobLi

cepili) agmiHicTpaT1BHa 3MiHa NOLUTOBOTO iHAEKCY 6e3
3MiHM haKTUYHOrO MicLie3HaxX0MKEeHHS BUPOGHYMKa 13 i
3a3HauYeHHs1 BUPOGHMYMX (PyHKLi BUpoGHMKa B Pl Ta
MK$A N3. 3MiHn BHECEHO B IHCTPYKLitO 415 MeANYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby y po3gain
«MicuesHaxoxeHHs BUPOGHMKa Ta ajpeca Micus
NPOBaXXEHHS NOro AisfbHOCTI» 3 BiANOBIAHMMM 3MiHAMM
y TEKCTi MapKyBaHHSA yNakoBKW NiKapCbKOro 3acoby.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW). BUnyyYeHHs1 TEKCTY MapkyBaHHS ynakoBKu
nikapcbKkoro 3acoby 6e3 3acTtocyBaHHA MixHapoaHoT
cucTeMM oAnHULb Sl, a TaKoX BHECEHHS peaakLiiHUX
NpaBOoK [0 TEKCTY MapKyBaHHS i3 3aCTOCYBaHHAM
MixHapogHoi cuctemu ogmHuup Sl.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
245. | Nypu- Tabnetkv no 50 AcneH ®apma IpnaHgjs BTOPUHHE NaKyBaHHs, Himeuunna/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14862/01/01
HETON™ Mr; no 25 TpelgiHr BUNPOGYBaHHSA MiBgeHHa TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
Tabnetok y Nimiteq KOHTPOSO AKOCTi Ta Adbpuka y BUpO6HMLTBI. 3amMiHa abo BBeAeHHSA 40AATKOBOI
chnakoHi; no 1 BUMYCK Cepiii: OiNbHULI BUPOBHULTBA /18 YacTHM abo BCbOro
donakoHy y AcneH Baa-Onbgecno BMPOBGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby

KapTOHHI Kopoobui

'm6X, HimeuyunHa
BMPOGHMLTBO,
BUNPOGYBaHHSA

KOHTPOJIHO SIKOCTI,

nepBUHHE Ta BTOPUHHE
nakyBaHHS:
AcneH CA OnepeiieHs
(Mi) Nra., MNiBgeHHa
Adpurka
BMPOGHMLTBO,
BMMNPO6YBaHHSA
KOHTPOJII0 AKOCTI,
NepBUHHE NaKyBaHHS,
BTOPVHHE NakKyBaHHA Ta
BUWMYCK Cepiii:
Ekcenna 'm6X i Ko. KT,
HimeyunHa

(8inbHULA, Ha SKIN NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCcTepunbHUX NikapcbKkrx 3acobis) BeeaeHHA
[0[aTKOBOro BUPO6HUKA, BiAMOBIAa/IbHOIO 3a
BMpo6HULTBO in bulk AcneH MopT Eniza6ert (MMTi) T4,
MisaeHHa Adpprika. TepMiH BBEAEHHS 3MiH - NPOTArOM 6
MicsAUiB nicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBeAEHHS [,04aTKOBOI AiNIbHULL
BMPOGHMLTBA /15 YAaCTUHM ab0 BCbOro BUPOGHUYOro
npouecy roToBoro Jlikapcbkoro 3acoby (4inbHuus ans
NepBMHHOTO NakyBaHHs) BBeeHHs oaaTkoBoro
BMpo6HUMKa AcneH Mopt Enizabet (MTi) /1T4., NiBaeHHa
Adbprika y SKOCTi [ifIbHULi NePBMHHOIO NakyBaHHs [/13.
TepmiH BBEAEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS A0AAaTKOBOI AifIbHULI BUPOBGHMLTBA 415
YacTuHK abo BCbOroO BUPOBGHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AibHULA 4715 BTOPUHHOIO
nakyBaHHs1) BBefeHHs [04aTKOBOro BUPO6HMKa AcneH
Mopt Eniza6er (Mti) NI14., NiBaeHHa Adpprka y SKoCTi
LOiNbHUL BTOPUHHOTIO NakyBaHHsA /13. TepMiH BBeAeHHS
3MiH - NPOTAroM 6 MiCALIB MiC/1A 3aTBEPMKEHHS. 3MiHU |
TMny - 3MiHK 3 SKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iIMNopTepa/3miHu, L0 CTOCYIOTLCS
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo JoaaBaHHA AiNbHULI, Ha SKiRA
3iCHIOETLCSI KOHTPOIL/BUNPOGYBaHHS cepii) BBeaeHHs
[,04aTKOBOro BUpo6HWKa AcneH Mopt Eniza6beTt (MTi)
Ntp., MiBaeHHa Adpuka, SKuii 34iACHI0E
KOHTPONb/BUNPOGYBaHHSA cepil. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsiyis nicns 3aTBepakeHHs. 3MiHu | Tuny -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicLs NpoBaKeHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IHOUAKUY AiNbHULi BUNYCKY cepil abo micue
NPOBeEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
cepiii) (A.5. (6) 1A)
3MiHa Ha3BuW Ta agpecu BUPOOHMKa [,04aTKOBOT AiNIbHULL
AcneH CA Onepeiiwens (Mti) Nitg, MiBgeHHa Adpuka,
6e3 3MiHN MicusA BNpoBaMKeHHS AisNbHOCTI. 3MiHu |
TUNy - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkunii 3aci6. 3MiHN
y BUpPOGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI
LinbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOBHMYOro NPoLEeCy roTOBOrO JliKapCbKOro 3acoby
(AinbHUUSA ANns BTOPMHHOIO NakyBaHHs) BBegeHHs
nofaTkoBoro Bupo6bHuka AcneH bag-Onbaecno MmoxX,
HimeuunHa y SKOCTi AifIbHULL BTOPUHHOIO MakyBaHHS
'N3. 3MiHM BHECEHO B iHCTPYKLiitO A1 MEANYHOr0
3acToCyBaHHSA NikapcbKoro 3acoby y po3ginm
«BrpobHuK» Ta «Micue3HaxomKeHHs BUPOOHMKa Ta
ajpeca MicLs NpoBaXEHHS MOro AisiNIbHOCTI» LWoA0
[0AaBaHHA AinbHULI 415 BTOPUHHOMO NakyBaHHS.
TepMmiH BBEAlEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHMKA, LLO BiANOBiAAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil
BBefieHHs1 foaTKoBOro BUpo6HuKa AcneH baa-
Onbpecno MM6X, HiMeuumnHa, sikuid Bignosigae 3a
BWMYCK Cepii, BKOYA0UN KOHTPO/Ib SAKOCTi. 3MiHM
BHECEHO B iHCTPYKL,it0 4151 MEAMYHOIO 3aCTOCYyBaHHS
NiKapcbKoro 3acoby y po3finu «BUpobHUK» Ta
«MicLe3HaxomKkeHHs BUPOOHMKa Ta afgpeca Micus
NPoBaXeHHS MOro AiANbLHOCTI» WOAO0 A0AaBaHHS
BMPOGHMKA, LU0 BIANOBIAAE 3a BUMYCK Cepii, AK HacNifoK
— 3aTBEP/PKEHHA TEKCTY MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby A1 HOBOro BUpobHUKa. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkunii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHW Y NpoLLECi
BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acoby, BKIUaum
NPOMDKHWI NPOAYKT, LU0 3aCTOCOBYETLCA NP
BVMPOGHMWLTBI FOTOBOrO NliKapCbKOro 3acoby (He3HayHa

3MiHa y npoueci BUpobHuLTBa) 3MiHW Y BUPOGHUYOMY
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

npoueci N3 ana aganTtauii TEXHOOrYHOIo npouecy A0
o6nagHaHHA HOBOro BUPOGHMKa AcneH MNopT EnizabeT
(MTi) Nrg., NiBaeHHa Adpuka. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicsLiB nicna 3atBepkKeHHs. 3MiHu | Tuny -
3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3viHa abo gogaBaHHs WTamniB, NOTOBLLEHb a60
IHLLIMX MapKyBaHb, YK/I04arum 3aMiHy abo fofaBaHHA
hapb 4N MapKyBaHHS likapcbKoro 3acoby (3miHa
LUTaMniB, MOTOBLLEHb ab0 iHWNX MapKyBaHb) 3MiHa
MapKyBaHHS, ke HaHeCeHo Ha TabneTku, Wwo
BMPOGNSIOTLCS Ha 3aTBEPMXKEHIN BUPOOHWYIN AinAHUI
Ekcenna Mm6X i Ko. K, HimeuyunHa. 3MiHM BHeCeHO B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y po3gin «OCHOBHI i3NKO-XiMiYHI BNACTUBOCTI»
ONs OAATKOBOTO BUPOOHUKA. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicALiB nicna 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHK 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3viHa abo gogaBaHHs WTamniB, NOTOBLLEHb a60
IHLLIMX MapKyBaHb, YK/Io4arum 3aMiHy abo fofaBaHHA
hapb 4N MapKyBaHHS JlikapcbKoro 3acoby (3miHa
LUTamniB, NOTOBLLEHb ab0 iHWMX MapKyBaHb)
3MiHa MapKyBaHHS, sike HaHeCeHO Ha TabneTku, Lo
BMPOBNAIOTLCA Ha [0AaTKOBOI AiNbHULI AcneH MopT
Eniza6ert (MTi) NTg., MiBgeHHa Adpuka. 3MiH1 BHECEHO
B HCTPYKL,iI0 415 MEANYHOrO 3aCTOCYyBaHHS NiKapCbKOro
3aco6by y po3gin «OCHOBHI i3NKO-XiMiYHi BNaCTUBOCTI»
[ONS 3aTBEPIPKEHOr0 BUPO6HMKA. TepMiH BBEAEHHS 3MiH
- NpOTAroM 6 micAuiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NiKapcbKoro 3acoby (3BY)XXEHHS1 fOMYCTUMUX MEX)
3BY)XEHHS AONYCTUMUX MEX CyMV AOMILLOK Y NOKa3HUKY
«CnopigHeHHi pe4yoBUHW» cneuudikauii Ha TepMiH
NpUAAaTHOCTI (3aTBEPAXKEHO: He Binblie 3,0%;
3anponoHoBaHo: He Ginbie 2,8%). TepmiH BBEAEHHS
3MiH NPOTArom 6 MicALiB Micns 3aTBepaXeHHs. 3MiHu |
TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro 3acoby (iHLwi 3miHu)
3aTBepaXeHi MeToam KOHTPOs AkocTi MN13
npefcTas/IeH0 YKPAIHCLKOK MOBOHO.

246.

PAMINPUN

Tabnetku no 2,5
mr; no 10
Tabnetok y
6nicTepi, no 3 abo
no 6, abo no 9
6nicTepis B

AHTUBIOTUK
M CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6esnekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
dhapmMakoHarasgy, 3mMiHa YNoBHOBaXXEHOI 0cobu,

3a
peyenmom

UA/19532/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI navwi

BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0Co6Y 3 thapmakoHarnsagy 3asBHuka a1s
3pjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA

BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI 3a
3ailicHeHHs thapMakoHarnsay (BK/IHUaoUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-taiina

cucTemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHKKa, BiANOBIAaIbHOI 3a hapMmakoHarnsg,
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepaxuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobu 3aBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi.
[itoua pepakuis: Kupwnisa ManvHa leopriisHa.
[MponoHoBaHa pegakuis: MinieHko Mapisi BaneHTuHIBHA.

247.

PAMINPUN

Tabnetku no 5 mr,
no 10 TabneTtok y
6nicTepi, no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHI navu,i

AHTUBIOTUK
N CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, YNOBHOBaXeHOI 0co6y, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MileHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXeHOT
0cobu 3asBHKKa, BiANOBIA&IbHOI 3a hapMmakoHarnsg,
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuis: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOI 0CO6U 3aBHMKA, BifgnoBigasbHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobM 3aBHUKA,
BignoBigasbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pepakuis: Kupunisa ManvHa leopriisHa.
lMponoHoBaHa pegakuis: MinieHko Mapisi BaneHTUHiBHA.

3a
peyenmom

UA/19532/01/02

248.

PAMINPUN

Tabnetkv no 10
mr; no 10
Tabnetok y
6nictepi, no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHI navw,i

AHTUBIOTUK
N CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo
y3arasibHeHVX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, YyNOBHOBaXeHOI 0co6y, BignoBiganbHOI 3a
34jificHeHHs chbapmakoHarnsay (BKIHYaUM KOHTaKTHI

3a
peyenmom

UA/19532/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina
cuctemn chapmakoHarnagy) 3miHa ynosHOBaKeHOi
0cobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itova pepakuis: Mihaela Mosnegutu. MNponoHoBaHa
pegaxuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX gaHnX
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNOBiga/IbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTakTHOI 0Co6U 3aABHYKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YKpaiHi.
[itoua pepakuis: Kupunisa ManviHa leopriiBHa.
lMponoHoBaHa pefakuis: MinieHko Mapist BaneHTUHIBHA.
249. | PEriconic nopoLloK aNns ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/14661/01/01
OopasibHOro [04aTKOBOO [0AaTKOBOO YTOUYHEHHS peecTpauiiiHoi npoueAypun B Hakasi Ne peyenma
po3unHy no 18,91 BignoBigasbHi BiANOBIAA/ILHICTIO 1787 Bipg 03.10.2022 - 3miHu | TUNY - 3MiHK WOA0
y cawe; no 10 CTIO "IHTEPXIM" 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHN)
calle y nauui 3 "IHTEPXIM" - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» B MKA M3.

KapToHy

3arsepaxeHo: MAPKYBAHHA TekcT mapkyBaHHA ans
NepBUMHHOT Ta BTOPVMHHOI YNakoBOK JlikapCbKOro 3acoby
PErCON IC, nopowokK A1 opasibHOro po3yuHy no 18,9
ry cawe Ne 10 y nauui 3 kapToHy, BUpobHuuTBa TAB
«|HTEPXIM», YkpaiHa. 3anponoHosaHo: MAPKYBAHHA
3rifgHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHs. 3MiHu | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micus NpoBaKEHHS AisiNIbHOCTI BUPOGHMKA
(Bkntovaroun, 3a HeObXiAHOCTI, MicLe NPOBEeAEHHS
KOHTPOJI SIKOCTi), @60 BnacHuKa macTep-ghaiina Ha Adl,
abo noctavasnbHuka Adl/BnxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[OCbE Ha NikapCbKunii 3acib) 3a BiACYTHOCTI cepTudiikara
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAXXEHOMY A0Cbe, a60 BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE) -
NPOMOHYETHLCA 3MiHa Ha3BW BMPOGHMKa AP| Hatpito
xnopwua, Wwo exoantb Ao cknagy MN3. Agpecy
nignpYEMCTBA-BMPOOHMKA HE 3MIHEHO. 3aTBEP)KEHO:
Akzo Nobel Salt A/S, Denmark 3anponoHoBaHo: Dansk
Salt A/S, Denmark. 3miHu | TUnNYy - 3MiHK 3 AKOCTi. ADI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
Al (3a BiACYTHOCTI y 3aTBEPAXEHOMY [0CbE
cepTtucbikaTa BiANOBIAHOCTI E€Bponelickkii hapmakonel,
LLIO BK/THOYAE Nepiof NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BMNPObyBaHHA/Nepios 36epiraHHs) -
36inbLieHHs abo BBEAEHHS Nepiogy NOBTOPHOMO
BMNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pesynbTaTiB AOCNiKEeHb Y peasibHOMY Yaci -
36iNbLUEHHA TEPMiHY NMPUAATHOCTI (i3 3aMiHOI Ha3BM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

po3giny) A®l Kanito xnopug, LWwo BXoAuTb [0 cKnagy
'N3. 3aTBepakeHo: TepMiH NPUAATHOCTI 3 POKK.
3anponoHoBaHo: TepMiH NepekoHTPoso 5 pokiB. 3miHu |
TMny - 3MiHK 3 AkocTi. APL. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNpOo6yBaHb/nepiogy 36epiraHHa abo ymMoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudikaTa BignoBiaHOCTI €Bponeiickkili hapmakoner,
LLIO BK/IHOYAE nepios NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
36inbLUeHHs1 abo BBeAEeHHA nepiogy NOBTOPHOIO
BuNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/iAKEHb Y peaslbHOMY Yaci -
36iMbLUEHHS TepMiHy 36epiraHHs AD| Hatpito uuTtpart,
L0 BXOAMUTb 80 ckniagy M13. 3arsepaXeHo: 2 poKu.
3anponoHoBaHo: 3 poku. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®|. CucTema KoHTelHep/3aKynoptoBasibHUA 3aci6 (iHLLi
3MiHW) - BUTYYEeHHS BUAY YNaKoBKM Ait04OT pEHOBUHN
Kanito xnopug, wo BxoanTb Ao cknagy M3, skuii
6inblUe He BUKOPUCTOBYETLCA BUPOOHUKOM AdPI.
3arBepakeHo: Mo 25 kr. BaraTowapoBwuii naneposwuii
MILLIOK 3 BHYTPILLUHIM MOMIETUIEHOBUM MILLKOM, SKi 3LUMTI
MiX co6oto. Mo 25 kr. MepBuHHA ynakoBKa - naneposuii
MILLIOK, BTOPVHHA — KapTOHHA KOPO6Ka, Lo MICTUTb
YNakoBKy 3 cunikaresem. 3anponoHoBaHo:
BaraTolapoBuii nanepoBuii MiLLOK 3 BHYTPILLHIM
NonieTUNEHOBMM MILLIKOM, SiKi 3LUMTI MK CO6010. 3MiHuN |
Tuny - 3miHn 3 akocTi. CepTuddikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
iHLWOT HauioHabHOT thapmakonel aepxasn €C (3MiHa y
cneuudikauisix, noB'A3aHa 3i 3MiHamu B dY, abo
€Bponelicbkii hapmakonei, abo iHLWiA HalioHaNbHIl
thapmakonei aepxasu EC) - yTOUHEHHA HOPMYBaHHS Ta
METOAVKN BUNPOOYBaHHSA 3a NOKa3HNKOM
«lgeHTundcpikauis B», B cneyudpikauii Ta metogax
KOHTPOO AKOCTI Ajto40i peyoBuHn Hatpito xnopug, Lwo
BXOAMTb A0 cknagy MN3. [itoya pepakuis.
laeHTudpikauis. B. CybcTaHUis Aae peakuii Ha HaTpiiA.
MponoHoBaHa pepakuis. laeHTudikadis. B. CybecTtaHuis
[Aae peakuito (a) Ha HaTpili. 3miHu | TNy - 3MiHK 3
aKocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBiAHICTL A0 MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHWOoi HauioHasIbHOI dhapmakonei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
nepxasun €C (3MiHa y cnewudikayisx, nos'a3aHa 3i
3miHamu B dY, abo €Bponeiickkiii hapmakonei, abo
iHWIN HauioHanbHI dhapmakonei gepxasn €C) -
YTOYHEHHSI HOPMYBaHHS Ta METOAMKN BUNPOOYBaHHSA 3a
nokasHnkamy «POo34MHHICTb» Ta «laeHTudikayisa A» B
cneumdikauii Ta MeToAax KOHTPOJIO SKOCTi Ajtoyoi
peyvoBUHY HaTtpito xnopug, Wwo BXxoanTb Ao cknagy N3.
[itoya pefakuisi. PO3UMHHICTb. JIerko PO34MHHWIA Y BOAj
P, npakTyHO He po3unHHWIA B eTaHoni P. laeHTudikauis.
A.Cyb6cTaHuia fae peakuii Ha xnopuau. MNponoHoBaHa
pepakuis. Po3umHHICTb. Jlerko po3uvHHuii y Bogi P,
NPaKTUYHO He PO3YMHHWIA B eTaHosi 6e3BogHOMY P.
loeHTudpikauis. A.CybcTaHLuia aae peakuito (a) Ha
xnopugn. 3miHu | Tuny - 3miHn 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y BiAMNOBIAHICTb
[0 MoHorpadii ®Y abo €Bponelicbkoi hapmakoner,
a60 iHWOT HalioHanbHOT hapmakonel aepxasun €C
(3miHa y cneundikauisx, nos'asaHa 3i 3mMiHamu B Y,
abo €sponelicbkiin chapmakonei, abo iHLUIA HaLlioHaNbHIl
thapmakonei fgepxasu €C) - BUNYyYEeHHS MoKasHuKa
«Baxki meTanu» i3 cneuudikauii Ta MeTOAIB KOHTPOO
AKOCTI Ait040T peyoBuHN Hatpito xopug, Wo BXoanTb A0
cknagy M3.

250. | PEKOPMOH® pO34uH Ans TOB «Pow YkpaiHa Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3miHa 3a UA/5146/01/02
iH'ekujn no 2000 YkpaiHa» Hepo3dacoBaHoi LlBeiiuapis 3aaBHwuKa /13 (MIBI) (BnacHuka peecTpaviiHoro peyenmom
MO/0,3 mn; npoayKLii, BTOPUHHE noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 3 nonepesHL0 nakyBaHHs, 460): BBeAeHHs 3MiH NpOTArom 6-T1 MicAUIB nicns
HarnoBHEHWX BUMNPOOYBaHHSA 3aTBepMKeHHA. 3MiHu | Tuny - 3MiHW WoAo
wnpuum no 2000 KOHTPOJIHO SIKOCTI, 6e3nekn/edpekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs
MO/0,3 mn pasom BUMYCK Cepii: ab60 3MiHN [0 y3araslbHEHNX AaHNX Npo cucTemy
3 3 ronkamu gns Pow [jarHocTukc Mm6X, chapmakoHarnsgy (BBefieHHs y3araslbHeHUX AaHux npo
iH'ekuili 27G1/2 HimeyunHa cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXXeHO|
(ronka nomiwieHa y Brpo6HMLTBO ocobwu, BignoBifasibHOI 3a 3AjiiCHEHHS hapmakoHarnsagy;
nNacTvKoBy Hepo3dacosaHoi KOHTaKTHOI 0Cco6u 3 thapMakoHarnsay 3asBHUKa ans
ynakoBKy) B npoaykuii, 3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BOHa
KOHTYPHIi BMNPOGYBaHHSA BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
YapyHKOBIl KOHTPOJO SIKOCTI: 3AjiCHeHHs hapMakoHariaay (BK/IKHakuM KOHTaKTHI
ynakoBLi, LWo BetTtep ®apwma- [aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cKnajaeTbea 3 3 ®epTuryHr Mv6X i Ko Kr, cuctemu chapmakoHarnsgy)

OKpeMmux HimeuunHa 3mMiHa YyNOBHOBaXKEHOT 0COOM 3asiBHUKA, BiAMNOBIga/IbHOT
NAacTUKOBUX ®.XohchmaHH-/1a Po 3a (hapmakoHarnag,. fitova pegakuisn: Dr Birgitt Gellert.
KOHTeliHepiB (1 Nta, Weenuapis MponoHoBaHa pepgakuis: JloinveHko Onexa
nonepegHL0 BnnpobysaHHs BonognmupiBHa. 3MiHa KOHTaKTHUX JaHnX
HanoBHEHW KOHTPO/IO AKOCTi: YNOBHOBaXXEHOI 0CO6M, BiANOBIAaNbHOI 3a
wnpuy, Ta 1 ronka BeTTep ®apma- dhapmakoHarnng.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
B O HOMY ®epTuryHr MM6X i Ko KT, 3MiHa MicLe3HaxoMkeHHs MacTep-aiina cucremm
naacTUKoOBOMY HimeuunHa chapmakoHarnsigy Ta noro Homepa. 3miHa Micus
KOHTeliHepi); no 2 3[jACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 dhapmakoHarniagy.
KOHTYpPHI
YapyHKOBI
ynakoBku (6
nonepegHLo
HanoBHEHWX
wnpuuis Ta 6
rO/I0K) Y KapTOHHilA
KopoobUi
251. | PEKOPMOH® po34nH Ans TOB «Pouw YkpaiHa Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHa 3a UA/5146/01/04
iH'ekuin no 30 000 YkpaiHa» Hepo3gacoBaHoi LseiiLapis 3asBHuKa /13 (MIBM) (BnacHuka peecTpaviiHoro peyenmom
MO/0,6 mn; NpoAyKLUii, BTOPUHHE noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
no 1 nonepegHbL0 nakyBaHHs, 460): BBeeHHs 3MiH NpoTArom 6-T1 MicAuUiB micns
HarnoBHEHOMY BUMNPOOYBaHHA 3aTBEPMKEHHA. SMiHM | TUNY - 3MiHW WOA0
wnpwyi no 30 000 KOHTPOJIHO SIKOCTI, 6e3nekn/edpeKTNBHOCTI Ta thapMakoHarisgy. BeegeHHs
MO/0,6 mn pasom BUNYCK cepii: ab0 3MiHN A0 y3arasibHEeHMX AaHuX Npo cuctemy
3 rO/IKO0 AN Pow fjarHocTukc MM6X, chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
iH'ekuin 27G1/2 HimeuunHa cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKEHOT
(ronka nomiwleHa y BunpobyBaHHs ocobwu, BignoBigasibHOI 3a 34iliCHEHHS hapMakoHarnsay;

nnacTKoBy
yMakoBkKy); B
KOHTYPHIi
YapyHKOBIl
ynakoBLi, Wo
cknafaeTbed 3 4
NNacTyKOBUX
KOHTeliHepiB (1
nonepegHL0
HanoBHEHW
wnpuy, Ta 1 ronka
B O4HOMY
nnacTykoBoMy
KOHTeliHepi); no 1
KOHTYPHIi
YapyHKOBIl
ynakosui (4
nonepegHL0
HanoBHEHWX
wnpuuy ta 4
rO/KW) Y KapTOHHIl
KopobL;

no 1 nonepegHb0
HarnoBHEHOMY
wnpuyi no 30 000
MO/0,6 mn pasom

KOHTPO/110 SAKOCTI:

®.XodppmarH-/15 PoLu

NTa, Weeiiuapis

KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHUKa ans
3[jiicHEHHS thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0cO6M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MmilLEeHHi macTep-gaina
cuctemn chapmakoHarnsgy)
3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOT
3a thapmakoHarnag. firvova pegakuis: Dr Birgitt Gellert.
MponoHoBaHa pegakuis: JloinyeHko OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/ILHOI 3a
hapmakoHarnag,.
3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremm
hapMakoHarnsgy Ta noro Homepa. 3miHa micus
3[jACHEHHSI OCHOBHOT AiiNIbHOCTI 3 dhapmakoHarniagy.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3 rO/IKOK0 ANA
iH'eKui 27G1/2
(ronka nomiwieHa y
nnacTvKoBy
yrnakoBky); B
KOHTYPHIi
YapyHKOBIl
ynakosLi, Lo
cknagaetbea 31
nNacTyKoBOro
KoHTelHepa (1
nonepegHL0
HanoBHEHWI
wnpuy, Ta 1 ronka
B O4HOMY
nnacTyKkoBoMy
KOHTeliHepi); no 1
KOHTYPHIi
YapyHKOBIl
ynakosui (1
nonepegHL0
HanoBHEHW
wnpuy, Ta 1 ronka)
Y KapTOHHii
KopoobLi

252,

PEKOPMOH®

pO3unH Ans
iH'ekuii no 2000
MO/0,3 mn; no 3
nonepeAHbL0
HarnoBHEHWX
wnpuuy no 2000
MO/0,3 mn pasom
3 3 ronkamu ans
iH'ekuili 27G1/2
(ronka nomiweHa y
nNacTvKoBy
ynakoBKy) B
KOHTYPHIi
YapyHKOBIl
ynakoBLi, LWo
cknagaetbea 3 3
OoKpemmx
NNacTyKOBUX
KOHTeliHepiB (1
nonepegHL0
HanoBHeHW
wnpuy 1a 1 ronka

®.XothpmaHH-
Na Pow T4,

LLsenuapi
a

Brpo6HMLTBO
Hepo3dacoBaHoi
npoayKLii, BTOPUHHE
nakyBaHHs,
BMMNPO6YBaHHSA
KOHTPOJIH0 SIKOCTI,
BWMYCK cepii: Pow
[OiarHocTmke M'm6X ,
HimeuyumnHa,;
Brpo6HMLTBO
Hepo3dacoBaHoi
npoaykuii,
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI:
BeTTep ®apma-

®epTuryHr Mv6X i Ko Kr,

HimevunHa;
®.XohchmaHH-/1a Po
Nta, Weeiiuapis;
BunpobyBaHHs
KOHTPO/IO AKOCTi:
BeTTep ®apma-

HimeyuunHa/
LlBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BMPOBHUKA BMXiIAHOrO/NMPOMIXHOr0O NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOBOHUYOMY npoueci Adl,
abo 3miHa BUpo6HWMKa (BKH0Haroun, ae HeobxigHo, MicLe
npoBeAeHHs KOHTPosto AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONENCHKIn hapmakonei y
3aTBEpAXEHOMY [OChE)(3MiHN 40 3aX0AiB, MOB'A3aHUX 3
KOHTposniem A®l, abo foaaBaHHA AiNbHUL, ae
NPOBOANTLCS KOHTPO/b/BUNPOGYBaHHS cepii)
JopasaHHsa ainbHuUb Roche Diagnostics Penzberg,
Germany, Genentech, Inc. South San Francisco, U.S.A
Ta Genentech, Inc Oceanside U.S.A ansa TecTyBaHHS Ha
napasipycy.

BBeneHHs 3MiH NpoTAroM 6 micauis nicas
3aTBEPAKEHHSA. 3MiHM | TMny - 3MiHK 3 AKOCTi. ADI.
B1po6HMLTBO. 3MiHa BUPOOHMKA BYXiZHOro/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPO6HMKaA
(Bkntovaroun, ge HeobxigHO, MicLe NpoBeAeHHS
KOHTpOsIt0 sikocTi) ADI (3a BigcyTHOCTI cepTudikara
BiANOBIAHOCTI €Bponeiicbkili hapmakonei y

3a
peyerimom

UA/5146/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

B O HOMY ®epTuryHr MM6X i Ko KT, 3aTBEpPXEHOMY [10CLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3

naacTUKoOBOMY HimeuunHa KOHTposniem A®I, abo gogasaHHA AinbHULI, e

KOHTeliHepi); no 2 NPOBOANTLCS KOHTPO/b/BUNPOGYBaHHS cepii)

KOHTYpPHI nofaBaHHsa AinbHUUb Genentech Oceanside Ta

YapyHKOBI Genentech South San Francisco gns TectyBaHHs Ha

ynakoBsku (6 Mikonna3my Ta fientocnipy AoA4aTkoBO A0

nonepegHLo 3aTBepmxeHoro cainty Roche Penzberg. BeegeHHst 3MiH

HanoBHEHUX npoTArom 6 micsuis nicns 3aTBepkeHHs. 3MiHu | Tuny -

wnpuuis Ta 6
rO/I0K) Y KapTOHHilA
KopooLi

3MiHn 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKA
BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPOOHMYOMY npotieci Ad®l, abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHsA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPMAKEHOMY [OCHE)(3MiHN 40 3aX0AiB, MOB'A3aHUX 3
KOHTposniem A®l, abo foaaBaHHA AiNbHULI, Ae
NPOBOANTLCS KOHTPO/b/BUNPOGYBaHHS cepii)
[ofaBaHHA foAaTkoBux AinbHuub Roche Penzberg,
Genentech Oceanside Ta Genentech South San
Francisco gns TecTyBaHHsA 3araslbHOro CKPUHIHTY Ha
Bipycu, B ,OAATOK A8 NOTOYHOro cainTy BioReliance
Ltd. BBefeHHA 3MiH NpOTArom 6 Micsuis nicns
3aTBEPAKEHHSA. 3MiHM Il TUny - 3MiHK 3 AKOCTI. ADI.
KoHTposnb A®I (iHwwi 3miHW). OHOBMEHHA CUCTEMM
KOHTPOJIO YNpaB/liHHA XUTTEBUM LmknoM (CS-LCM) ans
OLIiHKM XapakTepuCTUK SKOCTI NikapCbKoro 3acoby,
CUCTEMW KOHTPOJTI0 aHasTiITUYHMX TEXHONOTI Ta
perynaTopHuX odikyBaHb; OHOBNEHHS po3dinis S.2.2
OMnnC NPOLECY; KOHTPOSIb KPUTUYHMX TOYOK; Banigauis
aHaniTyHKX npoueayp IPC; po3po6ka npouecy
BUPOGHMUTBA; S.4.1 cneumndikauis; S.4.2 aHaniTuyHa
npoueaypa;

BBefeHHs1 3mMiH npoTArom 6 micsAuis nicns
3aTBepMXeHHs. 3MiHu Il Tuny - 3miHK 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOnb roToBOro Nikapcbkoro
3aco6y (iHwWwi 3MiHK). 3MiHKM Y cneuudikauii Ta meTogax
BUMPOOYBaHHA 4718 rOTOBOrO NiKapCbKOro
- T. Onnc Npo3opocTi /onanecueHLis — AoAaBaHHSA
LUKan1 KonbopoBoCTi/onanecueHLii, BignosigHo EP; -
3amiHa meTogy igeHTudikauii SE-HPLC Ha meTog,
iAeHTUdiKaLii nenTuaHe kKapTyBaHHA, MeXa «MNo3nTUBHa
iaeHTudikauis» - T. UictoTa 3miHa metogy SE-HPLC y
3B'A3KY 3 YIOCKOHA/IEHHAM METOAMUKM; - T. BMICT 6inky
3miHa meTogy RP-HPLC y 3B’A3Ky 3 Y,0CKOHaUIEHHAM
METOAVKM; pedakLiiiHi npaBk/ B NPUMITLi A0
cneuundikavii(3miHa ognHULb aNns BMicTy 6inky EMO in-
Vivoais aKTMBHOCTI (MKI/LINPULL) - OHOB/IEHHS Baligauii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
6ionoriyHOro aHanizy Ha HOpMOLMTEMIYHUX MULIAX (Ha
TepMiH NpUAATHOCTI); - BUAATEHHS 3i cneumdikavii
CTabisIbHOCTI: YncToTa METOoA0M 06epHeHO-(ha3oBoT
BEPX, uuctoTa METOOM BECTEPH-6/10T, PO3MNo4in
i3ohopm meTogom CZE, koHthopmaLis MeToLoMm
b/lyopecL,eHTHOI CnekTpocKonil, iIMyHOpeaKTUBHWIA 6inlok
MeTofoMm ELISA; - poaasaHHs fo cneuudikauit
CTabiNbHOCTI: LiNiCHICTb repmeTun3aLii KoHTeliHepa,
BMNPOOYBaHHA 34jCHIOETLCA NnLLe Nig vyac cTabinbHOCTI
- peflakuiiiHi 3miHM B cneuudikauii (BBeAeHHS
cneundikauii Ha BUNYCk/TepMiH npuaaTHocTi. BeBegeHHs
3MiH NpOTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHSI
253. | PEKOPMOH® pO34uH Ans ®.XohcpmaHH- | LUseliyapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/5146/01/04
iH'ekujn no 30 000 Na Pow N14 A Hepo3dacoBaHoi Lseiuapis Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTeo. 3miHa peyenmom
MO/0,6 mn; mo 1 NpoAyKuii, BTOPUHHE BMPO6GHMKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy,
nonepegHL0 nakyBaHHs, LLI0 BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoeci AdI,
HanoBHEHOMY BMNPOGYBaHHS ab0 3MiHa BMPOGHMKa (BKOYatoun, Ae HeobxigHo, Micue

wnpuui no 30 000
MO/0,6 mn pasom
3 rOMIKoK ANns
iH'ekujn 27G1/2
(ronka nomiweHa y
n1acTuKoBY
yMakoBKy); B
KOHTYPHIl
YapyHKOBIN
ynakoBLi, 10
CcKnafaeTbea 3 4
NAacTyKoBUX
KOHTeliHepiB (1
nonepegHLo
HarnoBHeHW
wnpuy, Ta 1 ronka
B O4HOMY
n1acTMKOBOMY
KOHTeliHepi); 1
KOHTYPHIl
YapyHKOBIN
ynakosui (4
nonepegHLo
HanoBHEHWX
wnpuuy Ta 4
rO/KN) Y KApTOHHIlA
Kopob6ui; no 1
nonepegHL0
HarnoBHEHOMY
wnpuui no 30 000

KOHTPOJIIO AKOCTI,
BUNycK cepii: Pow
[LiarHocTrke Mv6X,
HimevunHa;
BunpobyBaHHs
KOHTPOJIHO SIKOCTI:
®.XodpcpmaHH-/15 Pou
Ntpa, Weeiiuapis

npoBefeHHS KOHTPO/T0 AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY AOCbLE)(3MiIHM 40 3aX04iB, MOB'A3aHUX 3
KOHTposniem A®I, abo gopasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii)
[ofaBaHHs AinbHUUb Roche Diagnostics Penzberg,
Germany, Genentech, Inc. South San Francisco, U.S.A
Ta Genentech, Inc Oceanside U.S.A ans TecTyBaHHA Ha
napasipycy.

BBefeHHs1 3MiH npoTArom 6 micsAuis nicns
3aTBEpPXEHHS. 3MiHY | TUny - 3MiHK 3 AKoCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA BMXigHOrO/MPOMIKHOIrO
npoAayKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUPO6GHMKaA
(Bkntovaroun, ge HeobxigHO, MicLe NPOBEAEHHS
KOHTpOsIt0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAKEHOMY [OCbLE)(3MiHM 0 3aX0fiB, MOB'A3aHUX 3
KOHTponiem A®I, abo gopaBaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii)
AopasaHHsa AinbHuub Genentech Oceanside Ta
Genentech South San Francisco ans TectyBaHHS Ha
Mikonnasmy Ta nentocnipy A0A4AaTKOBO A0
3aTBepaxeHoro cality Roche Penzberg. BBegeHHst 3MiH
npoTArom 6 micsuiB nicns 3aTBepAkeHHs. 3MiHu | Tuny -
3MiHuM 3 aKocTi. A®l. BUpo6HULTBO. 3MiHa BUPOGHMKA
BUWXifHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPO6HMYOMY npoeci Ad®l, abo
3MiHa BUPOBHMKa (BKHOYatoun, e HeobxigHo, Micue
NpoBefileHHS KOHTPO/IIO skocTi) API (3a BifCyTHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
MO/0,6 mn pazom cepTudikaTa BifnoBiAHOCTI EBponeiickbkiin dpapmakonei y
3 rOJIKOI0 AN 3aTBEPKEHOMY [OCLE)(3MiHN [0 3aX04iB, NOB'A3aHUX 3
iH'ekuin 27G1/2 KoHTposniem A®l, abo gogasaHHsA AinbHUUI, e
(ronka nomiweHa y NPOBOAMNTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii)
naacTUKoBY [ofasaHHA foaaTkoBux ginbHuub Roche Penzberg,
yMakoBKy); B Genentech Oceanside Ta Genentech South San
KOHTYpHIl Francisco gnsa TecTyBaHHs 3ara/lbHOr0 CKpPUHIHTY Ha
YapyHKoBili Bipycu, B 0ATOK 151 MOTOYHOrO caiTy BioReliance
ynakoBLi, L0 Ltd. BBegeHHs 3MiH MpoTAroM 6 MicAuis nicns
cKnafaeTbea 3 1 3aTBEepPMKEHHSA. 3MiHM Il TUnY - 3MiHK 3 AKOCTI. ADI.
na1acTUKOBOro KoHTposnb A®I (iHLWi 3MiHW). OHOBNEHHSA CUCTEMM
KOHTeliHepa (1 KOHTPO/II0 YNpaB/liHHA XUTTEBUM Lukiom (CS-LCM) ans
nonepegHL0 OLiHKM XapaKTepuCTuK SKOCTI JliKapCbKoro 3acooy,
HarnoBHEHW CUCTEMU KOHTPOJTH0 aHauTiTUYHMX TEXHONOTIN Ta
wnpuvy, Ta 1 ronka perynsTopHuX odikyBaHb; OHOB/IEHHS po3ginis S.2.2
B O4HOMY OMMC NpoLiecy; KOHTPO/b KPUTUYHKX TOHOK; Bautigauis
naacTUKOBOMY aHaniTMuHux npoueayp IPC; po3pobka npouecy
KOHTeliHepi); ; no 1 BMPOGHMLTBA; S.4.1 cneundikauis; S.4.2 aHanitnyHa
KOHTYpHiIl npoeaypa;
YapyHKoBIli BBefieHHs1 3MiH NpoTArom 6 micAuis nicns
ynakosui (1 3arBepmxeHHs. 3miHu Il Tuny - 3miHu 3 sKocTi. FoToBMiA
nonepegHsL0 nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
HarnoBHeHWA 3acoby (iHLWi 3miHK). 3MiHK Y cneundikaLii Ta MeToaax
wnpuy, Ta 1 ronka) BUMPOOYBaHHA /18 FOTOBOIO NiKapCbKOro
Y KapTOHHii - T. Onuc npo3opocTi /onanecueHuis — foAaBaHHSA
KopooLi LUKaN1 KoNbopoBocCTi/onanecueHLii, BignosigHo EP; -
3amiHa meToay igeHTudikauii SE-HPLC Ha meTog,
iaeHTHiKaLil NnenTuaHe KapTyBaHHSA, MexXa «Mo3uTUBHa
ineHTudikauis» - T. YactoTa 3miHa metogy SE-HPLC y
3B'AA3KY 3 YAOCKOHA/IEHHSIM METOAMKM; - T. BmicT 6inky
3MiHa meTtogy RP-HPLC y 3B’A3Ky 3 yA0CKOHaIEHHAM
MeTOAVKM; pefakLiiiHi npaBky B MPUMITL A0
cneuudikayii(3miHa oguHUUbL 411 BMICTY 6inky EMO in-
Vivo41s akTUBHOCTI (MKI/LLNPKL) - OHOB/IEHHA Banigauii
6i0/10MYHOr0 aHasli3y Ha HOPMOLMTEMIYHMX MULIAaxX (Ha
TepMiH NPUAATHOCTI); - BUAAIeHHS 3i cneumndikaw,i
cTabinbHOCTI: YncToTa MeTofoM 0b6epHeHo-(a3oBol
BEPX, unctota MeTogoM BeCTEpH-610T, PO3MNoAin
i3ohopm meTogom CZE, koHthopMaLis METOAOM
(p/lyOpeCL,EHTHOI CNEKTPOCKOMiT, iIMyHOpeaKTUBHWIA 6islok
meTodom ELISA; - gogaBaHHa Ao cneundikauii
CTabiNbHOCTI: LiNiCHICTb repmeTu3aLii KoHTeliHepa,
BMNPO6YBaHHA 3AJACHIOETLCS NnLLe Nif Yyac cTabinbHOCTI
- pefakuiiiHi 3MiHM B cneuyudikaLlii (BBEAEHHS
cneumdikauii Ha BUNyCk/TepMiH NpuaaTHocTi. BBegeHHs
3MiH NPOTArom 6 MicauiB Nicns 3aTBepaKeHHs
254. | PEMEHCYPO Kancynv Teepai; TOB YkpaiHa Owmera ®apma HimeuyunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiasnis: 3minum Il 6e3 UA/16305/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
no 10 kancyny «MEPPIFO MeHblodhekyepiHr MmeX i TMny - 3MiHK Woao 6e3nekn/edpeKkTUBHOCTI Ta peyenma
6nicTepi; no 3 a6o YKPAIHA» Ko. KI chapmakoHarnsay. 3MiHu y KOPOTKili XxapakTepucTuui
6, abo 12 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nictepiB y 0N MeMYHOro 3acToCyBaHHS Y 3B'A3KY i3 HOBUMMU
KapTOHHIiiA OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
kopobui; no 20 AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO B
Kancyn y é6nictepi IHCTPYKLiO 419 Me4UYHOro 3aCTOCYBaHHS NiKapcbKoro
3 fliHieo 3acoby o po3ginis "MpoTunokasaHHa" (NepeHeceHo
nepdcpopadii; no 3 iHchopmauito B po3ain "OcobnvBoCTi 3acTocyBaHHS"),
abo 6 6nictepiB y "Ocob6numBi 3axoamn 6e3nekn” (nepeHeceHo iHhopmaLiio B
KapTOHHIlA KOpO6L po3gain "OcobnneocTi 3acTocyBaHHSA"), "3acTocyBaHHs Y
nepiog, BaritTHocTi abo rogyBaHHs rpyaat” (besneka),
"Oitn" (peparysBaHHs iHdopMaLii 3 6e3neku), "MoobiyHi
peakuii”.
255. | PUUH3A® Tabnetku; no 4 TOB YkpaiHa HOHik ®apmacbloTrkan IHAjs BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3miHu |1 6e3 UA/2078/01/01
Tabnetkn y "[>XOHCOH | Nab6opaTtopi3 My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma Ne
6nicTepi; no 1 JXoHCOoH (BipggineHHs dipmm "Ox. hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui 4, Ne 10 -
6nictepy B YkpaiHa" B. Kemikans eHg nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT 6e3
KapTOHHIiA dapmacboTukans /1ta.") AN MeAUYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM peyenma;
Kopobouu; no 4 OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta Ne 100 - 3a
Tabnetkn y OaHvMu 3 hapmakoHarnsgy - 3MiHM BHECEHI A0 peyenmom
6nictepi; no 1 IHCTPYKUIT ANS MEeANYHOro 3aCTOCYBaHHS NMiKapCbKOro
6nictepy B 3acoby A0 po3ginis: "dapmakonoriyHi BNacTMeocTi",
KapTOHHIiA "B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLWi
Kopo6oui; no 25 BMAM B3aemogijit”, "Cnocib 3acTocyBaHHs Ta f03u",
KapTOHHUX "Mo6iuHi peakwyji" BiANOBIAHO A0 MaTepianis
KOPO604OK Yy peecTpauiiiHoro Aocbe. BBeeHHS 3MiH NpoTArom 6-tu
KapTOHHIlA MicALiB nicna 3aTBepaKeHHs
Kopo6ui; no 10
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIiA
Kopob6ouLi
256. | PUHO®NYIMY cnpeli HazanbHWiA, 3am60H ITanis 3amboH C.M.A. ITanis BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 6e3 UA/8559/01/01
unn po34uH; no 10 mn C.N.A. TMny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTI/IE- peyenma

y chnakoHi; no 1
donakoHy 3
posnuaoBayem B
KapTOHHI navw,i

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BiAnoBIigHOCTI abo BUMyYEHHS
cepTudpikaTa BignosigHOCTI €Bponeiickbkili hapmakoner:
ana A®l; onsa ByxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI E€BpONeChbKil
thapmakonei) - OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MofgaHHs OHOBIEHOIO
ceptucpikaTy BignosigHocTi € Ne R1-CEP 1996-070-
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Rev 09 (3atBepmkeHo Ne R1-CEP 1996-070-Rev 08)
ana A®| Auetunuucteiny Bif BXe 3aTBEPKEHOro
BMpo6Huka F.I.S. — Fabbrica Italiana Sintetici S.p.A.,
ITanis, Ta AK HacNiAoK HafaHHSA 3BITY 3 OLIHKN pPU3NKY
NPUCYTHOCTI €1eMEHTHMX AOMILLOK BignosigHo o ICH
Q3D Ta BHeCeHHsi TepMiHy nepe-KOHTPOoso 5 pokis, Lo
paHiwe He 3a3Havascs y CEP. BHeceHi BignoBiAHI 3MiHW
[0 MKA TN3 posginy «Cknaf», a came: BUTy4eHO
iHchopmawuito Wwoao 3a3HaveHHs Bepciii CEP. 3minHu |
TMny - 3MiHK 3 AkocTi. CepTuddikat BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYYEHHS
cepTudcpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
onsa A®l; ons BuxigHoro
mMartepiany/peareHTy/MpoMibKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHM (cepTudiikart BiAMOBIAHOCTI €BpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikar Bif yxe
3aTBEPIKEHOr0 BUPOOHUKA - O@HHA OHOB/IEHOTO
cepTudpikaty BignosigHocTi € Ne RO-CEP 2016-311-
Rev 01 (3atBepmxeHo Ne RO-CEP 2016-311-Rev 00)
ana A®| Auetunuucteiny Bif BXe 3aTBEPKEHOro
BMpOGHMKa Zach System S.A., France, Ta K Hacnigok
[0AaBaHHA HOBOrO BUPOGHNYOro NPOLLECY Ta BUMTYYEHHS
i3 cneyudikalii 4oAATKOBMX TECTIB (BakKi MeTasnu,
JianasoH nnasneHHs, HealeTn/IboBaHi aMiHOKUC/IOTU Ta
3ani30).
3MiHn | TUNYy - 3MiHn 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo oHOB/IEHOro cepTucpikata BignosigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBpONENiChKIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA - [ofaHHA OHOB/IEHOTO
cepTudikaty signosigHocTi €® Ne R1-CEP 2016-311-
Rev 00 ana A®| AueTunuumcTeiny Big BXxe
3aTBEepAXEHOro BMpobHuka Zach System S.A., France,
Ta AK HaCNiJoK BHECEHHA TEPMiHY nepe-KOHTPoso 5
POKiB, L0 paHile He 3a3HavyaBcs y CEP. BHeceHi

BignoBigHi 3miHM oo MKA N3 po3gainy «Cknag», a came:

BW/TyYEHO iHhOpMaLito Loa0 3a3HaveHHs Bepcii CEP.

257.

PUDPAMMILUNH

TabneTkn

Makneogac

IHAis

Makneosc

IHAis

BHECEHHS 3MiH 10 peecTpaLiiniHux matepianis: 3MiHu |

3a

UA/17008/01/01
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
75 avcneprosaHi, no PapmMacbloTHK $apmacbroTUkanc TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NNiKapCbKuii 3aci6. peuenmom
MrNI30OHIA3UA, | 75 mr/50 mr/150 anc fNimiteq Nimiteq CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
50 mr Ne 84 (28x3): pO3Mipy ynakoBK/ rOTOBOrO JliKapCbKoro 3acoby
Mr/NIPA3SNHA no 28 Tabnetok y (BUNYyYEHHA yNakoBKW NEBHOro po3Mipy) BunyyeHHs
Mig 150 Mr cTpuni; no 3 NeBHUX BUAiB NEPBUHHNX YNAKOBOK, & TAKOX Y 3B'A3KY 3
cTpunm y LM Kopekuis B po3aini "TepmiH npugatHocTi” MK4A.
KapTOHHiiA 3MiHV BHECeHI B iHCTPYKLi0 4151 MeanyHoro
ynakoBLi 3acTocyBaHHSA fikapcbKoro 3acoby y po3gin "Ynakoska"
(BWTyYEHHS yNakoBKY NMEBHOTO po3Mipy) SK HacigokK y
po3ain "TepMiH npuaaTHOCTI". BBeAEeHHSA 3MiH NPOTArom
6-TV MicsLiB NicNs 3aTBEPKEHHS
258. | PIANITPIC cnpeii HasasbHWIA, neHmMapk IHAjs "neHmapk IHAjs BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3miHu 11 3a UA/18235/01/01
[1030BaHuii, PapmacboThK ®apmacbioTukans ta. My - 3MiHK 3 AKoCTi. ADl. BupobHMLTBO. 3MiHa peyernmom
cycnexsis, no 56, ans Jita,. BMPOGHMKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy,
120 a60 240 po3y LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHUYOMY npoueci AdI,
nosnieTuieHoBoMy ab0 3MiHa BUPOGHMKa (BKOYatouu, fe HeobxigHo, Micue
thnakoHi; no 1 npoBefeHHs KOHTPO/IO skocTi) AP (3a BigCyTHOCTI
chnakoHy 3 cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei y
[03y0UnMm 3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
Hacocom- A®I 3 HagaHHAM mMacTep-thaiina Ha A®l) BBeAEHHSA
posnuitoBayem, a/lbTePHATUBHOIO BMPOOHYMKa Ana APl ononaraguHy
3aKpUTUM rigpoxnopugy Glenmark Life Sciences Ltd., IHgjsa 3
KOBMayKkom, y HagaHHAM macTep-thaiina Ha A®l (Document no.
KapTOHHIA KopoobLi GLS/OLOP-D329/AP/R-04/2021.11.03). 3miHu Il Tuny -
3MiHuM 3 aKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKaA
BWXiHOro/MpoMKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPO6HMYOMY npoeci Ad®l, abo
3MiHa BUPOBHMKa (BKHOYatoun, e HeobxigHo, Micue
npoBefeHHs KOHTPOIO skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I 3 HagaHHAM mMacTep-thaiina Ha A®l) BBEAEHHSA
anbTepHaTUBHOIO BMPOG6HMKa Ans APl MomeTa3oHy
oypoaTty moHorigpaTy Chemo Industrtiale Chimica,
ITanis 3 HagaHHamM macTep-chainna Ha A®I (version 1
Date 2020/11/13).
259. | POAKKYTAH® Kancynu no 10 mr; TOB «Pou YkpaiHa Bupo6HULTBO HimeyuuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/2865/01/01
no 10 kancyny YkpaiHa» Hepo3g)acoBaHol LLIseliapis 3asiBHMKA (B/1AaCHMKA PEECTPALiHOr0 NOCBIgYEHHS) peyenmom

6nicTepi, no 3

NpoAyKLUii, NepBnHHe Ta

(3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460). BBegeHHsA

6nictepu B BTOPWHHE NaKyBaHHS, 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPAKEHHS. 3MiHN
Kopoobui BMNPOGYBaHHSA | Tuny - 3miHn Wwoao 6e3nekn/edpekTBHOCTI Ta
KOHTPOJIHO AKOCTi: chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo
KeTeneHT [xepmaHi y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
E6epbax Mmb6X, (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
HimeuunHa chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
MepBUHHE Ta BTOPUHHE BiNOBiAa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy;
nakyBaHHs, KOHTaKTHOI 0c06y 3 hapmakoHarnsgy 3asiBHuka ans
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n/n

JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

260.

PO3YBACTAT

BUNPOGYBaHHSA
KOHTPOSHO SIKOCTI,
BUMYCK Cepii:
®. XodhhmaHH-/1a PoLu
N1, Weeiiyapis
BunpobyBaHHs
KOHTPOJIO AKOCTi:
®. XohchbmaHH-/1a Pow
Nta, Weeiuapis
Bunyck cepii:
®. XodhcpmaH-N15 PoLu
Nta, Weeiiuapis

34iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI 3a
3gificHeHHs chapmakoHarnsagy (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina
cuctemu chapmakoHarnagy).
3mMiHa YyNOBHOBaXKEHOT 0COOM 3asiBHUKA, BiAMNOBIAa/IbHOI
3a (hapmakoHarnag,. fitova pegakuis: Dr Birgitt Gellert.
MponoHoBaHa pepakLisi: JloitueHko OnexHa
BonognmupisHa. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0CO6MU, BiANOBiAa/IbHOI 3a
hapmakoHarnag.
3miHa MicLe3HaxomkeHHsl MacTep-daiina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI AiANIbHOCTI 3 chapMakoHarisay.

NH

TabneTku, BKpUTI
NNiBKOBOO
060n0HkKot0 no 10
mr; no 10
Tabnetok y
6nictepi; no 3 abo
no 6 abo no 9
6nictepiB y
KapTOHHIW nayu,i

AHTUBIOTUK
M CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOI 0cobm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHUKa ans
3[jiicHEHHS thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0cO6M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
JaHi) Ta/abo 3miHW y po3MileHHi macTep-thaiina
cmcTeMu chapmakoHarnsgy). 3miHa ynoBHOBaXeHOT
0cobu 3asBHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepakuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKTHOI 0CO6U 3asiBHYIKA,
BiANOBIAa/IbHOI 32 hapMakoHar/ifg B YKpaiHi.
[Litoua pepakuin: Knupunisa NanuHa eopriiBHa.
[MponoHoBaHa pegakuis: MinieHko Mapisi BaneHTuHIBHA.

3a
peyenmom

UA/18773/01/01

261.

PO3YBACTAT
NH

TabneTku, BKpUTI
nNiBKOBOO
06010HKot0 Nno 20
mr; no 10
Tabnetok y
6nictepi; no 3 abo
no 6 a6o no 9
6nictepiB y
KapTOHHIW nayu,i

AHTUBIOTUK
M CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHVX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0c06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI
[JaHi) Ta/abo 3MiHW y po3MileHHi macTep-taiina

3a
peyenmom

UA/18773/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
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3asiBHUKa
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

cuctemn dhapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHKKa, BiANOBIAaIbLHOI 3a hapmakoHarnsg,
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepaxuis: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobu 3aBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi.
[itoua pepakuis: Kupunisa ManvHa leopriisHa.

[MponoHoBaHa pegakuis: MinieHko Mapisi BaneHTUHIBHa.

262.

POHOLUUT

PO34UH OpasIbHUIA,
100 mr/mn; no 10
My ch/1akoHi; no
10 chnakoHiB y
KapTOHHI Kopoobui

YOPA[,
MEOMLVH
nThn

Ipysia

YOPNL MEAVLMH
INIAY CAH. BE TIK.
ALLL

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ANA MeANYHOro 3acToCyBaHHs
reHepuYHUX/ribpUaHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
nicnst BHECEHHs Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHN BHECEHO A0 iIHCTPYKLUii ANs
MeAMYHOro 3acTOCYBaHHA NiKkapCbKoro 3acoby y po3ain
"Mo6ivHi peakui” 3rigHO 3 iHhopMaLjieto Woa0
MeAMYHOro 3acToCyBaHHA ped)epeHTHOro NikapcbKoro
3aco6y (LLEPAKCOH, po34uH 415 nepopasibHOro
3acTocyBaHHs1) BBeAeHHS 3MiH MPOTAroM 6-Tn MicsuiB
nicns 3aTBepaKeHHs

3a
peyenmom

UA/18790/01/01

263.

POTAPUTMIN

Tabnetku no 200
Mr no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KopoobLi

TOB «YOPN[,
MEONLMH»

YkpaiHa

Pusodpapm CA

Leiiapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEeHNX BiAMNOBIAHO A0
nnaHy negiatpuyHux gocnimkers (PIP) (3miHy
Y3roXXE€HO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OpraHoM)
3MiHV BHeCeHi [0 iHCTPYKLii 418 MegnuyHoro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWVMU nikapcbknMm 3acob6amu Ta iHLwi
BMAM B3aemogiit", "NobivHi peakuii” BignosigHo o
OHOB/EHOT iHhopMaLii 3 6e3nekn 440l peyoBUHU.
BepgeHHs 3MiHM npoTarom 6-Tu Miscuis nicns
3aTBepXeHHsA. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy. 3mMiHn y
KOPOTKIll XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeN4HOro 3aCTOCyBaHHS
reHepuyHuX/riopuaHnx/6ionoibHMX Nikapcbknx 3aco6is
nicns BHECEHHS TiEl camoi 3MiHU Ha ped)epeHTHWIA

3a
peyenmom

UA/12887/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
npenapar (3mMiHa He NOTpebye HafaHHSA XXOAHUX HOBUX
[0AaTKOBUX AaHWX) 3MiHWM BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /TiKapCbKOro 3acoby y po3ginu
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aemogiit”, "OcobnmnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaato”, "MobivHi peaxuii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (KoppapoH®,
Tabnetky no 200 mr). BBefeHHSA 3MiHW NPOTAroM 6-Tn
MiSiCLIiB MiCN1S 3aTBEPLKEHHS.
264. | CAKCEHOA® po34nH Ans A/T HoBo [aHis KomMnnekTyBaHHs, [aHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu |l 3a UA/18651/01/01
iH'eKii, 6 Mr/mn; Hopgaick MapKyBaHHs Ta TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
no3mny BTOPVHHE NakKyBaHHsA hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
KapTpuaxax, rOTOBOrO NPOAYKTY. NikapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKL,i
BKNafeHnx y CepTuddikauis cepii. 0N MeUYHOro 3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMMU
nonepegHL0 A/T Hoso Hopgick, OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
3anoBHeHY [Janis JaHnMu 3 chapmakoHarnsgy - 3MiHu BHeCeHo [0
6araTogo3oBy B1po6HMLTBO NPOAYKTY, IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
ofiHopas3oBy HaMoBHEHHSA KapTPUIXY 3acoby fo po3sginy "MNo6iyHi peakuii” BiaNOBIAHO
LUNPULL-PYYKY; MO Ta KOHTPOJIb SKOCTI OHOB/IEHOI iHthopMaLii 3 6e3neku Ajto40i pevyoBUHM
1,3 a6o5 npoaykuii in bulk. niparnytug 3rigHo pekomeHgauili PRAC. BBeieHHS 3MiH
nonepeaHL0 Bunyck cepii Ta

3anoBHeHI LWnpuy-
PYYKM B KAPTOHHIlA
Kopobu,i

cepTudikauis.
A/T Hoso Hopgick,
NaHis

nNpoTArom 6-Tn MicALB 3 faTh 3aTBepMKeHHS. 3MiHu I
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOr0o 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHumu 3 chapmakoHarnsgy -
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MEeANYHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyni BnactneocTi”, "MNMoka3aHHs",
"Oco6nMBOCTI 3acTocyBaHHS", "B3aemogis 3 iHWMK
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aemMogiid",
"Cnoci6b 3acTocyBaHHsa Ta fo3un", "MepefosyBaHHs",
"Mo6iyHi peakuii™, "TepmiH NpuaaTHOCTI" CTOCOBHO
He3HauYHUX PefakTOPCbKNX NPaBoK 6€3 3MiHW CyTi
iHchopmawii. BBefeHHs 3MiH NPoTArom 6-Tn MICALIB 3
Aatun 3atBepmxeHHs. 3miln Il Tvny - 3miln Wwoao
6e3nekun/edekTBHOCTI Ta hapMakoHarisgy. 3mMiHn y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHA HOBOrO
TepaneBTWYHOrO Noka3aHHA abo 3MiHa y
3aTBEPKEHOMY MoKa3aHHi) 3MiHW BHECEHO [0
IHCTPYKLU|ii 415 MeAUYHOr0 3aCTOCYBaHHS NiKkapCbKoro
3acoby Ao po3ginis "®apmakonoriyHi BnacTmeocTi”,
"MokasaHHA", "Oco6/IMBOCTI 3acToCyBaHHS", "B3aemogis
3 iHWMMW SliKapcbKMMK 3acob6amu Ta iHLWi BUAn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
B3aemogiit", "Cnocib 3actocyBaHHs Ta go3u", "4itn",
"Mo6iuHi peakyii" Wwoao iHgopmMaLlii CTOCOBHO
MOX/IMBOCTi 3aCTOCYBaHHS MiKapCbKOro 3acoby Aitam
BikOM Bif 12 A0 18 pokiB 3 OXUPIHHAM Ha OCHOBI
pe3ynbTaTie gocnigkeHHs NN8022-4180. BBefeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS. 3MiHN
Il Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHnMu 3 chapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby A0 po3giny "®apMakonorivyHi B1acTMBOCTI" WoA0
iHchopMmaL,ii CTOCOBHO neAiaTpUYHNX NaLieHTIB 3
OXUPIHHAM i3 cMHApoMOM Mpagepa-Binni Ha ocHoBI
pe3ynbTaTiB 3 dpa3u KniHiuHoro gocnimxkeHHss NN8022-
4179. BBegeHHs 3MiH MPOTAroM 6-Tu micsliB nicns
3aTBEPAKEHHS
265. | CANIUNNOBA pO3unH Ans MpAT YkpaiHa MpAT ®apmaueBTyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/6683/02/01
KNCNOTA 30BHILLHLOIO dapmaveBTny chabpvka "Biona" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
3acTocyBaHHs, Ha habpuka CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa 'y
cnupTtosuin 1 % no "Biona" NepBUHHI yNakoBL,i roTOBOro MikapCbKoro 3acoby
40 mn y chnakoHax (AKicHWIA Ta KiSTbKiCHWIA cknag) - M'siki Ta HeCTepuIbHI
CKNSAHUX, piaki nikapcbki hopmu - BBEAEHHA A0A4ATKOBUX YNakoBOK
YKYNOpPEeHnxX no 40 mn y donakoHax nosnimepHux (®Br-55-18 3
npo6kamu i nonieTuneHTepedTanaty) y KOMNAEKTi 3 KpULIKaMm
Kpuikamu; no 40 (K1) y nayui Ta 6€3 nayku, 3 Big4NOBigHMY 3MiHAMU 0
My chnakoHax p. «YnakoBKka». BBefeHHsA 3MiH MPOTAroM 6-Tu MicsLiB
CKISAHWX, nicnsa 3aTBepayKeHHs
YKyNOpeHux
npo6kamu i
Kpuwkamu, no 1
donakoHy B nauui 3
KapToHy; no 40 mn
y dhnakoHax
noniMepHux, y
KOMMNEKTi 3
KpuLuKamu; no 40
My hnakoHax
nonimepHux, y
KOMMNIeKTi 3
Kpuwkamu, no 1
donakoHy B nauui
266. | CAHAIMYH Kancynu m'ski in Hosapric LLiBeruapi Brpo6HMLTBO HimeyuunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/10102/01/01
HEOPAN® bulk: 25 mr; no 5 dapma Al a Hepo3dacoBaHoi LLBeiiuapis/ TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuii 3aci6.
Kancyn y bnictepi; npoayKuii, KOHTPO/b CnoBeHis KoHTpo/1b AONOMIDKHMX peYOBMH. 3MiHa napaMeTpis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
no 10 6nictepiB y SAKOCTI: cneuudikaLin Ta/abo fonyCTUMUX MEX 4151 ONOMIXKHOT
KapTOHHIiiA KataneHTt HimeuunHa PEYOBUHM (3BYXKEHHS [OMYCTUMUX MEX) 3BYXXEHHSA
Kopo6ui; no 60 E6epbax MvbX, [ONyCTUMMX MeX creumdikalii 4oNoMiXHOT peHOBUHN
KOpoO6OoK y HimeyunHa MOHO-AN-TpUrAiLepuan KyKypyassHoi onii ans
KapTOHHOMY [MepBUHHE Ta BTOPUHHE nokasHuka Salmonella 3 «BigcyTHocTi B 1 r» fo
KOpObi nakyBaHHs, KOHTPO/Tb «BigcyTHOCTI B 10 r» Ans y3rompkeHHs1 3 MoHorpadieto
SAKOCTI, BUMYCK cepil: Ph. Eur. 2.6.13. logaBaHHA [0 cneuundikayii Ta cknagy
HoBaprTic ®apma LUTeiH N3 nocunaHHs Ha pernameHT 231/2012, sikuia
Ar, LLiseliuapis niATBEpXYE BiANOBIAHICTL EBPONENCHKMM CTaHJapTam
[MepBUHHE Ta BTOPVHHE [Ansa 6apBHUKIB 3as1i3a OKCUA, HYOPHWIA Ta KapMiHOBa
nakyBaHHs1, BUMYCK Kucnora.
cepii:
ek ®apmacbloTukasc
A.4., BUpobHunya
AinbHnus Nlenaasa,
CnoseHis
Bunyck cepii:
HoBapTic ®apma M'M6X,
HimeyunHa
267. | CAHAIMYH Kancysm M'ski in Hosaprtic Lsenuapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/10102/01/01
HEOPAN® bulk: 25 mr; no 5 dapwma Al a Hepo3dacoBaHoi LLiBefiuapis/ TUny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM B
Kancyn y énictepi; NpoAYyKLii, KOHTPOsIb CnoBeHis npoueci BupobHuuTBa AP (iHLWi 3MiHK). OHOB/IEHHSA
no 10 6nictepis y AKOCTI: Moayto 3.2.S.2.2 3 METOK BUMPAaB/IEHHA HE3HAUYHUX

KapTOHHIiA
Kopobui; no 60
KOpPO6OK y
KapTOHHOMY
KOpoo6i

KataneHTt HimeuunHa
E6epbax M6X,
HimeuunHa
MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI, BUMYCK Cepii:
HoBaprTic ®apma LUTeiH
Ar, Lseliuapis
[MepBUHHE Ta BTOPUHHE
nakyBaHHS1, BUMYyCK
cepi:

Jlek PapmacboTukasnc
A.4., BUpobHunya
AinbHuus NleHaasa,
CnoseHis
Bunyck cepii:
Hosaprtic ®apma N'm6X,
HimeuunHa

TunorpadiuyHMX NOMUIOK, ki 6y/IM BUSB/IEHI Y
peecTpaLiiHix AOKyMeHTax nicnsa nepernsgy thakTuiHoi
[OKyMeHTaUi Ha BUPO6HWUYI AinsHui, a came
peparyBaHHs TekcTy y po3gini 3.3.1.1 (3miHa oguHuui
onucy 06’eMy anst hepMeHTaLiiiHOro o6nafHaHHs 3
METPUYHOI OAMHWLi EMHOCTI (1) HA OAUHULIIO A48 06'eMy
(ky6iuHi meTpu abo m3) Ta po3giny 3.3.1.2 Mogynto
3.2.5.2.2 (3miHa oAMHWLi BUMipY NeTposieiiHoro eqipy 3
33% po 67 % area Ha 33% [0 67 % v/v). 3miHu | Tuny -
3miHu 3 gxkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(nonoBHeHHSA cneuudikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MeToA0M BUNpPoOyBaHHS). [logaBaHHSA 40
MOHOrpadii TecTyBaHHA 415 40401 PeYOBUHU
LMKIOCMNOPVH NapameTpy cneuudikauii Ta metogy
«Benzene by GC Headspace» sik pyTUHHOrO TecTy 3
MeTOol 3abe3neyeHHss KOHTPOJ/I0 6eH30/y B cyb6CcTaHL;ji
LMKI0CNOpUWHY, Lo Bignosigae HactaHosam ICH Q3C
(R7) i popatky 1 [0 KEPiBHUX NPUHLMMIB LLOA0
PO3YMHHUKIB | yCyBa€ HEOOXIAHICTb BU3HAYEHHSI 6EH301Y
B KOXXHOMY OKPEMOMY PO34MHHUKY. PefarysaHHs TecTy
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Mogynis 3.2.S.4.1 (BU1y4EHO KOMOHKN KON
NpoOBOANTLCA BUNPOGYBaHHS NpW BUNYCKY cepii un
TEepMiHy NMpPUAATHOCTI, W06 3a6e3neunTun ACHICTb LLO0AO
ouikyBaHb, 3rigHo 3 ICH Q6A Ta w06 Bignosigatu
BHYTPILLHIM CTaHfapTaM AoKyMeHTaLii koMnarii
HoBaprTic. Takox BuIy4eHo HoMep Bepcii MeToay LLo6
BiANoBiAaTN BHYTPILWHIM CTaHAapTaM foKymeHTavii
KomnaHii HosaprTic), 3.2.S.4.3 (OHOB/IEHO NOCKNAHHA Ha
aKTyasibHy BEpCilo 3BiTY Npo Baslifauito). Y Ha3si meToay
BTpara B Maci Mpv BUCYLLYBaHHI, cnosa «CyLunbHa Miy»
BW/TYYEHO, OCKI/IbKM HeMae HeobXigHOCTI y 3raaui npo
BMKOPUCTaHWi iIHCTPYMEHT. Y Ha3Bi MeToay crneumndivHe
ONTMYHe 06epTaHHs BUTyYEHO 3rafKy Npo ymosu (To6To
«npu 589 HM B MeTaHO/i», OCKI/IbKM Lie He CTOCYETLCSA
Ha3ByW Ta NPUHUMMY BUNPOBYBaHHSA. Y onuci metoay
Residual Solvents by Gas Chromatography BunpasneHo
APpYyKapCbKy NOMW/IKY Y po3Mmipi dh1akoHIiB y 3aronoBKy
«XpomatorpaciyHi ymosu» 3 10 mn go 20 mn. PewTa
npoLeaypy NpaBuIbHO OMUCYE BUKOPUCTaHHA (h1akoHiB
o6’emom 20 mn. Y onuci metogy Microbial Enumeration
test by Plate count method Takox 6yno BkIO4YEHO
nocunaHHsA Ha ANoHCbKy thapMakoneto Ha foAaToK A0
iCHytouMx nocunaHb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Le He o3Havae OyAb-AKvX 3MiH Y BUKOPUCTaHOMY
MeTOoZi. Y NpuHLUMi MeTody BUNPOGYBaHHSA Ha BaKi
MeTa/IM y [OMOBHEHHS A0 nocunaHHsa Ph. Eur.
3arasibHuii po3ain 2.2.57, Bko4eHo nocuiaHHs USP
[ONS BU3HAYEHHSA 0CHOBU MeToAy. OHOBNEHO MOCUNaHHA
Ha €Bponeiicbky hapMakoneto 3 «7-ro BUAaHHa» Ha
«MOTOYHE BUAaHHsA». [logaHO BUCHOBOK NPO
BiANOBIAHICTL METOAIB BUNPOGYBaHb i cneyudikadiii
Novartis 3 €EBponeiicbko hapMakonee.

268.

CAHAIMYH
HEOPAN®

Kancysm M'siki in
bulk: 25 mr; no 5
Kancyn y énictepi;
no 10 6nictepiB y
KapTOHHIlA
Kopo6ui; no 60
KOpo6oK y
KapTOHHOMY
KOpoo6i

HoBaprTic
®Papma Al

LLiBeruapi
2

Brpo6HMLTBO
Hepo3dacoBaHoi
NpoAyKUii, KOHTPO/b
AKOCTI:
KaraneHTt HimeuunHa
E6epbax Mv6X,
HimeyunHa
MepBrHHE Ta BTOPUHHE
nakyBaHHSs, KOHTPO/Tb
SKOCTi, BUNYCK cepil:
HoBaprTic ®apma LUTeiH
Ar, LLseriuapis
MepBrHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii:

HimeuunHa/
LLBeiiuapis/
CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
My - 3MiHK 3 AKoCTi. A®l. BUpo6bHMLTBO. 3MiHV B
npoveci BupobHuuTea APl (HesHayHa 3MiHa y npoLeci
BMPOGHULTBA ADI).

BHeceHHs 3MiH fo p. 3.2.S.2.2 Onuc BUpPo6HMYOro
npoLecyTa Moro KOHTPO/Ito, a came- BifobpakeHHs
AianasoHy koeqilieHTy 3aBaHTaXEHHS
KPUCTani3oBaHOrO CYPOro LIMKNOCNOPUHY B cuiikareni 2
- 3,7% . 3miHn | TMNY - 3MiHK 3 SKOCTi. AdI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HayHa 3MiHa y npoveci BupobHuuTea Adl).
3a3HayeHHs MapKn BUKOPUCTOBYBAHOrO PO3YMHHUKA
(cBixoro abo BifHOBMEHOrO) Ha BiAMoBigHOMY eTani
po6oTn, TO6TO CBIXXOro abo BifHOBMNEHOIO PO3UYNHHMKA
[N PO3YMHEHHS, | BIAHOBMIEHOTO PO3YMHHMKA ANS

UA/10102/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

269.

ek ®apmacbloTukasc
A.4., BUpobHunya
AinbHnUA Nlenaasa,
CnoseHis
Bunyck cepii:
HoapTic ®apma N'v6X ,
HimeuunHa

€/110l0BaHHSA Ta BiJHOB/IEHHS KOMOHKM Ha cTagii CYREA
BMPOGHUYOro npouecy. 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®|. BupobHuyTBO. 3MiHM B npoLieci BupobHuutea AdI
(He3HayHa 3MiHa y npoveci BupobHuuTea Adl).
BuaaneHHs TMNoBKX Aiana3oHiB o6csriB AN dpakwii
xpomatorpadii Ha eTani CYREA ta CYREA ZL
BMPOGHUYOro npouecy. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOGYyBaHHSA
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOrO NPoAyKTy). BHECEeHHS 3MiH [0 p.
3.2.5.2.3 KoHTposnb MaTepianis, a caMe- OHOB/IEHHSA
meToay "BTpaTa B Maci npy BUCYLLYBaHHI" Ans
BuxigHoro matepiany CYSPAR. 3MiHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPVCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLUi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHS)) A®| abo BUXIQHOrO/MPOMIXHOro
npoaykty). OHoBNeHHs meToay "laeHTudikauis,
KifIbKiCHE BM3HAYEHHS Ta CyMyTHi OMILLKU MEeTOA0M
BEPX" nnsi BHeceHHs 3MiH fo p. 3.2.S.2.3 KoHTposb
marepianis, a came- OHOB/IEHHS MeToAy "laeHTudikavis,
KifIbKiCHE BM3HAYEHHS Ta CyMyTHi OMILLKU MEeTOA0M
BEPX" ons BuxigHoro matepiany CYSPAR.

CAHAIMYH
HEOPAN®

Kancynm m'ski in
bulk: 50 mr no 5
Kancyn y énictepi;
no 10 6nicTepiB y
KapTOHHIiA
Kopobui; no 60
KOpPOG6OK y
KapTOHHOMY
KOpoo6i

Hosaprtic
Papma Al

Lsenuapi
a

Brpo6HMLTBO
Hepo3dacoBaHoi
NpoAYyKLii, KOHTPOsIb
AKOCTI:
KaTtaneHTt HimeuunHa
E6epbax M6X,
HimeuunHa
MepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Ib
AIKOCTI, BUMYCK Cepii:
HoBaprTic ®apwma LUTeiH
Ar, Lseliuapis
[MepBUHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepi:

Jlek PapmacboTukasnc
A.4., BUpobHunya
AinbHUUA JleHpaasa,
CnoBeHis

Himeuuunna/
LLiBefiuapis/
CnoBeHisi

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/b AOMNOMIKHMX peyoBUH. 3MiHa napameTpis
cneuudikaLin Ta/abo gonycTMMmnx Mex Ans [ONOMiIKHOT
PeyOoBMHW (3BY)XXEHHS AONYCTUMUX MeX) 3BY)XXEHHS
[onycTuMmx Mex crneuudikauii LonoMiXXHOT pevyoBUHN
MOHO-AN-TPUINILEPUAN KYKYPYA3SAHOT onii Ans
nokasHuka Salmonella 3 «BigcyTHocTi B 1 r» fo
«BiAgcyTHOCTI B 10 r» 415 y3rofxeHHs 3 MOHorpagieto
Ph. Eur. 2.6.13. logaBaHHs A0 cneumdikayii Ta cknagy
'N3 nocvnaHHa Ha pernameHT 231/2012, skuii
niATBEpLXYE BiANOBIAHICTL EBPONENCHKMM CTaHJapTam
Ans 6apBHUKIB 3aUTi3a OKCUA HYOPHWIA Ta KapMiHOBa
Kucnota.

UA/10102/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Bunyck cepii:
Hosaptic ®apma 'm6X,
HimeyunHa
270. | CAHAOIMYH Kancynu m'ski in Hosapric LLseiiuapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | - UA/10102/01/02
HEOPAN® bulk: 50 mr; no 5 dapma Al A Hepo3dacoBaHoi Lsenuapis/ TMny - 3MiHK 3 aKkocTi. A®l. BUpo6bHMLTBO. 3MiHM B
kancyn y bnictepi; NpoAyKuUii, KOHTPO/b CnoBeHis npoueci BupobHuuTea A®| (iHwi 3MiHN). OHOB/IEHHS
no 10 6nictepiB y SAKOCTI: Moay/ito 3.2.S.2.2 3 METOK BUMNPAaB/IEHHSA He3HaYHUX

KapTOHHIW
Kopo6ui; no 60
KOpPOO6OK y
KapTOHHOMY
KOpObi

KataneHTt HimeuunHa
E6epb6ax MvbX,
HimeuunHa
[MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
SAKOCTI, BUMYCK cepil:
HosaprTic ®apma LTeinH
Ar, LLseliuapis
MepBUHHE Ta BTOPUHHE
nakyBaHHs, BUMYyCK
cepii:
ek dapmacbloTukasnc
A.4., BUpobHnya
AinbHYUA Nlenaasa,
CnoseHis
Bunyck cepii:
HoBapTic ®apma M'M6X,
HimeuunHa

TMnorpadiuyHMX NOMWUIOK, ki 6y/IM BUSBMEH Y
peecTpauiiHux AOKyMeHTax nicns nepernsgy hakTuyHoi
[OKyMeHTaLii Ha BUPO6HUYI AinsHLi, a came
pefaryBaHHs TekcTy y po3gini 3.3.1.1 (3miHa ognHuui
onucy 06’eMy ANns pepmeHTauiiiHOro o6nagHaHHs 3
METPUYHOI OANHWL EMHOCTI (/1) Ha OAMHWLIO 415 06’eMY
(ky6iuHi meTpy abo M3) Ta po3sgainy 3.3.1.2 Mogynto
3.2.5.2.2 (3miHa oAnHWLi BUMipY neTposeiiHoro eqipy 3
33% 00 67 % area Ha 33% [0 67 % v/v). 3miHu | TNy -
3MmiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4OMyCTUMUX MeX,
BM3HAUYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTBCSA Y npoueci BupobHuutea Ad|
(OonoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPobyBaHHS). [logaBaHHA [0
MOHorpadii TeCTyBaHHS A1 AiH0HO0T Pe4OBUHM
LMKIOCNOPUH NapameTpy cnewumdikayii Ta metoay
«Benzene by GC Headspace» sik pyTUHHOIO TecTy 3
METOI0 3abe3rneyeHHst KOHTPO 6eH30/Ty B CybCTaHL;i
LMKIOCNOPUHY, Lo Bignosigae HacTaHoBam ICH Q3C
(R7) i popatky 1 [0 KEPIBHUX NPUHLMMIB LLOAO
PO34YMHHWKIB i yCyBa€e HEOOXIAHICTb BU3HAYEHHS 6eH301y
B KOXXHOMY OKPEMOMY PO34MHHKKY. PefaryBaHHsA TeCTy
Mogynis 3.2.S.4.1 (BU1y4YEHO KOJTOHKM KON
NPOBOANTLCA BUNPOOYBAHHS NpW BUNYCKY cepii un
TepMiHy NpuaaTHoCTI, Wo6 3abe3neunTn ACHICTb WoA0
ouiKyBaHb, 3rifHo 3 ICH Q6A Ta o6 Bignosigatu
BHYTPILLHIM CcTaHZapTaM AOKyMeHTaLii KoMnaHii
HosapTic. Takox BUIy4YeHO HoMep Bepcii meToay LWob
BiANOBIAATV BHYTPILLHIM CTaHJapTam JOKyMeHTawil
KomnaHii HoaprTic), 3.2.S.4.3 (OHOB/IEHO NOCWAHHSA Ha
aKkTya/bHy BEPCilo 3BiTy Npo Banigauito). Y Ha3si metoay
BTpaTa B Maci Npu BUCYLLYBaHHi, c1oBa «CyLunibHa miy»
BW/Ty4€HO, OCKI/TbKM HEMA€E HeOo6XigHOCTI y 3rafui npo
BMKOPUCTaHWi iIHCTPYMEHT. Y Ha3Bi MeToay crneuundiyHe
ONTMYHE 06epTaHHA BUIYyYEHO 3rafky npo ymoBu (TO6TO
«npn 589 HM B MeTaHONI», OCKI/IbKX Lie He CTOCY€ETbCSA
Ha3BW Ta NPUHUMMY BUNPOGYBaHHA. Y onuci meToay
Residual Solvents by Gas Chromatography BunpasneHo
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

yrnakoska)

[LpyKapcbKy NOMWUIIKY Y PO3Mipi d)/1aKOHIB Y 3arofioBky
«XpomaTtorpadidHi ymosu» 3 10 mn go 20 mn. PewTa
npoleaypu NpasuibHO OMUCYE BUKOPUCTaHHA (D1akoHiB
06’emom 20 mn. Y onuci metogy Microbial Enumeration
test by Plate count method Takox 6yn10 BK/tOYEHO
nocunaHHsA Ha ANoHCbKy thapMakoneto Ha JoAaToK [0
iCHytoumx nocunaHb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Lie He 03Ha4ae 6yAb-AKNX 3MiH Y BUKOPUCTaHOMY
MeToZi. Y NpuHLuMi MeTody BUNPOOYBaHHSA Ha BavKKi
MeTan y AOMOBHEHHS A0 nocunaHHs Ph. Eur.
3arasibHWii po3gin 2.2.57, BKIOYEHo nocunaHHa USP
NS BU3HAYEHHA OCHOBU MeToAy. OHOB/IEHO MOCUIaHHA
Ha €Bponeicbky hapMakoneto 3 «7-ro BuaaHHa» Ha
«MNOTOYHE BUAaHHA». [logaHo BUCHOBOK Npo
BiANOBIAHICTb MeTOAIB BUNPOOYBaHb i cneuudikawii
Novartis 3 €Bponeiicbkoto hapmakoneeto.

271. | CAHAIMYH
HEOPAN®

Himeuuunna/
LLiBefiuapis/
CnoBeHisi

Kancynm m'ski in
bulk: 50 mr; no 5
Kancyn y énictepi;
no 10 6nicTepiB y

Hosaprtic LLsenuapi
Papma Al a

Brpo6HMLTBO UA/10102/01/02
Hepo3dacoBaHoi
NpoAyKLii, KOHTPOsIb

SIKOCTI:

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | -
TUny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoueci BupobHuUTBa A®| (He3HauYHa 3MiHa y npoueci
BUpO6HMUTBA ADI).

AIKOCTI, BUMYCK Cepii:
HoBapTic ®apma LTeiH
Ar, Lseliuapis
[MepBUHHE Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepi:

Jlek PapmacbroTukasnc
A.4., BUpobHunya
AinbHuusa NleHaasa,

KapTOHHIiA KataneHTt HimeuunHa BHeceHHs 3miH go p. 3.2.5.2.2 Onvc BMpo6HMYO0ro
Kopobui; no 60 E6epbax M6X, npoLecyTa ioro KOHTPOSI0, a came- Bifo6paKeHHs
KOPO6OK y HimeuunHa Aiana3oHy KoeqiLieHTy 3aBaHTaXEHHS
KapTOHHOMY MepBUHHE Ta BTOPUHHE KPUCTani30BaHOrO CYPOTO LIMKNOCNOPUHY B cuiikareni 2
Kopoo6i nakyBaHHs1, KOHTPO/1b - 3,7% . 3MiHn | TMNY - 3MiHK 3 aKocTi. AdI.

Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea AdI
(He3HauyHa 3miHa y npolieci BUpo6HuLUTBa Adl).
3as3HayeHHs1 Mapky BUKOPYCTOBYBAHOIO PO3YMHHMKA
(cBixoro abo BifHOBMEHOrO) Ha BiAMOBIgHOMY eTani
po60TH, TOBTO CBIXOro abo BiAHOBMNEHOTO PO3YMHHUKA
NS PO3YMHEHHS, | BiAHOBIEHOr0 PO34MHHUKA ANA
€/11010BaHHSA Ta BifHOBMEHHA KOMOHKM Ha cTagii CYREA
BMPO6GHMYOro npouecy. 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. Bupo6HMUTBO. 3MiHM B npoveci BupobHuuTtea Adl

CnoseHis (HesHauyHa 3miHa y npolieci Bupo6HuuTBa Adl).
Bunyck cepii: BupaneHHs TMNOBKX Aiana3oHiB 06CsAriB A51A chpakLiii

Hosaprtic ®apma M'véX , xpomartorpadii Ha etani CYREA 1a CYREA ZL
HimeuunHa BMPOGHMYOro npouecy. 3miHu | Tuny - 3MiHM 3 AKOCTI.

A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOGyBaHHS
A®| abo BUXiAHOrO MaTepiany/MpoMiKHOro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNpoGyBaHHS
(BKOYatoum 3amiHy abo fonosHeHHs) APl abo
BWXiHOro/MPOMKHOro NpoAyKTy). BHeceHHs 3miH go p.
3.2.S.2.3 KoHTposnb MaTepiasiB, a caMe- OHOBJIEHHS
mMeToy "BTparta B Maci npu BUCYLLYBaHHI" 4715
BuxigHoro matepianly CYSPAR. 3MiHu | Tuny - 3miHu 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
AKOCTi. A®I. KoHTponb A®I. 3MiHa y meTogax
BunpobysaHHa APl abo BUXigHOTO
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXXHOIO
npoaykty). OHOBNEHHA MeToAy "laeHTudikaw,is,
KifIbKiCHE BU3HAYEHHS Ta CynyTHI OMILLKU METOA0M
BEPX" pns BHeceHHs 3MmiH go p. 3.2.S.2.3 KoHTponb
MaTepianis, a came- OHOBJIEHHA MeToay "laeHTudikauis,
KifIbKiCHE BU3HAYEHHS Ta CynyTHI OMILLKU METOA0M
BEPX" gns BuxigHoro matepiany CYSPAR.
272. | CAHAOIMYH Kancynu m'ski in Hosapric LLseiiuapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/10102/01/03
HEOPAN® bulk: 100 mr no 5 dapma Al A Hepo3dacoBaHoi Lsenuapis/ IRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCcbkuin 3acib.
kancyn y bnictepi; NpoAyKuUii, KOHTPO/b CnoBeHis KOHTpO/1b AONOMDKHMX peYOBMH. 3MiHa NapaMeTpis
no 10 6nictepiB y SAKOCTI: cneuudikallin Ta/abo fonyCTUMUX MEX A/151 LONOMiIXKHOT
KapTOHHIW KataneHTt HimeuunHa PEYOBUHM (3BYXXEHHS JOMYCTUMUX MEX) 3BY>XEHHS
Kopo6ui; no 50 E6epbax MvbX, [ONyCTUMMX MeX creumdikalii 4oNoMiXHOT pevoBUHN
KOpO6OK y HimeyunHa MOHO-AN-TpUrAiLepuan KykKypyassHoi onii ans
KapTOHHOMY [MepBUHHE Ta BTOPUHHE nokasHuka Salmonella 3 «BigcyTHocTi B 1 r» fo
KOpObi nakyBaHHs, KOHTPOJTb «BigcyTHOCTI B 10 r» Ans y3rompkeHHs 3 MoHorpadieto
SAAKOCTI, BUMYCK cepil: Ph. Eur. 2.6.13. logaBaHHA [0 cneuundikayii Ta cknagy
Hosaptic ®apma LTeliH 'N13 nocnnaHHsa Ha pernameHT 231/2012, akwnit
Ar, LLiseliuapis niATBEpAXYE BiANOBIAHICTL EBPONENCHKMM CTaHJapTam
[MepBUHHE Ta BTOPVHHE AN 6apBHUKIB 3as1i3a OKCUA, YOPHWIA Ta KapMiHOBa
nakyBaHHs, BUNYyCK Kucnora.
cepii:
ek dapmacbloTukasnc
A.4., BUpobHnya
AinbHuUA Nlenaasa,
CnoseHis
Bunyck cepii:
HoBapTic ®apma N'M6X,
HimeyunHa
273. | CAHAIMYH Kancynm M'siki in HosaprTic LLsenuapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/10102/01/03
HEOPAN® bulk: 100 mr no 5 dapma Al A Hepo3acoBaHol LLBeiuapis/ TMny - 3MiHK 3 AKkocTi. A®l. BUpo6GHMLTBO. 3MiHM B
Kancyn y énictepi; NpoAYKLii, KOHTPO/b CnoBeHis npoueci BupobHuuTBa AP (iHLWi 3MiHK). OHOB/IEHHS
no 10 6nictepis y AKOCTI: Moay/to 3.2.S.2.2 3 METOK BUMPAaB/IEHHA HE3HAUYHUX

KapTOHHIiA
Kopob6ui; no 50
KOpPOGOK y
KapTOHHOMY
KOpoo6i

KartaneHTt HimeuunHa
E6epbax Mv6X,
HimeuunHa
MepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Ib
AIKOCTI, BUMYCK Cepii:
HoBapTic ®apma LUTeiH
Ar, LLseliuapis
[MepBMHHE Ta BTOPVHHE

TunorpadivyHMX NOMUIOK, ki 6y/IM BUAB/IEH Y
peecTpaLiiHix AoKyYMeHTax nicnsa nepernsgy thakTuyHoi
[OKyMeHTaUi Ha BUPO6HUYIi AinsHui, a came
peparyBaHHsa TekcTy y po3gini 3.3.1.1 (3mMiHa oauHuLi
onucy 06’eMy anst hepMeHTaLiiHOro 06naHaHHs 3
METPUYHOI OAMHWLi EMHOCTI (1) HA OAUHULIIO 415 06'eMy
(ky6iuHi meTpu abo m3) Ta po3giny 3.3.1.2 Mogynto
3.2.5.2.2 (3miHa oAnHWLi BUMipY NeTposieiiHoro eqipy 3
33% 10 67 % area Ha 33% [0 67 % v/v). 3miHuK | Tuny -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

nakyBaHHS1, BUMYCK
cepii:

Nek dapmacboTnkanc
4.4., BupobHuya
AinbHUUA NleHpasa,
CnoBeHis
Bunyck cepii:
Hosaptic ®apma 'm6X,
HimeuunHa

3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPOBYBaHHSA). [JoaaBaHHs [0
MOHorpadii TeCTyBaHHS 415 AiH04OI PeYOBUHM
LMKIOCTIOPVIH NapameTpy cneuudikadii Ta metogy
«Benzene by GC Headspace» sik pyTUHHOrO TecTy 3
METOI0 3abe3neyeHHss KOHTPON 6eH30/1y B cybCTaHLi
LMK/I0CNOPVWHY, Lo Bignosigae HactaHoBam ICH Q3C
(R7) i popatky 1 [0 KepiBHUX MPUHLMNIB LLOAO0
PO3UYMHHWKIB i yCyBa€e HEOOXIAHICTb BU3HAYEHHS BeH301y
B KOXXHOMY OKPEMOMY PO3UMHHKKY. PefaryBaHHsa TecTy
Mogynis 3.2.S.4.1 (BU1y4EHO KOMOHKW KON
NPOBOAMTLCS BUNPOGYBaHHS NpU BUMYCKY cepii umn
TEepMiHy NMpPUAATHOCTI, W06 3a6e3neunTun ACHICTb LLO0AO
ouikyBaHb, 3rigHo 3 ICH Q6A Ta w06 Bignosigatu
BHYTPILLHIM CTaHfapTaM AOKyMeHTaLii koMnarii
HoBaprTic. Takox BuIy4eHo HoMep Bepcii MeToay LLo6
BiANoBiAATN BHYTPILWHIM CTaHAapTaM AoKymeHTavii
KomnaHii HosaprTic), 3.2.S.4.3 (OHOB/IEHO NOCKNAHHA Ha
aKTyasibHy BEpCIlo 3BiTY Npo Baslifauito). Y Ha3si meToay
BTpara B Maci Npv BUCYLLYBaHHI, cnosa «CyLunibHa Miy»
BW/TYYEHO, OCKI/IbKM HeMae HeobXigHOCTI y 3raaui npo
BMKOPUCTaHWi iIHCTPYMEHT. Y Ha3Bi MeToay crneumndivHe
ONTUYHe 0bepTaHHs BUTyYEHO 3rafKy Npo ymosu (To6To
«npu 589 HM B MeTaHO/i», OCKI/IbKM Lie He CTOCYETLCSA
Ha3ByW Ta NPUHUMMY BUNPOBYBaHHSA. Y onuci metoay
Residual Solvents by Gas Chromatography BunpasneHo
APYyKapCbKy NOMW/IKY Y po3Mmipi do1akoHIB y 3aronoBky
«XpomatorpaciyHi ymosu» 3 10 mn go 20 mn. PewTa
npoLeaypy NpaBuIbHO OMUCYE BUKOPUCTaHHA (h1akoHiB
o6’emom 20 mn. Y onuci metogy Microbial Enumeration
test by Plate count method Takox 6yno BkIO4YEHO
nocunaHHsA Ha AnoHCbKy thapMakoneto Ha foAaToK A0
iCHytouMx nocunadb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Le He o3Havae OyAb-AKvX 3MiH Y BUKOPUCTaHOMY
MeTOoZi. Y NpuHLUMi MeTody BUNPOGYBaHHSA Ha BaKi
MEeTa/IM y [OMOBHEHHS A0 nocunaHHs Ph. Eur.
3arasnibHuii po3ain 2.2.57, Bko4eHo nocunaHHs USP
NS BU3HAYEHHSA OCHOBU MeToAy. OHOBNEHO MOCUNaHHA
Ha €Bponeiicbky hapMakoneto 3 «7-ro BUAaHHa» Ha
«MOTOYHE BUAaHHA». [logaHO BUCHOBOK NPO
BiANOBIAHICTL METOAIB BUNPOGYBaHb i cneyudikadiii
Novartis 3 €EBponeiicbko hapMakonee.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
274. | CAHAOIMYH Kancynu m'ski in HosapTic LBeiiuapi Brpo6HMLTBO HimeyuunHa/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/10102/01/03
HEOPAN® bulk: 100 mr no 5 dapma Al A Hepo3acoBaHoi Lseliuapis/ TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
kancyn y 6nictepi; NpoAyKLUii, KOHTPO/b CnoBeHis npoueci BupobHuuTea A®| (He3HayHa 3MiHa y NpoLeci
no 10 6nictepiB y SAKOCTI: BUpo6HULUTBaA ADI).
KapTOHHIiiA KataneHTt HimeuunHa BHeceHHSA 3miH go p. 3.2.5.2.2 Onuc BMpo6HMYOro
kopobui; no 50 E6epbax MvbX, npovecyTa oro KOHTPOsIo, a came- Bifo6paKeHHs
KOpoO6OoK y HimeyunHa fianasoHy KoeilieHTy 3aBaHTaXeHHs
KapTOHHOMY [MepBUHHE Ta BTOPUHHE KpucTanizoBaHoOro cMporo LIMKI0CNOPUHY B cunikareni 2
KOpObi nakyBaHHs, KOHTPO/Tb - 3,7% . 3miHu | TMny - 3MiHKM 3 AKocTi. API.
SAKOCTI, BUMYCK cepil: Brvpo6HMUTBO. 3MiHM B npoueci BupobHuutea Adl
HoBaprTic ®apma LUTeliH (HesHauHa 3miHa y npolieci Bupo6HuuTea Adl).
AT, Wseliuapis 3a3HaveHHsA Mapkn BUKOPUCTOBYBAHOrO PO3YMHHUKA
[MepBUHHE Ta BTOPVHHE (cBixoro abo BigHOBNEHOrO) Ha BiANOBIAHOMY eTani
nakyBaHHs, BUMYCK po60TH, TO6TO CBIXOro abo BiHOBNEHOIO PO3UMHHMKA
cepii: NS PO3YMHEHHS, | BIiGHOB/IEHOrO PO3UMHHNKA AN1A
ek ®apmacbloTukasc €/110l0BaHHSA Ta BiJHOB/IEHHS KOMOHKM Ha cTagii CYREA
A.4., BUpobHunya BMPOGHUYOro npouecy. 3miHu | Tuny - 3MiHM 3 AKOCTI.
OinbHUUS JleHpaBa, A®I. BupobHuyTBO. 3MiHM B npoLieci BupobHuutea AdI
CnoBeHis (He3HayHa 3MiHa y npoueci BupobHuuTea Adl).
Bunyck cepii: BuaaneHHs TMNOBKX Aiana3oHiB o6csriB A1 dpakwii
HoapTic ®apma N'v6X , xpomatorpadii Ha eTani CYREA Ta CYREA ZL
HimeyunHa BMPOGHUYOro npouecy. 3MiHn | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOGYyBaHHS
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOr0 NPOAyKTY). BHECEHHS 3MiH [0 p.
3.2.5.2.3 KoHTposnb mMaTepianis, a caMe- OHOBJ/IEHHSA
mMeToay "BTpaTa B Maci npy BUCYyLLYBaHHI" Ans
BuxigHoro matepiany CYSPAR. 3MiHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTa AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
a60 gonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykty). OHoBNeHHs1 meToay "laeHTudikauis,
KifIbKiCHE BM3HAYEHHS Ta CyMyTHi OMILLKU MEeTOA0M
BEPX" nnsi BHeceHHs 3MiH fo p. 3.2.S.2.3 KoHTposb
marepianis, a came- OHOB/IEHHS MeToAy "laeHTudikavis,
KifIbKiCHE BM3HAYEHHS Ta CyMyTHi OMILLKU MEeTOA0M
BEPX" ons BuxigHoro matepiany CYSPAR.
275. | CAHAIMYH Kancysm M'siki no Hosaprtic LLsenuapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/3165/01/01
HEOPAN® 10 wr, no 10 dapwma Al a Hepo3dacoBaHoi LLiBefiuapis/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
Kancyn y énictepi; NpoAyKLii, KOHTPOsIb CnoBeHis KOHTpPO/b AOMNOMIKHMX peyoBUH. 3MiHa napameTpis
no 6 6nictepis y AKOCTI:

cneuudikaLin Ta/abo fonycTMMUX MeX 4151 AONOMiIXKHOT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KapTOHHilA KopooLi KaTaneHT HimeuyunHa PEYOBUHM (3BYXXEHHSA OOMYCTUMUX MEX) 3BYXKEHHS
E6epbax Mm6X, [ONyCTUMMX MeX crielmdikalii 4oNOMiKHOT peqoBUHN
HimeuunHa MOHO-AUN-TPUIILEPUAN KYKYPYA3AHOT onii Ans
[MepBUHHE Ta BTOPVHHE nokasHvka Salmonella 3 «BigcyTHOCTI B 1 r» 0
nakyBaHHs, KOHTPO/1b «BigcyTHOCTI B 10 r» ANA y3rofpkeHHs 3 MOHorpadieto
SKOCTI, BUNYCK cepil: Ph. Eur. 2.6.13. logaBaHHA o cneuudikayii Ta cknagy
HoBaprTic ®apma LUTeiH N3 nocunaHHs Ha pernameHT 231/2012, skuii
AT, LWeeliuapis niaTBEPLXYE BiANOBIAHICTL EBPONENCHKUM CTaHAapTam
MepBrHHE Ta BTOPUHHE Ansa 6apBHUKIB 3aUTi3a OKCUA, HOPHWIA Ta KapMiHOBa
nakyBaHHS1, BUMYCK KucnoTa.
cepii:
Nek dapmacboTnkanc
4.4., BupobHuya
AinbHUUA NleHpasa,
CnoseHis
Bunyck cepii:
Hosaptic ®apma 'm6X,
HimeyunHa
276. | CAHOIMYH Kancynu m'ski no Hosapric LLBeiiuapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis: 3MiHu | 3a UA/3165/01/01
HEOPAN® 10 mr, no 10 Papma Al A Hepo3dacoBaHoi Lsenuapis/ TMny - 3MiHK 3 aKkocTi. A®l. BUpo6bHMLTBO. 3MiHM B peyenmom
kancyn y bnictepi; NpoAyKuUii, KOHTPO/b CnoBeHis npoueci BupobHuuTBa A®| (iHwi 3MiHN). OHOB/IEHHS
no 6 6nictepis y SAKOCTI: Moay/ito 3.2.S.2.2 3 METOK BUMNPAaB/IEHHSA He3HaYHUX

KapTOHHI Kopobui

KataneHTt HimeuunHa
E6epb6ax MvbX,
HimeuunHa
[MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
SAKOCTI, BUMYCK cepil:
HosaprTic ®apma LUTeinH
Ar, LLiseliuapis
MepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
ek dapmacboTukasnc
A.4., BUpobHnya
AinbHuUA Nlenaasa,
CnoseHis
Bunyck cepii:
HoBapTic ®apma N'M6X,
HimeuunHa

TnorpadiuyHMX NOMUIOK, ki 6y/IM BUSBMEH Y
peecTpauiiHux JOKyMeHTax nicns nepernsgy hakTuyHoi
[OKyMeHTaLii Ha BUPO6HUYIN AinsHLi, a came
pefaryBaHHs TekcTy y po3gini 3.3.1.1 (3miHa ognHuui
onucy 06’eMy Ans pepmeHTauiiiHOro o6nagHaHHs 3
METPUYHOI OANHUL EMHOCTI (/1) Ha OAMHWLIO AN5 06'eMY
(ky6iuHi meTpy abo M3) Ta po3sgainy 3.3.1.2 Mogynto
3.2.5.2.2 (3miHa oAnHWLi BUMipYy neTposeiiHoro edipy 3
33% 00 67 % area Ha 33% [0 67 % v/v). 3miHu | TNy -
3MmiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4OMyCTUMUX MEX,
BM3HaYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVKOPVICTOBYIOTBCSA Y npoueci BupobHuutea AdI
(monoBHeHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPOoByBaHHS). [logaBaHHA [0
MOHorpadii TeCTyBaHHS A1 AiH0HOT PeYOBUHM
LMKIOCNOPUH NapameTpy cnewumdikayii Ta metoay
«Benzene by GC Headspace» sik pyTUHHOrO TecTy 3
METOI0 3abe3mneyeHHst KOHTPO 6eH30/Ty B cybCTaHL;i
LMKIOCNOPUHY, Lo Bignosigae HacTaHoBam ICH Q3C
(R7) i popatky 1 [0 KEPIBHUX NPUHLMMIB LLOAO
PO34YMHHVKIB i yCyBa€e HEOOXIAHICTb BU3HAYEHHS BeH301y
B KOXXHOMY OKPEMOMY PO34MHHKKY. PefaryBaHHsa TeCcTy
Mogynis 3.2.S.4.1 (BW1y4€HO KOJIOHKM KON
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NpPOBOANTLCA BUNPOBYBaHHS MpW BUNYCKY cepii un
TEePMiHy NpUAATHOCTI, Wo6 3a6e3neuntn ACHICTb LLOAO
ouiKyBaHb, 3rigHo 3 ICH Q6A Ta wob Bignosigatu
BHYTPILLHIM CTaH4apTam AOKYMeHTawil KoMnaHii
HosapTic. Takox B1Iy4eHo Homep Bepcii MeTogy LLo6
BiANOBIAATV BHYTPILLHIM CTaHJapTaMm JOKyMeHTawil
KomMmnaHii Hosapric), 3.2.S.4.3 (OHOB/IEHO NOCW/IaHHA Ha
aKTyasibHY BEpCito 3BiTY Npo Basifauito). Y Ha3si meToay
BTpaTa B Maci Npy BUCYLUYBaHHi, c/ioBa «CyLunbHa miy»
BW/TyYEHO, OCKI/IbKN HemMae HeobXigHOCTI y 3raaui npo
BMKOPUCTaHWi1 iIHCTPYMEHT. Y Ha3Bi MeToay crneundivHe
ONTUYHe 06epTaHHs BUTyYEHO 3rafKy npo ymosu (To6To
«npu 589 HM B MeTaHO/i», OCKIfIbKM Lie He CTOCYETbCSA
Has3BW Ta NPUHUUNY BUNPO6YyBaHHSA. Y onuci meTogy
Residual Solvents by Gas Chromatography BunpasneHo
[LpyKapcbKy MOMWUIIKY Y PO3Mipi d)1aKOHIB Y 3arofioBky
«XpomaTtorpadiyHi ymosu» 3 10 mn go 20 mn. PewTa
npoleaypu NpasuibHO OMUCYE BUKOPUCTaHHA (D1akoHIB
06’emom 20 mn. Y onuci metogy Microbial Enumeration
test by Plate count method Takox 6yn10 BK/tOYEHO
nocunaHHA Ha ANoHCbKy thapMakoneto Ha JoAaToK [0
iCHytoumx nocunaHb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Le He 03Ha4ae 6yAb-AKNX 3MiH Y BUKOPUCTaHOMY
MeToZi. Y NpuHLUMi MeTody BUNPOOYBaHHSA Ha BavKKi
MeTann y AOMOBHEHHS A0 nocunaHHs Ph. Eur.
3arasibHWii po3gin 2.2.57, BKIOYeHo nocunaHHa USP
NS BU3HAYEHHA OCHOBU MeToAy. OHOB/IEHO MOCUIaHHA
Ha €Bponeicbky hapMakoneto 3 «7-ro BUuaaHHa» Ha
«MOTOYHE BUAaHHA». [logaHo BUCHOBOK Npo
BiANOBIAHICTb MeTOAIB BUNPOOYBaHb i cneuudikauii
Novartis 3 €Bponeiicbkoto hapmakoneeto.

2717.

CAHAIMYH
HEOPAN®

Kancysm M'siki no
10 wr, no 10
Kancyn y énictepi;
no 6 6nictepis y
KapTOHHIA Kopoo6Li

Hosaprtic
Papma Al

LLsenuapi
a

Brpo6HMLTBO
Hepo3dacoBaHoi
NpoAyKLii, KOHTPO/Ib
AKOCTI:
KaTtaneHTt HimeuunHa
E6epbax M6X,
HimeuunHa
MepBrHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/Ib
AKOCTI, BUMYCK Cepii:
HoBaprTic ®apma LUTeiH
Ar, Lseliuapis
[MepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK
cepi:

Jlek PapmacboTmkasnc

Himeuuunna/
LLiBefiuapis/
CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoueci BupobHuUTBa A®I (He3HauYHa 3MiHa y npoueci
BUpO6HMUTBA ADI).

BHeceHHS 3miH go p. 3.2.5.2.2 Onuc BMpo6HMY0ro
npoLiecyTa Aoro KOHTPO/0, @ came- Bi0OpaKeHHs
Aiana3oHy KoeqiLieHTy 3aBaHTaXEHHS
KPUCTani30BaHOrO CYPOTO LIKNOCNOPUHY B cuiikareni 2
- 3,7% . 3MiHn | TMNy - 3MiHK 3 aKoCTi. AdI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HauyHa 3miHa y npolieci BUpo6HuLUTBa AdI).
3asHayeHHs1 Mapky BUKOPYCTOBYBAHOIO PO3YMHHMKA
(cBixoro abo Bif4HOBMEHOrO) Ha BiAMOBIgHOMY eTani
po60TH, TOBTO CBIXOro abo BiAHOBMNEHOTO PO3YMHHUKA
NS PO3YMHEHHS, | BiAHOBIEHOr0 PO34MHHUKA ANA
€/11010BaHHS Ta BiJHOB/IEHHA KOMOHKM Ha cTadii CYREA

3a
peyerimom

UA/3165/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
4.4., BUpobHuya BMPOGHUYOro npouecy. 3MiHn | Tuny - 3MiHW 3 SKOCTI.
AinbHUUA NleHpasa, A®I. BupobHuLTBO. 3MiHM B npoLieci BMpobHuuTea AdI
CnoBeHis (He3HauyHa 3miHa y npoleci BUpo6HuLUTBa AdI).
Bunyck cepii: BupaneHHs TMNOBKX Aliana3oHiB 06CsAriB A1 chpakLiii
HosaprTic ®apma N'v6X , xpomatorpacii Ha etani CYREA Ta CYREA ZL
HimeuunHa BMPO6HMYOro npouecy. 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponib A®L. 3miHa y MeTodax BUNPO6YyBaHHS
A®| abo BMXigHOrO Matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBA AP (iHLWi 3MiHW Yy MeToAax BUNPoOyBaHHS
(BkNtovarouy 3aMiHy abo fonoBHeHHs) APl abo
BWXiHOro/MpoMiKHOro NpoAyKTy). BHeceHHs 3miH go p.
3.2.S.2.3 KoHTpo/ib MaTepianis, a came- OHOB/EHHS
mMeTody "BTpaTa B Maci npu BUCYLLYBaHHI" An1s
BuxigHoro matepiany CYSPAR. 3miHu | Tuny - 3miHun 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMiKHOTO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
ab6o gonoBHeHHs1) A®| abo BUXIQHOrO/MPOMIXXHOIO
npoaykty). OHOBNEHHA MeToay "laeHTudikawis,
KifIbKiCHE BU3HAYEHHS Ta CynyTHI OMILLKU METOA0M
BEPX" pns BHeceHHs 3MmiH go p. 3.2.S.2.3 KoHTponb
MaTepianis, a came- OHOBJIEHHA MeToay "laeHTudikauis,
KifIbKiCHE BU3HAYEHHS Ta CynyTHI OMILLKN METOA0M
BEPX" gns BuxigHoro matepianty CYSPAR.
278. | CAHAOIMYH Kancynu m'ski no Hosapric LLBeiiuapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3165/01/02
HEOPAN® 25 wr, no 5 kancyn Papma Al A Hepo3dacoBaHoi Lsenuapis/ UMy - 3MiHM 3 AKOCTi. FOTOBWMIA NMikapCbknin 3aci6. peyenmom
y 6nicTepi; no 10 NpoAyKuUii, KOHTPO/b CnoBeHis KOHTpo/1b AONOMDKHMX peYOBKH. 3MiHa NapaMeTpis
6nictepiB y SAKOCTI: cneyudikallin Ta/abo fonyCTUMUX MEX /151 LOMNOMiIXKHOT
KapTOHHI Kopoobui KataneHTt HimeuunHa PEYOBUHM (3BYXXEHHS JOMYCTUMUX MEX) 3BYXXEHHS
E6epb6ax MvbX, JONyCTUMMX MeX creumdikalii 4oNoOMiXHOT peHOBUHN
HimeyunHa MOHO-AN-TpUrAiLepuan KykKypyassHoi onii ans
[MepBUHHE Ta BTOPUHHE nokasHuka Salmonella 3 «BigcyTHOCTI B 1 r» f0
nakyBaHHs, KOHTPO/Tb «BigcyTHOCTI B 10 r» Ans y3rompkeHHs 3 MoHorpadieto
SAKOCTI, BUMYCK cepil: Ph. Eur. 2.6.13. logaBaHHA [0 cneuundikayii Ta cknagy
Hosaptic ®apma LTeliH 'N13 nocnnaHHsa Ha pernameHT 231/2012, akwnit
Ar, LLiseliuapis niATBEpAXYE BiANOBIAHICTL EBPONENCHKMM CTaHJapTam
[MepBUHHE Ta BTOPVHHE AN 6apBHUKIB 3as1i3a OKCUA, HYOPHWIA Ta KapMiHOBa
nakyBaHHS1, BUMYyCK Kucnora.
cepii:
ek dapmacbloTukasnc
4.4, BUpobHunya
AinbHuUA Nlenaasa,
CnoseHis
Bunyck cepii:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
HoBapTic ®apma MM6X,
HimeyunHa
279. | CAHAOIMYH Kancysm M'siki no HoBaprtic LLiBeruapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLjiiiH1X MaTepiasis: 3MiHu | 3a UA/3165/01/02
HEOPAN® 25 wr, no 5 kancyn dapma Al A Hepo3gacoBaHoi LLBeiiuapis/ My - 3MiHK 3 AKOCTi. ADl. BUpoOGHMLTBO. 3MiHV B peuenmom
y 6nicTepi; no 10 NpoAyKUii, KOHTPO/b CnoBeHis npoueci BupobHuuTea AP (iHwi 3MiHW). OHOBNIEHHS
6nicTepiB y SAKOCTi: Moaynto 3.2.S.2.2 3 MeTO BUNPAaB/IEHHS HE3HAYHNX

KapTOHHIlA KOpooLi

KaraneHTt HimeuunHa
E6epbax Mv6X,
HimeyunHa
MepBrHHE Ta BTOPUHHE
nakyBaHHSs, KOHTPO/Tb
SKOCTi, BUNYCK cepil:
HoBaprTic ®apma LUTeiH
Ar, LLseriuapis
MepBrHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
ek dapmacbloTukasic
4.4., BUpobHuya
AinbHUUSA NleHpasa,
CnoseHis
Bunyck cepii:
Hosaptic ®apma 'm6X,
HimeyunHa

TMnorpagiyHNX NOMUOK, SKi 6y BUSBNEHI Y
peecTpauiiHux JOKyMeHTax nicns nepernsgy hakTuyHoi
[OKyMeHTaUi Ha BUPO6HUYI AinsHui, a came
pefaryBaHHsa TekcTy y po3gini 3.3.1.1 (3mMiHa oauHuUi
onucy 06'emy ansi hepmeHTaviiHoro o6nagHaHHA 3
METPUYHOI OAMHWLj EMHOCTI (/1) HA OAUHULIIO A48 06’EMy
(ky6iuHi MeTpu abo M3) Ta posginy 3.3.1.2 Moayrnto
3.2.5.2.2 (3miHa oAnHWLi BUMIpY NeTposieiHoro edipy 3
33% [0 67 % area Ha 33% [0 67 % v/v). 3miHun | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea AdI
(monoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOAO0M BUNPOBYBaHHSA). [JjoaaBaHHs [0
MOHorpadii TeCTyBaHHS A5 AiH040I PeYOBUHM
LMK/IOCTNIOPVIH NapameTpy cneuudikauii Ta metTogy
«Benzene by GC Headspace» sik pyTUHHOIO TecTy 3
METO 3abe3neyeHHss KOHTPON 6eH30/1y B cybCcTaHL,i
LMK/I0CMOPWHY, Lo Bignosigae HactaHoBam ICH Q3C
(R7) i popatky 1 [0 KepiBHUX MPUHLMNIB LLOAO0
PO3UYMHHWKIB i yCyBa€e HEOOXIAHICTb BU3HAYEHHS BeH301y
B KOXXHOMY OKPEMOMY PO3YMHHKKY. PefaryBaHHsa TecTy
Mogynis 3.2.S.4.1 (BU1y4EHO KOMTOHKW KON
NpoOBOANTLCSA BUNPOGYBaHHS NpW BUNYCKY cepii un
TepMiHy NMpUAATHOCTI, Wo6 3a6e3neunTun ACHICTb LLO0AO
ouikyBaHb, 3rigHo 3 ICH Q6A Ta w06 Bignosigatu
BHYTPILLUHIM CTaHZapTaM AOKyMeHTaLii koMnaHii
HoBaprTic. Takox BuIy4eHo HoMep Bepcii MmeToay LLo6
BiANOBIAATU BHYTPILWHIM CTaHAapTaM AoKymeHTauil
KomnaHii HosaprTic), 3.2.S.4.3 (OHOB/IEHO NOCKMNAHHA Ha
aKTyaslbHy BEpCilo 3BiTy Npo Baslifauito). Y Ha3Bi meToay
BTpara B Maci Npy BUCYLLYBaHHI, cnosa «CyLunbHa Miy»
BWTYYEHO, OCKI/IbKM HEeMae HeobXigHOCTI y 3raaui npo
BMKOPUCTaHWi iIHCTPYMEHT. Y Ha3Bi MeToay crneumndivHe
ONTMYHe 06epTaHHs BUTyYEHO 3rafky Npo ymoBu (To6To
«npu 589 HM B MeTaHO/Ti», OCKI/IbKM Lie He CTOCYETbCS
Ha3ByW Ta NPUHUMMY BUNPOBYBaHHSA. Y onuci metoay
Residual Solvents by Gas Chromatography BunpasneHo
ApYyKapCbKy NOMW/IKY Y PO3Mipi d)1akoHIB y 3aronoBKy
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«XpomatorpadiyHi ymosu» 3 10 mn go 20 mn. PewTa
npoueaypu nNpasuibHO ONNCYE BUKOPUCTaHHA (hNakoHiB
o6’emom 20 mn. Y onuci metogy Microbial Enumeration

test by Plate count method Takox 6yn0 BKIOYEHO
nocunaHHA Ha AnNoHCbKY dhapMakoneto Ha AoAaToK A0
iCHytoumx nocwniarb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Le He o3Havae 6yab-AKMX 3MiH Y BUKOPUCTaHOMY
MeToZi. Y NpuHLuMi MeToAdy BUNPOOYBaHHA Ha BaKKi
MeTann y AOMNOBHEHHA A0 nocunaHHs Ph. Eur.
3arasibHWin po3ain 2.2.57, BkYeHo nocuiaHHs USP
[ONA BU3HAYEHHS1 OCHOBW MeToAy. OHOB/IEHO MOCUNAHHSA
Ha €Bponeicbky hapMakoneto 3 «7-ro BUAaHHa» Ha
«MNOTOYHE BUAAHHS». [JofaHO BUCHOBOK Mpo
BiiNOBIAHICTb METOAiB BUNPOBYBaHb i cnewmdikadii
Novartis 3 €Bponelicbkol hapMakoneeto.

280.

CAHAIMYH
HEOPAN®

Kancynu m'ski no
25 wmr, no 5 karncyn
y 6nicTepi; no 10
6nictepiB y
KapTOHHI Kopobui

Hosapric
Papma Al

LLBeiiuapi
2

Bupo6HULTBO
Hepo3dg)acoBaHol
NpoAyKuii, KOHTPO/b
SAKOCTI:
KataneHTt HimeuunHa
E6epb6ax MvbX,
HimeuunHa
[MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Tb
SAKOCTI, BUMYCK cepil:
HosaprTic ®apwma LUTeinH
Ar, LLseliuapis
MepBrHHE Ta BTOPUHHE
nakyBaHHs, BUMYyCK
cepii:
ek ®dapmacboTukasnc
A.4., BUpobHunya
AinbHYUA Nlenaasa,
CnoseHis
Bunyck cepii:
HoapTic ®apma N'M6X ,
HimeuunHa

Himeuuunna/
Lsenuapis/
CnoBeHisi

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (He3HayHa 3MiHa y NpoLeci
BUpo6HMUTBA ADI).

BHeceHHSA 3miH go p. 3.2.5.2.2 Onuc BMpo6HMYoro
npovecyTa ioro KOHTPOSIto, a came- Bifo6paKeHHs
fiana3oHy KoedilieHTy 3aBaHTaXeHHs
KpWCTani3oBaHOrO CMPOro LIMKMNOCMOPVHY B cuikareni 2
- 3,7% . 3miHu | TMny - 3MiHKM 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM B npoLeci BupobHuutea Ad|
(HesHauyHa 3miHa y npoLieci BUpo6HuuTea Adl).
3a3HayeHHs MapK1 BUKOPUCTOBYBAHOrO PO3YMHHUKA
(cBixoro abo BigHOBNEHOrO) Ha BiANOBIAHOMY eTani
po60TH, TO6TO CBIXOro abo BiAHOBMNEHOTO PO3YMHHMKA
NS PO3YMHEHHS, | BiGHOB/IEHOrO PO3UMHHMKA AN1A
€/110l0BaHHSA Ta BiAHOBJ/IEHHS KOMOHKM Ha cTagii CYREA
BMPOGHMYOro npouecy. 3miHu | Tuny - 3miHM 3 AKOCTI.
A®I. BupobHuyTBO. 3MiHM B npoLieci BMpobHuuTea AdI
(He3HayHa 3MiHa y npoveci BupobHuuTea Adl).
BupganeHHs TMNoBKX Aiana3oHiB 06¢sriB A1 chpakuii
xpomatorpadii Ha eTani CYREA Ta CYREA ZL
BMpPOGHUYOro npouecy. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
A®I|. KoHTponb A®I. 3miHa y meTodax BUNPOGyBaHHSA
A®| abo BMXigHOrO MaTtepiany/npomMixKHOTo
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA AP (iHLWIi 3MiHM Y MeToAax BUNPoGyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOrO NPOAYKTY). BHECEHHS 3MiH [0 p.
3.2.5.2.3 KoHTposnb mMaTepianis, a caMe- OHOBJ/IEHHSA
mMeToay "BTpaTa B Maci npy BUCYLLYBaHHI" Ans
BuxigHoro matepiany CYSPAR. 3MiHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTposib A®I. 3miHa y meTogax

3a
peyenmom

UA/3165/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BuNpobyBaHHa APl abo BMXigHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLwi
3MiHM y MeToAax BUNpobyBaHHSA (BKNOHYaUU 3aMiHy
ab6o gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykty). OHOBNeHHs1 meToay "laeHTudikauis,
KiNbKicHe BU3HAYEHHS Ta CynyTHi AOMILLK/ METOA0M
BEPX" gns BHeceHHs 3MiH fo p. 3.2.S.2.3 KoHTponb
Marepianis, a came- OHOB/IEHHS MeToay "laeHTudikayis,
KiNbKicHe BU3HAYEHHS Ta CynyTHi AOMILLK/ METOA0M
BEPX" gns suxigHoro matepiasty CYSPAR.
281. | CAHAOIMYH Kancysm M'siki no HoBaprTic LLiBeruapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/3165/01/03
HEOPAN® 50 wr, no 5 kancyn dapma Al A Hepo3gacoBaHoi LLBeiiuapis/ TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuenmom
y 6nicTepi; no 10 NpoAyKUii, KOHTPO/b CnoBeHis KOHTpO/1b AONOMDKHMX PEYOBMH. 3MiHa napaMeTpis
6nicTepiB y SAKOCTI: cneuudikaLin Ta/abo fonycTMMUX MEX A5 [OMNOMIKHOT
KapTOHHIlA KOpooLi KaTaneHTt HimeuyunHa PEYOBUHM (3BY)XXEHHS OOMYCTUMUX MEX) 3BY>KEHHS
E6epbax Mv6X, [ONyCTUMMX MeX crevmdikalii 4oNoOMiKHOT peYoBUHN
HimeuunHa MOHO-AUN-TPUIAILEPUAN KYKYPYA3AHOT onii ans
[MepBUHHE Ta BTOPVHHE nokasHvka Salmonella 3 «BigcyTHOCTI B 1 r» 0
nakyBaHHs, KOHTPO/1b «BigcyTHOCTI B 10 r» Ans y3rofpkeHHs 3 MOHorpadieto
SKOCTi, BUNYCK cepil: Ph. Eur. 2.6.13. logaBaHHA 0 cneuudikayii Ta cknagy
HoBaprTic ®apma LUTeiH N3 nocunaHHs Ha pernameHT 231/2012, sikuii
Ar, LLseriuapis niATBEPLKYE BiANOBIAHICTL EBPONENCHKMM CTaHJapTam
MepBrHHE Ta BTOPUHHE AN 6apBHUKIB 3aU1i3a OKCUA, HOPHWIA Ta KapMiHOBa
nakyBaHHS1, BUMYyCK KmucnoTa.
cepii:
ek dapmacbloTukasic
4.4., BUpobHuya
AinbHUUSA NleHpasa,
CnoseHis
Bunyck cepii:
Hosaptic ®apma 'm6X,
HimeyunHa
282. | CAHAOIMYH Kancynu m'ski no Hosapric LLseiiuapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/3165/01/03
HEOPAN® 50 wr, no 5 kancyn dapma Al A Hepo3dacoBaHoi LLsenuapis/ TMny - 3MiHK 3 aKkocTi. A®l. BUpo6bHMLTBO. 3MiHM B peyenmom
y 6nicTepi; no 10 NpoAyKLii, KOHTPO/b CnoseHis npoueci BupobHuuTBa A®! (iHWwi 3MiHN). OHOB/IEHHS
6nictepiB y SAKOCTI: Moaynto 3.2.S.2.2 3 METOK BUMNPAaB/IEHHSA HE3HAYHUX

KapTOHHI KopoobLi

KataneHTt HimeuunHa
E6epbax Mm6X,
HimeuunHa
[MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Tb
SAKOCTI, BUMYCK cepil:
HosaprTic ®apwma LUTeinH
Ar, LLBeliuapis
MepBrHHE Ta BTOPUHHE
nakyBaHHs1, BUNyCK

TMnorpadiuyHMX NOMUIOK, ki 6y/IM BUSBEH Y
peecTpaLiiHix AoKyMeHTax nicnsa nepernsagy thakTuiHoi
[OKyMeHTaLii Ha BUPO6HUYIi AinsHui, a came
pefaryBaHHs TekcTy y po3gini 3.3.1.1 (3miHa oanHuui
onucy 06’eMy A4ns hepmMeHTaLiiiHOro o6nagHaHHs 3
METPUYHOI OANHWL EMHOCTI (/1) HAa OAMHWLI0 ANS 06’eMy
(ky6iuHi meTpy abo M3) Ta po3sginy 3.3.1.2 Mogynto
3.2.5.2.2 (3miHa oAnHWLi BUMIpY nNeTposeiiHoro eqipy 3
33% [0 67 % area Ha 33% [0 67 % v/v). 3miHu | TNy -
3MmiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

cepi:

Jlek dapmacbroTukasnc
A.4., BUpobHnya
ninbHUUS NleHaasa,
CnoseHis
Bunyck cepii:
HoBapTic ®apma M'M6X,
HimeuunHa

napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(nonoBHeHHS cneuudikaLlii HOBUM NMOKA3HNKOM SIKOCTi Ta
BiANOBIAHMM MeTOA0M BMNPo6yBaHHS). [logaBaHHSA 40
MOHOrpadii TeCcTyBaHHA 415 Ail040T PeYOBUHU
LIMKIOCNOPVH NapameTpy cneuudikauii Ta metogy
«Benzene by GC Headspace» sik pyTUHHOrIO TecTy 3
MeTO0 3abe3neyeHHs KOHTPOoso 6eH30My B cybCTaHui
LMKN0OCNOpUHY, Lo Bignosigae HactaHosam ICH Q3C
(R7) i popatky 1 [0 KEPIBHUX NPUHLMMIB LLOA0
PO3YMHHUKIB | yCyBa€ HEOOXIAHICTb BU3HAYEHHSI 6EH301Y
B KOXXHOMY OKPEMOMY PO3YMHHUKY. PefaryBaHHs TecTy
Mopgynis 3.2.S.4.1 (BWy4€HO KOJTOHKM KON
NpPOBOANTLCA BUNPOBYBaHHS MpW BUNYCKY cepii un
TEePMiHy NpUAATHOCTI, Wo6 3a6e3neuntn ACHICTb LL0AO
ouiKyBaHb, 3rigHo 3 ICH Q6A Ta wob Bignosigatu
BHYTPILLHIM CTaH4apTam AOKYMeHTawil KoMnaHii
HosapTic. Takox B1y4eHo Homep Bepcii meTogy LLo6
BiANOBIAATV BHYTPILIHIM CTaHJapTaMm JOKyMeHTawil
KomMmnaHii Hosapric), 3.2.S.4.3 (OHOB/IEHO NOCW/IaHHA Ha
aKTyasibHy BEpCito 3BiTY Npo Basiifauito). Y Ha3si meToay
BTpaTa B Maci Npy BUCYLUYBaHHi, c/ioBa «CyLunbHa miy»
BW/TYYEHO, OCKI/IbKM HemMae HeobXigHOCTI y 3raaui npo
BMKOPUCTaHWiA iIHCTPYMEHT. Y Ha3Bi MeToay crneundivHe
ONTUYHe 06epTaHHs BUTyYEHO 3rafKy npo ymosu (To6To
«npu 589 HM B METaHO/I», OCKIfIbKM Lie He CTOCYETLCSA
Ha3BW Ta NPUHUUNY BUNPOGYBaHHSA. Y onuci meTogy
Residual Solvents by Gas Chromatography BunpasneHo
[LpyKapcbKy NOMWUIIKY Y pO3Mipi d)1aKOHIB Y 3arofloBky
«XpomaTtorpadidHi ymosu» 3 10 mn go 20 mn. PewTa
npoleaypu NpasubHO OMUCYE BUKOPUCTaHHA (D1akoHiB
06’emom 20 mn. Y onuci metogy Microbial Enumeration
test by Plate count method Takox 6yn10 BK/tOYEHO
nocunaHHsA Ha ANoHCbKy thapMakoneto Ha JoAaToK [0
iCHytoumx nocunaHb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Le He 03Ha4ae 6yAb-AKNX 3MiH Y BUKOPUCTaHOMY
MeToZi. Y NpuHLuMi MeTody BUNPOOYBaHHSA Ha BavKKi
MeTann y AOMOBHEHHS A0 nocunaHHs Ph. Eur.
3arasibHWii po3gin 2.2.57, BKIOYEHo nocunaHHa USP
NS BU3HAYEHHA OCHOBU MeToAy. OHOB/IEHO MOCUIaHHSA
Ha €Bponeicbky hapMakoneto 3 «7-ro BuaaHHa» Ha
«MNOTOYHE BUAaHHA». [logaHo BUCHOBOK Npo
BiANOBIAHICTb MeTOAIB BUNPOOYBaHb i cneuudikauii
Novartis 3 €Bponeiicbkoto hapmakoneeto.

283.

CAHAIMYH

Kancysm M'siki no

Hosapric

Lisenuapi

Brpo6HMLTBO

Himeyumnna/

BHECEHHS 3MiH [10 peecTpaLjiiiHMX MmaTepiasis: 3MiHu |

3a

UA/3165/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
HEOPAN® 50 wr, no 5 kancyn dapma Al A Hepo3gacoBaHol LLiBeiiuapis/ TUny - 3MiHK 3 AKocTi. A®l. BUpo6GHMLTBO. 3MiHM B peuenmom
y 6nicTepi; no 10 NpoAyKUii, KOHTPO/b CnoBeHis npoueci BupobHuuTea APl (He3HayHa 3MiHa y npoueci
6nicTepiB y SAKOCTI: BMPOGHULTBA ADI).
KapTOHHilA KopooLi KaTaneHT HimeuyunHa BHeceHHs 3MiH fo p. 3.2.S.2.2 Onuc BUPO6HMYOro
E6epbax M6X, npouecyTa ioro KOHTPOsIto, a came- Bifo6pPaKeHHs
HimeuunHa Aiana3oHy KoeqiLieHTy 3aBaHTaXEHHS
MepBUHHE Ta BTOPUHHE KPUCTani30BaHOrO CYPOro LIMKNOCNOPUHY B cuiikareni 2
nakyBaHHs, KOHTPO/1b - 3,7% . 3miHn | TMNy - 3MiHK 3 AKoCTi. AdI.
SKOCTI, BUNYCK cepil: Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
HoBaprTic ®apma LUTeiH (He3HayHa 3MiHa y npoveci BupobHuuTea Adl).
Ar, LLBeliuapis 3a3HayeHHA Mapky BUKOPUCTOBYBAHOIO PO3YMHHUKA
MepBrHHE Ta BTOPUHHE (cBixoro abo BifHOB/EHOrO) Ha BiAMoOBIgHOMY eTani
nakyBaHHs, BUMYCK po6oTu, TO6TO CBIXXOro abo BifHOBMNEHOIO PO3UYNHHMKA
cepii: NS PO3YNHEHHS, | BIAHOBIEHOTO PO3YUHHMKA ANS
ek dapmacboTuKasic €/110l0BaHHS Ta BiAHOB/IEHHS KOMOHKM Ha cTagii CYREA
4.4., BUpobHuya BMPOOGHUYOro npouecy. 3MiHn | Tuny - 3MiHW 3 SKOCTI.
AinbHUUA NleHpasa, A®I. BupobHuLTBO. 3MiHM B npoLieci BupobHuuTea AdI
CnoBeHis (He3HauyHa 3miHa y npolieci BUpo6HuuTBa Adl).
Bunyck cepii: BupaneHHs TMNOBUX Aliana3oHiB 06CsAriB A1 chpakLiii
HosapTic ®apma M'v6X , xpomatorpacii Ha etani CYREA Ta CYREA ZL
HimeuunHa BMPO6HMYOro npouecy. 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y MeToax BUNPO6YyBaHHS
A®| abo BMXigHOrO Matepiany/npoMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBA AP (iHLWi 3MiHW Yy MeToAax BUNPOOyBaHHS
(BkNtovarouy 3aMiHy abo fonoBHeHHs) APl abo
BWXiHOro/MpoMiKHOro NpoAyKTy). BHeceHHs 3miH go p.
3.2.S.2.3 KoHTposib MaTepianis, a came- OHOB/EHHS
mMeTody "BTpaTa B Maci npu BUCYLLYBaHHI" 4115
BuxigHoro matepiany CYSPAR. 3MiHu | Tuny - 3miHun 3
AKOCTi. A®I. KoHTponb A®I. 3MiHa y meTogax
BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIAHOrO/MPOMIXHOIO
npoaykty). OHOBNEHHA MeToay "laeHTudikawis,
KifIbKiCHE BU3HAYEHHS Ta CynyTHI OMILLKU METOA0M
BEPX" pns BHeceHHs 3MmiH go p. 3.2.S.2.3 KoHTponb
MaTepianis, a came- OHOBJIEHHA MeToay "laeHTudikauis,
KifIbKiCHE BU3HAYEHHS Ta CynyTHI OMILLKN METOA0M
BEPX" gnsi BuxigHoro matepiany CYSPAR.
284. | CAHAOIMYH Kancynu m'ski no Hosapric LLBeiiuapi Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3165/01/04
HEOPAN® 100 mrno 5 dapma Al A Hepo3dacoBaHoi Lsenuapis/ UMy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkuin 3aci6. peyenmom
kancyn y bnictepi; NpoAyKuUii, KOHTPO/b CnoBeHis KOHTpO/1b AONOMDKHMX peYOBMH. 3MiHa napaMeTpis
no 10 6nictepiB y SAKOCTI:

KapTOHHI/ Kopobui

KaTtaneHTt HimeyunHa

cneuudikalliin Ta/abo fonyCTUMUX MEX A/151 LONOMiIKHOT
PEYOBUHM (3BYXKEHHS [OMYCTUMUX MeX) 3BYXKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
E6epbax Mm6X, [onycTuMnx Mex crneuudikauii LonoMiXXHOT pevyoBUHN
HimeuunHa MOHO-AN-TPUNILEPUAN KYKYPYA3AHOT onii Ans
MepBrHHE Ta BTOPUHHE nokasHuka Salmonella 3 «BigcyTHocTi B 1 r» fo
nakyBaHHs1, KOHTPO/1b «BigcyTHOCTI B 10 r» 415 Y3rofXeHHs 3 MOHorpagieto
AKOCTI, BUNYCK Cepil: Ph. Eur. 2.6.13. logaBaHHs A0 cneuundikayii Ta cknagy
HoBaprTic ®apwma LUTeiH 'N3 nocunaHHa Ha pernameHT 231/2012, skuii
Ar, LLiseliuapis niATBEpXYE BiANOBIAHICTL EBPONENCHKMM CTaHJapTam
[MepBUHHE Ta BTOPUHHE [Ansi 6apBHUKIB 3aU1i3a OKCMA, YOPHWIA Ta kapMiHOBa
nakyBaHHS1, BUMYCK Kucnora.
cepi:
Jlek ®apmacbroTukasnc
A.4., BUpobHnya
AinbHuua NleHaasa,
CnoseHis
Bunyck cepii:
HoBapTic ®apma MM6X,
HimeyunHa
285. | CAHAOIMYH Kancysm M'siki no HoBaprTic LLiBeruapi Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH O peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/3165/01/04
HEOPAN® 10 mr, no 10 dapma Al A Hepo3dacoBaHoi LLBeiiuapis/ TMny - 3MiHK 3 AKOCTi. A®l. BUpoOGHMLTBO. 3MiHV B peuenmom
Kancyn y énictepi; NpoAyKUii, KOHTPO/b CnoBeHis npoueci BupobHuuTea AP (iHwi 3MiHW). OHOBIEHHS
no 6 6nicTtepiB y SAKOCTI: Moaynto 3.2.S.2.2 3 MeTO BUNPAaB/IEHHS HE3HAYHMX

KapTOHHIlA KOpooLi

KaraneHTt HimeuunHa
E6epbax Mv6X,
HimeyunHa
MepBrHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
SKOCTi, BUNYCK cepil:
HoBaprTic ®apma LUTeiH
Ar, LLseriuapis
MepBrHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
ek dapmacbloTukasic
4.4., BUpobHuya
AinbHUUSA NleHpasa,
CnoseHis
Bunyck cepii:
Hosaptic ®apma 'm6X,
HimeyunHa

TMnorpagiyHNX NOMUOK, SKi 6y BUABNEHI Y
peecTpauiiHux JOKyMeHTax nicns nepernsgy thakTuyHoi
[OKyMeHTaUi Ha BUPO6HUYIi AinsHui, a came
pefaryBaHHsa TekcTy y po3gini 3.3.1.1 (3miHa oauHuLi
onucy 06'emy ansi hepmeHTaviiHoro o6nagHaHHA 3
METPUYHOI OAMHWLi EMHOCTI (/1) HA OAUHULIIO A5 06’eEMy
(ky6iuHi MeTpu abo M3) Ta posginy 3.3.1.2 Mogyrnto
3.2.5.2.2 (3miHa oAnHWLi BUMIpY NeTposieiHoro edipy 3
33% [0 67 % area Ha 33% [0 67 % v/v). 3miHun | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(mormoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBYBaHHSA). [JjoaaBaHHs [0
MOHorpadii TeCTyBaHHS A5 AiH040I PeYOBUHM
LMK/IOCTNIOPVIH NapameTpy cneuudikadii Ta metTogy
«Benzene by GC Headspace» sik pyTUHHOIO TecTy 3
METO 3abe3neyeHHss KOHTPON 6eH30/1y B cybCcTaHL,i
LMK/I0CMOPKWHY, Lo Bignosigae HactaHoBam ICH Q3C
(R7) i popatky 1 [0 KepiBHUX MPUHLMNIB LLOAO0
PO3UYMHHWKIB i yCyBa€e HEOOXIAHICTb BU3HAYEHHS BeH301y
B KOXXHOMY OKPEMOMY PO3UMHHKKY. PefaryBaHHsa TecTy
Mogynis 3.2.S.4.1 (BU1ly4EHO KOMTOHKW KON
NpPOBOAMTLCS BUNPOGYBaHHS NpU BUMYCKY Cepii umn
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

TepMiHy nNpuaaTHocTi, Wo6 3abe3neynTn ACHICTb WoA0
ouiKyBaHb, 3rifHo 3 ICH Q6A Ta o6 Bignosigatu
BHYTPILLHIM CTaHZapTaM AOKyMeHTaLii kKoMnaHii
HosapTic. Takox BUIy4YeHO HOMep Bepcii meToay LWob
BiANOBIAATY BHYTPILLHIM CTaHJapTaMm JOKyMeHTawil
KomnaHii HoaprTic), 3.2.S.4.3 (OHOB/IEHO NOCWAHHSA Ha
aKkTyanbHy BEPCilo 3BiTy Npo Banifauito). Y Ha3si metoay
BTpaTa B Maci Npu BUCYLLYBaHHI, c/ioBa «CyLunbHa niy»
BW/Ty4€HO, OCKI/TbKM HEMA€E HeOOXigHOCTI y 3rafui npo
BMKOPUCTaHWi iIHCTPYMEHT. Y Ha3Bi MeToay crneumndiyHe
ONTMYHE 06epTaHHSA BUIYyYEHO 3rafky npo ymoBu (TO6TO
«npn 589 HM B METaHONI», OCKI/IbKX Lie He CTOCY€ETbCSA
Ha3BW Ta NPUHUMMY BUNPOGYBaHHSA. Y onuci metoay
Residual Solvents by Gas Chromatography BunpasneHo
OpYyKapCbKy MOMW/IKY Y PO3Mipi d0f1akoHIiB y 3arofoBKy
«XpomatorpadiyHi ymosu» 3 10 mn go 20 mn. PewTa
npoueaypu nNpasuibHO ONNCYE BUKOPUCTaHHA (hNakoHiB
o6’emom 20 mn. Y onuci metogy Microbial Enumeration
test by Plate count method Takox 6yn0 BkIOUYEHO
nocunaHHA Ha AnNoHCbKY dhapMakoneto Ha AoAaToK A0
iCHytoumx nocwniaHb Ha Ph. Eur. Ta moHorpadii USP.
OpHak Le He o3Havae 6yab-AKMX 3MiH Y BUKOPUCTaHOMY
MeToZi. Y NpuHUUMi MeToAdy BUNPOOYBaHHA Ha BaKKi
MeTann y AOMNOBHEHHA A0 nocunaHHs Ph. Eur.
3arasibHWin po3ain 2.2.57, BkoYeHo nocuiaHHs USP
[ONA BU3HAYEHHS1 OCHOBW MeToAy. OHOB/IEHO MOCUNAHHSA
Ha €Bponeicbky hapMakoneto 3 «7-ro BUAaHHa» Ha
«MNOTOYHE BUAAHHS». [JofaHO BUCHOBOK Mpo
BiiNOBIAHICTb METOAiB BUNPOBYBaHb i cnevmdikadii
Novartis 3 €Bponelicbkol hapMakoneet.

286.

CAHAIMYH
HEOPAN®

Kancynu m'ski no
10 mr, no 10
kancyn y bnictepi;
no 6 6nictepis y
KapTOHHI Kopoobui

Hosapric
dapma Al

LLseiiuapi
2

Bupo6HULTBO
Hepo3dg)acoBaHol
NpoAyKuUii, KOHTPO/b
SAKOCTI:
KataneHTt HimeuunHa
E6epb6ax MvbX,
HimeuunHa
[MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Tb
SAAKOCTI, BUMYCK cepil:
HosaprTic ®apma LTeinH
Ar, LLiseliuapis
MepBrHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
ek dapmacbloTukasnc
A.4., BUpobHuya

Himeuuunna/
Lsenuapis/
CnoBeHisi

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (He3HayHa 3MiHa y NpoLeci
BUpo6HMUTBA ADI).

BHeceHHSA 3miH go p. 3.2.5.2.2 Onuc BMpo6HMYoro
npovecyTa ioro KOHTPOSIto, a came- Bifo6paKeHHs
[iana3oHy KoewilieHTy 3aBaHTaXeHHs
KpWCTaNi3oBaHOrO CMPOro LMKMNOCMOPVHY B cuikareni 2
- 3,7% . 3miHu | TMNy - 3MiHKM 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
(HesHauyHa 3miHa y npolieci Bupo6HuuTBa Adl).
3a3HayeHHs MapKn BUKOPUCTOBYBAHOrO PO3YMHHUKA
(cBixoro abo BigHOBNEHOrO) Ha BiANOBIAHOMY eTani
po60TH, TO6TO CBIXOro abo BiAHOBNEHOIO PO3YMHHMKA
NS PO3YMHEHHS, | BiGHOB/IEHOrO PO3UMHHMKA AN1A
€/110l0BaHHSA Ta BiJHOB/IEHHS KOMOHKM Ha cTagii CYREA
BMPOBGHMYOro npouecy. 3miHu | Tuny - 3miHM 3 SKOCTI.

3a
peyenmom

UA/3165/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

AinbHuus NleHaasa,
CnoseHis
Bunyck cepii:
HosaprTic ®apma N'véX ,
HimeuunHa

A®I. BupobHuLTBO. 3MiHM B npoLieci BUpo6HuLTBa AdI
(HesHauHa 3miHa y npoLieci Bupo6HuuTea Adl).
BupaneHHs TMNOBKX Aiana3oHiB 06CsriB A1 chpakLiii
xpomartorpadii Ha etani CYREA 1a CYREA ZL
BMPOGHUYOro npouecy. 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOGyBaHHS
A®| abo BUXiAHOrO MaTepiany/MpomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGyBaHHS
(BkNtOUAKOUM 3aMiHy abo f0MOBHEHHS) Adl abo
BWXiHOrO/NPOMIKHOro NpoAyKTy). BHeCeHHs 3miH go p.
3.2.S.2.3 KoHTposnb MaTepiasiB, a caMe- OHOBJIEHHS
mMeToay "BTparta B Maci npy BUCYLLYBaHHI" A/1s
BuxigHoro matepiany CYSPAR. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHYaUU 3aMiHy
ab6o gonosHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykty). OHOBNeHHs1 meToay "laeHTudikauis,
KiNbKicHe BU3HAYEHHS Ta CynyTHi AOMILLK/ METOA0M
BEPX" gns BHeceHHs 3MiH o p. 3.2.S.2.3 KoHTponb
Marepianis, a came- OHOB/IEHHS MeToay "laeHTudikavis,
KiNbKicHe BU3HAYEHHS Ta CynyTHi AOMILLK/ METOA0M
BEPX" gns suxigHoro matepiasty CYSPAR.

287.

CUBA3OH

PO34MH AN
iH'ekji, 5 Mr/mn
no 2 mn B amnyni,
no 5 amnyn B
6nictepi, no 2
6nictepu B
KOpOO6Lii 3 KApTOHY;
no 10 amnyn y
6nictepi; no 1
6nictepy y
KopoOLi 3 KapTOHY

TOB
"XapkiBcbke
thapmauesTuy
He
nignpueMcTBO
"3a0poB'sa
Hapoay”

YkpaiHa

BCi cTagii BUPOGHMLTBA,
KOHTPONb SIKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignprvemcTBo "340poB'sA
Hapogay", YkpaiHa
BCi cTagii BUpobHMUTBa,
KOHTPO/b AKOCTI:
AKLiOHepHe ToBapnCTBO
"Fanuuchapm”, YkpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
OiNbHULI BUPOBHULTBA /18 YacTHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby
(8inbHULA, Ha SKIN NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY cepii, KOHTPOJIIO AKOCTi Ta
BTOPVHHOTO NakKyBaHHSA A1 CTEPUIbHUX NiKapCbKMX
3ac06iB (BK/IHOYAKOYM BUPOG/IEHI aCeNTUYHUM METOLOM),
KpiM nikapCbKnx 3aco6iB 6io10rivYHOro/iMyHO0riYHOro
NOXOKEHHS) - BBEEHHS OAATKOBOI AiNbHUL
BMPOGHMLTBA AJ15 BCbOTO BUPOGHUYOIO LMKy, OKPIiM
BMMNYCKy cepii AKLioHepHe ToBapucTBO «[anmudapmy»;
CynyTHSA 3MiHa
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
LiNbHULI BUPOBGHULITBA A/181 YACTUHN ab0 BCbOro
BMPOBHMYOro NPOLEeCy roTOBOTO JliKapCbKOro 3acoby
(AiNbHULSA A58 BTOPMHHOIO MakKyBaHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NNikapcbKuMii 3aci6.
3MiHM Yy BUPO6GHMUTBI. 3MiHa iMnopTepa/3miHu, Lo

3a
peyenmom

UA/5794/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo AofasaHHA AifbHULL,
Ha SIKii 3AjICHIOETbCA KOHTPO/L/BUNPOBYBaHHS cepil) -
BBE/IEHHS1 A0AATKOBOI AifIbHUL BUPOOHULTBA, Ha SKilA

3AiACHIOETLCS KOHTPOb cepil; 3MiHW | Tny - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI.

3MiHa po3mipy cepii (BkNoYatoun ianasoH po3mMipy

cepil) roToBOro NikapcbKoro 3acoby (36inbLueHHs go 10

pasiB NOPIBHAHO i3 3aTBEPAXXEHUM PO3MiIpOM) -
BBEJEHHSA [0AaTKOBOro po3mipy cepii [N3.

3arBepokeHo: 75n (34883 amnyn) 3anponoHoBaHo: 75/
(34883 amnyn) 600 n (279069 amnyn); 3miHu | Tvny -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb

roTOBOrO /likapCcbKoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0

NikapcbKoro 3acoby (BUIyYeHHS He3HA4YHOro NoKasHKKa

(Hanpwvknag 3acTapifioro NokasHvika, Takoro sk 3anax ta

cmMak, abo igeHTudikalis 6apBHUKIB YA CMaKOBUX

[06aB0oK)) - BUNYyYeHHs nokasHuka sakocTi /13

«AHOMaUTbHa TOKCUYHICTb» 3i cneumdikaLii Ta meToais

KOHTPO/IHO; 3MiHM | TUny - 3MiHM 3 AkocTi. [oToBWMIA

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa po3Mipy

yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KislbKOCTi

oAvHUUG (Hanpukniag TabneTok, amnyn ToLLOo) B
ynakoBLi:) - 3mMiHa y Aiana3oHi 3aTBepAKeHNX PO3MipiB

YyNaKoBKM - BBELEHHA [0AATKOBOrO BUAY nakyBaHHSA Ne

10 (10x1) y 6nicTepi y kopobui. JonyckaeTbcs npu
nakyBaHHIi /likapcbKoro 3acoby B ammny/in 3 KifbLem
3n1amy abo TOYKOK 3/1amy i HACiYKO He BKIafatu

ckapuchikaTop amnynbHWiA. BBeAeHHSA 3MiH NpoTArom 6-
TN MiCALB NiCNA 3aTBEPMKEHHS; 3MiHK | TUny - 3MiHKM 3

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI.
3MiHM y npoueci BUpobHULTBA rOTOBOrO NiKapCbKoro

3aco6y, BK/IOYAKUM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOBGHMULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HauyHa 3miHa y npoueci BUpobHULTBA) -
3MiHW Y npoueci BUPOOHULTBA A/151 HOBOI AiNbHUL
BMPOGHMLTBA AT «lannydapm» - BBEAEHHS inbTpy
rpy6oi cinbTpauii 3 peiituHrom 1,0 Ha cTagii

BMPOGHMLTBA «PiNbTpaLlist PO3UMHY» Ta HE3HAYHI 3MIHK

Ha iHWKX CTagisx, 06yMOB/IEHI TEXHIYHNMM
xapakrepuctnkamu 061agHaHHsA

288.

CUHAD/IAH-
DITOPAPM

masb 0,025 %; no
15ry T1y6i; no 1
Ty6i y nayuj 3
KapToHy

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITO®APM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS

Ta/abo aapecy 3asiBHMKA (B/lacHUKa peecTpaviliHoro

noceigyYeHHs) 3MiHa agpecy 3asBHVKa. BBegeHHs 3MiH

3a
peyerimom

UA/2316/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
NPOTArom 6-Tv MicALiB NiCAs 3aTBEPAXKEHHS.
289. | COOEPM® masb 0,1 %, no 25 TOB «MIBE YkpaiHa Mmibe Mv6X HimeyunHa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | 3a UA/10254/02/01
r,50 ry Ty6i; no 1 YKPAIHA» ApuHaiimiTTens Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE- peyenmom
Ty6i B KAPTOHHIlA cepTudikaT BignoBigHOCTI EBponeichkiii
nauui thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOrO cepTudikaTta BiAnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa ByxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - OHoB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOIO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikata BignosigHOCTI EBponelichkin hapmakonel
Ne R1-CEP 2003-022-Rev 02 (3aTBepaxeHo: R1-CEP
2003-022-Rev 01) Bif BXe 3aTBEPAKEHOIO BUPOOHMKA
Crystal Pharma S.A.U., IcnaHis, skt 3MiHWB Ha3By Ha
Curia Spain S.A.U., IcnaHis
290. | COJIIAH® 200 Tabnetku no 200 TOB "CaHoi- YkpaiHa LOENb®APM ADKOH PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4292/01/03
Mmr mr; Ne 30 (10x3): ABeHTIC Tuny - 3MiHn 3 akocTi. CepTuddikat BignosigHocCTI/IE- peyenmom
no 10 Tabnetok y YkpaiHa" cepTudikaT BignoBigHOCTI EBponeichbkiii
6nictepi; no 3 thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
6nicTepu B OHOBJ/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUNYyYEHHS
KapTOHHI KopoobLi cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
peyoBuUHYM (cepTuUdikaT BiANOBIAHOCTI EBpONechkili
hapmakonei) - OHOBAEHUI cepTudiKaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2002-208 - Rev 08 (3aTBepmkeHo: R1-CEP
2002-208 - Rev 07) ansa A®| amicynbnpugy Bif BXe
3aTBepaxeHoro Bupo6Huka SANOFI CHIMIE, ®paHuis y
3B'AA3KY 3i 3MiHOI0 Ha3BW BUPOOHMKA NPOMIKHOrO
NPOAYKTY.
291. | CONMOAKN cupon, 250 mr/5 MAT YkpaiHa MAT "Ximchapm3asog, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/17190/01/01
KOPEHA M, no 100 mny "Ximchapm3sas "UepBoHa 3ipka" TMny - 3MiHKM WoA0 6e3nekn/edpekTMBHOCTI Ta peyenma
cupon 6aHLji nonimepHiii; of, "YepBoHa thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
no 1 6aHui 3i 3ipka" MapKyBaHHS BTOPVMHHOI YNakoBKM /ikapCbKoro 3acoby, a
CTakaHOM MipHUM came BW/TyYeHHst iHpopmalii, 3a3Ha4eHOT poCiliCbKoo
Ta JI0XKOK MOBOI0. BBEIeHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
MipHOIO Y nauLi 3 3aTBepKeHHsA
KapToHy; no 100
My 6aHLj
CKNSAHI; no 1
6aHLUi 3i cTakaHOM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[03yI04nM Ta
JIOXKOIO MipHOK Y
nayi 3 KapTOHY
292. | CONNALOEIH TabneTky Wwmnyui; nakcoCmiTKn Benuka damap A.B.E. AHToCca peuisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/12392/01/01
AKTNB no 2 TabneTtkn y ANRH BputaHis nnaHT , Mpeuis IpnaHgjs UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCcbknin 3aci6. peyenma
6araroLiapoBomy KoHcblomep nakcoCmiTKnaiH KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
cTpwni; no 6 Xenckep (HOK) [axrapsaH Jlimites, MeTofax BUNpPobyBaHHSA roTOBOTO JiKapCbKOro 3acoby
cTpuniB y TpeligiHr IpnaHgjs (He3HayHa 3MiHa y 3aTBepKEeHNX MeToax
KapTOHHIiA Nimiteq BMNPOGYBaHHS). He3HauHi 3MiHM y MeTogax
Kopobui; no 4 BUNPO6YBaHHS rOTOBOIO NiKapCbKOoro 3acoby 3a
Tabnetkn y nokKasHUKom «CrnopigHEeHi cnosykn Koeiny».
6araToLuapoBomy
cTpwvni; no 3
cTpunn y
KapPTOHHIi KOpooLii
293. | COHAOKC® Tabnetku no 0,015 MAT YkpaiHa MAT "Ximchapm3asop, YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 6e3 UA/7257/01/01
r, no 10 TabneTok "Ximchapm3sas "UepBoHa 3ipka" TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyernma
y 6nicTepi; no 1 o, "YepBoHa hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
abo 3 6nictepn y 3ipka" MapKyBaHHS BTOPVHHOI YNakoBKM /ikapCcbKoro 3acoby, a
nadui 3 KapToHy came BU/yYeHHs iHhopmalii, 3a3Ha4eHOT pPoCiliCbKOo
MOBOI0. BBeZleHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS
294. | COHAOKC® Tabnetkn no 0,015 MAT Ykpaina MAT "Ximdhapm3saBog Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis: 3miHu | - UA/13739/01/01
r, in bulk: Ne "Ximchapm3sas "UepBoHa 3ipka" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
10000 (no 10 o[ "YepsoHa hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
TabneTok y 3ipka" MapKyBaHHS1 BTOPUHHOT YNaKkoBKM /TiKapCbKOro 3acoby, a
6nicTepi; no 1000 came BUy4YeHHs iHhopmalii, 3a3Ha4eHol pociicbko
6nicTepis y MOBOI0. BBEieHHA 3MiH NPOTAroM 6-TW MicALiB nicns
Kopobu,i 3 3aTBEpPMAKEHHSA
KapTOHY)
295. | COHOBAPBOB | kpanni opasbHi, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/17971/01/01
AN pO34MH; N0 5 My UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma

dhnakoHi; no 1
donakoHy B nauui

KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeTofax BUNPOGYyBaHHS rOTOBOTO JliKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/1HOUA0UN 3aMiHy
ab0 AONOBHEHHS)) 3MiHM B MeTOZji BUNpobyBaHHs 13
3a NoKa3HUKOM «[IOMILLKV fOKCUIaMiHy», a came
iieHT1dikaLis KOMMOHEHTIB eTUIOBOrO eqipy o-
6pomizoBanepiaHoBoi kucnotu (EEABIK) 6yae
NPOBOANTMCS 3a BiAHOCHMMYM YacamMn YyTPUMYBaHHS Ta
crneKkTpaMu ONTUYHOTO NOMIMHAHHA [OMILOK. [lofaTkosBo
B MEeTOZji BUNPOOYBaHHsS AETEKTOP 3MIHEHO 3i
CNeKTPOhOTOMETUYHOTO Ha Ai0AHO-MATPULHUIA,
BW/Ty4YEHO PO3MIipW NPEAKONIOHKA. 3MiHW | Tumny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTAHOB/IEHUX Y cneumdpikauisix, nig yac BMpo6HULTBA




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
roTOBOrO NiKApPCbKOro 3acoby (BUTyYEeHHS HECYTTEBOIO
BMNPOOGYBaHHA B NPOLIECI BUPOOHULITBA) BUNYYEHHS
nocunaHHs Ha MeTog | B cneuudikauii NpoMikHOI
NPOAYKL,T 3a NOKa3HUKOM «[yCTUHa». 3annLLaeTbCst
nocunaHHsa Ha JdYy*, 2.2.5, 6e3 KOHKPETHOro
3a3HayYeHHss MeToAy.
296. | CO®ITI® TabneTku, BKPUTI TOB YkpaiHa Nab6opaTtopioc JleoH IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/16220/01/01
NNiBKOBOIO "BOPBAPTC ®apma, C.A. TMny - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
obonoHkoto, 0,03 ®APMA" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
mr/2 mr; no 28 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(21+7) Tabnetok y (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
6nicTepi; no 1 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
6nictepy pasom 3 BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KauieHJapHoo KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
LLKanoto, 34iiCHeHHSs dhapmakoHarnagy B YKpaiHi, AKLLo BoHa
Tpumayem ans BiAMiHHa Bif YNOBHOBaXeHOI 0Cco6y, BignoBiganbHOI 3a
6nictepy y 3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
KapTOHHIA Kopoo6Li OaHi) Ta/abo 3MiHM Y po3MmilLeHHi macTep-ghaiina
cuctemn dpapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHKKa, BiANOBIA&IbHOI 3a hapMmakoHarnsg,
[itoua pepakuisi: IBacbkoBa Anna BacunisHa.
MponoHoBaHa pefakuis: bagbs OneHa AHaToniiBHA.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiAa/IbHOI 3a dhapMakoHarnsga.
297. | CNUPT pO34uH Ans MAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13561/01/01
ETUNOBUIA 30BHILLUHBOTO "Tannugapm” TMny - 3MiHKM 3 AKOCTi. A®Il. KoHTposb A®I. 3miHa y peyenmom
70% 3acTocyBaHHsA 70 napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
%; no 100 mn y BM3HaUYeHuUX y cneyndikauisx Ha A®l, abo
chnakoHax BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y npoueci BupobHuutea A®I (iHwwi
3MiHK)
3mina Tvny IA, B.1.6.1. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumaikauisax Ha A®I x) iHLWi 3MiHX. BunyyeHHs
iHchopmawii LWoAo NnpoBefeHHs BUNPOBYBaHHA 415
iAeHTudiKaLii KOXXHOro TapHOro Micus cybcTaHuii
ETAHO (96%) 3 BifANOBIAHNMY 3MiHAMV B PO34in
3.2.5.4.1. Cneumdpikauis.
298. | CNUPT pO34uH Ans MAT YkpaiHa MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13561/01/02
ETUNOBUIA 30BHILUHLOTO "Tanuucgapm" Uy - 3MiHKU 3 AKOCTi. A®Il. KoHTposb A®L. 3miHa y peyenmom
96% 3acTocyBaHHs 96

%; no 100 mn y
hnakoHax

napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW)
3mina Tvny IA, B.1.6.1. 3miHa y napameTpax
crneumgikauii Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
cneumaikauisax Ha A®I x) iHLWi 3MiHX. Buny4yeHHs
iHchopmawii WwoAo nposefeHHs BUNPOBYBaHHA 15
iAeHTudiKaL,ii KOXXHOro TapHOro Micus cybcTaHuii
ETAHON (96%) 3 BiANOBIAHNMY 3MiHAMV B PO34iNn
3.2.5.4.1. Cneuyudpikauiis.
299. | CNUPTON® pO34MH Ans MPAT YkpaiHa BiANOBIAaIbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/12877/01/01
30BHILUHLOIO "®ITOPAPM" BUPOGHMLTBO, NePBUHHE TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom

3acTocyBaHHs 96
% no 100 mny
dhnakoHax

nakyBaHHS, KOHTPO/b
SKOCTi Ta BUNYCK cepil:
MPAT "®ITO®APM",
YkpaiHa
BignoBigabHWiA 3a
BUPOGHWLTBO, NEPBUHHE
nakyBaHHs, KOHTPO b
SAKOCTi:
AT "ly6HUhapm",
YkpaiHa

y BUpO6HMLTBI. 3amMiHa abo BBeAEeHHSA 40AATKOBOI
OiNbHULI BUPOOHULTBA /18 YacTHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby
(8inbHULA, Ha SKiN NpoBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepuIbHUX NikapcbKknx 3acobiB) - BBeAeHHSA
[0[aTkoBOl BUPOGHMYOT AinsHku AT «JlybH1dapm»,
BiANOBIA&/ILHOT 32 BUPOOHULITBO Ta NepBUHHE
nakyBaHHs. 3a3HayveHHs (PyHKUIA 3aTBEPAYKEHOrO
BMpo6HUKa MPAT «PITODAPM>;

CynyTHSA 3MiHa
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbKuUii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
LiNbHUL BUPOBGHULITBA A/181 YACTUHN a0 BCbOro
BMPOBHMYOro NPOLEeCy roTOBOTO JliKapCbKOro 3acoby
(AinbHULA A9 NePBUHHOIO NakKyBaHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWMIA NikapcbKuMii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHALLI,
Ha SKii 34iICHI0ETCA KOHTPO/IL/BUNPOOYBaHHSA cepil) -
BBefeHHs1 4oAaTKoBOI BUPOOHUYOI AinsHkm AT
«Jly6HUpapm», BigNoBigansHOI 3a KOHTPO/Ib AKOCTI.
3asHayeHHs yHKUil 3aTBEpAXEHOro BUpPo6HMKa MPAT
«DITOPAPM»; 3MiHM | TURY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU y BUPOGHULTBI. 3MiHa po3mipy
cepii (BK1HOYaKOUM gianasoH po3Mmipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHsA Ao 10 pasiB NopiBHAHO
i3 3aTBEPMAXEHVM PO3MIpOM) - BBEAEHHA A,04aTKOBOrO
TeopeTUYHOro po3mipy cepii 1811 kr (22496 chnakoHu)
3arBepmkeHo 500 kr (6242 donakoHu) 1000 kr (12484
thnakoHun) 3anponoHoBaHo 500 kr (6242 chnakoHun) 1000
Kr (12484 chnakoHn) 1811 kr (22496 donakoHu); 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
dhopMmn abo po3mipy KOHTEMHepa Y 3aKynoprBasIbHOTO
3aco6y (NepBMHHOI yMakoBKM) (HECTEPUIIbHI NiKapChbki
3acobw) - [JoAaBaHHS yNakoBOK 3 iHLLOK hOpMOK0
3aKynoproBasIbHOr0 3acoby
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
300. | CTIBAP® TabneTku, BKpUTI Baitep Al HimeyuunH Bupo6HMLTBO 3a HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13395/01/01
N1iBKOBOIO a NMOBHUM LK/TIOM PiHNAHAIA TMny - AAMIHICTpPaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHu peyenmom
o6onoHkoto, no 40 (Bnpo6HMLTBO in-bulk, BHECEHO [0 iHCTPYKLii 4715 MeANYHOro 3acToCyBaHHS
Mmr; no 28 nepBUHHA ynakoBkKa, nikapcbKoro 3acoby no po3sainy "®apmakotepanesTuyHa
Tabnetok y BTOPVHHA yNnakoBKa, rpyna. Kog ATX" BignoBifHO 40 MiXXHapOoAHOro
chnakoHi; no 3 KOHTPOSb SKOCTi, BUMYCK knacudpikatopa BOO3
donakoHun y cepii): (http://www.whocc.no/atc_ddd_index/): 3aTBepaXeHo -
KapTOHHiiA Baiiep AT, HimeuunHa AHTVHeOoNnNacTUYHi Ta iIMyHOMOZE/IoUi 3aco6u.
ynakoBLi AnbTepHaTVBHUIA AHTMHeoNNacTNyHi 3aco6u. [HWi aHTVHEeONNaCTUYHI
BMPOBHUK (NepBUHHA 3aco6u. IHribiTopn npoTeiHkiHasun. PeropacdeHi6. Kog,
ynakoBKa, BTOPUHHA ATX LO1X E21. 3anponoHOBaHO - AHTUHEONNaCTUYHI Ta
ynakoBka): iMyHOMOZY toloui 3aC06U. AHTUHEONIACTMYHI 3aco6u.
OpioH KoprnopeliLuH, IHri6iTOpM NpoTEiHKIHAa3W. HLUI iHriGiTOPW NPOTEIHKIHA3N.
OpioH ®apwma, Peropacheri6. Kog ATX LO1EXO05. BeefieHHS 3MiH
PiHNAHAiA NPOTArom 4-x MicAUIB MiC/1A 3aTBepKEHHSA. 3MiHu | Trny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO A0
IHCTPYKUIi 418 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby a0 posainy "OcobnMBOCTi 3acTocyBaHHS", a
came YTOYHEHHs iHdhopmaLii Wwofo 6e3neku fonoMiKHOI
PEYOBMHM (CNOYKM HaTPIo).
BBefeHHA 3MiH NpoTArom 4-x micauis nicns
3aTBEPAKEHHS.
301. | TAUTEPOH® TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAjs BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/19805/01/01
060/10HKOI0, N0 «NMEAPAPM NBT NTA ™Mny - 3MiHK 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
500 wr in bulk: no NTO» CucTema KoHTelHep/3akynopioBasibHUIA 3aci6. 3miHa
5 a6o 10 TabneTtok PO3Mipy YNakoBKy roTOBOro flikapcbkKoro 3acoby (iHuwi
y 6nictepi; no 150 3MiHW) BBEEHHS 10AATKOBOI ynakoBku in bulk ans
6nictepiB y [o3yBaHHs 500 mr: no 5 Tabnetok y 6nictepi; no 150
KapTOHHIA Kopoo6Li 6nicTepiB y KapTOHHIlA Kopobui; no 10 TabneTok y
6nicTepi; no 150 6nicTepiB y KApPTOHHI KOpo6Lji, sIK
HacnifoK, BHECEHHSA 3MiH A0 po3ainy «YnakoBka» MKA
N3. MNepBWHHWIA NaKyBasibHWIA MaTepias He 3MIHMBCS.
Ta, AIK HacNigoK, BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHa» MKA N13.
302. | TAUITEPOH® TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/19805/01/02
060/10HKOI0, N0 «NMEAPAPM NBT NTA T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
750 mr in bulk: no NTO» CuncTema KoHTelHep/3aKynoproBasibHUIA 3aci6. 3MiHa

5 abo 10 TabneTtok
y 6nictepi; no 120
6nictepiB y

KapTOHHI KopoobLi

PO3Mipy ynakoBKu roTOBOro flikapcbKoro 3acoby (iHLwi
3MiHW) BBEEHHS OAATKOBOI ynakoBku in bulk ans
Ao3yBaHHa 750 mr: no 5 Tabnetok y 6aictepi; no 120
6nicTepiB y KapTOHHIlA Kopobui; no 10 TabneTok y
6nicTepi; no 120 6nicTepiB y KAPTOHHIK KOpPO6Li, SIK
HacnifoK, BHECEHHS 3MiH A0 po3ainy «YnakoBka» MKHA
N3. MNepBUHHWUIA NaKyBasibHWI MaTepian He 3MiHMBCS.
Ta, AK HacNigoK, BHECEHHS 3MiH 40 po3ainy
«MapkyBaHHa» MKA N13.
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303. TANTEPOH® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHn | Ba peyenmom UA/9539/02/01
060/10HKOI0, NO «NEADPAPM MBT NTA, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
500 wr, no 5 abo NTO» CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
10 TabneTok y PO3Mipy YNakoBKy roTOBOro fikapcbKoro 3acoby (iHuwi
6nicTepi; no 1 3MiHW) BBEEHHSA [04ATKOBOI ynakosku in bulk gns
6nictepy y [o3yBaHHsA 500 mr: no 5 TabneTok y 6nictepi; no 150
KapTOHHI KOpoo6Li 6nicTepiB y KApTOHHIlA Kopobui; no 10 TabneTok y
6nicTepi; no 150 6nicTepiB y KApTOHHI KOpPO6Li, AK
HacnifoK, BHECEHHS 3MiH A0 po3ainy «YnakoBka» MKHA
N3. MNepBWHHWIA NaKyBaslbHWI MaTepiasl He 3MIHMBCS.
Ta, SIK HacnigoK, BHECEHHS 3MiH A0 po3ainy
«MapkyBaHHA» MKA N13.
304. | TAITEPOH® TabneTkn, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHgis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | Ba peyenmom UA/9539/02/02
060/10HKOI0, NO «NEADPAPM MBT NTA, TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
750 mr no 5 a6o NTO» CuncTema KoHTelHep/3aKynopoBasibHUIA 3aci6. 3MiHa
10 TabneTok y PO3Mipy YNakoBKy roToBOro fikapcbKoro 3acoby (iHLi
6nicTepi; no 1 3MiHW) BBEAEHHS [04aTKOBOI ynakosku in bulk ans
6nictepy y no3yBaHHA 750 mr: no 5 Tabnetok y 6nictepi; no 120
KapTOHHIA KOopoo6Li 6nicTepiB Y KAPTOHHIlA Kopo6ui; no 10 TabneTok y
6nicTepi; no 120 6nicTepiB y KApPTOHHI KOpo6Li, sIK
HacnifoK, BHECEHHSA 3MiH A0 po3ainy «Ynakoska» MKA
N3. MNepBUHHWIA NaKyBaibHWIA MaTepian He 3MiHMBCS.
Ta, AIK HacNigoK, BHECEHHS 3MiH 40 po3Ainy
«MapkyBaHHs» MKA /13.
305. | TAMIDIIO® nopoLuoK ans TOB «Pou YkpaiHa Bupo6HULTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx MmaTepianiB: 3MmiHa 3a UA/3189/01/02
opasibHOT YkpaiHa» Hepo3dacoBaHoi LLsenuapis/ 3asBHMKa (BNacHVKa peecTpaLiiHoro nNocBig4yeHHs) peyenmom
cycneHsii, 6 mr/mn; npoaykuii, nepsuHHe Monba (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460). BBegeHHsA
no 13 r nopoLuky B nakyBaHHs: 3MiH NPOTAroM 6-Tu MicsLiB NicNs 3aTBepXKEHHS. 3MiHU
naswui; no 1 PoTtTengopd ®apma | Tuny - 3miHK Wwoao 6e3nekn/edpekTNBHOCTI Ta
NAALWLI pa3om 3 vm6X, HimeuunHa thapmakoHarnsgy. BeegeHHs abo 3miHv o
nNacTVKoBUM BTopuHHE NakyBaHHS, y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
afantepom, BMNPOGYBaHHSA (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
nNacTVKoBUM KOHTPOJIHO AKOCTI, chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
fo3aTopom gns BUMYCK Cepii: BiNOBiAa/IbHOT 3a 34iICHEHHS dhapmakoHarnsgy;
OpasIbHOT0 ®.XodpmaHH-/15 PoLu KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
3acTocyBaHHA NTa, Weeiiuapis 34iiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
MicTkicTio 10 mn, BunpobyBaHHs BiAMiHHa Bif, YyNOBHOBaXeHOI 0co6y, BignoBiganbHOI 3a
Na1acTUKOBUM KOHTPOJIH0 SIKOCTI: 3fjificHeHHs chapmakoHarnsagy (BKIHOYaUy KOHTaKTHI
MipHUM ®.XohpmaHH-/1a Pow [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina
CTakaH4nKoMm y Ntp, Weeiiuapis cuctemn dpapMakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
KapTOHHI BunpobyBaHHs 0co6u 3asBHVKa, BifNOBiAabHOI 3a thapmakoHarnsag,.
Kopo6ui; no 13 r KOHTPOJIHO SAKOCTI: [Oitova pepaxkuis: Dr Birgitt Gellert. MponoHoBaHa
MOPOLLKY B Censita Cepsicec Cn. pepakuisi: NloiyeHko OneHa BonogumupisHa. 3miHa
naswui; no 1 30.0., Monblua KOHTaKTHUX JaHWX YMOBHOBaXEHOI ocobw,
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NAALWLI pa3om 3 BiANOBIA&/IbHOT 3a hapmakoHarnsag. 3MiHa
NAacTMKOBUM MicLle3HaxopKeHHs1 MacTep-chaiina cuctemu
agantepom, thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
naacTUKOBUMU 3[iiCHEHHSI OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnsgy
fosaTopamu ans
OopasibHOro
3aCTOCYyBaHHSA
MICTKIiCTIO 3 M/ Ta
10 mn,
nNacTVKoBUM
MipHUM
CTakaH4MKoM y
KapTOHHI/ KopooLi
306. | TAPLEBA® TabneTku, BKpUTI TOB «PoL YkpaiHa Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTtepianis: 3MiHa 3a UA/5372/01/02
N/1iBKOBOIO YkpaiHa» Hepo3dacoBaHoi LBeiiuapis 3asBHUKa (BNacHMKa peecTpaLiiHoro NocBig4YeHHs) peyenmom
060/10HKOI0, N0 NpoAyKLUii, NakyBaHHS, (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHsA
100 wmr, no 10 BMNPOGYBaHHSA 3MiH NPOTArom 6-TW MicALiB NicNs 3aTBEPAKEHHS. 3MiHN
Tabnetok y KOHTPOJIH0 SIKOCTI: | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
6nictepi; no 3 Lenbthapm MinaHo, thapmakoHarnagy. BeegeHHs abo 3miHn fo
6nicTepu B C.P.N., Itania y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIA KopoobLi BunpobyBaHHs (BBEAEHHS y3arasIbHEHUX AaHWX NMPO cucTemy
KOHTPOJIHO SIKOCTI, hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
nakyBaHHs, BUMYCK Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
cepii: KOHTaKTHOI 0co6M 3 hapmakoHarnsaay 3asBHuka anas
®.XohchmaHH-/1a Po 3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, sKLLO BOHA
Nta, Weenuapis BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
Brpo6HMLTBO 3AjiCHeHHs hapMakoHariaay (BK/IHakun KOHTaKTHI
Hepo3dacoBaHoi [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
npoAyKUii, cuctemu chapmakoHarnsgy).
BMMNPO6YBaHHSA 3mMiHa YyNOBHOBaXKEHOT 0COOM 3asiBHUKA, BiAMNOBIga/IbHOT
KOHTPOJHO SIKOCTI: 3a (hapmakoHarnag,. fitova pegakuis: Dr Birgitt Gellert.
®.XodhchmaHH-/15 Pow MponoHoBaHa pepakuis: SloiyeHko OneHa
NTa, Weeiiuapis BonogumupiBHa. 3MiHa KOHTaKTHUX JaHUX
Bunyck cepii: YMNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
®.XodpmaHH-/15 PoLu thapmakoHarnsg,.
NTa, Weeiiuapis 3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dpapmakoHariaay.
307. | TAPLEBA® TabneTku, BKpUTI TOB «Pouw YkpaiHa Brpo6HMLTBO ITania/ BHECEHHS 3MiH [10 peecTpavjiiiHuX maTepianis: 3MiHa 3a UA/5372/01/03
nNiBKOBOIO YkpaiHa» Hepo3dacoBaHoi Leiiapis 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs1) peyenmom
060/10HKOI0, MO NpoAyKLUii, NaKyBaHHs, (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). BeegeHHs
150 mr, no 10 BMNpPO6YBaHHSA 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPKEHHS. 3MiHN
Tabnetok y KOHTPOJHO SIKOCTI: | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
6nicTepi; no 3 [Jenbdapm MinaHo, thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepu B C.P.N., Itanisa y3araslbHeHUX faHux nNpo cuctemy dpapmakoHarnsgy
KapTOHHIl KopooLi BunpobyBaHHs (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy

KOHTPOJIH0 SIKOCTI,

dhapmakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,
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nakyBaHHs, BUMYCK BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
cepii: KOHTaKTHOI 0Co6Y 3 thapmakoHarnsagy 3asBHuka a1s
®.XodpcpmaHH-/15 Pou 3pjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
NTpa, Weeiiuapis BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI 3a
Brpo6HMLTBO 3ailicHeHHs thapMakoHarnsay (BK/IHUaoUM KOHTaKTHI
Hepo3dacoBaHoi [aHi) Ta/abo 3MiHM y po3MileHHi MacTep-taiina
npoaykuii, cucTemu chapmMakoHarnagy).
BMNPOGYBaHHSA 3MiHa YyNoBHOBaXKEHOT 0COBM 3asiBHUKA, BiANOBIAa/IbHOT
KOHTPOJIH0 SIKOCTI: 3a thapmakoHarnag. fitova pegakuis: Dr Birgitt Gellert.
®.XohchmaHH-/1a Po MponoHoBaHa pepakuisi: JloitueHko OnexHa
N1, Weeiiyapis BonogumupisHa. 3MiHa KOHTaKTHUX JaHuX
Bunyck cepii: YNOBHOB&XEHOI 0c06u, BiANOBIAa/IbHOI 3a
®.XohchmaHH-/1a Pow thapmakoHarnag,.
N1, Weeiiyapis 3MiHa micLe3HaxoMKeHHA MacTep-talina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dhapmakoHarisay.
308. | TACUTHA Kancynu Teepai, Hosaprtic Lseiuapi | Bpo6GHMLUTBO 3a NoBHUM |  LLBeliuapis/ BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/8979/01/01
no 200 mr: no 14 dapma Al a LMKIOM: CnoBeHis TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom

Kancyn y énictepi;
no 2 6nictepny
Kopo6ui; no 4
kancynmy
6nictepi, no 7
6nicTepiB y
Kopobui

HoBaprTic ®apma LUTeiH
Ar, LLseriuapis
nepByHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
ek dapmacbloTukasic
4.4., BUpobHuya
AinbHUUSA NleHpasa,
CnoseHis

y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS A04aTKOBOI
AiNbHULI BUPOBHMLTBA 419 YacTUHM abo BCbOro
BMPOBHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(4inbHULA 0N BTOPUHHOTO NakyBaHHA) BeBeeHHS
[0AAaTKOBOI AiTbHUL AN BTOPUHHOIO NakyBaHHS Jlek
dapmacbloTukanc A.4., BUpobHuya AinbHnus JleHgasa
Tpimnini 24, Nenpasa, 9220, CnoseHis/Lek
Pharmaceuticals d.d., PE Proizvodnja Lendava Trimlini
2D, Lendava, 9220, Slovenia. 3MiHu | TUny - 3MiHn 3
sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBeAEHHS [,04aTKOBOI AiNIbHULL
BMPOGHMLTBA /15 YAaCTUHM ab0 BCbOro BUPOGHUYOro
npouecy roToBoro Jiikapcbkoro 3acoby (4inbHuus ans
NepBNHHOTO NakyBaHHs) BBefeHHs fofaTkoBOl AiNIbHUL
AN NepBUHHOTO NakyBaHHs Jlek dapmacbloTukanc 4.4.,
BUpO6GHMYa AinbHUUA JleHaasa Tpimnidi 24, NleHpasa,
9220, CnoseHis/Lek Pharmaceuticals d.d., PE
Proizvodnja Lendava Trimlini 2D, Lendava, 9220,
Slovenia.
3MiHn | TUNY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogaBaHHSA BUPOGHMKA,
LLIO BiANOBifa€e 3a BBe3eHHs Ta/abo Bumnyck cepii) - He
BK/IHOHYAK0UM KOHTPO/b/BUNPOGYBaHHSA cepii - flofaBaHHs
BMPOGHMKA, LLIO BiANOBIAAE 3a BUNYCK cepii He
BK/IOYaloUM BUNPOGYBaHHS cepii Jlek PapmacbioTvkasic
n0.4., BUpobHuya ainbHuus JleHaasa, Tpimnidi 2/,
Jlengasa, 9220, CnoseHisi/Lek Pharmaceuticals d.d., PE




256

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Proizvodnja Lendava Trimlini 2D, Lendava, 9220,
Slovenia Ta 3a3HavYeHHs OYHKLi 4Nns yxe
3aTBEPAKEHOr0 BUPOBGHMKA. 3MiHN BHECEHO B
IHCTPYKLO 4151 MeANYHOrO 3aCTOCYBaHHSA Y PO34inu
«BrpobHuK» Ta «Micue3HaxomKeHHs BUPOOHMKa Ta
agpeca MicLs NPOBaKEHHS Or0 Ais/IbHOCTI» 3
BiAMNOBIAHUMU 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby (fofaBaHHs BUPOOHUKA).
309. | TACUTHA Kancynv Teepai, HoBaprTic LLiBeiiuapi | BMpOGHMLUTBO 3a NoBHUM |  LLIBeliuapist/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/8979/01/02
no 150 mr; no 4 dapma Al A LUKIOM: CnoBeHis TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
Kancynumy HosaprTic ®apwma LUTeinH y BUpO6HMLTBI. 3amMiHa abo BBeAeHHSA 40AATKOBOI
6nicTepi; no 7 Ar, LLiseliuapis OiNbHULI BUPOBHULTBA /18 YacTHM abo BCbOro
6nictepiB y nepBrHHE Ta BTOPUHHE BUPOBHMYOro NpoLecy roToBOro JliKkapCbKoro 3acoby
Kopoobui nakyBaHHs, BUMYCK (AinbHUUSA ANa BTOPMHHOIO NakyBaHHs) BBegeHHs
cepii: [0[aTKOBOIT [i/TbHUL AN BTOPUHHOTO NakyBaHHA Jlek
ek ®apmacboTukasnc dapmacbloTUkanc 4.4., BUpobHuya ainbHuus JleHaasa
A.4., BUpobHnya Tpimnini 24, Nengasa, 9220, CnoseHis/Lek
OinbHUUS JleHpaBa, Pharmaceuticals d.d., PE Proizvodnja Lendava Trimlini
CnoBeHis 2D, Lendava, 9220, Slovenia. 3miHu | Tuny - 3MiHK 3

AKOCTI. [OTOBWI Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa abo BBefEHHS 00AaTKOBOI AifTbHULL
BMPOGHULUTBA AN15 YaCTUHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby (ainbHnLA ans
NepPBUHHOTO NakyBaHHA) BBefeHHs 40AAaTKOBOT fiNbHULL
AN NepBUHHOTO NakyBaHHs Jlek ®apmacbloTukanc 4.4.,
BMPOGHMYa AinbHuua fleHgasa Tpimnini 2/, NleHpasa,
9220, CnoseHis/Lek Pharmaceuticals d.d., PE
Proizvodnja Lendava Trimlini 2D, Lendava, 9220,
Slovenia.
3MiHn | TURY - 3MiHK 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IHO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKa,
Lo BiANOBiAAaE 3a BBE3eHHSA Ta/abo Bunyck cepii) - He
BK/IIOYAK0UY KOHTPO/b/BMNPOGYBaHHSA cepii - [logaBaHHA
BMPOGHMKA, L0 BiANOBIAAE 3a BUMYCK cepii He
BK/IIOYaA0UM BUNPOBYBaHHSA cepii Jlek dapmacbioTKasic
4.4., BupobHunya ginbHuua Jlenaasa, TpiMmnaini 2/,
JNlenpaBa, 9220, CnoseHisi/Lek Pharmaceuticals d.d., PE
Proizvodnja Lendava Trimlini 2D, Lendava, 9220,
Slovenia Ta 3a3HavyeHHs PYHKLUiA Ans yxe
3aTBEPAKEHOr0 BUPOBGHMKA. 3MiHN BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHSA Y PO34inu
«BrpobHuK» Ta «Micue3HaxomKeHHs BUPOOHMKa Ta
aapeca MicLs NpoBaKEHHS Oro Ais/IbHOCTI» 3
BIANOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
NikapcbKoro 3acoby (4ofaBaHHs BUPOOHUKA).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
310. | TA®PIHNAP® Kancynu Teepai no HosapTic LBeiiuapi BUPOGHUK Ans IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14420/01/01
50 wr; no 120 dapma Al A nakyBaHHs Ta BUMYCKY Benuka TNy - 3MiHW 3 SIKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN peyenmom
Kancyny cepii: BpuTanis/ y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, WO CTOCYTbCS
dhnakoHax nakco Bennkom C.A., IcnaHis/ BUNYCKY cepii Ta KOHTPO/IH0 SAKOCTi FOTOBOrO NiKapCbKoro
IcnaHis CnoBeHis 3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BMPOGHMWK BiANOBIAa€e 3a BBE3€HHSA Ta/abo Bunyck cepii) - He
Hepo3dacosaHoi BK/THOHAI0UM KOHTPO/Ib/BUNPOOYBaHHSA cepil - fofaBaHHSA
NPOAYKLT: hyHKLiT BUNYCKY Cepii A1 BXe 3aTBEPAKEHOr0
nakco OnepeiiwHc KOK BMpO6HUKa Jlek dapmacbioTukasnic 4.4., Beposuwkosa 57,
NimiTen, Benuka 1526 MobnsaHa, CnoseHis/ Lek Pharmaceuticals d.d.,
BpuTtaHis Verovskova 57, 1526 Ljubljana, Slovenia. 3miHn
anbTepHaTMBHa BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
AinbHWUA BignoBiJabHa NiKapcbKoro 3acoby y po3ainn «BupobHUk» ta
3a BUPOGHNLTBO «MicLe3HaxomKeHHs1 BUPOOHMKa Ta agpeca Micus
Hepo3dacoBaHoi NPOBaXEHHS MOro AisIbHOCTI» 3 BiANOBIAHMMN 3MiHAMM
NPOAYKLIT Ta KOHTPONb y TEKCTi MapKyBaHHA ynakoBKM NiKapCbKoro 3acoby
AKOCTI: (mopasaHHA BUPOOHWMKA). BBEAEHHSA 3MiH NPOTArOM 6-TK
3irdopig Bapbepa C.J1., MiCALIB MiC/1A 3aTBEPIKEHHS.
IcnaHis 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWU. 3MiHa
a/ibTepHaTVBHa HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
AiNbHMUA BignoBigasibHa AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBOro JlikapCbKoro
3a nepBuHHE Ta 3aco0y, Bk/IoYaoun AinbHUL BUMYyCKy cepil abo Micue
BTOPVHHE NaKyBaHHS, NPOBeEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BUMYCK Cepii: BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
ek dapmacbioTuKasc cepiid) 3MiHa HaliMeHyBaHHS a/lbTEPHATVBHOI AiNTbHNL
A.4., CnoseHis BiANOBIAa/IbHOI 38 BUPOOHULTBO HEPO3(hacoBaHoI
NPOAYKLiT Ta KOHTPO/Ib AKOCTi FOTOBOTO J1iKAPCbKOro
3acoby 3 Hosaptic ®apmacbtoTuka C.A. IcnaHia Ha
3irchpig Bapb6epa, C.J1. IcnaHis, 6e3 3miHW Micus
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKeHHS.
311. | TA®PIHNAP® Kancynv Teepgi no Hosaprtic LLsenuapi BUPOGHUWK ANs Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/14420/01/02
75 mr; no 120 dapwma Al a nakyBaHHs! Ta BUMYCKy Benvka MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN peyenmom
Kancyny cepi: BpuTaHis/ y BUPOGHMLTBI. 3MiHa iIMNopTepa/3miHu, L0 CTOCYIOTLCS
hnakoHax 'nakco Bennkom C.A., CnoBeHis BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
Icnanis 3acoby (3amiHa abo fofaBaHHSA BUPOGHKKA, Lo
BUPOBHUK BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
Hepo3dacoBaHoi BK/IO4AI0UM KOHTPONb/BUNPOGYBAaHHSA Ccepii - fofaBaHHSA
NPOAYKUIi: dhyHKLiT BUNYCKy Cepil A1 B)Xe 3aTBEPAKEHOro

nakco OnepeiiwHc KOK

Niviten, Benuka
BpuTaHis

anbTepHaTMBHa

AinbHUUA BignosiganbHa
3a BUPOGHNLTBO
Hepo3dacoBaHoi

NpoAYKUil Ta KOHTPO/1b

BMpo6HUKa Jlek ®apmacbioTukanc a.4., BeposLikosa 57,
1526 Nobnsaxa, Cnoserist/ Lek Pharmaceuticals d.d.,
Verovskova 57, 1526 Ljubljana, Slovenia. 3miHn
BHECEHO B iHCTPYKLt0 415 MEAMYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginu «BUpobHUK» Ta
«MicLe3HaxomKeHHs BUPOGHMKa Ta afpeca Micus
NPOBaXEHHSI MOr0 AisANIbHOCTI» 3 BiANOBIAHAMN 3MiHAMM
y TEKCTi MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
SAKOCTI: (nopaBaHHsA BUPOGHMKA). BBEAEHHS 3MiH NPOTArom 6-Tu
3ircopig Bapbepa C.J1., MicsILiB Micns 3aTBEPAKEHHS.
Icnanis 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
anbTepHaTMBHa HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
AinbHUUA BignosiganbHa AisNbHOCTI BUPOOHUKa/iMnopTepa roToBoro /iikapCbKoro
3a nepBUHHE Ta 3aco6y, BKIOHAKUM AiNbHMLi BUMYCKY cepii abo micue
BTOPVHHE MaKyBaHHS, NPOBEeLEHHS KOHTPO/IIO AKOCTI. (AIANBHICTb, 3a AKY
BUMYCK Cepii: BiANOBIAA€E BUPOGHMK/IMNOPTEP, HE BK/IHOYAOUN BUMYCK
Jlek ®apmacbloTukanc cepiii) 3MiHa HaliMeHyBaHHS a/lbTEPHATVBHOI AiNTbHAL
4.4., CnoseHis BiANOBiAa/IbHOT 38 BUPOOHULTBO Hepo3gdacoBaHol
NPOAYKLTi Ta KOHTPO/Ib AAKOCTI FOTOBOrO NIKAPCLKOro
3acoby 3 HoBaptic ®apmacbiotuka C.A. IcnaHis Ha
3irdopig Bapbepa, C.J1. IcnaHisa, 6e3 3MiHM Micus
BMPOGHULTBA. BBEAEHHA 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKEHHS.
312. | TAXOKOMbB mMaTpuus ans Kop3a HimeyunH | BMPOGHMLUTBO 3a NOBHUM AscTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 3a UA/8345/01/01
CK/1Eel0BaHHA Megikan Mm6X a LINKIOM: HimeuunHa 3asBHVKa (BNacHvKa peecTpauiiHoro NocBigYeHHs): peyenmom
TKaHWH, no 1 Takepna ABcTpis TM6X, BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
MaTpuLi po3mipom ABCTpist 3aTBEpKEHHS. 3MiHY | TUny - 3MiHW WoA0
25cmx30cmy cTepunisauis: 6e3nekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHN)
6nicTepi; no 1 BB® OHOBNEHHSA TEKCTY MapKyBaHHSA NepPBUHHOT Ta
6nictepy B naketi; CrtepwunisaLjioHcepsic BTOPWHHOI YNakoBKW NikapCbKOro 3acoby (4oAaBaHHs
no 1 nakety B v6X, HimeyunHa iHchopMmawii LWoao 3asBHMKa, 3amiHa 1oroTuny
KapTOHHIiA KOHTPO/b AKOCTi cepii BMPOGHMKA Ha /10r0TWN 3asBHKKA, Nepepo3noin TeKCTY
Kopob6ui, no 1 "CTepunbHICTb": TOLLO).
MaTpuLi po3mipom Na6op JIC CE Ta Ko. KT, BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nics
48cmx4,8cmy HimeuunHa 3aTBEPKEHHS.
6nictepi; no 1 KOHTPO/b SKOCTI cepil
6nicTepy B nakeTi; "CTepunbHiCTb":
no 2 naketu B ABCTpilicbke areHCTBO
KapTOHHIiA OXOPOHW 30pOB'A Ta
Kopo6ui, no 1 npoAoBO/bYOI 6e3nekn
MaTpuLi po3mipom (AGES) 'm6X, ABcTpis
9,5cmMx48cmy
6nictepi; no 1
6nicTepy B MakeTi;
no 1 nakety B
KapTOHHI/ Kopobui
313. | TAXOKOMbB mMaTpuusa ans Kop3a HimeuunH | BMPOBHULITBO 3a NOBHUM AscTpis/ BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8345/01/01
CK/IE0BaHHSA Megikan Mv6X a umknom: Takefa ABCTpis HimeyunHa My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom

TKaHuWH, no 1
MaTpuLi po3mipom
25cmx30cmy
6nictepi; no 1
6nicTepy B MakeTi;
no 1 nakety B
KapTOHHIW

'M6X, ABCTpISt;
cTepunisauis: bb®
CrtepwunisaLjioHcepsic
m6X, HimeuunHa;
KOHTPO/b AKOCTI cepil
"CTepunbHicTb": Jlabop
JIC C€ 1a Ko. KT,

thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHuX Npo cucTemMy hapMakoHarnsay
(BBEAEHHS Y3ara/IbHEHUX AaHWX NPO cUCTeMy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0cO6Y 3 chapmakoHarnsgy 3asiBHuKa ans
3[jificHeHHs hapmakoHarnsay B YKpaiHi, K0 BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Kopob6ui, no 1 HimeuuunHa; KOHTpob BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6W, BiANOBIAA/IbHOI 3a
MatpuLi po3mipom AKocTi cepii 3ailicHeHHs thapMakoHarnsay (BK/IHHaoUN KOHTaKTHI
48cmx4,8cmy "CTepunbHiCTb": [aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
6nictepi; no 1 ABCTpiliCbke areHTCTBO cuctemy chapmakoHarnsgy) - 3miHa ynoBHOBaXXeHO!
6nicTepy B nakeTi; OXOPOHW 300pPOB'A Ta 0co6u 3asBHVKa, BifNOBIAaILHOI 3a thapmakoHarnsag,.
no 2 nakeTv B npoAoBOsbYOI 6Ge3nekn [itoua pepakuis: Simon Ashworth. MNponoHoBaHa
KapTOHHiiA (AGES) 'm6X IHCTUTYT pefakuis: loana Frent. 3MiHa KOHTaKTHUX AaHUX
Kopo6ui, no 1 MeanYHOT Mikpobionoril YNOBHOBaXeHOT 0cobwu, BiANoBifabHOT 3a
MaTpuLi po3mipom Ta ririenn (IMED), thapmakoHarnag. 3MiHa KOHTakTHOI 0cobu
95cmx48cmy ABCTpis YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
6nicTepi; no 1 thapmakoHarnag B Ykpaini. fitoya pegakuis: CaMOHEHKO
6nicTepy B MakeTi; MapvHa BonogumupiBHa.
no 1 nakety B MponoHoBaHa pepakuin: Reshetevskyi Nazarii
KapTOHHIli KopooLi Oleksandrovich. 3miHa KOHTaKTHUX faHWX KOHTaKTHOT
0cobu ynoBHOBaXXeHOT 0CO6M 3asBHMKA, BifnoBiganbHOT
3a (papmakoHarnag, B Ykpaii. 3mMiHa MicLie3HaxopKeHHs
macTep-gaiina cuctemn papmMakoHarnsgy Ta ioro
Homepa. 3MiHa MicLs 34iliCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy
314. | TENMIJTAKC Tabnetku no 40 M. BioTek Benuka AnbTepHaTusHa IcnaHis BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiasis: 3MiHn | 3a UA/16754/01/01
nnc mr/ 12,5 mr no 14 Nimiten BputaHis OinbHUUS ans TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y npoBeAeHHs thapmakoHarnagy. 3MiHa y KOpOTKill XapakTepucTuLli
6nicTepi, no 2 aHanNiTMYHUX NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
6nicTepn y nauuj 3 BMNPOGYBaHb: [ANS MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTaBi perynspHo
KapToHy Na6opatopio Ap. ®. OHOBJ/ItOBAHOIO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
EueBapHe, AHanicic, pocnigpkeHb 3 6e3nekn 3acTocyBaHHS MiKapCbKOro
C.A., IcnaHis 3acoby B nicnspeecTpaviliHvii nepiod, abo sk pesynbTtar
Bupo6HuK, L0 34ilicH0E OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX BIAMNOBIAHO A0
NOBHWI LKA nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
BUPOGHMLTBA i Y3rOKEHO 3 KOMMETEHTHUM YNOBHOB&XKEHNM OpPraHoMm)
Bignosigae 3a BMNYyCK 3MiHV BHECEHO A0 IHCTPYKLIT 4151 MeANYHOro
cepii: 3aCcTOCyBaHHSA NMikapCbKOro 3acoby y po3ainm:
NNTABOPATOPIOC "Oco6nmBocTi 3acTocyBaHHA", "MMo6iuHi peakuii”
NIKOHCA, C.A., IcnaHis BiANOBIAHO 4O OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyoi
PEYOBUHM
315. | TE/IMINTAKC Tabnetku no 80 M. bioTek Benuka AnbTepHaTVBHa IcnaHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/16754/01/02
nnoc mr/ 25 mr no 14 Nimiten BpuTaHis OinbHUUA ons TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
Tabnetok y npoBeeHHs thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
6nicTepi, no 2 aHaNNiTUYHNX nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepn y nauui 3 BMNPO6GYBaHb: ONsi MeAVYHOrO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo

KapTOHY

Na6opatopio Ap. ®.
EueBapHe, AHanicic,
C.A., IcnaHis
Bupo6HYK, L0 34ilicHI0E
MOBHWIA LMKN
BMPOGHULTBA |
BignoBigae 3a BMNycK

OHOBJOBAHOIO 3BITY 3 6e3MneKkn NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk pesynbTtar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnady negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKUIii AN MeANMYHOro
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
cepi: 3acTocyBaHHA NiKapcbKoro 3acoby y po3ainu:
NNABOPATOPIOC "Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peaxuii”
NIKOHCA, C.A., IcnaHis BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyoi
PEeYOBWHM
316. | TENMIJTAKC Tabnetku no 80 M. BioTek Benuka AnbTepHaTusHa IcnaHis BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiasis: 3MiHn | 3a UA/16755/01/01
nnc mr/ 12,5 mr no 14 Nimiteq BputaHis OinbHUUS ans TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y npoBeAeHHs thapmakoHarnagy. 3MiHa y KOpOTKill XapakTepucTuLli
6nicTepi, no 2 aHanNiTMYHUX NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nicTepn y nauuj 3 BMNPOGYBaHb: [ANS MeAMYHOro 3aCTOCYyBaHHSA Ha MiacTaBi perynspHo
KapToHy Na6opatopio Ap. ®. OHOBJtOBAHOIO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
EueBapHe, AHanicic, pocnigpkeHb 3 6e3nekn 3acTocyBaHHS MiKapCbKOro
C.A., IcnaHis 3acoby B nicnspeecTpaviliHvii nepiod, abo Sk pesynbTtar
Bupo6HuK, L0 34ilicHI0E OL|iHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHUX BIAMNOBIAHO A0
NOBHWI LKA nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
BUPOGHMLTBA i Y3rOKEHO 3 KOMMETEHTHUM YNOBHOB&XKEHUM OPraHoMm)
Bignosigae 3a BMNYyCK 3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeAUyYHOro
cepii: 3aCcTOCYyBaHHS NikapCbKOro 3acoby y po3ainm:
NNTABOPATOPIOC "Oco6nmBocTi 3acTocyBaHHA", "MMo6iuHi peakuii”
NIKOHCA, C.A., IcnaHis BiANOBIAHO 4O OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyoi
PEYOBUHM.
317. | TEH3OKAPL Kancynm 3 TOB HB® YkpaiHa TOB HB® «MIKPOXIM» YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 3a UA/19608/01/01
MoAMDIKOBaHUM «MIKPOXIM» My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
BMBINIbHEHHSM, thapmakoHarnagy. BeegeHHs abo 3amiHn go
TBEpAi, no 5 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
mr/1,5 mr, no 10 (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
Kancyn y énictepi, hapmakoHarnsgy, 3MiHa yNnoBHOBaXXEHOT 0cobw,
no 3 6nictepu y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
nauui 3 KapToHy KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
abo 30 kancyn y 3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHA
6aHui, no 1 6aHu,i BiIMiHHa Bif, yNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
y nauui 3 KapToHy 3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
JaHi) Ta/abo 3miHM y po3MileHHi macTep-thaiina
cuctemy hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO!
0cobu 3asiBHMKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[itoua pepakuis: Xyp6a Ninis BonognMmupisHa.
MponoHoBaHa pefakuis: €scTparosa IpuHa IropisHa.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXXEHOT 0CO6Mn
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
hapmakoHarnsgy. 3miHa micus 37iiiCHeHHs1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy
318. | TEH3OKAPLA Kancynm 3 TOB HB® YkpaiHa TOB HB® «MIKPOXIM» YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/19608/01/02
MoAMdIKOBaHUM «MIKPOXIM» TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom

BMBINIbHEHHSIM,
TBEpAi, no 10
mr/1,5 mr, no 10
Kancyn y énictepi,

thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHuX Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHMX NPO cUCTeMY
dhapmMakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,
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3acoby ¢hopma, nocsioyeHHs1
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no 3 6nictepu y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
nauuj 3 KapToHy KOHTaKTHOI 0Co6Y 3 thapmakoHarnsagy 3asBHuka a1s
abo 30 kancyn y 3pjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
6aHui, no 1 6aHLj BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI 3a
y nayi 3 KapToHy 3ailicHeHHs thapMakoHarnsay (BK/IHUaoUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi macTep-ghaiina
cuctemy chapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO!
0co6u 3asBHVKa, BifNOBIAaLHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Xyp6a Ninis BonognMmupisHa.
MponoHoBaHa pefakuis: €scTpaTtoBa IpuHa IropisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0Co6u
3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
hapmakoHarnsigy. 3miHa micus 34iiicCHeHHs1 OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
319. | TETPAUUKNIH TabneTku, BKPUTI AT YkpaiHa AT “BITAMIHW" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/0965/01/01
Yy 060/10HKOI0, N0 “BITAMIHWL" Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHoCTI/lIE- peyenmom
rigpoxnorPupg | 100 mr no 10 cepTudikaT BignoBigHOCTI EBponeinchkiii
Tabnetok y thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
6nicTepi; no 1 abo OHOBJ/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUMYyYEHHS
no 2 6nictepu y cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
naJui 3 KapToHy; onsa A®l; ana BuxigHoro
no 10 TabneTok y marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
6nicTepax BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBUHYM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - Hosuii cepTudikar Bif Bxe
3aTBEPAXEHOro BUPo6HUKa - MogaHHA HOBOrO
cepTudikaty signosigHocTi €E® Ne R1-CEP 2001-349-
Rev 04 ona A®| TeTpauukniny rigpoxnopua Big, BXxe
3aTBepmxeHoro BmpobHuka Ningxia Qiyuan
Pharmaceutical Co., Ltd., Kutali, Ta sik Hacnigok BHeCeHi
HaCTYMHi 3MiHN [0 BXiAHOTO KOHTPOJIO AiH04O0I PEYOBUHU:
- 3MiHU Y MOKa3HWKY SIKOCTi «3a/INLLKOBI Ki/IbKOCTI
OpraHiYHMX PO3YMHHMKIB», @ caMe: 3MiHeHa MeToamKa
BV3HAYEHHS BMICTY H-OyTaHony i aueToHy;
- 3MiHM Y MeToAaXx KOHTPOSI0 3a NOKa3HWKOM «uTome
onTuYHe obepTaHHA» Ta «BTpaTta B maci npun
BUCYLLYBaHHi»;
- BUJIyYEHHS MOoKasHuKa AKOCTi «Baxki meTanm» Ta
HafjaHHS 3BiTY 3 OLiHKU PU3UKY MPUCYTHOCTI €/TEMEHTHMX
[OOMILLOK BignosiaHo Ao kepiBHuUTBa ICH Q3D
320. | TETPALUUKNIH NMopOoLLIOK AT YkpaiHa Hinrkcia Kitoan KuTaii BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | - UA/16322/01/01
y (cy6eTaHuis) y “BITAMIHWA" dapmaueyTikan Ko., Tuny - 3MiHn 3 akocTi. CepTudiikat BignosigHOCTI/IE-
riAPOXNOPUA | nonieTuneHosomy nra. cepTudikaT BignoBigHOCTI EBponeichbkiii

nakerTi, B
aloMiHieBOMY

thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiANoBIAHOCTI ab0 BUYyYEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
MiLLIKY, cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ynakosaHoMy B onsa A®l; ona BuxigHoro
thibpoBOMy marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
6apabaHi abo BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
NNacTyKOBIi peyoBuHM (cepTudiikar BigMNoBiAHOCTI EBpoONechkiii
Kopo6Li abo B thapmakonei) - OHOBIeHUIA cepTudikar Bif yxe
KapTOHHI KOpo6L 3aTBEPAKEHOr0 BUPOGHMKa - MogaHHA OHOBIEHOTO
ans ceptucpikaty BignosigHocTi € Ne R1-CEP 2001-349-
thapmavueBTUYHOT Rev 04 (3atBeppxeHo Ne R1-CEP 2001-349-Rev 03)
0 3aCTOCyBaHHA onsa A®Il TeTpaumkniHy rigpoxnopug, Big Bxe
3aTBepmAxeHoro BmpobHuka Ningxia Qiyuan
Pharmaceutical Co., Ltd., Kutaii, Ta ik Hacnifok BHeCeHi
HaCTYNHi 3MiHW:
- 3MiHM Y MOKa3HWKY AKOCTI «3a/IMLLKOBI KifIbKOCTI
OpraHiYHNX PO3UMHHWKIB», @ caMe: 3MiHeHa MeTofuka
BU3HAYEHHSI BMICTY H-6yTaHO/y i aLeToHy, a Takox
KiNIbKiCHUIA BMICT OpraHiyHMX pO34MHHUKIB OGUNCNIIOETHCSA
B ppm (3HaYeHHSA y % BUSTYHYEHO);
- B pO34ini «3arasibHa XapakTepucTuka», B M.
«PO3YMHHICTb» AOAAHWIA TEKCT: «P0O34YMH y BOAi
KanamyTHI€ NPy CTOSIHHI BHACNIAOK BUNajaHHA B 0caf,
TeTpauuKIiHy»;
- 3MiHM Y MeTofax KOHTPO/IO 3a NOKa3HUKOM «[uTome
OnTWYHe obepTaHHA» Ta «BTpara B maci npu
BWCYLLYBaHHi»; BU/Ty4YEHHS NMOKasHWKa AKOCTi «Baxkki
MeTann» Ta HafaHHSA 3BITY 3 OL|iHKMN PU3MKY NPUCYTHOCTI
e/leMeHTHUX AOMILLOK BiZnoBiAHO A0 kepiBHuUTBa ICH
Q3D
321. | TUMANIH niodpinisat ans TOB "®3 Ykpaina TOB "3 "BIOPAPMA" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepianis: 3MiHu I 3a UA/2989/01/01
pPO34unHy Ana "BIO®APMA" Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
iH'ekujin no 10 mr 5 napameTpax crneuudikauii Ta/abo 4oNyCTUMUX MEX,
hnakoHiB 3 BM3HAYeHNX y cneundikauisx Ha A®l, abo
niodpinizatom y BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
6nictepi; no 2 BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
6nicTepu y nauuj 3 3MiHM) - OHOBMEHHSA cneuudikauii Ha cybcTaHLio
KapToHy TvMOMOAYNIH HN3bKOMOJEKY/IAPHWIA BigMOBIAHO A0
BuMor DMF Bupo6Huka AdPI
322. | TUMOINOBYNI | niodinizoBaxuii [hxeHsalim HigepnaH BMPOGHMLITBO PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15575/01/01
H® NMopoLUoK AN tOpon B.B. an Hepo3ghacoBaHoro IpnaHgis Tuny - 3MiHn 3 akocTi. A®Il. BupobHuuTBO. 3MiHa peyenmom

NpUroTyBaHHsA
KOHLeHTpaty Ans
pO34nHy Ans
iHcpys3iii no 25 wr;
Ne 1:no 1
donakoHy B
KapTOHHIl KopooLi

NpPoAyKTY, f03BiN HA

BWMYCK cepii: [pkeH3anm

Moniknonasnc CAC,
®paHuif; nepBMHHA Ta
BTOPUHHA YNakoBkKa,
[,03BiN Ha BUMNYCK cepii:
[xeH3alim Ipnang
Niviten, lpnaxgis

po3Mipy cepii (Bknouatoun gianasoxun) APl abo
MPOMIXXHOIO NPOAYKTY, SIKUIA 3aCTOCOBYETHLCS Y MPOLLECI
BMpo6HMLTBa AP (36inbLIeHHS A0 10 pasiB NOpPiBHSAHO i3
3aTBEpAKEHNM PO3MIPOM) 3anponoHOBaHO 36i/1bLWUNTN
06'em cepii gitoyoi peyoBuHn 3 6:M3bko 30 1 4o 23,5—
44,0 Kr i roTOBOro Hepo3g)acoBaHOro NPoAyKTy
TUMOrNo6yniHy 3 60 - 230 11 fo 65,8-250,0 kr. 3miHn |
TMny - 3MiHK 3 skocTi. A®I. Cuctema
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa y

6e3nocepeHili ynakosui A®I (pigkux A®I
(HecTepunbHKX)) 3MiHa y 6e3nocepeHiin ynakosui A®I.
3anponoHOBaHO 3aMiHVTV pe3epByapy 3 HepXaBitouoi
CTa/li Ha OHOPA30Bi NOMIETUNEHOBI NMAKETU K YNaKoBKy
Ha eTani 36epiraHHs Ail040i pe4yoBUHM Ta FOTOBOrO
Hepo3¢hacoBHOro NPOAYKTY.
3MiHN BHOCATLCA ANS NIABULLEHHS AKOCTI Ta
CTabiNbHOCTI TUMOI/I06Y/TiHY 38 paxyHOK 3HWKEHHS
pY3nKy arperavjii npoAyKTy, NOB'A3aHOI0 3 OKUCEHHSM
PS80 nig, yac 36epiraHHsl NpOAYKTIB B pe3epByapi 3
Hepxasitouoi ctani. 3MiHn | Tuny - 3MiHK 3 akocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY [OCbE
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakoner,
LLIO BK/IHOYAE Nepios NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
36inblLUeHHs1 ab0 BBeAEHHA nepiogy NOBTOPHOIO
BuNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/iAKEHb Y peaslbHOMY Yaci -
36inbLUEHHS TEPMiHY 36epiraHHA roTOBOro
Hepo3chacoBaHOro NPoaykTy 3 9 4o 11 TWXHIB 3 METOIO
MOKpPAaLLLeHHS THY4YKOCTi BUPOGHMLTBA. AKICTb
TUMOrN06YNiHY 3aUTULIAETLCA HE3MIHHOLD, a
3anponoHoBaHa 3MiHa /19 NOAOBXEHHS TEPMiHY
36epiraHHs roToBOro Hepo3chacoBaHOro NPOAYKTY He
Mae HeraTMBHOIO BMN/IMBY Ha AKICTb, 6e3neky i
eheKTNBHICTb NPOAYKTY.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPO6GHULITBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/YaoUM NPOMIXHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHMLTBI TOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) 3MiHW Y NpoLeci BUPOOHULITBA FOTOBOTO
nikapcbkoro 3acoby, 3anponoHOBaHO A0AaBaHHA cTagil
pekomMb6iHauii Ha nignpuemMcTBi 3 BUpOOHULTBA
NiKapcbKoro 3acoby B 3B'A3KYy 3 OTPMMaHHSAM rOTOBOr0
Hepo3sdacoBaHoro npoaykty (MHIM) B ogHopa3oBux
nosieTuNeHoBUX nakeTax. 3MiHu | TMny - 3MiHW 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHM B npoLieci BupobHuuTea AdI
(iHLWi 3MiHW)
OHOBJIEHHSA B YaCTWHI AKOCTI 3.2.S A0Cbe BIAMNOBIAHO A0
BMPOGHNYOI NPaKTUKK:
* NepefaHHs Ais/IbHOCTI 3 PO3BEAEHHS TUMOLUTIB
BUPOGHMKaM KPONAYOi CPOBATKM;

* 3MiHa PeXUMY CTUCHEHHS, L0 BUKOPUCTOBYETLCS AN
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3YMUHKM KPOBOTEUi 3 BYX KPOJINKIB;

* CKOPOYEHUIA Yac BUTPUMKIN 06POBIEHNX
dopmanbgerigom eputpoumTie (RBC) fo 5-ro MutTs;
* perynioBaHHS KOHLEeHTpau,ii 6inka Ha eTani
NPUroTyBaHHS;

* 3MiHa Ha3BM NocTavasibHMKa CMO/M A1 iOHOOBGMIHHOT
Xpomatorpadii.

PepakuiiiHi npaBkn B OHOBIEHUX PO3finax fOCbe. 3MiHN
| TMny - 3MmiHK 3 AkocTi. A®l. BupobHuuTBOo. 3MiHU B
npoueci Bupo6HuuTea A®I (iHwi 3MiH1) 3MiHM B npoueci
BUpo6HMUTBa A®I, a came yacy 36epiraHHsi NPOMIXXHOro
NPOAYKTY 3 Kponsyoi cuposaTtku. 3 36 micsuis A0
3anponoHOBaHOro TepPMiHy 36epiraHHsA Kponsyoi
cuposaTku 35 MicALiB, WO I'PYHTYETbCA Ha pe3ynbTartax
aHanisy cTabinbHOCTi, MPOBEAEHOT0 Ha Cepisix
cupoBaTku. PefakLiiiHi NpaBku B OHOBIEHUX po3ginax
[I0CbE.
3miHu |l Tuny - 3MiHm 3 axkocTi. A®l. Bupo6HMLTBO. 3MiHM
B npoueci BupobHuuTea APl (3MiHa CTOCYETLCS aKTUBHOI
peyoBUHM 6iONOTYHOTO/iIMYyHOMOMNYHOr0 NOXOMKEHHS a60
BMKOPUCTaHHSA XiMiyHuX APl y BUPOGHMLTBI MiKapCbKoro
3aco0by 6i0/10rYHOro/iMyHONOrYHOIO MOXOMXEHHS, fKa
MOXXe MaTu 3HAYHWI BNINB Ha SIKICTb, 6e3neky Ta
eheKTVBHICTb NiKapCbKoro 3acoby, i He CTOCYeTbCA
npoTokosny) 3MiHn B npoueci BupobHuutea Ad®l, a came
3aMiHUTN FIMOWHHI PiNbTPY, WO BUKOPUCTOBYIOTHCS B
Mexax npoLiecy BUPOOHMLTBA Ai040i PEYOBUHM,
ONTUMi3yBaTK eTan oCafKeHHS1 Y BUPOOHULITBI L€l
Ait04OT PEYOBVHM | 3MIHUTW NPUrOTYBaHHSA roTOBOro
Hepo3acosaHoro npoAaykTy. Lie Bkioyae 3aminy 3
rMNOUHHMX PINbTPIB YNIbTPATOHKOT QiNbTpaii
dhapmaLeBTUYHOIO CTYMNEHs YNCTOTH, LLIO
BUKOPVCTOBYIOTbCS B NPOLIECi BUPOOHULTBA AitoYOi
pPeYoBUHM, 3aMiHy NPUIOTYBAHHSA IMNOUHHUX INbTPIB,
OonTMMI3aLito eTaniB 0capKeHHs nig yac npowecy
BMPOBHULITBA Ail0UOT PEYOBVHM | 3MiHY B NPUTOTYBaHHI
roToBOro Hepo3g)acoBaHOro NPOAYKTY, BK/THOYHO 3
KINbKICTHO Cepili AjtounX pevyoBwH, SKi NOBWUHHI ByTK
06'eHaHi B roTOBUIA HEPO3dhacoBaHW MPOAYKT.

323.

TUYPEKC®

Tabnetku, no 12,5
mr; Ne30 (10x3):
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIiA
ynakosLi; Ne60
(10x6): no 10

TOB
"TNEAPAPM
nTa”

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIouaoum
Jiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoM) BBEAEHHS AOAATKOBOrO po3mipy cepii
roTOBOrO fiKapcbKoro 3acoby. 3aTBepmkeHo Ans
fo3yBaHHA 12,5 mr: 100 000 TabneTok; Ans A03yBaHHS

3a
peyenmom

UA/18487/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Tabnetok y 50 mr: 100 000 TabneTok.
6nictepi; no 6 3anponoHoBaHo A/18 Ao3yBaHHA 12,5 mr: 100 000
6nicTepiB y Tabnetok; 700 000 TabneTok; Ans fo3yBaHHsA 50 mr: 100
KapTOHHiiA 000 Tabnetok; 175 000 TabneTokK.
ynakosLi; Ne90
(10x9): no 10
Tabnetok y
6nictepi; no 9
6nicTepiB y
KapTOHHiiA
ynakosLi
324. | TNYPEKC® Tabnetku, no 25 TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/18487/01/02
mr, Ne30 (10x3): "TNEA®APM TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
no 10 TabneTtok y nTar Yy BUPOGHMLTBI. 3MiHa po3Mmipy cepii (BKIoYaoun
6nicTepi; no 3 Jiana3oH po3Mipy cepil) roTOBOro Nikapcbkoro 3acoby
6nictepu y (36inbLleHHsA o 10 pasiB NOpPIBHAHO i3 3aTBEPAKEHUM
KapTOHHIW pO3MipoM) BBEAEHHS A04ATKOBOrO Po3mipy cepii
ynakosLi; Ne60 roTOBOrO Jlikapcbkoro 3acoby. 3arsepgxeHo: 100 000
(10x6): no 10 Tabnetok; 3anponoHosaHo: 100 000 Tabnetok; 350 000
TabneTtok y TabneTtok.
6nicTepi; no 6
6nictepiB y
KapTOHHIW
ynakosLi; Ne90
(10x9): no 10
TabneTtok y
6nicTepi; no 9
6nictepiB y
KapTOHHIW
YNaKoBLii
325. | TNYPEKC® Tabnetku, no 50 TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18487/01/03
mr, Ne30 (10x3): "TNEA®PAPM TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
no 10 Tabnetok y nTa: y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bk/Iouaum

6nictepi; no 3
6nictepn y
KapTOHHIiA
ynakosLi; Ne60
(10x6): no 10
Tabnetok y
6nictepi; no 6
6nictepiB y
KapTOHHIiA
ynakosLji; Ne90
(10x9): no 10
Tabnetok y
6nictepi; no 9
6nicTepiB y

Jiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
PO3MipOM) BBEAEHHS [04ATKOBOro po3mipy cepil
roTOBOrO /1iKapCbKOro 3acoby. 3aTBepmxeHo Ans
[o3yBaHHA 12,5 mr: 100 000 TabneTok; Ans A03yBaHHSA
50 mr: 100 000 TabneTok.
3anponoHoBaHo Ansa fo3ysaHHA 12,5 mr: 100 000
Tabnetok; 700 000 TabneTok; Ans fo3ysaHHsA 50 mr: 100
000 Tabnetok; 175 000 TabneTok.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KapTOHHIiA
ynakosLi
326. | TIAMIHY pO34MH Ans MpvBaTHE YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiH1X MaTepiasis: 3MiHu | 3a UA/12783/01/01
xnoeupg iH'ekuii, 50 mr/mn akuioHepHe TOBapuCTBO "J1eKXiM- TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/IE- peuenmom
(BITAMIH B1) no 1 mn B amnyni; TOBapucTBo Xapkis" cepTudikaT BignoBigHOCTI €EBponeinchkiii
no 10 amnyn B "Jlekxim- thapmakonei/moHorpadii. NogaHHs HoBOro abo
naJui 3 KapToHy 3 Xapkis" OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS

neperopogxamu;
no 1 mn B amnyri;
no 5 amnyn B
0fHOBIYHOMY
6nicTepi; no 2
6nictepu B nauui 3
KapToHy

cepTugikaTa BignNoBigHOCTI €EBponenchkin hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
hapmakonei) - OHOB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOro BUPOOHUKa. [ofgaHHA OHOB/IEHOrO
ceptudpikaty BignosigHocTi €E® Ne R1-CEP 1998-131-
Rev 05 (3atBepmkeHo Ne R1-CEP 1998-131-Rev 04)
ana A®l TiamiHy rigpoxsiopugy Big, BXe 3aTBepAKEHOro
BMpo6HMKa DSM Nutritional Products GmbH, Germany,
Ta K HacnifAoK 3MiHa «TepMiH NPUAATHOCTI» Ha «TepMiH
NepeKoHTPO/I0» Ta 3MiHa B NakyBaslbHUX MaTepianax
A®I. fjtova pepakuis: B 6araToiapoBux naketax
(nonieTnneH/antomixiii/nonieTuneHtepedranar),
NOMILLLEHMX Y KApTOHHY KOpO6ky. MponoHoBaHa
pepakuisi: B Tpuwaposmx
(nonieTnnex/chonbra/noniectep) Millkax, NOMiLLLEHNX B
ALMKKM 3 6araTowapoBoro ropokapToHy. 3MiHu | Tuny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo
iHLWWOT HauioHanbHOT thapmakonel aepxasn €C (3MiHa y
cneuudikayisix, NoB'A3aHa 3i 3MiHamu B dY, abo
€Bponelicbkii hapmakonei, abo iHLWii HalioHaNbHIl
thapmakonei gepxasu €C).

MpvBeaeHHsA cneumdikaLii Ta MeToAiB kKoHTposo APl 3a
nokasHuKoM «Hikenb. LnHk» Ta «3amnLLKoBi
PO3YMHHUKM» BigNOBigHO A0 BuMor CEP. BunyyeHHs
nokasHuka «Baxki MeTanu» Ta HafaHHS 3BITY 3 OLiHKM
PU3NKY NPUCYTHOCTI €/IeMEHTHMX AOMILLOK BiANOBIAHO
00 ICH Q3D. CynyTHA 3MiHa- 3MiHM 3 SIKOCTi.
CeptudpikaT BignosigHocTi/l E-cepTudpikart BiANoBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiAMNOBIAHICTb
[0 MmoHorpadii J®Y abo EBponeiicbkoi hapmakoner,
ab0 iHWOI HauioHanbHOIT dhapmakonei gepxasn €C (iHLi
3MiHW)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
327. | TIKOBAK cycneHsis gns MOAN3EP CWA KOHTPO/b AKOCTI: IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16694/01/01
BAKUWHA ANS | iH'exuiii no 1,2 EMY. CI. ML €YPO®IHC BIODPAPMA AscTpisi/ T™MNYy - AAMIHICTPATMBHI 3MiHU. 3MiHA HaliMeHyBaHHS peyenmom
MPO®INTAKTUK | mkr/0,25 mn (1 KOPMOPENLL MPOOAKT TECTIHI Benbris Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
N KNIWOBOIro | posa ans gitei), H CMEWH, C.J1.Y, Icnanis BMpO6HMKa (BK/TKOYaK0UK, 3a HEOOXIAHOCTI, Micue
EHUE®DANITY no 0,25 mn KOHTPO/b SIKOCTI: NpOBeAEHHS KOHTPO/IO AKOCTI), ab0 BNacHUka mactep-
KYNbTYPA/bH | cycneHsiiy Mdpaiizep thaiina Ha A®l, abo noctavanbHuka APl/BnxigHoOro
A nonepegHsL0 MeHo ek ypuHr mMartepiany/peareHTy/MpoMibKHOIo NPOAYKTY, WO
IHAKTUBOBAH | 3anoBHeHOMY ABcTpis 'M6X, ABCTpis 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SKLLO 3a3HaYEHO y
A OYNLWEHA 0HOpPa30BOMY BVMPOGHMLTBO NPOAYKTY [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
COPBOBAHA wnpuyi; no 1 y chopmi in bulk; BiANOBIAHOCTI EBponeiickkili hapmakonei y
TIKOBAK Lnpuwy HanoBHEHHS LUMPUL,B, 3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOT
MKYHIOP BKafieHomy y nakyBaHHs, [LOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAY€HO Y A0ChE) 3MiHa
BAKUWHA ANA | 6nictep; no 1 MapKyBaHHs1, KOHTPO/1b HaliMeHyBaHHS NocTavasibHUKa Fifporeso atoMiHilo 3
MPO®ITAKTUK | GnicTepy Ta AKOCTI, BUMYCK Cepii: Brenntag Biosektor Ha Croda, Denmark. Tepmin
N KNILWOBOIO | okpemoto rofko Mdpaiizep BBE/EHHS 3MiH - NpoTArom 6 micsuis nicns
EHUE®DANITY Y KapTOHHii MeHo ek ypuHr 3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
KYNbTYPA/IbH | kopo6bui 3 Benbris HB, benbris nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
A MapKyBaHHSIM KOHTPO/b SKOCTI: iMnopTepa/3aMiHK, L0 CTOCYOTLCSA BUMYCKY cepii Ta
IHAKTUBOBAH | ykpaiHCbKO CI'C a6 CimoH CA, KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
A OYMLLEHA MOBOIO Ta 3 Benbris ab60 gofaBaHHA AiNbHULI, Ha AKill 34iACHIOETbCS
COPBOBAHA MapKyBaHHSIM KOHTPOb/BMNPOGYBaHHSA cepii) JofaBaHHS BUPOGHNYOT
KYNbTYPAJIbH | iHO3eMHOK MOBOIO OiNbHWLI, Ha AKili 34iACHIOETLCS KOHTPO/b BMICTY
A 3i CTMKepoMm antomiHito. 3anponoHosaHo: CI'C flaé CimoH CA / SGS
IHAKTUBOBAH | ykpaiHCbkot Lab Simon SA Btio LWewma gio Moet 10, Basp, benbris /
A OYMLEHA MOBOIO Vieux Chemin du Poete 10, Wavre, 1301 Belgium.
COPBOBAHA TepMmiH BBEAlEHHS 3MiH - NpoTArom 6 micsuis nicns

3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHK, LLLO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /iKapCbKoro 3acoby (3amiHa
abo gofaBaHHA OiNbHULI, Ha AKil 34iACHI0ETLCS
KOHTPONb/BMNPOGYBaHHSA cepii) JofaBaHHSA BUPOGHNYOT
OiNbHWLI, Ha AKil 34iACHIOETLCSA KOHTPO/b BMICTY
HaTpito. 3anponoHoBaHo: EYPO®IHC BIO®APMA
MPOOAKT TECTIHI CMEWVH, C.N1.Y / EUROFINS
BIOPHARMA PRODUCT TESTING SPAIN, S.L.U
C/Xozedy Apmxemi, 13-15, Ecnnyrac-ae-/lbobperar,
BapcenoHa, 08950, IcnaHis / C/Josep Argemi, 13-15,
Esplugues de Llobregat, Barcelona, 08950, Spain.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
noctayasibH1Ka nakyBasjbHUX MaTepiasiis abo
KOMMJIEKTYIOUMX (SIKLLLO 3a3HA4YeHO B AOCbE) (3aMiHa abo
[ofaBaHHA noctavanbHuka) JlofaBaHHS HOBOrO
nocTtavyasibHuka umniHapis wnpuua Schott. TepMi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

BBeEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa y 3aTBep)KeHOMY NPOTOKOAI
cTabinbHOCTI) 3MiHU Y 3aTBEPA)KEHOMY MPOTOKOI
cTabinbHOCTI Ta 3060B’sA3aHb LWOA0 CTabifIbHOCTI.
TepMmiH BBEAlEHHS 3MiH - NpOTArom 6 micsuis nicns
3arBepmxeHHs. 3miHu Il Tuny - 3miHu 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNIbHULI BUPOBGHULTBA 415
4YacTuHK abo BCbOro BUPOBGHNYOro NPoLEecy roToBOro
nikapcbKoro 3acoby ([inbHULSA, Ha SiKili NPOBOAATLCSA
6y fb-sIKi BUPOGHUYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
NPOBEEHHSA KOHTPOJIHO AKOCTi Ta BTOPUHHOIO
nakyBaHHS, /15 NikapCbK1X 3aco6iB
6i010r4YHOro/iMyHO/ONYHOrO MOXOKEHHSA ab0o
NiKapcbknx chopM KOMMJIEKCHOTO (CKMagHoro)
BMPOBHMYOro npouecy) 3aMiHa BUPOOHUYOI AiNbHULL
Bakctep Al, BigeHb, AscTpis / Baxter AG, Vienna,
Austria Ha MNdpaiizep MeHtohekuypuHr benbris HB,
Myypc, benbris / Pfizer Manufacturing Belgium NV,
Puurs, Belgium. sik AinbHWLO BiANOBIAA/IbHY 3a
BMPOGHMLITBO NPOoAyKTY Yy chopmi in bulk Ta HanoBHEHHSA
wnpuyis. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micALiB
nicns 3aTeepmkeHHs. 3MiHu Il Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHM y BUPOOHNLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO fikapCbkoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha KK 34iACHIOETLCS
KOHTPO/b AKOCTI/BMNPOGYBaHHS cepii ans
6i0N0riYHOro/iMyHO/IOMYHOrO JiKapCbKOro 3acoby, Ta
6yAb-AKOI AiTbHNL, Ha 5Kl 3aCTOCOBYETHCSA
6i0N0riYHNIA/iMyHONOrYHKI MEeTOA, BUNPOOYBaHHS)
3amiHa BMpo6HUYOI AinbHULi BakcTep Al, BigeHb,
ABcTpis / Baxter AG, Vienna, Austria, bakctep Al, OpT
aH gep [oHay, AscTpis / Baxter AG, Orth an der Donau,
Austria Ha Mdpaiizep MeHtodekuypuHr Benbrist HB,
Myypc, Benbrisa / Pfizer Manufacturing Belgium NV,
Puurs, Belgium. sk ginbHULIO BignoBiganbHy 3a
KOHTPO/Ib SIKOCTi NiKapCbKoro 3acoby. BUpo6HuK
Mdpaizep MeHrodekuypurHr ABCTpis Mm6x, OpT aH aep
[onay, AscTpisi / Pfizer Manufacturing Austria Gmbh,
Orth an der Donau, Austria NpoAoBX1Tb NPOBOANUTH
KOHTPO/T0 SIKOCTi (BUMPOOYBaHHS Ha CTabiNbHICTb).
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
328. | TIKOBAK cycneHsis gns MOAN3EP CWA KOHTPO/b AKOCTI: IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16695/01/01
BAKUWHA ANS | in'exuiii no 2,4 EMY. CI. ML €YPO®IHC BIODPAPMA AscTpisi/ T™MNYy - AAMIHICTPATMBHI 3MiHU. 3MiHA HaliMeHyBaHHS peyenmom
MPODINAKTUK | mkr/0,5 mn (1 go3a | KOPMOPENLL MPOOAKT TECTIHI Benbris Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
M KNIWOBOIO | gnsa popocnux), no H CMEWH, C.J1.Y, Icnanis BMpO6HMKa (BK/TKOYaK0UK, 3a HEOOXIAHOCTI, Micue
EHUE®DANITY 0,5 mn cycneHsii y KOHTPO/b SIKOCTI: NpOBeAEHHS KOHTPO/IO AKOCTI), ab0 BNacHUka mactep-
KYNbTYPA/bH | nonepegHbo Mdpaiizep thaiina Ha A®l, abo noctavanbHuka APl/BnxigHoOro
A 3arnoBHeHOMY MeHo ek ypuHr mMartepiany/peareHTy/MpoMibKHOIo NPOAYKTY, WO
IHAKTUBOBAH | ogHopa3oBomy ABcTpis 'M6X, ABCTpis 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SKLLO 3a3HaYEHO y
A OYNLWEHA wnpuui; no 1 BVMPOGHMLTBO NPOAYKTY [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
COPBOBAHA Lwnpuwy y chopmi in bulk; BiANOBIAHOCTI EBponeiickkili hapmakonei y
TIKOBAK BKNafeHomy y HanoBHEHHS LUMPUL,B, 3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOT
MKYHIOP 6nictep; no 1 nakyBaHHs, [LOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAY€HO Y A0ChE) 3MiHa
BAKUWHA ANA | 6nictepy Ta MapKyBaHHs1, KOHTPO/1b HaliMeHyBaHHS NocTavasibHUKa Fifporeso atoMiHilo 3
MPO®ITAKTUK | OKpemolo rosikoro AKOCTI, BUMYCK Cepii: Brenntag Biosektor Ha Croda, Denmark. Tepmin
N KNILWOBOIO | y kapTOHHIl Mdpaiizep BBE/EHHS 3MiH - NpoTArom 6 micsuis nicns
EHUE®DANITY Kopobui 3 MeHo ek ypuHr 3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
KYNbTYPAJIbH | mapkyBaHHAM Benbris HB, benbris nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
A YKPaiHCbKO KOHTPO/b SKOCTI: iMnopTepa/3aMiHK, L0 CTOCYOTLCSA BUMYCKY cepii Ta
IHAKTUBOBAH | moBoOIO Ta 3 CI'C a6 CimoH CA, KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
A OYMLLEHA MapKyBaHHAM Benbris ab60 gofaBaHHA AiNbHULI, Ha AKill 34iACHIOETbCS
COPBOBAHA iHO3EMHOI0 MOBOIO KOHTPOb/BMNPOGYBaHHSA cepii) JofaBaHHS BUPOGHNYOT
3i CTUKEpPOM OiNbHWLI, Ha AKili 34iACHIOETLCS KOHTPO/b BMICTY
YKPaiHCbKOI antomiHito. 3anponoHosaHo: CI'C flaé CimoH CA / SGS
MOBOIO Lab Simon SA B'io Lema gto MoeT 10, BaBsp, Benbris /

Vieux Chemin du Poete 10, Wavre, 1301 Belgium.
TepMmiH BBEAlEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHK, LLLO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /iKapCbKoro 3acoby (3amiHa
abo gofaBaHHA OiNbHULI, Ha AKil 34iACHI0ETLCS
KOHTPONb/BMNPOGYBaHHSA cepii) JofaBaHHSA BUPOGHNYOT
OiNbHWLI, Ha AKil 34iACHIOETLCSA KOHTPO/b BMICTY
HaTpito. 3anponoHoBaHo: EYPO®IHC BIO®APMA
MPOOAKT TECTIHI CMEWVH, C.N1.Y / EUROFINS
BIOPHARMA PRODUCT TESTING SPAIN, S.L.U
C/Xozedy Apmxemi, 13-15, Ecnnyrac-ae-/lbobperar,
BapcenoHa, 08950, IcnaHis / C/Josep Argemi, 13-15,
Esplugues de Llobregat, Barcelona, 08950, Spain.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
noctayasibH1Ka nakyBasjbHUX MaTepiasiis abo
KOMMJIEKTYIOUMX (SIKLLLO 3a3HA4YeHO B AOCbE) (3aMiHa abo
[ofaBaHHA noctavanbHuka) JlofaBaHHS HOBOrO
nocTtavyasibHuka umniHapis wnpuua Schott. TepMi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

BBeEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa y 3aTBep)KeHOMY NPOTOKOAI
cTabinbHOCTI) 3MiHU Y 3aTBEPA)KEHOMY MPOTOKOI
cTabinbHOCTI Ta 3060B’sA3aHb LWOA0 CTabifIbHOCTI.
TepMmiH BBEAlEHHS 3MiH - NpOTArom 6 micsuis nicns
3arBepmxeHHs. 3miHu Il Tuny - 3miHu 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNIbHULI BUPOBGHULTBA 415
4YacTuHK abo BCbOro BUPOBGHNYOro NPoLEecy roToBOro
nikapcbKoro 3acoby ([inbHULSA, Ha SiKili NPOBOAATLCSA
6y fb-sIKi BUPOGHUYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
NPOBEEHHSA KOHTPOJIHO AKOCTi Ta BTOPUHHOIO
nakyBaHHS, /15 NikapCbK1X 3aco6iB
6i010r4YHOro/iMyHO/ONYHOrO MOXOKEHHSA ab0o
NiKapcbknx chopM KOMMJIEKCHOTO (CKMagHoro)
BMPOBHMYOro npouecy) 3aMiHa BUPOOHUYOI AiNbHULL
Bakctep Al, BigeHb, AscTpis / Baxter AG, Vienna,
Austria Ha MNdpaiizep MeHtohekuypuHr benbris HB,
Myypc, benbris / Pfizer Manufacturing Belgium NV,
Puurs, Belgium. sik AinbHWLO BiANOBIAA/IbHY 3a
BMPOGHMLITBO NPOoAyKTY Yy chopmi in bulk Ta HanoBHEHHSA
wnpuyis. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micALiB
nicns 3aTeepmkeHHs. 3MiHu Il Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHM y BUPOOHNLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO fikapCbkoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha KK 34iACHIOETLCS
KOHTPO/b AKOCTI/BMNPOGYBaHHS cepii ans
6i0N0riYHOro/iMyHO/IOMYHOrO JiKapCbKOro 3acoby, Ta
6yAb-AKOI AiTbHNL, Ha 5Kl 3aCTOCOBYETHCSA
6i0N0riYHNIA/iMyHONOrYHKI MEeTOA, BUNPOOYBaHHS)
3amiHa BMpo6HUYOI AinbHULi BakcTep Al, BigeHb,
ABcTpis / Baxter AG, Vienna, Austria, bakctep Al, OpT
aH gep [oHay, AscTpis / Baxter AG, Orth an der Donau,
Austria Ha Mdpaiizep MeHtodekuypuHr Benbrist HB,
Myypc, Benbrisa / Pfizer Manufacturing Belgium NV,
Puurs, Belgium. sk ginbHULIO BignoBiganbHy 3a
KOHTPO/Ib SIKOCTi NiKapCbKoro 3acoby. BUpo6HuK
Mdpaizep MeHrodekuypurHr ABCTpis Mm6x, OpT aH aep
[onay, AscTpisi / Pfizer Manufacturing Austria Gmbh,
Orth an der Donau, Austria NpoAoBX1Tb NPOBOANUTH
KOHTPO/T0 SIKOCTi (BUMPOOYBaHHS Ha CTabiNbHICTb).
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

329.

TOHINHAN®

Kpanni opasibHi, No
20 mn a6o 50 mn,
abo 100 mny
hnakoHi 3
KpanesibH1UM
fosaropowm; no 1
donakoHy y
KapTOHHiiA
ynakoBLi

Pixapa
BitTHep Al

ABCTpis

Pixapa bittHep Al

ABCTpis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoueci BupobHuutea AP (iHwi 3MiHN) BHECEHHS 3MiH
0o p.3.2.5.2.3 KoHTponb matepiasnis, a came —
A0faBaHHA A0AATKOBOrO MicLS 415 BUPOLLYBaHHS
pocnuHHoro matepiany Veratrum album (LUBeiuapis)
3aTtBepaxkeHo 3.2.S.2.3 KoHTponb Mmatepianis- Veratrum
album- Herbamed MoxogkeHHs Ta SKiCTb POCIMHHOI
CUPOBVHW 4719 BUPOBHMLITBA MATPUYHUX HACTOMOK
Bonrapis PymyHia 3anponoHoBaHo 3.2.S.2.3 KOHTpo/1b
marepianis- Veratrum album- Herbamed
MoxomKeHHs Ta AKICTb POC/IMHHOT CUPOBWHN A5
BMPOGHULITBA MaTPUYHKX HAcTook bonrapis PymyHis
LBeliuapis
3minu | TUny - 3MiHn 3 akocTi. CepTudikat
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€Bponelicbkiit hapmakonei/mMoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadpii ®Y abo €Bponeiicbkoi hapmMakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneuymdikauisx, nos'a3aHa 3i 3MiHamu B AdY,
abo €ponelicbkiin chapmakonei, abo iHLUIA HaLioHaNbHIl
hapmakonei gepxasu €C) MNMpuBeaeHHA cneumdikavii
aitoyoi pevosuHn Veratrum album D6 go Bumor GHP.
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudpikat BignosigHOCTI
€Bponelicbkin dhapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
[0 moHorpadii AdY abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3miHamu B J®Y,
abo €ponelicbkiin thapmakonei, abo iHLIA HaLioHabHIl
hapmakonei aepxasu €C) MNprBeaeHHs crneumdikavi
Aitoyoi peyouHM Camphora D2 o Bumor GHP

6e3
peyenma

UA/5009/01/01

330.

TONEKC

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 10
mr, no 10
Tabnetok y
6nictepi; no 3
6nictepn abo no 6
6nicTepiB y naui
3 KapTOoHY

TOB HB®
«MIKPOXIM»

Ykpaina

TOB HB®

«MIKPOXIM», YKpaiHa

(MpoBefeHHsa

BMNPo6yBaHb B pamkax

KOHTPOJIHO AKOCTI.
Pi3nYHI/XiIMIYHI
BUNPOGYBaHHS;

MpoBepeHHA

BUNPo6YBaHb B pamkax

KOHTPOJIH0 SKOCTI.
Mikpob6ionoriyHi Ta
6ionoriyHi
BUNPOOYBaHHS;

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBigas/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0Cco6U 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, KLL0 BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3AjiCHeHHs hapMakoHariaay (BK/IHakun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemu dhapmakoHarnagy) - 3miHa ynoBHOBaXeHOi

3a
peyerimom

UA/19610/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Bupo6Huyi onepadir) ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
[itoua pepakuis: Xyp6a Ninis BonognMupisHa.
MponoHoBaHa pefakuis: €scTpaToBa IpuHa IropisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6U
3asBHUKa, BiANOBIA&ILHOI 3a thapmakoHarnsag,. 3miHa
MiCLie3HaxoMKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iiiCHeHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy
331. | TOMNEKC TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | 3a UA/19610/01/02
NNiBKOBOO «MIKPOXIM» «MIKPOXIM», YKpaiHa My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060n0HKot0, No 20 (MposeaeHHsA thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
mr, no 10 BUNPOOYyBaHb B pamkax y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
TabneTok y KOHTPO/HO AKOCTI. (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
6nicTepi; no 3 Pi3nyHI/XiMiYHI hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
6nictepu abo no 6 BMMNPOGYBaHHS; BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
6nictepiB y nayui MpoBeaeHHs KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa as
3 KapTOHY BMNPo6yBaHb B pamkax 3[jiicHEHHs thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
KOHTPOJIH0 SIKOCTI. BiAMiHHa Bif, yNOBHOB&XeHOI 0cO6W, BiANOBIAA/IbHOI 32
Mikpob6ionoriyHi Ta 3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI
6ionorivHi [AaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-haiina
BMMNPOGYBaHHS; cuctemu chapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
Bupo6Huui onepadii) ocobu 3asiBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsaa.
[itoua pepakuis: Xyp6a Ninis BonognMupisHa.
MponoHoBaHa pepfakuis: €scTpaToBa IpuHa IropisHa.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT 0cobun
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs macTep-daiina cucremu
papmakoHarnsgy. 3miHa Micus 3iiiCHEHHs1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsagy
332. | TOPrABANIH Kancynu Teepai no ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/15969/01/02
150 150 mrno 4 dapmacbioTika dapmacstoTikanc ftg, TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE- peuenmom
Kancynuny ne Nty cepTudikaT BignoBigHOCTI €Bponeicbkiii
6nicTepi; no 3 thapmakonei/moHorpadii. NogaHHs HoBOro abo
6nictepn y OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUIYYEHHS
KapTOHHI cepTtudbikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:

ynakosui; no 10
Kancyn y énictepi;
no 3 6nictepuy
KapTOHHIiA
ynakoBLi

ona A®l; ana suxigHoro
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakoner
Ne R1-CEP 2015-337 - Rev 01 (3atBepaxeHo: R1-CEP
2015-337 - Rev 00) ans A®l nperabaniny Big BXe
3aTBepmxeHoro BupobHuka MSN Pharmachem Pvt. Ltd.,
India y 3B’s13Ky 3 BUNYYEHHAM BUPOGHMKA NPOMDKHOIO

NPOAYKTY.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
333. | TOPrABANIH Kancynu Teepai no ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15969/01/02
150 150 mr no 4 dapmachbioTika dapmacsbtoTikanc ftg, TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
kancynmy nc nta chapmakoHarnsgy. BeegeHHsa abo 3miHn o
6nictepi; no 3 y3araslbHeHUX faHux Npo cuctemy hapmakoHarnsgy
6nictepu y (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHIi hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
ynakosLi; no 10 BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapMmakoHarnsay;
Kancyn y énictepi; KOHTaKTHOI 0c0obu 3 hapmakoHarnsgy 3asBHuKa a5
no 3 6nictepu y 3pjificHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHA
KapTOHHiiA BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI 32
ynakosLi 3ailicHeHHs thapMakoHarnsay (BK/IHUaoUN KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemu chapmakoHarnagy) 3mMiHa KOHTakTHOI 0cobum
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis: Mr. Jigar
Jaswantsinh Jadeja. NMponoHoBaHa pegakuis:
Onyshchuk Liudmyla Valeriivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
hapmakoHarnag B Ykpaii.
334. | TOPrABANIH Kancynv TBepgi no ToppeHT IHAjs ToppeHT IHAjs BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15969/01/01
75 75 mr no 10 dapmacbioTika dapmacstoTikanc ftg, TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/IE- peuenmom
Kancyn y énictepi; nc ntg cepTudikaT BignoBigHOCTI €EBponeinchkiii
no 3 6nictepu y thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHilA OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
ynakoBLi cepTtucbikaTa BiANOBIAHOCTI E€Bponelickkii hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMDKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPIKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakoner
Ne R1-CEP 2015-337 - Rev 01 (3atBepxeHo: R1-CEP
2015-337 - Rev 00) ans A®l nperabaniny Big BXe
3aTBepmxeHoro BupobHuka MSN Pharmachem Pvt. Ltd.,
India y 3B’s13Ky 3 BUYYEHHAM BUPOGHMKA MPOMDKHOIO
NPOAYKTY.
335. | TOPrABANIH Kancynu Teepai no ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/15969/01/01
75 75 mr no 10 dapmacbioTika dapmacstoTikanc ftg, My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
Kancyn y énictepi; nc Nty thapmakoHarnsgy. BeegeHHs abo 3miHn go

no 3 6nictepu y
KapTOHHIlA
ynakoBLi

y3arasibHeHVX AaHuX Npo cucTemMy hapMakoHarnsay
(BBEAEHHS Y3ara/IbHEHUX AaHWX NPO cUCTeMy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0cO6Y 3 chapmakoHarnsgy 3asiBHuKa ans
3[jificHeHHs hapmakoHarnsay B YKpaiHi, K0 BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6W, BiANOBIAA/IbHOI 3a
3ailicHeHHs thapMakoHarnsay (BK/IHHaoUN KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHi macTep-ghaiina
cuctemu chapmakoHarnagy) 3mMiHa KOHTakTHOI 0cobum
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
chapmakoHarnag B Ykpaini. [itoua pegakuis: Mr. Jigar
Jaswantsinh Jadeja. NMponoHoBaHa pegakuis:
Onyshchuk Liudmyla Valeriivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
hapmakoHarnag B Ykpaii.
336. | TOPUAVN 10 TabneTku, BKpUTI ToppeHT IHgis ToppeHT IHgis BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3miHu 11 3a UA/13609/01/01
NNiBKOBOO dapmacbioTika dapmacstoTikanc ftg, My - 3MiHK 3 AKoCTi. ADl. BupobHMLTBO. 3MiHa peuenmom
060n0HkKot0, Mo 10 ne ity BMPOGHMKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy,
mr; no 10 LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHUYOMY npoueci AdI,
Tabnetok y ab0 3MiHa BUPOGHMKa (BKOYatouu, fe HeobxigHo, Micue
6nicTepi, no 3 npoBefeHHs KOHTPO/IO skocTi) AP (3a BigCyTHOCTI
6nictepu y cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei y
KapTOHHIlA 3aTBEpKEHOMY [0Cbe)(BBELEHHSA HOBOIO BUPOGHMKA
ynakoBLi A®I 3 HagaHHAM mMacTep-thaiina Ha A®l) BBeAEHHSA
[04aTKOBOro BUpo6Huka A®| JlepkaHignniHy
rigpoxnopugy. Aitova pegakuisn: Glenmark
Pharmaceuticals Limited, IHais NMponoHoBaHa pegakuis:
Glenmark Pharmaceuticals Limited, IHgisi; Torrent
Pharmaceuticals Ltd, IHais
337. | TOPUAUNN 20 TabneTku, BKpUTI ToppeHT IHAis ToppeHT IHAis BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasnis: 3miHu 11 3a UA/13609/01/02
NNiBKOBOO dPapmacbioTika dapmacsbtoTikasc ftg, Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO. 3MiHa peyenmom
060/10HKO10, M0 20 nc Nt BMPOBHUKA BMXiAHOTO/MPOMIXHOrO NpoAyKTy/peareHTy,
mr; no 10 LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY npoueci AP,
Tabnetok y abo 3miHa BUpoOHWKa (BKHOHaKUn, ae HeobxigHo, MicLe
6nictepi, no 3 npoBeAeHHs KOHTPOSo AkocTi) APl (3a BigcyTHOCTI
6nictepu y cepTudiikaTa BignoBiAHOCTI EBpoONeiichKiin hapmakonei y
KapTOHHIiA 3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
ynakoBLi A®I 3 HafaHHAM MacTep-haiina Ha A®l) BBEAEHHS
[04aTKoBOro BUpo6Huka AP NlepkaHignniHy
rigpoxnopugy. ditova pegakuia: Glenmark
Pharmaceuticals Limited, IHgjs MNponoHoBaHa pefakuis:
Glenmark Pharmaceuticals Limited, IHgisi; Torrent
Pharmaceuticals Ltd, IHgis
338. | TPAMALONY po3yuH ans AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/3408/01/01
NAPOXNOPUL, | iH'ekuiin 5 %, no 2 MRy - 3MiHK 3 AKocTi. ADI. KoHTponb AP (iHLWi 3MiHK) peyenmom

M/ B amnyni; no
10 amnyn y nauuj;
no 2 ma B amny ii;
no 5 amnyny
6nictepi; no 2
6nicTepy B nauuj

BHECEeHHS 3MiH 4o Cneumdikalii/MeToaiB BUNpobyBaHHS
A®| Tpamagony rigpoxnopug, 30KkpemMa: BUNyYeHHs
KOHTPOJI0 32 MOKa3HMKOM "Baxkki meTanin”. 3miHm | Tuny
- 3MiHu 3 sKocTi. A®I. KoHTponb A®I (iHLWi 3MiHK)
BHeCeHHs 3MiH g0 Cneumdikalii/MeToais BUNpobyBaHHsA
Ad| Tpamagony rigpoxaiopna 3a NoKasHUKOM
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

"Mikpob6ionoriyHa ymcToTa", 30KpemMa BUTyYEHHS
MOBHOIO OMUCY NPOBEAEHHS METOLMNKN; JONOBHEHHS
BiANOBIAHMM MOCWIAHHAM Ha Ailody pegakuiio Y.

3MiHu | TUny - 3MiHK 3 AkocTi. APL. KoHTposnb AP (iHLwi
3MiHW) BHECEHHSA 3MiH A0 Cneumndikauii/MeTogis
BMNpo6yBaHHA A®| Tpamagony rigpoxnopug, 3okpema:
BWU/TYYEHHS KOHTPOJIIO 38 NOKA3HWKOM "PO3UMHHICTL", Tak
AIK JaHUli NOKa3HKMK Mae pekoMeHaaLiiHmi xapakTep, Ta
He € 060B’A3KOBMM. 3MiHu | TUNY - 3MiHK 3 SKoCTi. ADI.
KoHTposib A®I (iHLWi 3MiHW) BHECEHHSA 3MiH 0
Cneuudpikauii/MeTogais BunpobysaHHsa A®| Tpamagony
riApOX10pnA, 30KpemMa: BUTyYEHHS KOHTPO/TIO 3a
NOKa3HUKOM "3a/IMLLKOBI KiNNbKOCTi OrpaHiyHnx
po3unHHuKiB ETunauerar, 1,4 - giokcaH". 3miHu | Tuny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTiI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BiAMoBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa syxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBUHYM (CepTuUdikaT BiAMNoBIgHOCTI EBpONechbkili
thapmakonei) - OHOBIeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MofgaHHA OHOBIEHOTO
cepTudikarta BignoBigHoOCTi EBponelickkili hapmakonet
Ne R1-CEP 2002-232-Rev 06 (R1-CEP 2002-232-Rev
05) gns gioyoi peyoBnHM Tpamagony rigpoxiopuz Big,
3aTBepaxeHoro BupobHrka SUN PHARMACEUTICAL
INDUSTRIES LIMITED. 3MmiHu | Tuny - 3miHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudpikat signosigHocTi
€Bponelicbkiit hapmakonei/mMoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii A®Y abo €Bponeiicbkoi hapMakoner,
abo iHWOi HauioHaslbHOI dhapmakonei gepxasu E€C (iHLWi
3MiHM) BHECEHHS 3MiH A0 Cneumdikauii/MeTogis
BMNpo6yBaHHA A®| Tpamasony rigpoxnopug, 3okpema
BBE/IEHHAM BU3HAYeHHs nokasHuka «baktepianbHi
€HA0TOKCMHM» ("paHnyHa KOHLEeHTpauis 6akTepiasbHUX
€HJO0TOKCUHIB Y cybcTaHLil cTaHoBUTbL 2,0 MO Ha 1 mr
(APY* 2,6,14, meToa A).

339.

TPEHAKCA

pO34MH Ans

iH exuili, 100
mr/mn; no 5 mn
abono 10 mn B
amnynax; no 1 aéo
no 5, a6o no 10

Makneogac
PapmacboThK
anc Nimiteq,

IHgis

NabiaHa
$apmaueBTikasic,
C.N1.Y., IcnaHis

IHpacTpia PapmaueBTika

laneHika CeHece
C.P.N., Itanis

Icnanis/
ITanisa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpPO6HMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
OiNbHULI BUPOBHULTBA /18 YacTHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AinbHMLA NS BTOPMHHOIO NakyBaHHS) BBEAEHHS

3a
peyenmom

UA/15269/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
amnyn B nopartkoBoro Bupo6bHuka INDUSTRIA FARMACEUTICA

YapyHKoBIl
ynakosui; no 1
YapyHKOBIl
ynakosLii B
KapTOHHI KopoobLi

GALENICA SENESE S.R.L., ltaly BignoBiganbHoro 3a
BTOpPWHHE nakyBaHHsA [/13. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOGHULTBI. 3amiHa

abo BBefleHHs A0AaTKOBOT AiNbHULI BUPOGHULTBA 415

YacTuHM abo BCbOro BUPOBGHNYOro NPOLECy roToBOro

nikapcbKoro 3acoby (AiNbHWUUSA 4151 NEPBUHHOMO
nakyBaHHs) BBEleHHA [A0AATKOBOrO BUPOOHUKA
INDUSTRIA FARMACEUTICA GALENICA SENESE

S.R.L., Italy BignoBiga/ibHOro 3a NepBMHHE NakyBaHHs
IN3. 3MiHn | Tuny - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkunii

3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS

[04aTKOBOT AiNbHULI BUPOBHULTBA [/151 YACTUHKN abo

BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKaPCbKOro
3ac00y (AinbHYLSA, Ha Sk NPoBOAATLCA Oy Ab-AKi
BMPOOHUYI cTagii, 3a BUHATKOM BUMNYCKY Cepii, KOHTPO/IO
AKOCTi Ta BTOPUHHOTO NakyBaHHA 4151 CTEPUBHUX
nikapcbkux 3acobiB (BKHOYAKUN BUPOGIEHI aCeNTUYHUM
MEeTOA0M), KPiM Nikapcbkmx 3acobiB
6i010r4YHOro/iMyHONOMNYHOTO MOXOMKEHHS) BBEAEHHS
popartkoBoro BupobHuka INDUSTRIA FARMACEUTICA

GALENICA SENESE S.R.L., Italy BignosiganbHoro 3a

BMPOOGHULTBO in bulk. 3MiHM | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHNLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta

KOHTPO/IO SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa
abo gopaBaHHA BUPOOHUKA, LLIO BiAMoBiga€e 3a BBE3EHHS

Ta/abo Bunyck cepii) - Bkiroyaroun
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHSA 404aTKOBOro

Bupo6Hmka INDUSTRIA FARMACEUTICA GALENICA

SENESE S.R.L., Italy BignoBigansHoro 3a Bunyck cepii

Ta KOHTPO/Ib AKOCTi /13 3aTBEpAKEHO:

Labiana Pharmaceuticals, S.L.U., Spain;
3anponoHoBaHo: Labiana Pharmaceuticals, S.L.U.,
Spain; INDUSTRIA FARMACEUTICA GALENICA

SENESE S.R.L., ltaly 3MiH1 BHECEHI B iHCTPYKLtO 415
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby y po3ginu

"BUpOGHMK", "MicLie3HaxomKeHHs BUPOGHUKa Ta 1 oro
agpeca MicLs NpoBaKEHHS AiS/IbHOCTI" 3 BiANOBIAHUMM

3MiHamM¥ B TEKCTi MapKyBaHHS ynakoBoK. 3MiHu | Tuny -

3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA FOTOBOrO
nikapcbKoro 3acoby, BKOUaUy NPOMiXKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCS NPW BUPOBGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOBHULTBA) BHECEHHS HE3HAYHUX 3MiH Y
BMPOBHMLUTBO rOTOBOIO iKAPCbKOro 3acoby, 30kpema: -




277

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHa TpPMBas10CTi BUPOBHNYOro NpoLLecy; - 3MiHa
TemMnepartypHOro pexvmMy npy 3anoBHEHHI BOAOH
€MHOCTI Nif, Yac NPUroTyBaHHS PO34unHY; - 3MiHa YMOB
cTepunisauii EMHOCTI Ans (PiNbTpyBaHHA Ta YMOB
CTepw/isayii roTOBOro Nikapcbkoro 3aco6y. 3MiHu | Tuny
- 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHM BUNPObYBaHb abo AONYCTUMMX
MeX, BCTAHOB/IEHMX Y crieumdikayisx, nig vac
BMPOGHMLITBA FOTOBOTO /iKAPCHLKOro 3aco6y (BUyYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci BUPOOHNLTBA)
BHECEHHS HE3HAYHWX 3MiH Y BUPOOHULITBO FOTOBOrO
NiKapCbKoro 3acoby, 30Kpema: BUK/TIOYEHHS npoLiecy
geniporeHisaLii NOPoOXHbLOI anMyJsn, OCKiIbKK 1X
OTPVMYIOTb AeniporeHizoBaHMMM Bif nocTavasibHUKa.
3MiHn | TURY - 3MiHK 3 aKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOIO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLil HOBUM NOKa3HUKOM 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHA) BHECEHHS 3MiH
80 3.2.P.7. Cuctema KoHTeliHep/3aKynopoBasibHUIA
3aci6, 30Kpema: AofaBaHHA HOBOTO MoKasHuKa
KOHTponto BE gnsa amnyn y 38'A3Ky i3 BBE4EHHAM HOBOIO
noctavanbHvika amnyn Luxenia Unbro Tiberina S.r.L.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
noctayasibH1Ka nakyBasibHUX MaTepiasiiB abo
KOMMNEKTYHOUUNX (SIKLLO 3a3HAYEHO B OCbE) (3amiHa abo
[ofaBaHHA nocTavasibHNKa) BBEAEHHS [0AATKOBOro
HOBOro noctavasibHuka amnyn Luxenia Unbro Tiberina
S.r.L.

340.

TPUTTIKO XR

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOI0,
MPOJIOHroBaHoI fji
no 300 mr; no 10
Tabnetok y
6nictepi; no 1 abo
no 2, abo no 3
6nictepu y
KapTOHHIW
ynakosLi; no 7
Tabnetok y
6nictepi; no 2 abo
no 4 6nictepu y
KapTOHHIlA
ynakoBLi

AsieHge Kimike
PiyHiTe
AHXeENiHI
PpaHyecko -
AK.P.A®. -
C.n.A.

ITanisa

AsieHge Kimike PiyHiTe
AHxeniHi dpaHuecko

AK.P.A®. C.nA.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoveci Bupo6HuUTBa A®| (He3HaUYHa 3MiHa Y 3aKpuTili
YyacTuHi mactep-chaiina Ha A®l) OHOBNEHHS 3aKpUTOI
yacTuHU macTep-hainny Ha A®| TpasogoHy
rigpoxnopuay Bupo6Huka AsieHae Kimike PiyHiTe
AnxeniHi ®paHuecko A.K.P.A.®. C.n.A,, Itania 3 Bepcii
nunHA 2018 go nunHa 2021 p., a caMe BHECEHHSA
He3HayHWX ONTMMI3aLiil B NpoLec BUPOGHMLTBA
NPOMKHOro npoAykTy 1,2,4-Tpnasono[4,3-a] nipnauH-
3(2H)-0auH, BUKOHAHOTO 30BHILLHIM NOCTa4Ya/IbHAKOM
AMI Organics. YcyHeHa neperoHka po3vynmHHUKa,
eTOoKCMeTaHosy, HanpuKiHLUi peakuii y cuHTesi 1,2,4-
Tpuasono[4,3-a] nipuanH-3(2H)-oauH.
3MiHu | TUNY - 3MiHK 3 AKoCTi. A®l. BUPO6GHULTBO. 3MiHK
B npoueci Bupo6HuuTea AP| (He3HayHa 3MiHa y 3aKpuTil

3a
peyerimom

UA/15577/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

yacTuHi MacTep-chaiina Ha A®l) OHOBNIEHHSI 3aKpUTOT
yacTuHK macTep-aiiny Ha A®| Tpa3ofoHy
rigpoxnopuay BMpo6Huka AsieHge Kimike PiyHiTe
AnxeniHi ®paHuecko A.K.P.A.®. C.n.A., ITanisa 3 Bepcii
nunHa 2018 go nunHa 2021 p., a came BHECEHHS
He3HayHVX ONTMMI3aLiil B NpoLec BUPOGHMLTBA
NPOMIXHOro NpoAaykTy 1,2,4-Tpnasonol4,3-a] nipnavH-
3(2H)-04u1H, BUKOHAHOIO 30BHILLHIM NOCTa4Ya/lbHUKOM
AMI Organics. Yac oxonogpkeHHs peakuiiiHoi macu 6yno
ONTMMI30BaHO | 3MEHLIEHO NPUBIN3HO Ha 2 TOANHN Y
cuHTesi 1,2,4-tpnasonol4,3-a] nipngun-3(2H)-oauH.
3MiHu | TMRY - 3MiHK 3 sKocTi. A®l. BUpo6HWULTBO. 3MiHN
B npoLieci BUpo6HMLUTBa AD| (He3HaYHa 3MiHa Y 3aKpuTili
yacTuHi MmacTep-ghaiina Ha A®l) OHOBNEHHS 3aKpUTOT
yacTuHu macTep-aiiny Ha A®| Tpa3ofoHy
rigpoxnopuay BMpo6Huka AsieHae Kimike PiyHiTe
AnxeniHi ®paHuecko A.K.P.A.®. C.n.A,, Itania 3 Bepcii
nunHA 2018 go nunHa 2021 p., a caMe BHECEHHSA
He3HayHWX ONTMMI3aLiil B NpoLec BUPOGHMLTBA
NPOMXHOro NnpoAykTy 1,2,4-Tpnasono[4,3-a] nipnavn-
3(2H)-0auH, BUKOHAHOTO 30BHILLHIM NOCTa4Ya/IbHAKOM
AMI Organics. [Ins oTpUMaHHs KiHLLeBOro NPoOMiHOro
NPOAYKTY AyXe BUCOKOT UnctoTun, Byno foaaHo cragito
ouvLLeHHs 3a gonomoroto NaOH, akTVBOBaHOro BYriNsA
Ta HCl y cuHtesi 1,2,4-tpnasono[4,3-a] nipugunH-3(2H)-
0AVH. 3MiHn | TUNY - 3MiHK 3 aKocTi. A®l. BUpo6bHMLTBO.
3miHu B npoueci BUpo6HuuTBa A®| (He3HauHa 3miHa y
3aKpuWTIil YacTuHI macTep-gpaiina Ha A®l) OHOBNEHHS
3aKpUTOI YacTUHU MacTep-taiiny Ha AD| TpazofoHy
rigpoxnopuay BMpo6Huka AsieHge Kimike PiyHiTe
AnxeniHi ®paHuecko A.K.P.A.®. C.n.A., ITanisa 3 Bepcii
nunHa 2018 go nunHa 2021 p., a came BHECEHHS
He3HayHVX ONTMMI3aLiil B NpoLec BUPOGHMLTBA
NPOMIXHOro NpoAaykTy 1,2,4-Tpnasonol4,3-a] nipnavH-
3(2H)-04u1H, BUKOHAHOIO 30BHILLHIM NOCTa4Ya/lbHUKOM
AMI Organics. [logaHy cipyaHy KUC/OTY SK KaTaniaTop
peakuii cuHTesy 1,2,4-tpnasonol4,3-a] nipuant-3(2H)-
oAuH. 3MiHu | TUny - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y BiANOBIAHICTb
[0 MoHorpadii dY abo EBponelicbkoi hapmakoner,
a60 iHWOT HalioHanbHOT hapmakonel aepxasu €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3aMiHO BUMOT
MoHorpadii APY abo iHwWoT HavlioHanbHOT hapmakonei
nepxasun €C Ha BUMOr MoHorpadii €Bponeiicbkoi
thapmakonei) 3MiHun y cneundikauii Ha A®| TpazofoHy
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rigpoxnopuay oas npuBefeHHs y BiANOBIAHICTb J0
BUMOr €, a came: 3a N. «Apperance» He3HauHi 3MiHK
BuMoOr (3anponoHoBaHo: White or almost white,
crystalline powder); 3miHun 3a n. «ldentification»
(BBegeHo «ldentification B» Ph. Eur. 2.3.1.); yTo4HEHO
BMMOrK 3a n. «pH»; BBeaeHo n. «Water» (i3
HOpMyBaHHAM maximum 0.5%); NoKasHWK AKOCTI
«Residue on ignition» 3amiHeHo Ha n. «Sulphated ash»
i3 BCTAHOB/IEHHSIM KPUTEPI MPUIAHATHOCTI maximum
0.1%; BUNy4eHO NoKasHWK AKoCTi «Heavy metals»; 3mMiHW
3a n. «Assay and Chromatographic purity»; BUny4eHHs
NOTEHLIOMETPUYHOrO aHasli3y Npu KilbKiCHOMY
BU3HayeHHi (in-house method) 3a HasBHOCTI Ph. Eur.
2.2.29. 3minu Il Tuny - 3MiHy 3 akocTi. AL, (iHLLi 3MiHK)
oHoBrieHHss ASMF Ha A®| Tpa3oaoHy rigpoxnopugy 3
Bepcii TpaBHa 2015 go nunHsA 2018 p. 3apeecTpoBaHOro
BMpo6HUKa AsieHae Kimike PiyHiTe AHxeniHi ®paHuyecko
AK.P.A®. C.nA, ITania

341.

TPOKCEBA3U
H®

kancynu no 300
mr, no 10 kancyny
6nicTepi; no 5 abo
no 10 6nictepiB y
KapTOHHI Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BankaHdapma-Pasrpas
AT

Bonrapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CeptudiikaTt BignosigHoCTI/IE-
cepTudikaT BifgnoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAMNoBIAHOCTI abo BUMYyYEHHS
cepTudikaTa BigNoBigHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmaxonei ana A®l/srxigHoro
marepiany/peareHTy/npoMikKHOro NpoaykTy abo
[OMOMIXHOT peyoBuHK) - HoBwWi cepTudikaT ans
BMXIAHOIO MaTepiany/peareHTy/MpoOMIKHOr0 NPoAyKTy
ab0 [ONOMIXHOT pevOBMHM Bif, HOBOTO abo Bxe
3aTBEPAXEHOr0 BUPOGHUKA - 3MiHa nogaHa y 3B'A3Ky i3
[04aBaHHAM HOBOrO BUPOOHYKA XeNaTMHOBMX Kancyn
ACG Europe d.o.0., Croatia, L0 BYKOPVCTOBYE XeNnaTuH,
AKICTb SIKOrO NiATBEPAXKYETLCA BignosigHUMm ME-
ceptudpikaTamu BignosigHocTi EP.

6e3
peyenma

UA/3368/02/01

342.

TPOKCEPYTUH

renb, 20 mr/r no
35 rrento y Ty6i;
no 1 1y6i y navuyi 3
KapToHYy

NAT
"Ximchapm3as
of "YepBoHa

3ipka”

YkpaiHa

MAT "Ximdpapm3sasog,
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHS TEKCTY
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a came BUy4YeHHs iHhopmai,
3a3Ha4eHoi pocCiiCbKoK MOBO. BBeAEHHS 3MiH
NPOTAroM 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS

6e3
peyenma

UA/3917/01/01

343.

TPYBAJA®

TabneTku, BKpUTI
M/1iBKOBOIO

lneap
CaliieHcu3 [HK.

CLIA

lneap CalieHcuns
AlieneHg HOC, IpnaHgis

Ipnangis/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TMNy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta

3a
peyenmom

UA/8375/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
060/10HKOI0, N0 (Bunyck cepiil, nepBUHHA hapmakoHarnagy (iHwi 3miHn). 3MiHWM BHECEHO [0
200 mr/300 wmr; no Ta BTOPVHHA ynaKoBKa, IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS NiKapCbKoro
30 TabneTtok y KOHTPO/b SKOCTI); 3acoby A0 posainy "Mob6iyHi peakyii” yTOUHEHHS Ta
dhnakoHi; no 1 Takepa M'mM6X, peparysaHHs iHpopmalii. BBeieHHS 3MiH NpOTArom 6-1u
chnakoHy B HimeuunHa MicsLiB NicNsA 3aTBEPA)KEHHSA
KapTOHHI KopoobLi (BUpO6HMLTBO,
nepBUHHA Ta BTOPYHHA
yrnakoBka, KOHTPO/1b
AKocTi); KataneHt
xepmaHi LWopHaopd
'm6X, HimeuyunHa
(nepBrHHa Ta BTOPUHHA
ynakoBka); MinmayHT
Xenckea fTa., IpnaHgis
(BTOpUHHA yrnakoBKa)
344. | TYTIHA pO34uH Ans Tynin a6 IHAis Crepun-[xeH Naiic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/8117/01/01
iH'ekuiin, 100 MpavisiT CaiieHcus (M) NTg, TMny - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
mr/M; no 5 mn B Nimiteq thapmakoHarnagy (iHwi 3MiHn). 3MiHa BHOCUTBCS A0
amnyni; no 5 po3ainy "MapkyBaHHs" MKA.
amnyn B I0TKY 3 OHOB/EHHA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
MBX; KOXeH N0ToK 3ac06y 3 BHECEHHAM iHhopMaL,ii WoA0 3a3HaYeHHs
B ynakoBL,i 3 OAVHWLb BUMIPIOBAHHSA Y cucteMi Sl. BBeeHHs 3MiH
KapToHy NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
345. | YPO/IECAH® Kancynu no 10 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | 6e3 UA/10393/01/01
Kancyn y énictepi; "Kuismegnpen "KuiBmegnpenapar” TUMy - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenma
no 4 6nictepu B apat" KOHTpOs1b AOMNOMDKHMUX PEYOBWH (iHLUI 3MiHW) 3MiHA
nauui Ha3BW BNPOGHYKa Karncys xenatuHoBux i3 «ACG Lukaps
d.0.0.», XopBaTifi Ha «ACG Europe d.0.0.», XopBarisi.
3aTtBepakeHo: «ACG Lukaps d.0.0.», XopBaris
3anponoHosaHo: «ACG Europe d.0.0.», XopBsartis. 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbKuMii 3aci6.
KOHTpO/1b AONOMDKHMX pEYOBMH. 3MiHa napaMeTpis
cneuudikaLin Ta/abo onycTUMUX MEX A5 [ONOMIKHOT
PEUOBUHM (3BY)XXEHHS AONYCTUMUX MEX)
3BY)XEHHS AONYCTUMUX MEX 3a MokasHuKoMm «CepegHs
Maca» B crieundikaw,ii BXifHOro KOHTPO/IKO LOMOMIXHOT
peyoBUHM Kancynu xxenatuHosi Anst BupobHuka «ACG
Europe d.0.0.», XopBaris
346. | YPO/IECAH® Kpanni opasibHi No MAT YkpaiHa MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/2727/02/01
25 Mn 'y donakoHi- "Tanuudapm” My - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y peyenma

KpanenbHuui, no 1
donakoHy-
KpanesnbHuLi B
nadui; no 25 mny
dhNakoHi-
KpanesnbHuL,
3aKpuTOMy

napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW)
BU/TyYEHHS iHchopmaL,ii LLoA0 NPOBeAEeHHs
BUMNPOOYBaHHSA 415 ineHTUdikauii KO)XHOro TapHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KPULLIKOIO 3 Micusa cybcTaHuii ETAHO/ (96%) 3 BignosigHYMu
KOHTpONEeM 3MiHamu B po3gin 3.2.S.2.3. KoHTponb matepianis ans
nepLLoro A®I XMESTHO WNLIOK EKCTPAKT PIAKWW, ekcTpakT
po3KpuTTS, no 1 pigkuii (cybcTaHuis). 3miHn | Tuny - 3miHn 3 skocTi. AdI.
hnakoHy- KoHTponb A®I. 3miHa y napameTpax cneuudikawii
KpanesnbHuLi B Ta/abo fonyCTMMUX MeX, BUSHAYEHNX Y cneumdikawisx
nauui Ha A®|, abo BUXiAHWI/MPOMIXHWIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®| (iHwwi
3MiHW) BUTyYEHHS iHchopMalii LLoA0 NpoBeaeHHS
BUNPOBYBaHHSA A5 ifeHTUIKaLil KOXXHOro TapHOro
micus cybctaHuii ETAHON (96%) 3 BignoBigH1MM
3miHamu B po3ain 3.2.S.2.3. KoHTponb matepianis ans
A®I MATEPVHKU TPABW EKCTPAKT PIAKUNA,
EeKCTPaKT pifkuii (cybcTaHuis).
347. | YPONNIECAH® Kpanni opasibHi in MNAT YkpaiHa MAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | - UA/9517/01/01
bulk: no 25 mny "Tanuudpapm" My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
chnakoHi- napameTpax cneuudikauii Ta/abo 4onycTUMnX Mex,
KpanesnbHuLi ; mo BM3HAYeHNX Y cneundikauisx Ha A®l, abo
88 chnakoHiB- BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
KpanenbHuLb y BMKOPWCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
KOpObi 3MiHN)
KapTOHHOMY; No BWIyYeHHs iHdhopmaLlii LLoA0 NpoBeAEHHS
25 Mn 'y donakoHi- BUMNPOOBYBaHHSA 415 ineHTUiKaLii KOXHOro TapHoOro
KpanesbHuL, micus cybctaHuii ETAHON (96%) 3 BignoBigH1MM
3aKpuTOMy 3MiHamu B po3gin 3.2.S.2.3. KoHTponb MaTepiasiis ans
KPULLIKOHO 3 A®I XMESIHO WNLOK EKCTPAKT PIAKWW, exkcTpakT
KOHTpONeM pigkuii (cybcTaHuis). 3miHn | Tuny - 3miHn 3 skocTi. AdI.
nepLuoro KoHTponb A®l. 3MiHa y napameTpax crneuudikadiii
po3KpuTTA, no 88 Ta/abo fonyCTMMMNX MEX, BUSHAYEHNX Y cneumdikauisx
chakoHiB- Ha A®|, abo BMXigAHWNIA/MPOMIXHWIA NpoAyKT/peareHT, Lo
KpanenbHuub y BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
KOpObi 3MiHW) BUTyYEHHS iHchopmalii LWoA0 NpoBeaeHHs
KapTOHHOMY BMNpoOyBaHHA 4115 iAeHTUdiKaLii KOKXHOro TapHoro
Micusa cybcTaHuii ETAHO/ (96%) 3 BignosigHvMu
3MiHamu B po3ain 3.2.S.2.3. KoHTponb matepianis ans
A®| MATEPUHKW TPABU EKCTPAKT PIAKAIA,
EeKCTPaKT piakuii (cybcTaHLis).
348. | ®EHTAHIN pO34uH Ans TOB Ykpaina BCi cTagii BUPO6HMLTBA, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/5185/01/01
iH'eku;jnn, 0,05 "XapkiBcbke KOHTPO/b AKOCTi, BUMYCK TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
Mmr/mn, no 2 mn thapmaueBTny cepit: y BUPOGHMLTBI. 3amiHa abo BBeAEHHS A04aTKOBOI
abo no 10 mn B He ToBapucTso 3 AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
amnyni; no 5 nignNpUeEMCTBO 06MeXeHOI0 BMPOBGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
amnyn y énictepi; "340poB'sa Bi4NOBIAANBLHICTIO (BinbHULSA, Ha SKI NPOBOAATLCS OYAb-SKi BUPOOHUYI
no 1 a6o 2, a6o 20 Hapogay" "XapkiBcbke cTagii, 3a BUHATKOM BUMYCKY cepii, KOHTPOO AKOCTi Ta
6nictepis y dhapmaveBTNyHe BTOPVHHOTO NakKyBaHHSA 4151 CTEPUIbHUX NiKapCbKNX

KOpoOLi 3 KapTOHY;
no 2 M1 B amnyi;

nignpuemMcTso "340p0B'A

Hapogay", YkpaiHa,

3aco6iB (BK/IOHAUM BUPOGIEeHi acenTuyHUM MeTOL0M),
KpiM NikapCbKnx 3aco6iB 6io10r4YHOro/iMyHOM0riYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

no 10 amnyny
6nictepi; no 1 abo
10 6nicTepiB y
KopobLi 3 KapTOHY

BCi cTagii BUpobHMUTBa,

KOHTPO/Ib SIKOCTI:

AKLjiOHepHe ToBapnCTBO
"lanuudchapm”, YkpaiHa

NOXOKEHHS) - BBEAEHHS [O0AATKOBOI AiNbHUL
BMPOGHULTBA /15 BCbOTO BUPOGHUYOTO LMKy, OKPIM
BUMYCKy cepii - AKLiOHepHe ToBapucTBO «[anmudapm».
3arBepakeHo: ToBapnCcTBO 3 0OMEXEHO
BiANOBIAALHICTIO «XapKiBCbKe hapMaleBTnyHe
nignpreMcTBO «3A0p0B'A Hapogy» 3anponoHOBaHO:
ToBapuCTBO 3 06MEXEHOI0 BiANOBIAA/TbHICTIO
«Xapkiscbke hapmaLleBTUUHe NiANPUEMCTBO «340pOB'SA
Hapopy» (BCi cTagji BUPOOHNLTBA, KOHTPO/Ib SKOCTI,
BUNYyCK cepii) AKUioHepHe ToBapucTBo «lanunydapm»
(BCi cTagii BUpO6GHMLTBA, KOHTPOb AKOCTI) CynyTHSA
3MiHa - 3MiHM 3 AKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS A04aTKOBOI
AiNbHUL BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOBGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(BiNbHUUA 4N BTOPUHHOIO nakyBaHHSA). 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo fAofaBaHHA AiNbHUL, Ha SKii
3[iICHIOETbCSA KOHTPO/IL/BUNPOBYBaHHS cepil) -
BBE/IEHHS1 A0AATKOBOI AifIbHUL BUPOOHULTBA, Ha SKilA
3[jACHIOETLCA KOHTPO/Ib cepil. 3aTBEPAXKEHO:
ToBaprCTBO 3 0OMEXEHOI0 BiAMOBIAA/IBLHICTIO
«XapkiBCcbke hapmalieBTUYHe MiAnpUeMCTBO «340pPOB's
Hapogy» 3anponoHoBaHo: TOBApUCTBO 3 06MEXEHOI0
BiANOBIAABHICTIO «XapKiBCbke hapMaueBTUYHe
nigNPUEMCTBO «300P0B'A Hapoay» (BCi cTagji
BVMPOGHMLTBA, KOHTPO/b SKOCTI, BUNYCK cepii)
AkuioHepHe ToBapucTBo «[lanuudapm» (BCi cTagii
BUPOBHULTBA, KOHTPO/Ib AKOCTI). 3MiHM | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3MiHa po3mipy cepil (BkIKOYatoumn dianasoH po3mipy
cepil) roToBOro nikapcbkoro 3acoby (36inbLieHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
BBEAEHHSA A0AATKOBOro po3mipy cepii 'N13.
3arBepmxeHo: 150 n (69767 amnyn Ta 14700 amnyn)
3anponoHoBaHo: 150 n1 (69767 amnyn Ta 14700 amnyn);
300 n (139534 amnyn). 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTpob rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnevmdikadiii
Ta/abo [OMYyCTVMUX MEX rOTOBOro /likapCbKoro 3acoby
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapisioro NokasHvKa, Takoro sik 3anax Ta cMak, abo
iaeHTndikauis 6apBHMKIB UM CMaKoBUX J06aBOK)) -
BWJTyUYEHHS NOKa3HMKa SIKOCTi «AHOMasIbHA TOKCUYHICTb>»
3i cneumdikauii Ta Mmetodis koHTpoto MN3. 3minm | Trny
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3Mipy
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KislbKOCTi
oAvHWUG (Hanpukniag TabneTok, amnyn ToLLOo) B
ynakoBLii:) - 3miHa y Aiana3oHi 3aTBepAKeHNX PO3MipiB
yNaKkoBKM - BBEA,EHHSA AOAATKOBUX BUAiB NakyBaHHA Ne
10 (10x1) y 6nicTepi y kopo6ui Ta Ne 100 (10x10) y
6nictepax y KopobLi. AONyCKaETLCS NPU NakyBaHHi
nikapcbKoro 3acoby B amny/u 3 KinbLem 3namy abo
TOYKOIO 3n1amy i Haciukol He BKNnagaTu ckapudikaTop
amnynbHWiA. BBeAEeHHS 3MiH NpOTArom 6-Tu micauiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHK
y Npoueci BUpO6HMLTBA rOTOBOIO JiKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXKHUIA NPOAYKT, WO 3aCTOCOBYETLCA
npy BUPOGHULITBI FOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y npoueci BUpOBHULTBA) - 3MiHN Y
npoveci BUpo6bHULTBA A4/15 HOBOI Ai/TbHUL BUPOOHMLTBA
AT «anunycapm» - BBeeHHA inbTpy rpy6oi
hinbTpavii 3 pelitHrom 1,0 Ha cTagii BUpobHULTBA
«®inbTpayis po3ynHy» Ta He3HauHi 3MiHW Ha iHLWKX
cTagisx, 06yMOB/EHI TEXHIYHUMUN XapaKTepucTmkamm
061agHaHHS.

349.

onyimyumn

TabneTkv wunyui
no 600 mr; no 2
TabneTkn y
6nicTepi; no 5
6nictepiB y
KapTOHHIW nayu,i

3am60H
C.M.A.

ITanis

3amb0oH CaiTuepnaHs
nra.

LlBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI €EBpoNenchkin hapmakonei:
onsa A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMKHOT
peyoBuMHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - MNogaHHS OHOBIEHOTO
cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakoner
Ne R1-CEP 1996-070-Rev 09 (3aTBepaxeHo: R1-CEP
1996-070-Rev 08) ana A®l aueTnnuncTeiny Bif Bxe
3aTBepxeHoro BupobHuka F.1.S. — Fabbrica Italiana
Sintetici S.p.A., ITanis; 3miHu | TMNy - 3MiHW 3 SKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikar BiANoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo oHOB/IeHOro cepTucpikata BignosigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelichKii
thapmakonei: ana Ad®l; ans BUxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 AONOMIKHOT

6e3
peyenma

UA/3083/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

350.

pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHMKA - [ofaHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponelichbkiin hapmakonel
Ne RO-CEP 2016-311-Rev 01 (3aTBepgxeHo: RO-CEP
2016-311-Rev 00) ana A®l aueTnnuumcTeiny Big BxXxe
3aTBEpAXEHOro BMpobHuka Zach System S.A., France;
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponeiickkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo oHOB/IEHOro cepTucpikata BignosigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 418 AONOMDKHOT
pevoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXEHOro BUPOBHMKA - [ofaHHA OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2016-311-Rev 00 gnia A®| auetnnumcreiHy
BiJl BXX€ 3aTBEpXeHOro BupobHuka Zach System S.A.,
France

351.

DOPTPAHC®

NMopoLUOK ANs
opasibHOro
po34unHy; no 73,69
I MOPOLLKY Y
nakeTuky; no 4
nakeTukn y
KapTOHHI Kopobui

INCEH
KOHCbIOME
P XE/ICKEA,
AKLiOHepHe
TOBapUCTBO
CNpOLLEHOro

mny

®paHuisa

BO®YP INCEH
IHOYCTPI

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BiAMoBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa ByxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI EBpONENChKIl
thapmakonei) - OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA. MoAaHHA OHOBIEHOTO
Ceptudpikaty EBp. ®apmakonei Ha cybcTaHuito Kanito
Xnopwug Bif yxe 3aTBep)KeHoro BUpobHuka, Bepcia R1-
CEP 2010-380-Rev 00 oHoBNto€eTLCA Ha Bepcito R1-CEP
2010-380-Rev 01. MonepeaHs Bepciss CEP nepernsHyta
y 3B'A3Ky 3i 3MiHOK Ha3BW BnacHuka CepTudikaty 3 K+S
KALI GMBH Ha K+S Minerals and Agriculture GMBH
(TiNbkv aAMiHICTpaTMBHA 3MiHA).

3a
peyerimom

UA/6620/01/01

XENNEKC®
AHTUKONA

Tabnetky; in bulk:
no 5000 TabneTtok
y noggiiHomy
nonieTuieHoBoMy
nakeTi B

KOHTeliHepi

Mosi Xenc
m6X

LLiBeruapi
2

Megiton

dapmacstoTikan /1Ta,.,

YropwuHa; Casa
Xenckea /114, IHAiA

YropwmHa/
IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchKil
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii oY abo €Bponeiicbkoi hapmakonei, abo

UA/9664/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
iHLWOT HaujioHanbHOT thapmakonel gepxasn €C (3MiHa y
cneuudikavisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLWIA HaLioHaNbHIi
thapmakonei gepxasu €C). BHeceHHs 3MiH f0
cneuudikauii Ha A®I napaueTamon A1s NpUBeAeHHs y
BiANOBiAHICTb A0 MoHorpadii Paracetamol Eur Ph/British
Pharmacopoeia.
352. | XE/TNEKC® Tabnetku; no 4 Mosi Xenc Lsenuapi Megiton YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/9824/01/01
AHTUKONA, Tabnetkn y M6X a dapmacsbtoTikan N14., IHgis Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lE- peyenma
6nictepi; no 1 YropumHa; CaBa cepTudikaT BignoBigHOCTI EBponeichkiii
6nictepy B Xenckea Jta, IHAis thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
KapTOHHI navw,; HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTb A0
no 4 Tabnetkn y MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
6nicTepi; no 1 iHLWOI HaujoHanbHOT thapmakonei aepxasu E€C (3miHa 'y
6nictepy B cneuudikayisix, noB'A3aHa 3i 3MiHamu B dY, abo
KapTOHHI nauv; €Bponelicbkii hapmakonei, abo iHLUii HalioHaNbHIl
no 10 na4ok y thapmakonei gepxasu €C). BHeceHHs 3MiH f0
rpynosii cneuudikauii Ha A®I napaueTamon 415 NpUBEAEHHS Y
KapTOHHIlA BiANOBIAHICTL A0 MOHOrpadii Paracetamol Eur Ph/British
ynakosLi; no 4 Pharmacopoeia.
Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI navw,;
no 20 navok y
rpynosiv
KapTOHHIiA
ynakosLi; no 10
TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauwy;
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHI navw,;
no 10 na4ok y
rpynosiv
KapTOHHIiA
ynakoBLi
353. | XE/MNEKC® Tabnetku in bulk: Mosi Xenc LLsenuapi Megiton YroplmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/9722/01/01
AHTUKONA DX | no 5000 TabneTok meX a dPapmacsbtoTikan J1ta,., IHAjA TMny - 3MiHK 3 AkocTi. CepTudikar BignosigHocTI/IE-

y noggiliHomy
nonieTnieHoBomMy
naketi B
KOHTEliHepi

YropuwmHa; Casa
Xenckea /ta, IHAis

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
iHLWOT HauioHasIbHOT thapmakoneil aepxasn €C (3MiHa y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
cneuudikayisix, NoB'A3aHa 3i 3MiHamu B JdY, abo
€Bponeiicbkili hapmakonei, abo iHLWiA HaLioHabHIl
hapmakonei gepxasun €C) BHeceHHs 3MiH J0
cneundikauii Ha A®| napauetamon ons NPUBELAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii Paracetamol Eur Ph/British
Pharmacopoeia.
354. | XE/MNEKC® Tabnetku no 4 Mosi Xenc LLseiuapi Megiton YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/9825/01/01
AHTUKONA DX | Tabnetkny v6X A dapmacsbtoTikan N14., IHAis Tuny - 3MiHK 3 akocTi. CepTudiikaTt BignosigHocCTI/IE- peyenma
6nicTepi; no 1 YropumHa; CaBa cepTudikaT BignoBigHOCTI EBponeinchkiii
6nictepy B Xenckea 114, IHAis thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
KapTOHHIN nauwy; HEOOXiAHICTIO NMPUBEAEHHS Y BiANOBIAHICTL A0
no 4 TabneTkn y MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
6nictepi; no 1 HLWOT HauioHanbHOT thapmakonei gepxasn €C (3MiHa y
6nictepy B cneuudikavisix, nos'asaHa 3i 3miHamu B dY, abo
KapTOHHI navw,; €Bponelicbkiin hapmakonei, abo iHLWIA HaLioHaNbHIl
no 10 nayok y thapmakonei fepxasu €C) BHECEHHS 3MiH A0
rpynosiv cneuudikauii Ha A®I napauetTamon 415 NpUBeAEHHs y
KapTOHHIiA BiANoBiAHICTL A0 MoHorpadii Paracetamol Eur Ph/British
ynakosLi; no 4 Pharmacopoeia.
TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauuy;
no 20 nayok y
rpynosii
KapTOHHIW
ynakosui; no 10
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHI nauw;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauwy;
no 10 nayok y
rpynosii
KapTOHHIW
YNaKoBLii
355. | XE/MMEKC® NMopoLUoK AN TOB "Mosi YkpaiHa BMPOGHMLITBO 3a NoBHUM |  LLiBeliuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/15354/01/01
AHTUKONA OpasIbHOT0 Xenc" umknom: Annekc ®apma ITanisa MRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCcbknin 3aci6. peyenma
HEO PO34unHy 3 CA, Weeiiyapis; KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
JIMMOHHMM nepBMHHE Ta BTOPUHHE MeToAax BUNPoGYBaHHSA rOTOBOrO JlikapCbKoro 3acoby

CMakoMm; no 4r
NMOpPOLLKY B calle;
no 10 cawe B
KapTOHHI/ Kopobui

nakysaHHs: Jlamn CaH
Mpocnepo CMNA, Itanis

(iHWi 3miHW) MprBeAEHHS METOAMKN BU3HAUYEHHS
CYNPOBIAHNX AOMILLOK Y METOAAX KOHTPOJIH AKOCTI
roTOBOrO NikapcbKoro 3acoby y BiANOBIAHICTb A0
martepianis peectpauiiiHoro gocbe(p. 3.2.P.5.2.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
AHaNITUYHI METOAMKM).
356. | XE/TNEKC® NMopoLUOK ANs TOB "Mosi YkpaiHa BMPOGHMLTBO 3a NOoBHUM | LLBenuapis/ BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 6e3 UA/15355/01/01
AHTUKONA, opasibHoro Xenc" uvknom: Annekc ®apma ITanisa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
HEO pO34unHy 3 CA, Weeiiyapis; KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
Ma/IMHOBUM nepBUHHE Ta BTOPUHHE MeToAax BUMPOGYyBaHHS rOTOBOIO JliKapCbKOro 3acoby
cMakom; no 4 r nakyBaHHs: Jlamn CaH (iHwWi 3miHW) MprBeAEHHS METOAMKN BU3HAYEHHS
NOPOLLKY B calle; Mpocnepo CMNA, Itanis CYNPOBIAHNX AOMILLOK Y METOAAaxX KOHTPOJIH AKOCTI
no 10 cawwe B rOTOBOrO /liKapCbKOro 3acoby y BifNOBIAHICTb A0
KapTOHHIA Kopoo6Li marepianis peecTpaduiiHoro gocke(p. 3.2.P.5.2.
AHaNITUYHI METOAUKN).
357. | XNOPrekcupa pO34uH Ans MPAT Ykpaina BiANOBIAaIbHNI 3a Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 6e3 UA/18022/01/01
NH 30BHILIHLOIO "®ITOPAPM BVMPOGHULTBO, NEPBUHHE TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma
3aCTOCYBaHHS, nakyBaHHS, KOHTPO b Ta/abo agpecu 3asBHUKa (BNacHVKa peecTpaLiiHoro
0,05% no 100 mn AIKOCTi Ta BUMYCK Cepii: noceigyeHHs) - 3miHa agpecu 3asBHUKa. 3MiHN BHECEHO
a6o 200 mny MPAT "®ITOPAPM", B IHCTPYKLUiO 47191 MeAMNYHOro 3aCTOCYBaHHS /iKapCbKOro
noniMepHux YKpaiHa; 3acoby y po3ain «MicLe3HaxoMKEeHHS 3asiBHUKa.
chnakoHax 3 BiANOBIAaIbHNI 3a TepMmiH BBefeHHS 3MiH NpoTArom 6 micauis nicns
Hacafkoto gns BUPOBHWLTBO, NEPBUHHE 3aTBEPAKEHHS
CNpsSIMOBaHOro nakyBaHHS Ta KOHTPO/b
BBE/leHHSA AKOCTI:
nikapcbKoro TOB "®apma Yepkac",
3acoby YkpaiHa
358. | LETNO® TabneTku, BKpUTI OPIrAHOCUVH OAE EBepTomxeH Navid IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/16176/01/01
N1iBKOBOIO NIAV®CAEHC CaeHcus Nimiteq, TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
060/10HKOI0, M0 5 N3 (E® 3ETI) Yy BUPOGHULTBI. 3MiHM BUNPOGYyBaHb abo A0NYyCTUMMX
mr, in bulk: no MeX, BCTaHOBJ/IEHWX Y creuudikauisx, nig vyac
1000 Tabnetok y BMPOGHULITBA rOTOBOTO NiKAPCLKOro 3acoby (BUYyYEHHS
NoABINHNX HEeCyTTEBOroO BMNPOOYBaHHSA B NPOLLECI BUPOOHNLITBA)
nonieTnIeHoBUX BU/TYYEHHSA HECYTTEBUX BUMPOOYBaHb NPOMIKHOIO
naketax KOHTPO/IO rOTOBOrO SliKapCbKOro 3acoby: - Ansa cragii
rpaHynsuii (Granulation), nigctagii nonepegHL0ro
3miwyBaHHA (Pre-Lubrication) BUny4Ya€eTbCs NOKa3HWK
«Onwue» (Description); - Ans cTagii rpaHynauii
(Granulation), nigctagii 3miwyBaHHs (Lubrication)
BUJTyHaETbCA NOKa3HNK «OAHOPIAHICTb cyMiwi» (Blend
Uniformity); - ans ctagjii npecysaHHsa (Compression)
BW/TyHaIOTbCA NOKa3HNKN «OAHOPIAHICTb [030BaHUX
oavHue» (Uniformity of Dosage Units), «KinbkicHe
BU3HAYEHHA» (Assay); - 415 cTagil noKpuTTA TabneTok
NNiBKOBOI 060/10HKOK (Coating) BUIyYaETbCS MOKA3HMK
«Po34nHeHHs» (Dissolution)
359. | LETNIO® TabneTku, BKpUTI OPIAHOCVH OAE EBepTomKeH Naiid IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/16177/01/01
MN/1iBKOBOIO NAVOCAEHC CaeHcus fimiTeq TMny - 3MiHK 3 SKOCTI. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
060/10HKOI0, N0 5 N3 (E® 3ET I) Y BUPOGHMLTBI. 3MiHM BUNPOGyBaHb abo AONyCTUMUX
Mmr, no 10 MeX, BCTAHOB/IEHMX Y crieumdikayisx, nig vac
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3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
Tabnetok y BMPOBOHULTBA rOTOBOrO NiKapCbKoro 3acoby (BU/IyYEHHS
6nicTepi; no 1 abo HecyTTEBOro BUNpobyBaHHA B NpoLEeci BUPO6HNLTBA)
no 3 6nictepu y BU/TyYEHHS HECYTTEBMX BUMPOOYBaHb NPOMKHOrO
KapTOHHI navwi KOHTPOJI0 FOTOBOrO NiKapCbKoro 3acoby: - Ans cragii
rpaHynsuii (Granulation), nigctagii nonepegHbLoro
3miwyBaHHSA (Pre-Lubrication) Buy4YaeTbCs NoKasHUK
«Onuc» (Description); - gna ctagii rpaHynauii
(Granulation), nigctagii 3miwysaHHs (Lubrication)
BUy4a€ETbCA MOKa3HMK «OAHOPIAHICTb cymiwi» (Blend
Uniformity); - gns ctagii npecysaHHa (Compression)
BUIyHalOTbCA NOKa3HWUKN «O4HOPIAHICTb 4030BaHMX
oavHuupk» (Uniformity of Dosage Units), «KinbkicHe
BU3HAUYEHHS» (Assay); - 415 CTafil MOKpUTTA TabneTok
nNiBkoBO 060/10HKOK0 (Coating) BUNYyYaETbCA NOKa3HMK
«Po34nHeHHs» (Dissolution)
360. | LE®DIKCUM- TabneTku, BKPUTI MicTtpan AHrnis ALC OOB®AP C.IN.A. ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/19614/01/01
BICTA NNiBKOBOO Kenitan TMny - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, MO MeHemXMeHT thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
400 mr, no 5 Nimiteq y3araslbHeHUX faHux Npo cuctemy hapmakoHarnsgy
TabneTok y (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
6nicTepi; no 1 abo hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
2 6nictepu B BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KapTOHHI Kopobui KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, YNOBHOBaXeHOI 0co6y, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MileHHi MacTep-thaiina
cucTemMy hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO!
0cobu 3asiBHMKA, BIANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy.
Litova pepakuisn: CoTHikoBa CaiTnaHa BikTopiBHa.
MponoHoBaHa pegakuis: Cipaxo Irop OnekcaHapoBuY.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy Ta oro Homepa.
3MiHa MicLA 3AiICHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy
361. | ULE®OPT NMopoLUoK AN AHTUBIOTUK PymyHis BTOPWHHE NakKyBaHHS, PymyHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/18819/01/01
pO34nHy Ans N CA TeCcTyBaHHS, BUNYyCcK KuTaii Tuny - 3MiHK WoAao 6e3nekn/eddeKTUBHOCTI Ta peyenmom

iH'ekUjn abo
iHpysiii no 1 r; no
1 a6o no 10
hnakoHiB y
KapTOHHI navw,i

cepii: AHTUBIOTUKN

CA, PymyHis;

BMPOBHULITBO KiHLLEBOro
npoaykTy, NepBrHHE Ta
BTOPVHHE MaKyBaHHS:

CiHodhapm XKutoH
(LeHbwkeH)

thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHuX Npo cucTemMy hapMakoHarnsay
(BBEAEHHS Y3ara/IbHEHUX AaHWX NPO cUCTeMy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0cO6Y 3 chapmakoHarnsgy 3asiBHuKa ans
3[jificHeHHs hapmakoHarnsay B YKpaiHi, K0 BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
dapmacbioTukan Ko., BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6W, BiANOBIAA/IbHOI 3a
Nita., Kutaii 3ailicHeHHs thapMakoHarnsay (BK/IHHaoUN KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cucTemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHMKa, BiANOBIAaIbHOI 3a hapmakoHarnsg,
[itoua pepakuis: Mihaela Mosnegutu. MponoHoBaHa
pepaxuis: Dr. Marius Cozma. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobu 3aBHUKA,
BignoBigasbHOI 3a hapmakoHarnsag B YkpaiHi.
[itoua pepakuis: Kupunisa ManvHa leopriisHa.
[MponoHoBaHa pegakuis: MinieHko Mapisi BaneHTUHIBHA.
362. | ULE®OPT NopoLUoK ANns AHTUBIOTUK PymyHis BTOPWHHE NakKyBaHHS, PymyHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18819/01/02
pO34uHy AN M CA TECTyBaHHS, BUMYCK Kuraii TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
iH'ekUjn abo cepii: AHTUBIOTUKN thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
iHpysiii no 2 1; no CA, PymyHis; y3araslbHeHUX faHux Npo cuctemy hapmakoHarnsgy
1 a6o no 10 BMPOGHULITBO KiHLLEBOTO (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
chnakoHiB y NpoAyKTy, NepBMNHHE Ta hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
KapTOHHI nauui BTOPWHHE NaKyBaHHS: BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
CiHodhapm XKutoH KOHTaKTHOI 0C06Y 3 chapmakoHarnsagy 3asBHuka anas
(LWeHbwkeH) 34jiCHeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
dapmacbioTukan Ko., BiAMiHHa Bif, YNOBHOBaXeHOI 0Cco6y, BignoBiganbHOI 3a
Nta., Kutai 3fificHeHHs hapmakoHarnsagy (BKIHOYaUy KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-caiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXeHOT
0cobu 3asBHMKa, BiANOBIA&IbHOI 3a hapmakoHarnsg,
[itoua pepakuis: Mihaela Mosnegutu. NMponoHoBaHa
pepakuis: Dr. Marius Cozma. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobuM 3aBHUKA,
BignoBigasbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pepakuis: Kupunisa ManvHa leopriisHa.
lMponoHoBaHa pegakuis: MinieHko Mapisi BaneHTUHiBHA.
363. | UE®OTASUANM | nopoluok ans AHTNGIOTUKM PymyHis AHTUBIOTUNKWN CA, PymyHisi/ BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/18721/01/01
pO34uHy Ans CA PymyHis (BTOprHHE Kutaii TMny - 3MiHM WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
iH'eKui abo nakyBaHHS, TECTyBaHHS chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo
iHcpysiii no 1 r; no Ta BUNyck cepir); y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
1 a6o no 10 CiHodhapm XKutoH (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hNakoHiB y (WeHbwkeH) hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
KapTOHHI navw,i dapmacsioTukan Ko., BiAANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
Nta., Kutai KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
(BUpO6HMLTBO, 34iiCHeHHSs chapmakoHarnagy B YKpaiHi, AKLL0 BoHa
nepBrHHE Ta BTOPUHHE BiAMiHHa Bif, yNOBHOBaXeHOI 0Cc0o6y, BignoBiganbHOI 3a
nakyBaHHs) 3fjificHeHHs chapmakoHarnsagy (BKIHOUaUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina
cuctemn dpapMakoHarnsgy). 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHKKA, BiANOBIA&/IbHOI 3a hapMakoHarnsg.
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n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
[itova pepakuis: Mihaela Mosnegutu. MNponoHoBaHa
pegaxuisi: Dr. Marius Cozma. 3MiHa KOHTaKTHUX SaHnX
YMOBHOBaXEHOT 0C06V 3a8BHWKa, BiANoBiga/IbHOT 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0Co6U 3aABHYKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YKpaiHi.
[itoua pepakuis: Kupunisa ManviHa leopriiBHa.
lMponoHoBaHa pefakuis: MinieHko Mapist BaneHTuHIBHA.
364. | UE®YPOKCUM | nopoluok ans MpuBatHe YkpaiHa MprBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/15365/01/01
po3unHy Ans akuioHepHe TOBapUCTBO "“Jlekxim- TUny - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN peyenmom
iH ekuili no 0,751 TOBapuCTBO Xapkis", YkpaiHa y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS A04aTKOBOI
no 1, 5 a6o 50 "Jlexkxim- (nakyBaHHs i3 chopmm in AiNbHULI BUpOBHMLTBA 419 YacTUHM abo BCbOro
chnakoHiB 3 Xapkis" bulk chipmun-Brpo6HMKa BMPOGHWYOro MPOLLeCy roTOBOrO JlikapCbKoro 3acoby
NOPOLLKOM Y Ksiny ®apmaveyTikan (BiNbHYLA AN BTOPUHHOMO NakyBaHHS) BBEEHHS
nauuj; abo no 1 Ko., NiTa., Kutaii) [04aTKOBOI BUPOBGHMYOT AiNbHULI BUPOBHMLTBA ANS
abo 5 chnakoHiB 3 TOB "Nlekxim-O6yxiB", BTOPUHHOrO nakyBaHHs /13 TOB «JlekxiM-O6yXxiB»,
NOPOLLKOM Y YKpaiHa YkpaiHa. 3MiHu | Tuny - 3miHK 3 AKocTi. FoToBWiA
6nicTepi, no 1 (nakyBaHHs i3 chopmm in nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
6nicTepy y navyj 3 bulk dhipmmn-Brpo6HMKa iMnopTepa/3aMiHK, L0 CTOCYOTLCSA BUMYCKY cepii Ta
KapToHy; 1 Ksiny ®apmaveyTikan KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
chnakoH 3 Ko., NiTa., Kntaii) abo gofaBaHHA BUPOOHUKA, LLIO BiAMNOBiga€E 3a BBE3EHHSA
nopoLukom Ta 1 Ta/abo BMnyck cepii) - Bknovatoun
amnyna 3 KOHTPONb/BUNPOBYBaHHSA cepil - BBEAEHHS A04ATKOBOI
PO3YMHHMKOM BMPO6HUYOI AinbHULi N3 TOB «Jlekxim-O6yxiB»,
(Boga ans iH'exuin YkpaiHa, BifnoBiganbHOI 3a KOHTPO/Ib Ta BUMYCK cepii.
no 10 mn) y 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
6nicTepi; no 1 CucTema KoHTelHep/3akynopioBasibHUIA 3aci6. 3miHa
6nicTepy y navyj 3 PO3Mipy YNakoBKy roTOBOro flikapcbkKoro 3acoby (iHuwi
KapToHy 3MiHuW) B 3B’A3Ky 3 BBEA,€HHSAM B fit0 HOBOI BUPOBHNYOT
AiNbHULI FPYNY KOMNAHIn BBOAATLCA AOAATKOBI BapiaHTy
ynakoBku Nel ta Ne5y 6nictepi gna M3
LIE®GYPOKCWM, nopoLlokK /18 pO34uHY ANst iH'eKLii no
0,75 r a6o no 1,5 r, 3 BigNOBIAHNMM 3MiHAMM B p.
«Ynakoska» MK#A /13
365. | LE®YPOKCUM | nopoluok ans MpuBatHe YkpaiHa MpuBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15365/01/02
PO34unHY 18 akuioHepHe TOBapUCTBO "J1eKXiM- MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA 3aci6. 3MiHN peyenmom
iHexkuii no 1,5t TOBapuCTBO Xapkis", YkpaiHa y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
no 1, 5 a6o 50 "Jlekxim- (nakyBaHHs i3 dhopmu in LiNbHUL BUPOBGHULITBA A/181 YACTUHN a0 BCbOro
pNakoHiB 3 Xapkis" bulk chipmmn-Bupo6HMKa BMPOBHMYOrO NPOLECy rOTOBOTO JiKaPCbKOro 3acoby
NOPOLLKOM Y Ksiny ®apmaveyTikas (BiNbHVLA AN BTOPUHHOMO NakyBaHHS) BBELEHHS
nadui, no 1 a6o 5 Ko., NiTa., Knutaid) [04aTKOBOT BUPOBHUYOI AiNbHULI BUPO6HULTBA A1
hnakoHiB 3 TOB "Nekxim-O6yxis", BTOPUHHOTrO nakyBaHHs 13 TOB «JlekximM-O6yXxiB»,
NOPOLLKOM Y Ykpaina YkpaiHa. 3miHun | Tuny - 3miHK 3 skocTi. [oToBWiA

6nictepi, no 1
6nictepy y nauu,i 3
KapTOHY

(nakyBaHHs i3 dhopmu in
bulk chipmmn-Brpo6HMKa
Ksiny ®apmaveyTikas
Ko., NiTa., Knutaid)

nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO fikapcbKoro 3acoby (3amiHa
ab0 fofaBaHHA BUPOGHMKA, L0 BiANOBIAA€E 3a BBE3EHHS
Ta/abo BMNycK cepii) - Bkaoyaroum
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n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KOHTPONb/BUNPOBYBaHHSA Cepil - BBEAEHHS A04ATKOBOI
BMPOGHUYOI AinbHULi N3 TOB «Jlekxim-O6yxiB»,
YkpaiHa, BifnoBiganbHOI 3a KOHTPO/Ib Ta BUMYCK cepii.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy YNakoBKy roTOBOro flikapcbKoro 3acoby (iHuwi
3MiHN) B 3B’A3Ky 3 BBEAEHHSIM B [iit0 HOBOI BUPOGHMYOT
AiNbHUL rpyny KOMNaHili BBOAATLCS AOAATKOBI BapiaHTy
ynakoBku Nel ta Ne5y 6nictepi gna M3
LIE®GYPOKCWM, nopoLlok A1 pO34uHy ANs iH'eKLii no
0,75 r a6o no 1,5 r, 3 BifNOBIAHUMMN 3MiHAMM B p.
«Ynakoska» MK#A /13
366. | LE®YPOKCUM | nopoluok ans My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/0565/01/01
-BX®3 pO34uHy AN akuioHepHe TOBapunCTBO "HaykoBo- IRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCcbkuin 3acib. peyenmom
iH'ekjn no 250 mr TOBapUCTBO BVMPOGHWYMNIA LEHTP CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
1 chnakoH 3 "HaykoBo- "BopLyariBCbKuiA XiMiko- napameTpiB cneuudikauiii Ta/abo AONYyCTUMUX MEX
MOPOLLKOM Yy mayLi BMPOGHNUNI thapmaLeBTUYHWI NepBUHHOT YNakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3 KapToHy; 5 LeHTp 3aBog" 3MiHM) 3MiHV B Cneuudikauii 4719 KOHTPO/IH0 NEPBUHHOIO
oNakoHiB 3 "BopLuariscbk nakyBasibHOro Matepiany «lpo6ka rymoBa», a came B
NMOPOLLKOM Y Wi XiMiKo- po3aini «lageHTudikalis» nokasHUK «ENacTuuHicTb
KaceTi; no 1 kaceTi | chapmaueBTuy mMarepiany» 3aMiHEHO Ha NOKa3HUK «AbcopbuiiHa
y neHani 3 HWi1 3aBoa" CNeKTPOoOTOMETPIS» i3 BHECEHHSAM BiNOBIAHNX 3MiH B
KapToHy METOAMKN KOHTPOSII0. YTOUYHEHHS [0 Ha3B MOKa3HWKIB

cneuudikayii: «30BHILLHIA BUrNS4» 3aMiHEHO Ha
«Onune», «3aranbHa 301a» 3aMiHEHO Ha «BmicT
3arasibHOT 30/11», «PeyoBUHM, L0 BiAHOB/IHOIOTbY
3aMiHeHO Ha «BigHOBHI peqyoBUHU», «CyXWil 3a/ILLIOK»
3aMiHeHO Ha «3a/ILLIOK MiC/1A BUNApOBaHHS».
PepakuiiHi npaBkn 4O METOAUKN KOHTPOSIO TECTY
«30BHILWHIN BUrNA4». 3MiHu | TUMY - 3MiHX 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa napameTpis
cneuudikauin Ta/abo AoNycTUMUX MEX NepPBUHHOT
yNaKoBKW rOTOBOrO NiKapCbKoro 3acoby (iHWi 3mMiHu) —
3MiHM B Cneuudikauii 4719 KOHTPO/IH0 NEPBUHHOIO
nakyBaslbHOro martepiany «[1pobka rymosa», a came
3MiHM [0 NepiognYHOCTI NPOBEAEHHS BUNPOGYBaHb:
BiAgnoBigHo Ao HactaHosm 3 AkocTi «/1IKAPCbKI
3ACOBW Cneuudikauii: KOHTPONBHI BUNPO6YBaHHA Ta
KpuUTepii NpuiAHATHOCTI» n. 5.1.2.1. TecTn cneuundikawii:
«laeHTudikauis», «Mpo3opicTb PO3UNHY S»,
«KonbopoBicTb po3unHy S», «KUcnoTHICTb abo
NYXHICTb», «ONTUYHA rYyCTUHA PEYOBUHN», «AMOHIt0
coni», «LIMHK, Wo ekcTparyeTbes», «Baxki metanu, wo
EKCTParylTbCsa», «3a/LLOK NiCA BUNAPOBYBAHHS»,
«J1eTki cynbaign» NPONOHYETLCA KOHTPOOBATM NepLLy
CEepit0 KOXHOIO POKY Bif KOXXHOTO BUPO6HMKA. 3MiHK |
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NNiKapCbKuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo JONyCTUMKX MEX
NepBMHHOT YNakoBKM rOTOBOTO MikapCbKoro 3acoby (iHLwi
3MiHW) 3MiHM B Cneundikauii g5 KOHTPOO NEPBUHHOIO
nakyBaJsIbHOro matepiasty «I1pobku rymMoBi», a came
3MiHM KpUTEPI0 NPUIAHATHOCTI NOKasHuKa «BmicT
3arasibHOi 30/1M». MeTog, aHani3y He 3MiHEHO.
3aTBeppkeHo lgeHTudikauisa -3aransbHa 3ona Big 43,7 %
00 49,5 % 3anponoHoBaHo |aeHTugikaLis BmicT
3arasibHOI 3011 Big, 42,10 % fo 46,10 % (1) 43,00 % fo
47,00 % (2). 3miHun | TUny - 3miHK 3 AKkocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
nocrayasibH1Ka nakyBasjibHUX MaTepiasiiB abo
KOMMNIEKTYIUNX (AKLLO 3a3HaYEHO B AOCHE) (BUTyUYEHHSN
nocTavanbHvKa) - BUTy4YeHHs iHchopmauii npo
HaliMeHyBaHHs1 MOCTa4Yas1bHUKIB NakKyBaslbHUX
mMartepianis.
367. | UE®PYPOKCUM | nopollok ans My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/0565/01/02
-BX®P3 po3unHy Ans akuioHepHe ToBapucTBo "HaykoBo- TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
iH'ekwjin no 750 mr TOBapuCTBO BVMPOGHWYMNIA LLEHTP CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
1 donakoH 3 "HaykoBo- "BopLyariBCbkunii XiMiko- napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
MOPOLLKOM Yy mayi BMPOGHUUNIA hapmaLeBTUYHNMI NepBUHHOT YMakoBKM FOTOBOTO MiKapCbKOro 3acoby (iHLwi
3 KapToHY; 5 LEeHTp 3aBog" 3MiHW) 3MiHK B Cneumdikadii 415 KOHTPOO NEePBUHHOIO
oNakoHiB 3 "BopLuariscbk nakyBaslbHOrO Matepiany «lpobka rymoBa», a came B
MOPOLLKOM y WiA XiMiKo- po3gini «lgeHTrdikauis» nokasHuk «EnacTuyHicTb
KacerTi; no 1 kaceTi | dhapmaueBTny maTepiasy» 3aMiHEHO Ha NokasHWK «AbcopbuiiiHa
y neHani 3 HWi1 3aBog" CNeKTPOohOTOMETPIS» i3 BHECEHHSAM Bi4NOBIAHNX 3MiH B
KapToHy; 1 METOAVKN KOHTPOSII0. YTOYHEHHS [0 Ha3B NMOKa3HUKIB
onakoH 3 cneuudikayii: «30BHILLHIA BUrNSA» 3aMiHEHO Ha
NMOPOLLKOM Y «Onuc», «3aranbHa 30n1a» 3aMiHEHO Ha «BMmicT
KOMMNIeKTi 3 3aranibHoOl 301M1», «Pe4y0oBUHM, LLO BiHOB/IOIOTb»
PO3YMHHUKOM 3aMiHeHO Ha «BigHOBHI peyoBUHNY, «CyXuii 3aUTMLLIOK»
(Boga gns 3aMiHEHO Ha «3a/IMLLOK NICAA BUNapoBaHHS».

iH'ekwji) Mo 5 mn
abo no 10 mn B
amnyni B navui 3
KapTOHHOIO
neperopojKoo

PepakuiiiHi npaBkn 4O METOAUKM KOHTPOSIIO TECTY
«30BHILLHIN BUrNAA». 3MiHU | TUNY - 3MiHU 3 SIKOCTI.
[oToBUIA nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasnbHWi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo goNycTUMUX MEX NePBUHHOT
yMakoBKM FOTOBOTO NiKapCbKoro 3acoby (iHLwi 3MiHK) —
3MiHM B Cneuudikauii 4719 KOHTPO/IH0 NEPBUHHOIO
nakyBasibHoro matepiany «lpo6ka rymosa», a came
3MiHV 40 NepioguYHOCTI MPOBEAEHHSA BUMPOOYBaHb:
BignoBigHo Ao HactaHoBwu 3 sikocTi «/TIIKAPCbKI
3ACOBW Cneuudikalii: KOHTPONbHI BUNPOBOYBaHHA Ta
KpuTepii NpuinHATHOCTI» N. 5.1.2.1. TecTn cneyndikauir:
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«lgeHTundikauis», «Mpo3opicTb PO3UNHY S»,
«Ko/1bopoBiCTb PO3UnHY S», «KMCNOTHICTL abo
NYXHICTb», «ONTUYHA YCTUHA PEYOBUHN», «AMOHI0
coni», «LIMHK, WO ekcTparyeTbes», «Baxkki metanu, wo
eKCTparyTbCs», «3a/IMLLOK NIC/1A BUNapOBYBaHHS,
«JleTki cynbian» NPONOHYETLCA KOHTPOJIIOBATY NepLuy
CEepito KOXHOIO POKY Bif, KOXHOIO BUPO6HMKA. 3MiHK |
TMny - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKN FOTOBOTO NiKAPCbKOro 3acoby (iHLwi
3MiHW) 3miHM B Cneuudikadii A1 KOHTPOSI0 NEPBUHHOIO
nakyBaJibHOro mMmatepiasy «I1po6bku ryMoBi», a came
3MiHW KpUTEPIt0 MPUIAHATHOCTI NoKa3HKKa «BMicT
3aranibHOi 30/1M». MeTog, aHasli3y He 3MiHEHO.
3arBepKeHo laeHTudikauisa -3aransbHa 3o0na Big 43,7 %
[0 49,5 % 3anponoHoBaHo |aeHTUdikavis Bmict
3arasibHOI 30711 Big, 42,10 % po 46,10 % (1) 43,00 % no
47,00 % (2). 3miHun | TNy - 3MiHK 3 AKkocTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HAYEHO B [0CbE) (BUYYEHHS
nocTavanbHvKa) - BUITy4YeHHs iHchopmauii npo
HaliMeHyBaHHs1 NoCTa4YasIbHUKIB NakKyBaslbHUX
marepianis.

368.

LE®YPOKCUM
-BX®3

MOPOLLIOK ANSA
pO34nHy Ans
iH'ekuinno1,5r1
chnakoH 3
NOPOLLKOM Y naui
3 KapTOHY; 5
chnakoHiB 3
NOPOLLKOM Y
KaceTi; no 1 kaceTi
y neHani 3
KapToOHyY

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUUNIA
LeHTp
"BopLuariBcbk
nii Ximiko-
thapmauesTuy
HWA 3aBog”

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVMPOGHWYMNIA LEHTP
"BopLyariBCbkuii XiMiko-
hapmaLeBTUYHNIA
3aBof”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoproBasibHMIA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
NepBMHHOT YNakoBKM rOTOBOMO MikapCbkoro 3acoby (iHLwi
3MiHW) 3MiHM B Cneuundikauii N5 KOHTPOO NEPBUHHOIO
nakyBaslIbHOro matepiasty «pobka rymoBa», a came B
po3zini «laeHTudikayis» nokasHUk «EnactuyHicTb
marepiany» 3aMiHEHO Ha NOKa3HUK «AbcopbuiiHa
CNeKTPohOTOMETPISA» i3 BHECEHHAM BifMOBIAHVX 3MiH B
METOAVKN KOHTPOSI0. YTOYHEHHS 40 HA3B NMOKa3HUKIB
cneumdikavii: «30BHILWLHIA BUrNAL» 3aMiHEHO Ha
«Onuc», «3arasibHa 30/1a» 3aMiHEHO Ha «BmicT
3arasibHOT 30/11», «PeyoBUHM, LLLO BiAHOB/IIOIOTbY
3aMiHEHO Ha «BigHOBHI pevoBNHN», «CyXUWil 3a/INLLIOK»
3aMiHeHO Ha «3a/ILLIOK MiC/1A BUNAPOBaHHS».
PepakuiiiHi npaBkn 4O METOAUKM KOHTPONIO TecTy
«30BHiLLHIV BArNAA». 3MiHK | TRy - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa napameTpis
cneumdikaLin Ta/abo AonycTMMMUX MeX NepBUHHOT

3a
peyenmom

UA/0565/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

yNaKkoBKW rOTOBOr0 NiKapcbKoro 3acoby (iHwWi 3miHu) —
3MiHM B Cneuudikauii 4719 KOHTPO/IH0 NEPBUHHOIO
nakyBasibHOro martepiany «[1pobka rymosa», a came
3MiHM [0 NepiognYHOCTI NPOBEAEHHS BUNPOGYBaHb:
BiAgnoBigHo Ao HactaHosu 3 AKocTi «/1IKAPCbKI
3ACOBW Cneuudikauii: KOHTPONbHI BUNPO6YBaHHA Ta
KpuTepii NpuiAHATHOCTI» n. 5.1.2.1. TecTn cneuundikadii:
«laeHTudikauis», «Mpo3opicTb PO3UNHY S»,
«KonbopoBicTb po3unHy S», «KUCnoTHICTL abo
NYXHICTb», «ONTUYHA rYyCTUHA PEYOBUHN», «AMOHIt0
coni», «LMHK, WO ekcTparyeTbes», «Baxki metanu, wo
EKCTParylTbCsa», «3aMLLOK NiCNA BUNAPOBYBAHHS»,
«J1eTki cynbign» NPONOHYETLCA KOHTPOOBATY NepLLy
CEepit0 KOXHOIO POKY Bif, KOXXHOIrO BUPO6HMKA. 3MiHK |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YMakoBKM FOTOBOTO MiKApCbKOro 3acoby (iHLwi
3MiHW) 3MiHK B Cneumdikauii 415 KOHTPOO NePBUHHOMO
nakyBasibHOro matepiasy «pobku ryMoBi», a came
3MiHM KpUTEPI0 MPUIAHATHOCTI NOKasHuka «BmicT
3arasibHOT 30NM». MeTog, aHanidy He 3MiHeHO.
3arBepmKeHo laeHTrdikauisa -3aransHa 3ona Big 43,7 %
00 49,5 % 3anponoHoBaHo |aeHTudikauis Bmict
3arasibHOT 3011 Big 42,10 % o 46,10 % (1) 43,00 % o
47,00 % (2). 3MiHun | TNy - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
noctayasibHuKa nakyBasibHUX MaTepiasiis abo
KOMMNIEKTYHOUNX (AKLLO 3a3HAYEHO B [JOChE) (BUTyUYEHHS
noctavanbHUKa) - BUIy4eHHs iHhopmauii npo
HaliMeHyBaHHs1 NoCcTa4asIbHUKIB NakKyBaslbHUX
MaTtepiais.

369.

LYKNO®OCDOA
MIA CAHOO3®

NOPOLUOK ANsi
PO34unHy Ans

iH ekt abo
iHpys3iii no 500 wmr;
no 1 a6o 2
chnakoHm 3
MOPOLUKOM Y
Kopobui

CaHpo3
dapmachbtoTika
n3 a.Aa.

CnoseHisi

BTOPUHHA YNaKoBKa,
KOHTPO/b Ta BUMYCK
cepii: EBEBE ®apma
lec.m.6.X. Hdpr. KT,
ABCTpIsi; BAPOOHULITBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHa
ynakoBka: [pkisiHrcy
XeHrpyi MegiuiH Ko.,
NTa., Kntaid; KoHTposb
cepii: YmdpopaHa /labop

AscTpisi/
Kutawn/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
BMpOGHMKa (BK/TKOYaKOUK, 3a HEOOXIAHOCTI, Micue
NpPOBeLEHHSI KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®Il, a6o noctavanbHuka API/BNxigHOro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOOHMKA HOBOT

dotop AHaITIK yHA, [L0MOMIKXHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE)
AyhTparcdopLuyHr YTO4YHEHO Ha3By Ta agpecy BUPOGHMKa AiH0H0T pevyoBuHY
'M6X&Ko.Kr, uvknodgpoccamigy, 6e3 3MiHM MicLA 3HAXOMKEHHS.

3a
peyenmom

UA/15802/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
HimeuuunHa; KOHTpob Takox gogaHo DUNS-number BUpo6HUYOT AiNbHUL
cepii: labop /IC CE & (GPS koopguHaTt AinbHUL He 3MiHWAncs). OHOBNEHO
Ko. KI', HimeuuunHa iHchopMmaLito MPO KOHTaKTHY 0C06Yy BUPOGHYMKA AjitoHOoi
PEYOBYHN.
370. | LMNPAMIN TabneTku, BKpUTI Nynpabek NaHis EypodpiHc Biochapma NaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3minu || 3a UA/2210/01/02
N/1iBKOBOIO Ekcnopt A/C MpopakT TecTiHr TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, M0 20 JeHmapk A/C, faHis thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO A0
mr; no 14 (BunNpobyBaHHs 3a IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS /iKapCbKoro
Tabnetok y NMOKa3HUKOM 3acoby A0 po3ainis "B3aeMogis 3 iHLIMMUY NiKapCbKUMun
6nictepi; no 2 "MiKpobionoriyHa 3aco6amu Ta iHWi BUuamM B3aemogiii" Ta "OcobnmnBocCTi
6nicTepu B ynctoTa"); X. Jlyngbek 3acTocyBaHHsA" BifMoBigHO A0 OHOBMEHOI iHthopmauii 3
KapTOHHIA Kopoo6Li AIC, NaHis 6e3Mnekn 3acTocyBaHHS /iKapCbKOro 3acooy.
(BUPOGHULTBO
Hepo3acoBaHoro
NpPoOAYyKTY , NEPBUHHE Ta
BTOPVHHE MaKyBaHHS,
BWMYCK Cepii)
371. | UATO3AP® niodbinizat ans Mdpaiizep IHK CLWA BVMPOGHULTBO, NEPBUHHE ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3MiHu | 3a UA/4840/01/02
pO34nHy Ans nakyBaHHs1, BTOPUHHE T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyernmom
iH'ekuin no 100 wr; nakyBaHHs1, KOHTPOJ1b CTabinbHiCTb. 3MiHa y TepMiHax NpuAaTHOCTI abo
1 chnakoH 3 SAKOCTI, BUMYCK cepii, yMoBax 36epiraHHsi rOTOBOrO JlikapCbKoro 3acoby
niogpinizatom Ta 1 BMNPOBYBaHHA Ha (36iNbLUEHHSA TEepMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
amnyna 3 CTabiNbHICTb: 3acoby) - 1519 TOpProBoi ynakoBku (MiATBEPAKYETHCA
PO3YNHHNKOM Kopgen ®apma JlatiHa [aHUMKU peasibHOro Yacy) 36iNbLUeHHS TepMiHy
(cnmpt C.n.A., ITanis NpWAATHOCTI FOTOBOIO /iKAPCLKOr0 3ac06y Ha OCHOBI
6eH3un1oBuiA, Boga BVMPOGHWLTBO, NEPBUHHE NO3UTUBHUX Pe3yNbTaTiB AOBrOCTPOKOBUX JOCAIAKEHD
Ans iH'exuii) no 5 nakyBaHHs Ta CTabiNbHOCTI Y peasibHOMY Yaci: 3aTBeppKeHo: TepMiH
M/1 Y KapTOHHiIlA KOHTPO/IbHE npuAATHOCTI: 3 poKM 3anponoHoBaHo: TepMiH
Kopoobui BMNPOGYBaHHSA npuaaTHOCTI: 4 poky 3MiHN BHECEHO B IHCTPYKLilO ANA
PO3UMHHYKA: MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby y po3gin
Anbacirma C.n.A., «TepMmiH npugatHocTi» (no 100 mr). BBeAeHHS 3MiH
ITanisa NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPAXKEHHS
372. | UATPAMOH-M Tabnetkv no 6 NAT YkpaiHa MAT "Ximchapm3asop, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/8592/01/01
TabneTtok y "Ximchapm3sas "UepBoHa 3ipka" TMny - 3MiHKN WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
6nicTepi; no 10 o, "YepBoHa thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
Tabnetok y 3ipka” MapKyBaHHS BTOPVHHOI YNakoBKW JlikapcbKoro 3acoby, a
6nicTepi; no 6 came BW/TyYeHHst iHhopmalii, 3a3Ha4eHOT poCiliCbKoo
Tabnetok y MOBOI0. BBEIeHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
6nicTepi, no 1 3aTBEPMKEHHSA
6nictepy B naui;
no 10 Tabnetok y
6nictepi; no 1 abo
no 10 6nicTepis B
naywi
373. | UMUHY EKCTPaKT Cyxuii MAT YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | - UA/13551/01/01
MNILWAHOIro (cybeTaHuis) y "Tanmudpapm” TMNy - 3MiHK 3 AKoCTi. A®Il. KoHTposib A®I. 3miHa y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
KBITIB MiLLKax napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
EKCTPAKT nonieTuIeHoBMX BM3HaUYeHUx y cneyndikauisx Ha A®l, abo
CYXUA Ans BUpobHMLTBa BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
HecTepusIbHUX BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLi
nikapcbknx goopm 3MiHW) - BHECEHHS 3MiH 10 MaTepiasiB peecTpauiiHoro
[0CbE NiKapcbKoro 3acoby LiMuHy niwaHoro KBiTis
EKCTPaKT Cyxuii, eKCTPaKT cyxuii (CybcTaHLis), po3ain
3.2.5.2.3. KoHTponb matepianis, nos’a3aHe 3
HeOobXiAHICTIO BUTyYeHHS iHhopMaL,i LLoA0 NPOBeAEHHS
BUNPOBYBaHHSA A5 ifeHTUIKaLil KOXXHOro TapHOro
micusa ans cybctaHuin ETAHON (96%)
374. | Annul onisa onis (cybcTaHuis) MNAT YkpaiHa MAT "Tannucapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/12797/01/01
(Anunul onisa B 6oukax "Tanuudgapm" TMny - 3MiHK 3 AKoCTi. A®l. BUpoObHMLTBO. 3MiHV B
E®IPHA) n1acTUKOBUX oA npoueci BupobHuuTBa A®| (He3HayHa 3miHa y Nnpoueci

BMPO6HULITBA
HecTepuIbHMUX
nNikapcbknx hopm

BMpPOGHMLTBA ADI)

- 3miHa Tuny IA, B.l.a.2. 3MiHK B npoueci BUPOBGHULITBA
A®| a) He3HauyHa 3miHa y npoLieci BupobHuuTea AdI -
BHECEHHS 3MiH Y npoueci BupobHuuTea APl nos'asaHo i3
BBEEHHSIM aflbTEPHATMBHOIO CNocoby inbTpaLi
Anuui onis, cybeTaHLis, a caMe BUKOPUCTaHHA CXeMu
hinbTpavii yepes cuctemy mileyHux inbTpiB rpy6oi Ta
TOHKOT hi/ibTpauil B N1acTUKOBI EMHOCTI, 3aMiCTb
inbTpauii yepes kapToHHi inbTpm K-200 Ta KS-80 .

B.o. I'enepanbHOro gupexKropa

dapMaLeBTUYHOI0 AUPEKTOpPaTy

IBaH 3SAABOPHUX
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