MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

05 mucromnaga 2026 poky Ne 1745

IIpo pep>kaBHY peecTpariii0 (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJHYHHX
iMyHOOio/10riuHNX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliiiHUX MaTepiasiiB

BignosigHo o crarti 9 3akoHy YkpaiHu «IIpo mikapchkKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsiaky [mepskaBHOI peectpariii (TiepepeecTpariii) JiKapCbKUX 3aco0iB,
3aTBEp/PKeHOr0 MocTaHoBoto KabiHety MiHicTpiB Ykpainu Big 26 TpaBHs 2005 poky
Ne 376 (B pepakuii nmoctaHoBu KabiHety MinicTpiB Ykpainu Bij 26 kBiTHs 2024
poky Ne 529), a63aily ABaflATh M’STOr0 MiAMYHKTY 12 myHKTY 4 ITo/oKeHHS Mpo
MiHicTepcTBO OXOPOHHM 370pOB’s YKpaiHH, 3aTBep/pkeHoro rocraHoBor KabiHery
MinictpiB Ykpainu Bim 25 Gepesns 2015 poxy Ne 267 (B pejakiiii MOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunsg 2020 poxy Ne 90), Ha mizcrasi
pe3y/bTaTiB eKCIIePTH3 PeecTpalliiHuX MarepiaiiB TiKapchKUX 3aco0iB (MeauuHMX
iMmyHoOio/loriuAMX  mperapariB), 110 TIOflaHi Ha [Iep)KaBHY  peeCTpariifo
(mepepeecTpaliito) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TpOBeeHUX
Jlep>KaBHUM  TIANPUEMCTBOM  «Jlep>)KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOpPOHM 3/I0POB’S] YKpaiHW», BHUCHOBKIiB I1[0/[0 e(heKTHBHOCTI, 0Oe3rmeuHoCTi Ta
AKOCTI, I[OAO0 eKCIIepTHOI OLIHKM CITiBBIJHOIIIEHHSI KOPUCTh/PU3UK JIiIKApChKOTO
3aco0y, 10 TIPOTIOHYETHCS [0 [JepkKaBHOI peectpalii (miepepeecTtpariii), I0Z0
BHECEHHsI 3MiH /10 peecTpalliiHiX MaTepialiB Ta peKOMeHZaIlil JiKapchbKoro 3acoby
70 Jep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpalliiHuX
MarepiasniB, 10 HaJiUIUM A0 MiHiCTepCcTBa OXOPOHU 3[0POB’ST YKpaiHU JIUCTOM
Jlep>KaBHOTO TTiAMPUEMCTBA «/lep>KaBHUM eKCIepTHUH LjeHTp MiHicTepCcTBa OXOPOHU
310pOB’s YKpaiHu» Bif 29 »koBTHs 2026 poky Ne 4622/22.2-26,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiUHI TIperapaTy) Ta
BHECTH ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rifHO 3 AogaTkoM 1.

2. TlepepeecTpyBaty JiKapchKi 3acobu (MezuuHi iMyHOOi0/IOTiUHI TTperiapaTh)
Ta BHECTH 70 [lep>KaBHOT'O peeCTPY JiKapChKUX 3ac00iB 3rifHO 3 HOJaTKOM 2.



2

3. BHecTu 3miHM [0 peecTpalliiHUX MaTepiaiB Ha JIiKapChKi 3acobu (MeauuHi
iMmyHobionoriuni rperapatu) Ta Jlep>kaBHOTO PeECTPY JMiKapChbKHUX 3acobiB 3rifgHO 3
JI0IaTKOM 3.

4. BigmoBUTH y Jep)kaBHill peecTpaliii/mepepeectpatiii giKapcbKux 3acobiB
(MeauuHUX iMyHOOIONOTiUHMX TIperapariB) Ta BHECEHHi 3MiH /0 peecTpalfiiHuX
MaTepiasiB Ta [Jep;kaBHOT0 peecTpy JliKapChbKUX 3aCc00iB 3TiJJHO 3 10IaTKOM 4.

5. ®apmaiieBTMuHoMy yripaBiiHHIO (Onekcanzapy I'piljeHKy) 3a0e3reunTH
OTIPU/TFOJHEHHSI 1[bOTO HakKa3y Ha odilliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH
3710pOB’ YKpaiHu.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOT'O HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
€sreHida ['oHuapa.

3actynauk MiHicTpa

3 NUTaHb M(PPoOBOro po3BUTKY,

mppoBux TpaHchopmanin

i nudposizanii Mapis KAPYEBUY



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), fIKI
BHOCATBHCHA 1O AEPKABHOI'O PEECTPY JIIKAPCBbKHUX 3ACOBIB

Moaarox 1
J0 Haka3y MiHicTepcTBa 0X0poHH

380poB’s YKpainu «IIpo gepxaBHy
peecTpaniio (mepepeecTpani) JiKapCcbKUX
3aco6iB (MeguUHKX iMyHOGi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»

Big 05 smcronaga 2026 poky Ne 1745

Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n | nikapcbkoe2 00Ha diroyoi | ATX BuUrnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Herame | pe4yosu (nikapcbka Ka a nocsio4yeHHs
HmoBaH HU chopma,
a ynakoska)
Hassa*
1. | APIMETIC® | aripipraz | apuninp NO5 | Tabnetku no 10 3AT Yropm 3AT YropwuHa PeecTpaujsa Ha 5 poki 3a He UA/21500/01/01
ole ason AX1 | wmr;no 14 dPapmaues Ha PapmavesTny peyenmom | nions2ae
2 Tabnetoky TUYHWI HWI1 3aBOS, Pestome nnaHy ynpas/iiHHA pusmkamu
6nictepi; no 4 3aBo/ Eric Bepcia 5.1 goaaetbes. MepiognyHiCTb
6nictepn y ETIC nogaHHA perynspHo OHOB/THOBAHOIO
KapTOHHif 3BiTYy 3 6e3neku, BignoBigHO A0
Kopoobui Mopsaaky 34iACHEHHS
hapmakoHarnsagy, 3aTsepmkeHoro
Haka3oM MiHicTepcTBa 0OXOPOHM
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HaYeHMmn y
nepioANYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku.
2. | APIMETIC® | aripipraz | apuninp | NO5 | Tabnetku no 15 3AT Yropuu 3AT YropuwuHa PeecTpauis Ha 5 pokis 3a He UA/21500/01/02




Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*
ole ason AX1 | wmr;no 14 dapmaves Ha dapmaLeBTny peyenmom niosisieae
2 TabneTtoky TUYHWIA HWiA 3aBof, Pestome nnaHy ynpas/iHHA pusnkamu
6nicTepi; no 4 3aBoj EriC Bepcis 5.1 goaaetbcs. MepiognyHiCTb
6nictepu y Eric nogaHHA perynsapHo OHOB/1OBAHOTO
KapTOHHii 3BiTYy 3 6e3neku, BignoBigHO A0
Kopoo6ui Mopsiaky 34iiCHEHHS
thapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0OXOPOHM
3[0pOB’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainum 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
370pOB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHA perynspHmux
3BITIB 3 6e3neku.
3. | TPENOTIK ticagrelo | Tukarpe BO1 | Tabnetkw, BkpuTti | ToBapucT | YkpaiHa BMPOOHULTBO peuis peecTpauis Ha 5 pokis 3a He UA/21501/01/01
r nop AC2 | 060/0HKOI0, NO BO 3 roToBOro peuyenmom | nidssizae
4 90 wr, no 14 06MexeHo nNpoAaykTy, Pestome MYP Bepcis 0.1 gogaeTbes.
TabneTtoky 10 nepBuHHe Ta MepiognyHICTb NOAAHHS PerynsipHo
6nictepi; no 1 Bignosiga BTOPVHHE OHOB/IOBAHOrO 3BiTY 3 6e3neku,
abo 4 6nictepn JBHICTIO nakyBaHHs, BiANOBIAHO A0 MNopsAaky 34iNCHEHHS
B nauui "®apmaue BUNYCK cepil, thapmakoHarnagy, 3aTBepakeHoro
BTUYHA KOHTPO/1b Haka3oM MiHicTepcTBa OXOPOHM
KOMnaHis AKOCTI: 300pOB’A YKpaiHu Big 27 rpyaHa 2006
"Biona" Padapm A.T. poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
370pOB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO
3i CTpOKamMm, 3a3Ha4eHUMmn y
nepiognMYHOCTI NOAaHHSA PerynspHmux
3BITIB 3 6e3neKu.
4. | AUMETUN dimethyl | gumeTn LO4 Kancynm Aypo6iHa0 IHais BignosigansH ManbTta/ PeecTtpauisa Ha 5 poki 3a He UA/21502/01/01
DYMAPAT fumarate | ndymap | AXO | ractpopesuncteH Papma i 3a BUMycK IHAisA peyenmom | nions2ae
at 7 THi TBepai 240 nTp cepii: Pe3slomMe nnaHy ynpas/iiHHA pusmkamu
Mr o 14 kancyn Al CeichT Bepcia 0.1 goaaetbes. MepioanyHiCTb
y 6nicTepi, no 4 Cepsices NoJaHHsA perysisipHO OHOB/IIOBAHOIO
6nictepn y (ManbTa) 3BiTY 3 6e3neku, BignoBigHO A0




Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*
KapTOHHil Nimites, Mopsaaky 34iACHEeHHS
ynakoBLi ManbTa,; hapmakoHarnsagy, 3aTsepakeHoro
Bupo6HMLTBO, Hakazom MiHicTepcTBa OXOPOHM
nepBrHHe 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
nakyBaHHs, poky Ne 898, 3apeecTpoBaHoro B
BTOPVHHE MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs
nakyBaHHs: 2007 poky 3a Ne 73/13340 (y pepaxuii
ATJ1 Xenckep Haka3y MiHicTepcTBa OXOPOHU
Nimiteq, IHAiA 34,0p0B'st YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMmn y
NepiogNYHOCTI NOAAHHS PEryIApHUX
3BITiB 3 6e3neKu.
5. | IPRCAM/IA® | vortioxet | BopTiokc | NO6 | TabneTku, BKpUTI 3AT Yropwm BUNYyCK cepil: YropwumHa PeecTtpauisa Ha 5 pokis 3a He UA/21503/01/01
ine eTvH AX2 | nniBkoBOO dPapmaues Ha 3AT / peyenmom | nionsi2ae
6 060/10HKOI N0 5 TUYHWIA dapmaLeBTny TypeyunH Pestome MYP Bepcia 0.1 gofaerbes.
mr; no 14 3aBo[, HWii 3aBog, a/ ManbTa MepioAnyHICTb NOAAHHS PErynspHO
Tabnetoky ErIC ErIC, OHOB/IHOBAHOTIO 3BITY 3 6e3neky,
6nictepi; no 2 YropluHa; BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
6nictepn y hapmakoHarnsagy, 3aTsepmkeHoro
KapTOHHif BMPOGHMLITBO Haka3oM MiHicTepcTBa OXOPOHM
Kopoo6Li Hepo3chacoBa 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
HOro poky Ne 898, 3apeecTpoBaHoOro B
npoaykKTy, MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
nepBuHHE Ta 2007 poky 3a Ne 73/13340 (y pepaxuii
BTOPVHHE Haka3y MiHicTepcTBa OXOPOHU
nakyBaHHsa Ta 300pOB'a YKpaiHu Bif, 26 BepecHs
KOHTPO/Ib (32 2016 poky Ne 996), cTaHOBUTb: 3riHO
BUHSATKOM 3i CTpOKamu, 3a3HaYeHMmn y
BU3HAYEHHS nepioANYHOCTI NOAAHHA PErynsapHUX
BMICTY 3BITiB 3 6e3neKku.
LOMILLOK N-
HITPO30-
BOPTIOKCETUHY
CaHTa ®Papma
Inak CaHaii
AC,
TypeyuunHa;
KOHTPO/b
BMICTY




Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*

AOMiLOoK N-
HITpO30-
BOPTIOKCETUHY
Ta
Mikpo6ionoriyH
Oro KOHTPOSIO:
dapmagokc
Xenckea N114,,
Manbta

6. | IPCAM/IA® | vortioxet | BopTiokc | NO6 | TabneTku, BKpUTI 3AT Yropwm BMNYyCK cepil: YropwumHa PeecTpauisa Ha 5 pokis 3a He UA/21503/01/03
ine eTvH AX2 | nniBkoBOO dPapmaues Ha 3AT / peyenmom | nions2ae
6 060/10HKOK N0 TUYHWIA dapmaLeBTny TypeyumnH Pestome MYP Bepcia 0.1 gofaerbes.
15 wmr; no 14 3aBo[, HWii 3aBog, a/ ManbTa MepioAnyHICTb NOAAHHS PEryNsapHO
Tabnetoky ErIC ErIC, OHOB/IHOBAHOTIO 3BITY 3 6Ge3neku,
6nictepi; no 2 YropluHa; BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
6nictepn y BMPOGHMLITBO hapmakoHarnsagy, 3aTBepmkeHoro
KapTOHHif Hepo3dgacoBa Haka3oM MiHicTepcTBa OXOPOHM
Kopoo6Li Horo 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
NPOAYKTY, poky Ne 898, 3apeecTpoBaHoro B
nepBUHHE Ta MiHicTepcTBi tocTuLii Ykpainm 29 ciuns
BTOPVHHE 2007 poky 3a Ne 73/13340 (y pepaxuii
nakyBaHHA Ta Haka3y MiHicTepcTBa OXOPOHU
KOHTpO/b (3a 300pOB'a YKpaiHu Bif, 26 BepecHs
BUHATKOM 2016 poky Ne 996), cTaHOBUTb: 3riAHO
BW3HAYEHHS 3i CTpOKamu, 3a3HaYeHMmn y
BMICTY nepiognNYHOCTI MOAaHHS perynspHuX
LOMiLoK N- 3BITiB 3 6e3neKku.
HITPO30-
BOPTIOKCETUHY

CaHTta ®apma
Inak CaHaii
A.C.,
TypeuunHa,
KOHTPO/b
BMICTY
LOMILLOK N-
HITPO30-
BOPTIOKCETUHY
Ta
MiKpOGi0I0oriyH




Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*
0ro KOHTPOII0:
dapmagokc
Xenckea N1p4,,
ManbTa
7. | IPCAMNA® | vortioxet | BopTiokc | NO6 | TabneTku, BKPUTI 3AT Yropuwm BWMYCK Cepil: YropwuHa PeecTpauis Ha 5 pokis 3a He UA/21503/01/02
ine eTuH AX2 | nniBKOBOK dapmaLeB Ha 3AT / peyenmom | niosisizae
6 060/10HKOI0 N0 TUYHWIA dapmauesTuy | TypeuuumH Pestome MYP Bepcisa 0.1 gogaeTbcs.
10 wmr; no 14 3aBo[ HWin 3aBog, a/ ManbTa MepioAanyHICTb NOAAHHSA PerynspHo
TabneToky ETIC ETIC, OHOBJ/IHOBAHOIO 3BITY 3 6e3neky,
6nictepi; no 2 YropuwHa; BiANOBIAHO A0 MopsAKY 34iACHEHHS
6nictepn y BMPOGHMLITBO hapmakoHarnsgy, 3aTBepaKeHoro
KapTOHHil Hepo3hacoBa Haka3oM MiHicTepcTBa OXOPOHU
KopoobLi HOro 3710pOB’A YKpaiHu Big 27 rpyaHsa 2006
NPOAYKTY, poky Ne 898, 3apeecTpoBaHoro B
nepBuHHE Ta MiHicTepcTBi tocTULiT YKkpaiHu 29 ciuHa
BTOPVHHE 2007 poky 3a Ne 73/13340 (y pegaxuii
nakyBaHHS Ta Haka3y MiHicTepcTBa OXOPOHU
KOHTPO/Ib (32 3[,0p0B's YKpaiHu Bif, 26 BepecHs
BUHATKOM 2016 poky Ne 996), cTaHOBUTb: 3riAHO
BU3HAYEHHS 3i CTpOKamMu, 3a3Ha4eHUMmn y
BMICTY nepioguYHOCTI NOAAHHSA perynsapHUX
LOMILLOK N- 3BITIB 3 6e3neku.
HITPO30-
BOPTIOKCETUHY

CaHTa ®apma
Inak CaHaii
AC,
TypeyuunHa;
KOHTPO/b
BMICTY
LOMILIOK N-
HITPO30-
BOPTIOKCETUHY
Ta
Mikpo6ionoriyH
Oro KOHTPONIO:
Papmagokc
Xenckea N114,,
MauibTa




Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*
8. | IPCAMNA® | vortioxet | BopTiokc | NO6 | TabneTku, BKpUTI 3AT Yropm BUNYCK cepil: YropwuHa PeecTpauja Ha 5 poki 3a He UA/21503/01/04
ine eTuH AX2 | nniBkoBoOO PapmaLes Ha 3AT / peyenmom | niosns2ae
6 060/10HKOIO MO TUYHWIA dapmaueBtTny | TypeuuunH Pestome MYP Bepcisa 0.1 gogaeTbes.
20 wmr; no 14 3aBo/, HWi1 3aBog, a/ ManbTa MepioAnYHICTb NOAAHHSA PErynsapHo
TabneToky ErC ErIC, OHOB/IIOBAHOIO 3BITY 3 6e3neku,
6nicTepi; no 2 YropLmHa; BiANOBIAHO A0 MNopAaaKy 34iNCHEHHS
6nictepny BUPOGHMNLITBO thapmakoHarnsgy, 3aTBepaKeHoro
KapTOHHiiA Hepo3dacosa Haka3oM MiHicTepcTBa 0OXOPOHM
Kopoo6ui HOro 3[0pOB’sA YKpaiHu Big 27 rpyaHs 2006
NPOAYKTY, poky Ne 898, 3apeecTpoBaHOro B
nepBuHHe Ta MiHicTepcTBi tocTuLii Ykpainum 29 ciuna
BTOPVHHE 2007 poky 3a Ne 73/13340 (y pegaxuii
nakyBaHHS Ta Haka3y MiHicTepcTBa OXOPOHM
KOHTpO/b (3a 370pOB's YKpaiHu Bif, 26 BepecHs
BVHSITKOM 2016 poky Ne 996), cTaHOBUTb: 3rigHO
BU3HAYEHHS 3i CTpOKamMu, 3a3Ha4eHUMmn y
BMICTY nepiognMYHOCTI NoAaHHA perynspHmux
LOMILIOK N- 3BiTIB 3 6e3neku.
HITPO30-
BOPTIOKCETUHY

):
CaHTa dPapma
Inak CaHaii
A.C.,
TypeyuunHa;
KOHTPO/1b
BMICTY
AOMiLOoK N-
HITpO30-
BOPTIOKCETUHY
Ta
MiKpo6ionoriyH
0ro KOHTPOJII0:

dapmagokc
Xenckea /T4,
Manbta
9. | KNABYMOL, | amoxicill | amokeuy, | JO1 TabneTkun, BKPUTI TOB Nareiiic | JIABOPATOPI Icnanis PeecTpauis Ha 5 pokis 3a He UA/21504/01/01
NNH in and UniH Ta CRO | nniBkoBoto «IHOAPM bka O PEII peyenmom | nionszae
beta- Knasyna | 2 060/10HKOW, 875 A Pecny6n | XO®PE, C.A. IHCTpYyKUis ANa MeguyHoro
lactama HoBa mr/125 wr, no 7 TpengiHr» ika 3acTocyBaHHSA NikapcbKoro 3acoby ta

se KucnoTa TabneToK y TEKCT MapKyBaHHs ynakoBku (eCTD




Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*
inhibitor 6nictepi; no 2 Bepcis 0006). MeToaun KOHTPOSIO
6nictepu B AKOCTI NikapcbKoro 3acoby (eCTD
KapTOHHIN navuj Bepcis 0008). 3BIT 3rigHO goaaTky 29

Mopsaky (eCTD Bepcia 0000) 3BiT
3rigHo pgopatky 30 Mopsaaky (eCTD
Bepcis 0007) MnaH ynpaBniHHA
pu3snkamu Bepcisa 0.1 norompxkeHa
(eCTD Bepcist 0000). MepiognyHicTb
noJaHHs perynspHoO OHOB/IIOBAHOrO
3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
370p0OB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUii Ykpainu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
3[,0p0B's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMUN y
nepioANYHOCTI NOAaHHA perynsapHuX
3BITiB 3 6e3neku.

10. | NIKOCYNb sodium HaTpito A06 | TabneTtkm no 5 AT YkpaiHa AT YkpaiHa PeecTpauis Ha 5 pokis 6e3 nionsizae UA/21505/01/01
DAT picosulfa | nikocynb | ABO | wmr;no 10 "BITAMIH "BITAMIHWN" peyenma
te that 8 TabneToky n" Pestome MNnaHy ynpasniHHA pusnkamm
6nictepi; no 1 Bepcis 0.3 gopaetbes. MNepiognuHicTb
6nictepy y nauui nofAaHHs perynspHo OHOB/IOBAHOrO
3 KapTOHY 3BiTYy 3 6e3neku, BignoBigHO A0

Mopsaaky 34iACHEeHHS
thapmakoHarnsagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3040pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainum 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
370pOB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKamMm, 3a3Ha4eHUMmn y
nepiogMYHOCTI NOAaHHSA PerynspHux
3BITIB 3 6e3neKu.
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Ne Hassa MixxHap Hassa Koo ®opma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 00Ha diroyoi | ATX Burnycky 3asi8HU BUPOGHUK Bionycky aHHs peecmpayitiHo2zo
0 3acoby Hename | pe4osu (nikapcbka Ka a nocsi0OYeHHs1
HmoBaH HU chopma,
a ynakoska)
Hassa*
11. | PIHA3AN® xylomet kcunome | RO1 | cnpeii MpAT Ykpaina MpAT Ykpaina PeecTpauja Ha 5 poki 6e3 niosisieae UA/21506/01/01
EBKA 3 azoline TasoniHy | AAO | HasasbHwWiA, "®apmaue "papmaLeBTn peyenma
MEHTO/O rigpoxno | 7 [030BaHui, 1 BTMYHA yHa chipma IHCTpYKUist 418 MeAUYHOro
MTA pua mr/mn, no 10 mn thipma "AapHuus” 3acTOCyBaHHS NikapcbKoro 3acoby
EBKANINOT y dhnaKoHi 3 "MapHuus" (eCTD Bepist 0007) KopoTka
oM [03younm XapakTepucTuKa nikapcbkoro 3acoby

Hacocom, no 1
h1akoHy y nauuj

(eCTD Bepcis 0007) TekcT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby (eCTD Bepist 0006) MeToamn

KOHTPO/I0 AKOCTI NiKapCbKoro 3acoby
(eCTD Bepcist 0011) 3BiT 3rigHo
nogatky 29 MNopsagky (eCTD Bepcisi
0000) 3siT 3rigHo gogatky 30 Mopagky
(eCTD Bepcist 0000) MnaH ynpas/iHHA
pu3snkamm Bepcist 0.1 norogpkeHa
(eCTD nocnigosHicTb Ne 0000).
MepioAgnyHICTL NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6Ge3NeKn,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsagy, 3aTsepakeHoro
Hakazom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
34,0p0B'st YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMm, 3a3Ha4eHUMmn y
NepiogNYHOCTI NOAAHHS PEryIApPHUX
3BITiB 3 6e3MeKu.

* gidnosidHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosiozii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

HauvanbHuK
dapMaLeBTUYHOT0 yIIPaB/IiHHA

Onexkcanap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/
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ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Moparok 2

[0 HaKa3y MiHicTepcTBa 0X0poHH

3p0poB’s Ykpainu «Ilpo gepxxaBHy
peecTpaniio (mepepeecTpanio) JiKapCbKHX
3aco0iB (MeAHYHHUX iIMyHOOi0/TOriYHMX
npenapariB) Ta BHeCeHHsI 3MiH /0
peecTpaniiHuX MaTepiasiiB»

Bif 05 nucronaga 2026 poky Ne 1745

Ne Hassa Mi>xkHapoo HasBsa Koo ®opma 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha dito4oi ATX BUIYCKY 3as8HU BUPOGH BiOnycKy aHHs peecmpayitiHo
0 3acoby HenameH | pe4yosUHU (nikapcbka Ka ukKa 20
mosBaHa c¢hopma, nocsioYeHHs
Ha3sa* ynakoska)
1. | IHCYBIT® insulin iHCYniH A10A cycneHsis gns AT Ykpaina AT «dapmak» YkpaiHa MepepeecTpauis Ha 5 pokiB 3a He UA/14838/01/01
HNP (human) noaceknin | CO1 iH’exuii, 100 "®apmak” peyenmo nionsi2ae
(OHK- MO/mn; no 3 mn OHOB/EHO iHhopMaLlito B M
pekombiHa y KapTpuaxi; no IHCTPYKLi 415 MegnyHoro
HTHWIA) 5 kapTpuoxis y 3aCTOCyBaHHS NiKapcbKoro 3acoby

6nictepi; no 1
6nictepy y
nadui; no 10 mn
y chnakoHi; no 1
onakoHy y nauuj

y po3sginax
"apmakoTepaneBTUyHa rpyna.
Kog ATX" (YyTOUHEHHS Ha3BK 6e3
3MiHK kogy ATX), "®apmakonoriyHi
B/1ACTMBOCTI" (YTOUHEHHS
iHchopmawii), "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fosu", "MobiuHi
peakuii” BianosigHo Ao iHdopmawi
LLLOZ0 MEANYHOIO 3aCTOCYyBaHHSA
pedepeHTHOrO NiKapCbKoro
3aco6y (MPOTADPAH® HM,
cycneHsist ans iH'ekuii).
Pestome nnaHy ynpasniHHA
pu3ukamm Bepcia 6.0 gogaeTbes.
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Ne Hassa MixxHapoo HasBsa Koo ®opma 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbkoe2 Ha diroyoi ATX BUMYCKY 3as8HU BUPOGH BiOnycKy aHHs peecmpayitiHo
0 3acoby HenameH | pe4yosUHU (nikapcbka Ka uka 20
mosBaHa c¢hopma, nocsioYeHHs
Haszsa* ynakosKa)
MepioanyHICTb NOfAHHSA
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBsigHo Ao Mopagky
3[ilicHeHHs chapMakoHarnsay,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBsi tocTuLi YKpaiHun 29
ciyHs 2007 poky 3a Ne 73/13340
(3i 3MiHamu), CTaHOBUTBL: 3riAHO 3i
CTPOKaMU, 3a3Ha4EHUMU Y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
2. | MOKCU®dn Moxifloxac | mokcudpnio - NMOPOLLOK TOB Ykpaina ApareH Naiic IHais MepepeecTpauisi Ha HEOBMEXeHUIA - He UA/19271/01/01
OKCALUMUHY | in KcauuHy (cybeTaHuis) y "®APMEK CaiiHc lMpiBat TepMiH nionsi2ae
rigpoxno rigpoxnop noABiHNX creyn Nimiteq
PUL na, nonieTnIeHoBmx
naketax Ans
hapmaueBTUYHO
0 3aCTOCYBaHHs
3. | PO3YBACT | rosuvastati | po3yBacTta - MOPOLLIOK AT YkpaiHa UxeussH Jleny Kutaii MepepeecTpauis Ha HeobMeXeHUi - He UA/19085/01/01
ATUH n TUH (cybeTaHuin) y "KUIBCbK PapmacboTikan TEPMIH nionsieae
KAMNbLJIIO KanbLjto noaBiiHMX un Ko., T,
nonietuneHosunx | BITAMIHH
nakeTtax gns nin
thapmaLeBTUYHO 3ABO"

ro 3aCTOCyBaHHA

* gidnosioHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuyrux docnidxens (https://www.whocc.no/atc_ddd_index/)

HavyanbHUK

dapMaLEeBTUYHOIrO ynpaBaiHHA

JNeK

H Pl

EHK



https://www.whocc.no/atc_ddd_index/
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IIEPEJIIK

Hoparok 3

7o Haka3y MiHicTepcTBa 0X0poHH

30poB’st YKpainu «IIpo fep>xaBHY
peecTpaniio (mepepeecTpani) JiKapCbKUX
3aco6iB (MeguUHKX iMYyHOGi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»

Bix 05 nucronana 2026 poky Ne 1745

JIIKAPCBKHMX 3ACOBIB (MEJNMYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), OO0 AKX BYJ/IN BHECEHI
3MIHU 1O PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATECA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKHNX

3ACOBbIB

Ne Ha3ssa MixHap | Hassa Koo Popma 3asasHuU KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 00Ha dito4o ATX BUIMYCKY K 3as18HU BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby Hername T (nikapcbka Ka ukKa HsT** 20
HMosaH | pe4yos ¢hopma, nocsioyeHHs1
a UHU ynakoska)
Hassa*
1. | L-TICTUAVH - L- - KpucTaniyHmi AMIHO | Himeuun AMIHO 'm6X Himeuun BHECEHHS 3MiH 0 peecTpaLinHx - UA/16456/01/01
rictng NopoLLoK abo 6X Ha Ha Marepianis: 3mMiHu | TUny - 3MiHK 3 AKOCTI.
WH Kpuctanu CepTudpikat BignosigHocTi/lE-cepTucpikat
(cybeTaHuis) y Bi4NOBIAHOCTI €BpONENiChKil
noABiHMX thapmakonei/moHorpadii. logaHHa HOBOro
nosieTuIeHoBMX a60 OHOBNEHOrO cepTudikaTa
naketax ans BIANOBIAHOCTI 260 BUNYyYEHHS
thapmaLeBTUYHO cepTudpikaTa BigNoBiAHOCTI EBPONEChKiii

ro 3aCToCyBaHHA

thapmakonei: gns A®l; ana BUXigHOrO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuMHY (cepTudiikat BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEHWIA
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOT BepCil
cepTudpikaTa BigNoBiAHOCTI EBPONEChKiii
hapmaxonei Ne R1-CEP 2016-114-Rev 00
(3aTBepmxeHo: RO-CEP 2016-114-Rev 01,
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
3anponoHoBaHo: R1-CEP 2016-114-Rev
00). MpuBeaeHHs iHhopMmalLlii LWoa0
nepiogy NepPeKkoHTPOIIO0 Y BiANOBIAHICTb A0
niroyoi pepakuii CEP. [itova pegakuis:
nepiog, NepekoHTPOsI0 — 3 POKK.
MponoHoBaHa pegakuis: nepiog
NEePEKOHTPOSI0 — 4 POKU.
2. | L- Tryptoph | L- - KpucTaniuHuii AMIHO | Himeyun AMIHO 'm6X Himeuun BHECEHHS 3MiH 1O peecTpaLiiHnx - UA/16579/01/01
TPUNTO®PAH | an TpunT abo amopdoHuiA 6X Ha Ha mMarepianis: 3mMiHu | TUny - 3MiHK 3 AKOCTI.
odhaH NMOpPOLLOK CepTudpikar signosigHocTi/lE-cepTudikat
(cybeTaHuis) y BiAANOBIAHOCTI E€Bponeichbkili
noABINHNX thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi
noslieTuIeHoBUX 3 HeOOXiHICTIO NpUBEAEHHS Y
MiLlKax ans BiANOBIAHICTb A0 MOHOrpadii AdY abo
thapmaLeBTUYHO €Bponeiicbkoi dhapmakonei, abo iHwoi
ro 3aCToCyBaHHA HauioHas1bHOT hapmakonei aepxasun €C
(iHWi 3MiHW) NpuBEAEHHA METOZIB
KOHTPOJII0 AKOCTi 3@ NOKa3HUKaMu
«lMpo3payHocTb» Ta «lprumecb A u apyrue
CONyTCTBYOLLME NPUMECK» Y
BIANOBIAHICTb A0 BUMOT MOHOrpadii
€Bponeiicbkoi hapmakonei.
3. | A3UTPOMIL, azithrom | asutp | JO1FA | Tabnetku, BKPUTI TOB Narsilic Bnytapma- MopTyra BHECEHHS 3MiH 1O peecTpavLiiiHnx 3a He UA/20283/01/01
VH ycin omiyn 10 MN/1iBKOBOIO «IHOAP bka IHpacTpia nis marepianis: 3miHu | TMny - 3MiHW Woa0 peyenmom | nidnse
H (Y 060/10HKOH0, N0 MA Pecnybn PapmaceyTika, 6e3nekun/edeKTUBHOCTI Ta ae
BUMNA 500 mr; no 3 TpeiigiH iKa chapmakoHarnsgy. 3miHa y KopoTkili
oi Tabnetku B r» XapaKTepucTuLi NikapcbKoro 3acoby,
asutp 6nictepi Ta TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
omiun KapTOHHI navui Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
HY perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
aurigp nikapcbKoro 3acoby, abo gocnigpkeHs 3
ary) 6e3nekn 3aCTOCyBaHHS NiKapCbKoro

3aco6y B micnspeecTpauiiHnii nepiog, abo
SIK pe3ynbTar OUiHKW 3BIiTY 3 AOCNILKEHD,
npoBefeHnX BigNoBigHO A0 NnaHy
negiatpnyHux gocnimpkeHs (PIP) (3mMiHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHU BHECEHO
[0 IHCTPYKUiT A58 Mean4Horo
3aCTOCyBaHHSA NikapcbKoro 3acoby B
po3gainu "®apmakonoriyHi BractusocTi”
("®apmakogmHamika”,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

"papmakokiHeTuka"), "rMokasaHHsa",
"B3aemogis 3 iHLWMMW SliKapCbKMMu
3acob6amMu Ta iHWi BUAn B3aEMogjin",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BarirTHocTi abo
rogyBaHHs rpyaar”, "34artHicTb Bi/MBaTu
Ha WBWAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamm”, "Cnocib 3acTocyBaHHs Ta
nosu", "Aitn", "MepenosysaHHsa", “Mo6GivHi
peakui™ BignoBigHO A0 OHOB/EHOT
iHchopMmawii 3 6e3nekn Aik4ol peYOBUHN.
BBefeHHA 3MiH NpoTArom 6-Tu micAuis
nicns saTeepgkeHHs. 3MiHu | Tuny - 3MiHu
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/isHeHUX JaHux npo cuctemy
thapmakoHarniagy (BBeAeHHS
y3arasibHeHVX AaHNX Npo cucTemy
hapmakoHarnsagy, 3miHa yrnoBHOBaXeHoi
0ocobw, BiANOBIAA/IbHOI 32 34iACHEHHS]
thapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3assHuka gns
3[iiCHEHHS (hapMakoHariagy B YKpaiHi,
AKLL0 BOHA BigMiHHA Bif, YNOBHOBaXEHOT
oco6u, BiANOBIAa/IbHOI 3a 34iCHEHHS
hapmakoHarnagy (BKIHYaoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y pOo3MiLLEHHI MacTep-
thaiina cuctemn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AAaHWUX KOHTaKTHOT 0Co6U
3asBHMKa, BiANOBiga/IbHOI 3a
hapmakoHarnsg B YKpaii.

AKTEMPA®

tocilizum
ab

Toumni
3ymab

LO4AC

KOHLeHTpaT a5
po3unHy ans
iHdpy3iiA, 20
mr/m; no 80
mr/4 mn a6o 200
mr/10 mn abo
400 mr/20 mny
dhnakoHi; no 1
a60 4 hnakoHu
Y KApTOHHiIli

TOB
«PoLw
YkpaiHa
»

YkpaiHa

Brpo6HMLTBO
Hepo3dacoBaHoT
NPOAYKUii,
nepBuUHHE
nakyBaHHs: Yyraii
Papma
MaHyheKTypuHr
Ko. NTg, AnoHis;
Brpo6HuuTBO
Hepo3diacoBaHoi

AnoHisi/
CLUA/
IR
pis

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYTbCA BUMYCKY Cepii Ta KOHTPO/0
SIKOCTi rOTOBOrO MikapcbKoro 3acoby
(3amiHa abo goJaBaHHS BUPOGHMKA, LLO
BiANOBiAAaE 3a BBE3EHHSA Ta/abo BMMYCK
cepii) - He Bktovaroumn
KOHTPO/Ib/BUNPO6YBaHHS cepii - BHECEHHSI

3a
peyenmom

UA/13909/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
KopooLi 3 npoaykuii (ons iHhopmauii npo imnopTtepa B YkpaiHy Ao
MapKyBaHHAM ynakosku rno 400 po3giny 3.2.P.3.1 BUpo6Huk(1) B
YKpalHCbKO0 Mr/20 mn), MaTepiann peecTpayiiHoro gocke, a came:
MOBOI0; no 80 BUMPOBYBaHHSA «Roche Ukraine» LLC. Velyka Vasylkivska
mr/4 mn a6o 200 KOHTPOJIHO AKOCTI Street, 139, 5 floor 03150 Kyiv Ukraine.
mr/10 mn abo (ans ynakoBku no
400 mr/20 mny 400 mr/20 mn):
thnakoHi; no 1 [xeHeHTeK IHK.,
a60 4 hnakoHu CLA;
Y KapTOHHii BunpobyBaHHs
Kopobui 3 KOHTPOJIH0 SIKOCTI
MapKyBaHHAM (ans ynakoskm no
aHrnincbKoto, 400 mr/20 mn):
hpaHLy3bKOot0 JloH3a
Ta apabCcbkor MaHydheKkTypuHr
MoBamMu 3i NNC, CWA;
CTUKEPOM BropuHe
YKPaiHCbKO naxkyBaHHs,
MOBOIO BUMPOBYBaHHSA
KOHTPOJO AKOCTI,
BMNYCK Cepil:
& . XoddpmaHH-/15
Pouw fita,
LLIBeliyapis
5. | AKTEMPA® tocilizum | Toumni | LO4AC | po3uvH ons TOB Ykpaina Brpo6HnLTBO Himeuun BHECEHHS 3MiH 0 peecTpaLjiinHmx 3a UA/13909/02/01
ab 3ymab | 07 iH'exuili, 162 «PoLwu Hepo3chacosaHol Ha/ marepianis: 3miHu | Tmny - 3miHn Woao peyenmom
mr/0,9 mn; 4 YkpaiHa NpOoAyKUii, LliBeiua 6e3nekn/edeKTMBHOCTI Ta
nonepegHL0 » nepBuHHe pist chapmakoHarnsgy. 3miHa 4acToTu Ta/abo
HarnoBHEHNX naxkyBaHHs, TEPMiHiB NOAAHHSA PerynspHo
wnpuua (KoXxeH KOHTPO/Ib B OHOB/IHOBAHUX 3BITIB 3 6€3MeKn NTiKkapcbkmx
o6’emom 1 mn) y npoueci 3ac006iB - 3MiHa 4acTOTV Ta TEPMIHIB
KapTOHHii BMPOGHMLITBA, NOAAHHSA PerynsipHoO OHOBJ/IIOBAHOTO 3BITY
Kopo6ui 3 BMNPOBYBaHHA Ha 3 6e3neku (PO3B) nikapcbkoro 3acoby:
MapKyBaHHAM CTEePWIbHICTb Ta Litova pepakuin: Yactota nogaHHa PO3b
YKparHCbKO0 6akTepiasibHi - 6 micauis; KiHueBa gata A5 BK/IHOYEHHS
MOBOIO; 4 €HA,0TOKCUHMU: paHunx go PO3b - 10.10.2018; pata
nornepeaHsLo BeTTep ®apma- nogaHHa PO36 - 19.12.2018
HanoBHEHMUX ®epTuryHr MmoX i MponoHoBaHa pepakuisa: Yactota nogaHHA

wnpuua (KoXxeH
o6’emom 1 mn) y
KapTOHHii
Kopobui 3

Ko KI', HimeuuuHa;
BunpobyBaHHs Ha
CTEPUSIBHICTb Ta
bakTepiasibHi

PO3b - 3 poku; KiHueBa gata ans
BKMOYeHHa gaHnx ao PO36 - 10.04.2028;
pata nogaHHa PO36 - 09.07.2028
PekomeH0BaHO [10 3aTBEPKEHHS
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
MapKyBaHHAM €HA,0TOKCUHM, BiAMOBIAHO 40O NEPIOANYHOCTI NOJAHHSA
aHrnilicbkoto, Bi3yasibHWiA perynspHoO OHOB/IIOBAHMX 3BITIB 3 6e3neku
opaHuy3bKoto KOHTPO/Tb B nikapcbknx 3acobiB y €Bponeiicbkomy
Ta apabCbKoto npoueci Cotosi.
MoBamu 3i BMPOGHULTBA:
CTUKEPOM BetTtep ®apma-
YKpaiHCbKOlo depTuryHr Mmo6X i
MOBOIO Ko KI', HimeuuuHa;
BetTtep ®apma-
depTuryHr Mmo6X i
Ko KI', HimeuuuHa;
BisyasnibHuii
KOHTPO/b B
npoueci
BMPOGHMLTBA:
BeTTep ®apma-
®epTuryHr MmoX i
Ko KT, HimeuunHa;
BTopuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/THO AKOCTI
(kpim
BMNPOOYBaHHS Ha
CTEPUbHICTb Ta
6akTepiasibHi
€HO0TOKCHHN),
BMNYCK cepil:
®.XothdpmaHH-/15
Pow NTpg,
LLiBeiiuapis
6. | ANIEKEH3A® | alectinib | anekt | LO1ED | kancynu Teepgi TOB YkpaiHa BUMYCK Cepii: LBeliua BHECEHHS 3MiH 1O peecTpaLiiHnX 3a UA/16997/01/01
nHiby | 03 no 150 mr; no 8 «Poww ®.XothdpmaHH-/15 pisi/ mMarepianis: 3mMiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
chopmi Kancyn TBepamx Ykpaina Pow NiTa, ITania/ [OTOBMIA Nikapcbkuii 3aci6. 3miHK y
anekt y 6nicTepi; no 7 » LBeliuapis; Himeuun | BMpPOGHULTBI. 3MiHa iMNopTepa/3MiHu, Lo
NHiBY 6nicTepiB y nepBuUHHE Ta Ha CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/IHO
rigpox KapTOHHI navui, BTOPUHHE SIKOCTi TOTOBOrO NikapcbKoro 3acoby
nopug no 4 navkv y nakyBaHHs, (3amiHa abo gofaBaHHs BUPOOHMKA, LLO
y KapTOHHIi BMNPOOYBaHHSA BiANOBIAAE 3a BBE3EHHA Ta/abo BMMYCK
KopooLi cTabinbHOCTI, cepii) - He Bktovaroumn
BUMYCK Cepii: KOHTPO/Ib/BUNPOBYBaHHA cepii - BHeceHHs

®.XodhdpmaHH-/151

iHhopMmalii Npo imnopTepa B YkpaiHy Ao
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Pouw NTA,
LBeliuapis;
BMNPOGYBaHHSA
cTabinbHoCTI
(mikpobionoriuHa
yncToTa):

& . XodhdpmaHH-/15
Pouw fitg,
LLIBeliyapisi;
BMNpPOOYBaHHS
cTabifibHOCTI,
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs:
Lenbchapm
Minawno, C.P.J1.,
ITanis;
BMNPOGYBaHHSA
KOHTPOJT AKOCTI
(mikpobionoriuHa
unctoTa): Jlabop
J1C CE eHg Ko.
KI, HimeuuunHa;
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI
(eTnnxnopug):
EBoOHik
OnepeiwH3 M6X,
HimeuuunHa;
BUPOBHMLTBO
Hepo3dacoBaHoT
NPOAYKUT,
BMNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI:
Ekcenna M'v6Xx
eHp Ko. KT,
HimeyunHa

po3giny 3.2.P.3.1 Bupo6Huk(1n) B
maTepianu peecTpauiiHoro focke, a came:
«Roche Ukraine» LLC. Velyka Vasylkivska

Street, 139, 5 floor 03150 Kyiv Ukraine.

ANKEPAH®

melphal
an

Mend
anaH

LO1AA

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKOI0, N0
2 ™mr; no 25
TabneTok y

AcneH
Papma
TpeigiH
r

Nlimiteq

IpnaHgis

Ekcenna 'méX i
Ko. KI

Himeyun
Ha

BHECEHHS 3MiH 1O peecTpavLiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU
NiKapcbkoro 3acoby - 3miHa Ha3Bu
NiKapCbKOro 3acoby: 3aTBEPKEHO —

3a
peyerimom

He
nionse
ae

UA/8593/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
dhnakoHi; no 1 "AnkepaHTM (AlkeranTM)".
h1akoHy y 3anponoHosaHo — "AnikepaH® (Alkeran®).
KapTOHHI BBefeHHs1 3MiH MPOTArom 6-Tn micsuis
KopooLi

nicna 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) - 3MiHn
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
po3giniB "Ocob/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
rogysaHHs rpyaar”, "Cnocié
3acTocyBaHHS Ta 4o3n", "MNobivHi peakuii”
LOA0 peAakuiiHUX NpaBoK Ta He3HaYHUX
YTOYHEHb. BBEAEHHA 3MiH NPOTAroM 6-Tn
MicAILiB Micns 3aTBepKeHHS. 3MiHu ||
Tuny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsgy. 3MiHN y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHSA Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3
HOBUMW JAaHVWMM 3 SIKOCTi, JOK/TiHIYHUMMU,
KNiHIYHMK AaHuMK Ta JaHuMn 3
hapmakoHarnagy - 3MiHM BHECEHO 0
IHCTPYKLii AN151 Me4MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco6n1BOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo
roflyBaHHs rpygao” Wwoao iHpopmadii npo
BUKOPWUCTaHHS ePeKTUBHUX Ta HagiiHNX
MEeTOZiB KOHTpaLeny,ii npoTarom
NiKyBaHHSA Ta Nicns /oro NPUNUHeHHA Ta
BMAVBY Ha PepTUNbHICTL. BBEEHHS 3MiH
NPOTSArom 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHu Il TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. 3mMiHu y KOpoTkii
XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBMMUW A@HUMM 3 AKOCTI, AOKNIHIYHUMN,
KMIHIYHUMUN AaHUMK Ta JaHUMK 3

hapmakoHarangy -
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
3MiHV BHECEHO [0 iHCTPYKUiT Ans

3acoby Ao po3giny "OcobnmBocTi
3aCTOCyBaHHA" WOAO BiANOBIAHUX
pekoMeHAaLii Npy 3acToCyBaHHS
KOMGIHOBaHNX NepopPasIbHMX
KOHTpaLenTuBIB y NauieHTiB, AKi

KOMGiHauii 3 neHanigomigom i
npeaHi3oHoM abo y KoMbiHaLjii 3
TanifoMigoMm i NpesHi30HOM Yun

JekcameTa3oHoM. BBegeHHS 3MiH

NPOTArom 6-Tu MicALiB nicns
3aTBepMKeHHs. 3MiHu Il Tuny - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpOTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBMMW JAHUMU 3 AKOCTI, AOKAIHIYHUMMU,
KAIHIYHUMW faHVMK Ta aHMK 3
thapmakoHarnagy- 3MiHM BHECEHO [0
IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginy
"Oco6nMBOCTI 3aCTOCyBaHHA" WOA0
iHchopmauii Npo conigHi NyXnMHW.
BBefeHHs1 3MiH MpOTArom 6-Tn micsuis
nicnsa 3aTBepmKeHHs. 3MiHu 1l Tuny -
3MiHu Woao 6e3nekn/etekTMBHOCTI Ta
hapmakoHarnisgy. 3mMiHu y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBMMUW A@HUMM 3 AKOCTI, AOKNIHIYHUMN,
KMIHIYHUMUN AaHUMK Ta JaHUMK 3
hapMakoHarnsgy - 3MiHM BHECEHO 40
IHCTPYKUT ANA MeAUYHOro 3acToCcyBaHHA
nikapcbKoro 3acoby Ao po3zinis
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6IYHI
peaxkuii™ wopao iHgopmadii npo roctpe
YPaXXeHHs HAPOK Ta f0jaBaHHsA

MeAN4YHOro 3actocyBaHHA J'IiKapCbKOFO

OTPUMYIOTb NliKyBaHHSA MenichanaHoM Yy

iHdhopmaLii Npo NOBIAOMIEHHS LWOA0
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nigo3proBaHMX NOBIYHNX peakuiid.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB
nicsis 3aTBEPKEHHS.
8. | APOMA3UVH exemest | ekzem | LO2B Tabnetku, Bkputi | Mdpaiize CLWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/4769/01/01
ane ecTaH G06 LlyKpOoBOO p IHK. C.p.n. marepianis: 3miHu Il Tuny - 3miHn Wwogo peyenmom | niosse
060/10HKOI0, MO 6e3nekn/edeKTMBHOCTI Ta ae
25 wr; no 15 thapmakoHarnsgy. 3MiH1 y KOpOTkili
Tabnetoky XapakTepucTuLi nikapcbKoro 3acoby,
6nicTepi; no 2 TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
6nictepu B MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
KapTOHHii HOBMMW JAaHUMU 3 AKOCTI, AOKAIHIYHUMY,
Kopo6ui; no 20 KNiHIYHMY faHVMKW Ta aHMK 3
TabneToky chapmakoHarnsgy - 3MiH1 BHeCeHo [0
6nicTepi; no 5 IHCTPYKLUi 415 MeANYHOro 3aCTOCYBaHHS
6nicTepiB y nikapcbKkoro 3acoby Ao po3giny “MNo6iyHi
KapTOHHIi peaxuii”. BBegeHHS 3MiH NpoTArom 12
Kopoo6ULi MiCALIB MiCNSA 3aTBEPLPKEHHS.
9. | ACNIPUH® C - ackop NO02B Tabnetkun Baiiep LLBeriua Baiiep Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx Ges UA/4398/01/01
6iHoBa | AO1 Lmnyyi; no 2 KoHcbto pis Bitrepcenss Ha MaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peyenma
Kncno TabneTkun y mep Kep 6X [oTOBWiA Nnikapcbkuii 3aci6. KoHTpob
Ta cTpuni; no 5 Al roTOBOrO JlikapcbKoro 3acoby. 3miHa y
(BiTami cTpunis y MeTofax BUNpobyBaHHSA roTOBOr0
H C), KapTOHHIl NiKapcbKoro 3acoby (HesHayHa 3miHa y
auetu Kopoo6Li 3aTBEPMKEHUX MEeToAax BUNPOByBaHHS)
ncaniy, -HEe3HauHi 3MiHN 0 aHaNITUYHUX METOANK:
nnosa -«2.|peHTUdikauis: auetTuncaniyunosa
Kmcno kucnota, ackopbiHosa kucnoTa.2.1 Metog,
Ta TLUX»: BUIyYEHHS BUMOT LLOA0 6e3neku;
-«8. PiBHOBaXHa BifJHOCHa BOMOTiCTb»:
BUAAIEHO KOHKPETHY MOoZe/b BOJIOroMipa
i BUNYYeHHS BUMOT LLOA0 6e3neku;
-«10. KinbkicHe B13HaueHHs. 10.2.
AckopbiHOBa kucnoTa»: BUgaIeHo
KOHKpPETHY MoAesb TuTparopa.
10. | BA®A3O/N® Fabomot | ¢abo NO5B Tabnetku no 10 ToBapuc | YkpaiHa ToBapuncTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX 6e3 nidnse | UA/18761/01/01
IC izole MoTu3 | X04 mr; no 10 TBO 3 [04,aTKOBO marepianis: 3miHu | Tuny - peyenma ae
ony Tabnetoky nopaTko BiANoBiAa/IbHICTIO AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
avrigp 6nicTepi, no 4 BOKO "IHTEPXIM" nikapcbKkoro 3acoby. 3MiHa Ha3BK
oxop abo 6 6nicTepis BiANoBIA, nNikapcbKoro 3acoby, y 3B'A3Ky 3
na y nauui anbHicT oTpvMaHHsAM CBigoLTBa Ha TOProBesibHy
10 mapky BA®A3O/.
"IHTEP [itova pepakuis BA®A30/ IC®
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
XIM* MponoHoBaHa pepgakuis BA®PA3O/I® IC

BeefieHHs 3MiH NpoTArom 3-x MicAuis
nicnia 3aTBEPAKEHHS.
3MiHn | TUnYy - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa
hopMmn abo po3mipiB Nikapcbkoi dhopmu
(TabneTkn 3 HeraiHMM BUBINTbHEHHAM,
Kancynu, cynosutopii Ta necapii) -
CynyTHS 3MiHa - 3MiHK 3 SKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHu BUNpobyBaHb abo [OMYyCTUMUX
MeX, BCTAHOB/IEHMX Y cneumdikayisx, nig
yac BUPOOHMLITBA FOTOBOTO liKaPCbKOro
3aco6y (iHWi 3MiHK) - 3MiHa hopmmn
TabneTkn NikapcbKoro 3acoby i3
«TabneTkn NIOCKOLMUMIHAPUYHOT chopmu, 3
hackow» Ha TabneTkn «TPUKYTHOI hopmMm
3 [1BOOMNYK/I00 MOBEPXHEID, 3i CKOLLEHNMU
KpasMu» , 3 BiANOBIAHUMU 3MiHAMK 3a
nokasHukom «Onuc» Cneuudpikauii M3 i
MeToZax KOHTPOH, BigMnoBigHo, Ta
CYNyTHSA 3MiHa: BignoBigHi 3MiHW
BHOCATLCA B cneuudikalii NpoMiKHUX
NpoAykKTiB «TabneTkn B NpoLeci
TabneTyBaHHs» (TeCTn «Onuc»,
«["eoMeTpUyHi po3mipu» Ta
«Hepo3gacoBaHi TabneTkm» (Tect
«Onuc»). 3MiHW BHECEHO B PO34in
"OCHOBHI (©i3MKO-XiMiYHi BNacTuBoCTI" B
IHCTPYKLiO 41151 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BeeaeHHs 3MiH
npotarom 3-x MicAUiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOTO
nikapcbKoro 3acoby (3MiHa KinibKocTi
OAMHWLb (Hanpuknag TabneTok, amnyn
TOLLLO) B ynakoBLi:) - 3MiHa y Aianas3oHi
3aTBEPKEHMX PO3MIPIB YNaKoBKM - 3MiHA
KiNbKOCTi 04uHULE TabNeToK Y NePBUHHIN

ynakoBLi (61icTepi) y AianasoHi
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3aTBEPMHKEHVX PO3MIPIB BTOPUHHOI
yNakoBKM NiKapCbKoro 3acoby. MakyBasibHi
mMaTtepiann NepBUHHOI YNaKOBKN HE
3MiHUnCA.
3MiHN BHECEHO B pO34in "Ynakoska" B
IHCTPYKLiO 41151 MeAUYHOr0 3aCTOCYBaHHS
Y 3B'A3KY 3i 3MiHOIO PO3Mipy (NEPBUHHOT)
yNakoBKM 3 BiANOBIAHUMY 3MIHAMU Y TEKCTi
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBegeHHs 3MiH NpoTsArom 3-x
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TNy - 3MiHK 3 AKOCTIi. [0TOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHa dhopMm abo po3mipy KOHTelHepa un
3aKynoploBasIbHOro 3acoby (NepBUHHOI
yMnakoBKK) (HECTEPWUSIbHI NiKapCbki 3aco6u)
- CynyTHs 3MiHa
- 3MiHM 3 SKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUIA 3aci6 (iHLwi
3MiHW)- 3MiHA reOMEeTPUYHOro po3mipy
nepBUHHOI ynakoBku (6nictep)
nikapcbkoro 3acoby BA®A30/1 IC®,
Tabnetkn no 10 mr Ne 40 6e3 3MiHu
reoMeTPUYHOro po3mipy BTOPUHHOT
yNaKkoBKW. 3MiHA FEOMETPUYHOr0 PO3Mipy
NnepBUHHOI ynakoBku (6nictep)
nikapcbkoro 3acoby BA®A3O0/ IC®,
Tabnetkn no 10 mr Ne 60, Sk HacnigoK
36i/1bLLIEHHA rEOMEeTPUYHOTo PO3Mipy
BTOPUHHOI yNakoBkuK (nayka). MaTepianm
NepBUHHOT Ta BTOPUHHOI YNakKoBKN He
3MiHUNNCA. BBeeHHA 3MiH NPOTAroMm 3-x
MiCALIIB MIiCNSA 3aTBEPLPKEHHS.

11.

BIOKNOT A®

Von
Willebra
nd factor
and
coagulat
ion
factor

akTo

p choH
Binne

6paHs
a

NIOANH
u*;

B02B
D06

niodpinisar gns
pO34nHy Ans
iH'ekwii no 500
MO; 1 dpnakoH 3
niodpinizatom y
KOMMEKTi 3
PO3YNHHMKOM

TOB
"BIO®A
PMA
MNA3M
A

YkpaiHa

TOB "BIO®APMA
MIA3SMA",
YkpaiHa
(BpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA nikapcbkmii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMHKEHNX MeToAax BUNPOOYBaHHS) -

3a
peyenmom

UA/16249/01/02
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)

Hassa*

VIl in hakTo (Boga ans KOHTPO/Ib SAKOCTI, 3MiHu [0 MeToAy BUNPOOGYBaHHS 3a

combina | p iH'ekwiiA) no 10 BUMYCK cepilf) NokasHWKOM «3arasibHuii 6inok», a came

tion 3ropTta M1y ¢h/1aKOoHi; YTOUYHEHHS (haKTUYHO 3aCTOCOBYBAHOI
HHS no 1 conakoHy 3 npoueaypu Ta NpuBeAeHHA aHaNiTUYHOT
Vil niogpinizatom Ta [OKyMeHTaUii y BifnoBiAHICTb A0 BUMOT
NI0ANH no 1 chsiakoHy 3 LdY/Ph.Eur. i peanbHoi nabopaTopHoi
0, PO3YNHHNKOM NPaKTVKV KOHTPOJIO IKOCTi. BHeceHHs
*AKmu pasom i3 YTOUHEHHS 00 3acTocyBaHHs in-house
BHIiCM 3acobamu ans MEeTOAY Ha OCHOBI pekomeHaauin 4dY/Ph.
b PO3YMHEHHSA Ta Eur. 2.5.33, meTog 7 meToguka A Ta
hakm BBeAEHHs (1 [OoY/Ph. Eur. 2.5.9 3amicTb NnocuiaHHA Ha
opy npucTpin ans [AoY/Ph. Eur. 2.5.9 Ta Ad®Y/Ph. Eur.
¢hoH nepeHeceHHs Ta 2.5.33, metog 7. 3MiHK | TUNy - 3MiHN 3
Binne inbTpauii, 1 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
6paHO Lwnpwy, KOHTPO/1b FOTOBOrO NiKapCbKoro 3acooby.
a 0HOPAa30Buii 3 3MiHa napameTpiB cneuudikauii Ta/abo
JIIOOUH ronIKoo ANsi [0MNYCTUMUX MEX rOTOBOTO NiKapCbKoro
u iH'ekuin, 1 3aco6y (BW/Ty4YEHHST HE3HAYHOTO
(MO) Kpunbyata nokasHuka (Hanpvknag 3acTapisioro
BUMIp iHODy3iliHa nokKasHuka, Takoro sik 3anax ta cmak, abo
oMb cmuctema) y iAeHTVdiKaLisn 6apBHUKIB UM CMAKOBMX
Bionos nadui 3 KapToHy [06aB0K)) - BuniyyeHHss MeToAy KOHTPOJIHO
iOHO 3a nokasHukom "lMiporexHun” 3i cneumdikawii
do 'N3 BignosigHO A0 BUMOr npuHumny 3R
akmus (Replace - 3amiHa, Reduce - ckopo4eHHs
Hocmi Refine - BoockoHaneHHs). 3anuwiaeTbes
Koghak 3aTBEpPKEHNIT METOA, BUNPOOYBaHHSA 3a
mopa nokasHNKom «bakTepiasibHi
pucmo €HA0TOKCUHU».
yemuH CynyTHS 3MiHa - 3MiHK 3 SKOCTi. FoTOBWIA
y nikapcbkuii 3aci6. KOHTPONb roTOBOro
(VWEF: niKkapcbKoro 3acoby. 3miHa y meToaax
RCo) BMNPOOGYBaHHSI rOTOBOTO JTiKAPCbKOro
rnopisH 3aco0y (He3HayHa 3MiHa Y 3aTBEPAKEHNX
SIHO 3 MeTofax BUNPo6yBaHHS) - BHECEHHS 3MiH
MixHa [0 MeToAy KOHTPOJIH SIKOCTi 3a
POOHU NokKasHUKOM "BakTepiasibHi eHO0TOKCUHN"
M 4N niogpinisoBaHoro npenapary Ta
cmaHad PO34YNHHMKA, & caMe BU/Ty4YEeHHS ONUCOBOI
apmo 4acTUHWN MeToAY, OCKIIbK MeTOZ, iX
M Ha BU3HAYEHHA € hapmakoneiiHuMm i He

KOHYe

notpebye HagMipHOi geTastisauii
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo
i
pe4yos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

HMpa
m
hakm
opa
poH
Binne
6paHo
a
(BOO
3).
**AKm
uBHic
mb
hakm
opy
320pm
aHHs1
Vil
(MO)
BU3Ha
qarom
b 3a
dorom
02010
Xpomo
2eHHO
20
aHasnis
y
32i0HO
€spon
elicbKi
u
thapm
akonei

12.

BIOKNOT A®

Von
Willebra
nd factor
and
coagulat
ion
factor

akTo

p choH
Binne

6paHs
a

NIOANH
u*;

B02B
D06

niodpinisar gns
pO34nHy Ans
iH'ekuii no 1000
MO; 1 dpnakoH 3
niodpinizatom y
KOMMEKTi 3
PO3YNHHMKOM

TOB
"BIO®A
PMA
MNA3M
A

YkpaiHa

TOB "BIO®APMA
MIA3SMA",
YkpaiHa
(BpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA nikapcbkmii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMHKEHNX MeToAax BUNPOOYBaHHS) -

3a
peyenmom

UA/16249/01/03
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)

Hassa*

VIl in hakTo (Boga ans KOHTPO/Ib SAKOCTI, 3MiHu [0 MeToAy BUNPOOGYBaHHS 3a

combina | p iH'ekwiiA) no 10 BUMYCK cepilf) NokasHWKOM «3arasibHuii 6inok», a came

tion 3ropTta M1y ¢h/1aKOoHi; YTOUYHEHHS (haKTUYHO 3aCTOCOBYBAHOI
HHS no 1 conakoHy 3 npoueaypu Ta NpuBeAeHHA aHaNiTUYHOT
Vil niogpinizatom Ta [OKyMeHTaUii y BifnoBiAHICTb A0 BUMOT
NI0ANH no 1 chsiakoHy 3 LdY/Ph.Eur. i peanbHoi nabopaTopHoi
0, PO3YNHHNKOM NPaKTVKV KOHTPOJIO IKOCTi. BHeceHHs
*AKmu pasom i3 YTOUHEHHS 00 3acTocyBaHHs in-house
BHIiCM 3acobamu ans MEeTOAY Ha OCHOBI pekomeHaauin 4dY/Ph.
b PO3YMHEHHSA Ta Eur. 2.5.33, meTog 7 meToguka A Ta
hakm BBeAEHHs (1 [OoY/Ph. Eur. 2.5.9 3amicTb NnocuiaHHA Ha
opy npucTpin ans [AoY/Ph. Eur. 2.5.9 Ta Ad®Y/Ph. Eur.
¢hoH nepeHeceHHs Ta 2.5.33, metog 7. 3MiHK | TUNy - 3MiHN 3
Binne inbTpauii, 1 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
6paHO Lwnpwy, KOHTPO/1b FOTOBOrO NiKapCbKoro 3acooby.
a 0HOPAa30Buii 3 3MiHa napameTpiB cneuudikauii Ta/abo
JIIOOUH ronIKoo ANsi [0MNYCTUMUX MEX rOTOBOTO NiKapCbKoro
u iH'ekuin, 1 3aco6y (BW/Ty4YEHHST HE3HAYHOTO
(MO) Kpunbyata nokasHuka (Hanpvknag 3acTapisioro
BUMIp iHODy3iliHa nokKasHuka, Takoro sik 3anax ta cmak, abo
oMb cmuctema) y iAeHTVdiKaLisn 6apBHUKIB UM CMAKOBMX
Bionos nadui 3 KapToHy [06aB0K)) - BuniyyeHHss MeToAy KOHTPOJIHO
iOHO 3a nokasHukom "lMiporexHun” 3i cneumdikawii
do 'N3 BignosigHO A0 BUMOr npuHumny 3R
akmus (Replace - 3amiHa, Reduce - ckopo4eHHs
Hocmi Refine - BoockoHaneHHs). 3anuwiaeTbes
Koghak 3aTBEpPKEHNIT METOA, BUNPOOYBaHHSA 3a
mopa nokasHNKom «bakTepiasibHi
pucmo €HA0TOKCUHU».
yemuH CynyTHS 3MiHa - 3MiHK 3 SKOCTi. FoTOBWIA
y nikapcbkuii 3aci6. KOHTPONb roTOBOro
(VWEF: niKkapcbKoro 3acoby. 3miHa y meToaax
RCo) BMNPOOGYBaHHSI rOTOBOTO JTiKAPCbKOro
rnopisH 3aco0y (He3HayHa 3MiHa Y 3aTBEPAKEHNX
SIHO 3 MeTofax BUNPo6yBaHHS) - BHECEHHS 3MiH
MixHa [0 MeToAy KOHTPOJIH SIKOCTi 3a
POOHU NokKasHUKOM "BakTepiasibHi eHO0TOKCUHN"
M 4N niogpinisoBaHoro npenapary Ta
cmaHad PO34YNHHMKA, & caMe BU/Ty4YEeHHS ONUCOBOI
apmo 4acTUHWN MeToAY, OCKIIbK MeTOZ, iX
M Ha BU3HAYEHHA € hapmakoneiiHuMm i He

KOHYe

notpebye HagMipHOi geTastisauii
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo
i
pe4yos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

HMpa
m
hakm
opa
poH
Binne
6paHo
a
(BOO
3).
**AKm
uBHic
mb
hakm
opy
320pm
aHHs1
Vil
(MO)
BU3Ha
qarom
b 3a
dorom
02010
Xpomo
2eHHO
20
aHasnis
y
32i0HO
€spon
elicbKi
u
thapm
akonei

13.

BIOKNOT A®

Von
Willebra
nd factor
and
coagulat
ion
factor

akTo

p choH
Binne

6paHs
a

NIOANH
u*;

B02B
D06

niodpinisar gns
pO34nHy Ans
iH'ekLii no 250
MO, 1 dhrakoH 3
niodpinizatom y
KOMMEKTi 3
PO3YNHHMKOM

TOB
"BIO®A
PMA
MNA3M
A

YkpaiHa

TOB "BIO®APMA
MIA3SMA",
YkpaiHa
(BpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA nikapcbkmii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMHKEHNX MeToAax BUNPOOYBaHHS) -

3a
peyenmom

UA/16249/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)

Hassa*

VIl in hakTo (Boga ans KOHTPO/Ib SAKOCTI, 3MiHu [0 MeToAy BUNPOOGYBaHHS 3a

combina | p iH'eKLiiA) no 5 mn BUMYCK cepilf) NokasHWKOM «3arasibHuii 6inok», a came

tion 3ropTta y chnakoHi; no 1 YTOUYHEHHS (haKTUYHO 3aCTOCOBYBAHOI
HHS dhnakoHy 3 npoueaypu Ta NpuBeAeHHA aHaNiTUYHOT
Vil niogpinizatom Ta [OKyMeHTaUii y BifnoBiAHICTb A0 BUMOT
NI0ANH no 1 chsiakoHy 3 LdY/Ph.Eur. i peanbHoi nabopaTopHoi
0, PO3YNHHNKOM NPaKTVKV KOHTPOJIO IKOCTi. BHeceHHs
*AKmu pasom i3 YTOUHEHHS 00 3acTocyBaHHs in-house
BHIiCM 3acobamu ans MEeTOAY Ha OCHOBI pekomeHaauin 4dY/Ph.
b PO3YMHEHHSA Ta Eur. 2.5.33, meTog 7 meToguka A Ta
hakm BBeAEHHs (1 [OoY/Ph. Eur. 2.5.9 3amicTb NnocuiaHHA Ha
opy npucTpin ans [AoY/Ph. Eur. 2.5.9 Ta Ad®Y/Ph. Eur.
¢hoH nepeHeceHHs Ta 2.5.33, metog 7. 3MiHK | TUNy - 3MiHN 3
Binne inbTpauii, 1 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
6paHO Lwnpwy, KOHTPO/1b FOTOBOrO NiKapCbKoro 3acooby.
a 0HOPAa30Buii 3 3MiHa napameTpiB cneuudikauii Ta/abo
JIIOOUH ronIKoo ANsi [0MNYCTUMUX MEX rOTOBOTO NiKapCbKoro
u iH'ekuin, 1 3aco6y (BW/Ty4YEHHST HE3HAYHOTO
(MO) Kpunbyata nokasHuka (Hanpvknag 3acTapisioro
BUMIp iHODy3iliHa nokKasHuka, Takoro sik 3anax ta cmak, abo
oMb cmuctema) y iAeHTVdiKaLisn 6apBHUKIB UM CMAKOBMX
Bionos nadui 3 KapToHy [06aB0K)) - BuniyyeHHss MeToAy KOHTPOJIHO
iOHO 3a nokasHukom "lMiporexHun” 3i cneumdikawii
do 'N3 BignosigHO A0 BUMOr npuHumny 3R
akmus (Replace - 3amiHa, Reduce - ckopo4eHHs
Hocmi Refine - BoockoHaneHHs). 3anuwiaeTbes
Koghak 3aTBEpPKEHNIT METOA, BUNPOOYBaHHSA 3a
mopa nokasHNKom «bakTepiasibHi
pucmo €HA0TOKCUHU».
yemuH CynyTHS 3MiHa - 3MiHK 3 SKOCTi. FoTOBWIA
y nikapcbkuii 3aci6. KOHTPONb roTOBOro
(VWEF: niKkapcbKoro 3acoby. 3miHa y meToaax
RCo) BMNPOOGYBaHHSI rOTOBOTO JTiKAPCbKOro
rnopisH 3aco0y (He3HayHa 3MiHa Y 3aTBEPAKEHNX
SIHO 3 MeTofax BUNPo6yBaHHS) - BHECEHHS 3MiH
MixHa [0 MeToAy KOHTPOJIH SIKOCTi 3a
POOHU NokKasHUKOM "BakTepiasibHi eHO0TOKCUHN"
M 4N niogpinisoBaHoro npenapary Ta
cmaHad PO34YNHHMKA, & caMe BU/Ty4YEeHHS ONUCOBOI
apmo 4acTUHWN MeToAY, OCKIIbK MeTOZ, iX
M Ha BU3HAYEHHA € hapmakoneiiHuMm i He

KOHYe

notpebye HagMipHOi geTastisauii
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo
i
pe4yos
UHU

Koo
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Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

HMpa
m
hakm
opa
poH
Binne
6paHo
a
(BOO
3).
**AKm
uBHic
mb
hakm
opy
320pm
aHHs1
Vil
(MO)
BU3Ha
qarom
b 3a
dorom
02010
Xpomo
2eHHO
20
aHasnis
y
32i0HO
€spon
elicbKi
u
thapm
akonei

14.

BICOMPON®

bisoprol
ol

6iconp
onony

dyma
pat

CO7A
BO7

Tabnetkn no 5
mr; 10 TabneTok
y 6nictepi; no 2,
3a6o5
6nicTepiB y
nauuj

AT
"®apmak

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | Tuny - 3mMiHN WoA0
6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn)- 3MiHu
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
YMakoBKM NIKAPCLKOro 3acoby y NyHKTU 2,
4.5,11,12, 16, 17. TekCT MapKyBaHHS

3a
peyenmom

UA/3214/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
NepBUHHOT YNakoBKK NiKapcbKoro 3acoby
OHOB/IEHUIA 3 ypaxyBaHHSIM OHOB/IEHOTO
[OM3aiiHy Ta AofaTkoBoi iHhopmali, Wwo
HaAaeTbCa Ha 3amiHy nonepegHL0
3aTBEPAKEHOTO TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH MpOTArom 6-Tn micsuis
nicnsa 3aTBepKeHHS.
15. | BICOMPO/I® bisoprol 6iconp | CO7A Tabnetku no 10 AT YkpaiHa AT "®apmak” YKpaina BHECEHHS 3MiH 0 peecTpavLjiintHx 3a UA/3214/01/02
ol onony | BO7 mr; 10 Tabnetok | "dapmak marepianis: 3miHu | TMny - 3MiHW Woao peyenmom
hyma y 6nicTepi; no 2, " 6e3nekun/edeKTUBHOCTI Ta
part 3abo5 dapmakoHarnsagy (iHwi 3MiHn)- 3miHu
6nictepis y BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
nauui yNaKkoBKM iKapCbKOro 3acoby y NyHKTH 2,
4.5,11,12, 16, 17. TeKkCT MapKyBaHHSA
NepBUHHOT YNakoBKM NiKapCbKoro 3acoby
OHOB/IEHUIA 3 ypaxyBaHHSIM OHOBJ/IEHOTO
[Ov3aiiHy Ta foAaTKoBoil iHdhopmalLii, Lo
HaJaeTbCa Ha 3amiHy nonepeaHL0
3aTBEPAKEHOTO TEKCTY MapKyBaHHS.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALIB
nicnsa 3aTBepKEHHS.
16. | BICONPON® bisoprol 6iconp | CO7A Tabnetku no 2,5 AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/3214/01/03
ol onony | BO7 mr; 10 Tabnetok | "d®apmak marepianis: 3miHu | Tmny - 3MiHW Woao peyenmom
dyma y 6nicTepi; no 2, " 6e3nekn/edeKTBHOCTI Ta
pat 3abo5 hapmakoHarnagy (iHwi 3MiHW)- 3MiHK
6nicTepis y BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
nauuj YMakoBKM MiKaPCbKOro 3acoby y NyHKTU 2,
4.5,11,12, 16, 17. TeKCT MapKyBaHHA
NepBYHHOT YNakoBKM NiKapCbKOro 3acoby
OHOBJIEHUIA 3 ypaxyBaHHSIM OHOBJ/IEHOTO
Ou3aliHy Ta f0AaTKoBOI iHhopMalii, Lwo
HaJ@ETbCA Ha 3aMiHy nonepeaHLO
3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
BBeneHHs 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepkKeHHs.
17. | BICOMNPOJNO bisoprol 6iconp | CO7A TabneTku, BKpUTI TOB YkpaiHa AT Yropuu BHECEHHS 3MiH 0 peecTpavLiinHx 3a UA/6407/01/01
N-TEBA ol onony | BO7 nNiBKOBOO «TeBa dapmaLeBTUYHNI Ha MaTepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peuyenmom
dyma 060/10HKOI0, MO YkpaiHa 3aBof TeBa CeptudpikaT BignosigHocTi/l E-cepTuddikat
pat 5 wr; no 10 » BiANOBIAHOCTI EBpONechbkili
Tabnetoky thapmakonei/moHorpadii. NMogaHHsA HOBOro
6nictepi; no 3 a60 OHOBNEHOTO cepTudikaTa
6nictepu B BiANOBIAHOCTI 260 BUNYYEHHS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KapTOHHIl
Kopoo6Li

cepTudpikaTa BifgnNoBiAHOCTI EBpONEiChKiii
thapmakonei: gna A®l; ana suxigHoro
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI API; AN SONOMIKHOT
peyoBuHY (cepTuddikat BiAgMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bifl yxe 3aTBepKEHOro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €EBponeichbkili
hapmakonei CEP 2009-044 Rev 02 Big,
BXe 3aTBepAKeHOoro BupobHmka MOEHS
Catalana S.L., Spain gjto40i pe4yoBrHU
6iconponony chymapar B 38’3k 3i
3miHamu B FSMF (3atBepgxeHo: R1 - CEP
2009-044 Rev 01; 3anponoHoBaHo: CEP
2009-044 Rev 02). 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BuyyeHHs
BMPOGHMYOT AinbHUL (BKTHOYAKOUM
AinbHuui Ana A®l, npoMiXXHOro NPoayKTy
ab0 roToBOro NiKapCbKoro 3acooy,
AiNbHWLI AN NpoBeAeHHA NakKyBaHHs,
BMPOGHMKA, BiAMNOBIAA/ILHOMO 3a BUMYCK
cepiii, Micue NPOBeAEHHST KOHTPOIO cepii)
ab0 nocrtavasibHWKa BMXIiAHOro MaTepiany,
peareHTy ab0 AOMNOMIXHOI peHOBUHU
(AIKW,0 3a3HAYEHO Y [OCbE) BUAASIEHHS
BMpo6Huka Evonik Technochemie GmbH,
Germany Aio4oi peyoBuHU Giconpoaony
ymapart (3aTBepgxeHo: Evonik
Technochemie GmbH, Germany; MOEHS
Catalana S.L., Spain.; 3anponoHoBaHo:
MOEHS Catalana S.L., Spain.).

18.

BICOMNPOIO
N-TEBA

bisoprol
ol

6iconp
onony

thyma
pat

CO7A
BO7

TabneTku, BKPUTI
nNiBKOBOO
060/10HKOI0, MO
10 wmr; no 10
Tabnetoky
6nicTepi; no 3
6nictepu B
KapTOHHii
Kopo6ui

TOB
«TeBa
YkpaiHa
»

YkpaiHa

AT
dapmMaveBTUYHUIA
3aBof TeBa

Yropium
Ha

BHECEHHS 3MiH 0 peecTpaLjiinHmx
marepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTuddikart

BiANOBIAHOCTI EBponeiichkili
apmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBNeHoro cepTudiikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignoBiaHOCTI EBpONEChKiit
dhapmakonei: gnss A®l; ons BUXigHOrO

3a
peyenmom

UA/6407/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 41s ONOMIKHOT
peyoBuHY (cepTuddikat BiAMoBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA
cepTuaikaT Bif Y)Xe 3aTBepaKeHoro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTundikaTy BignoBiAHOCTI EBpONeNChKiii
thapmakonei CEP 2009-044 Rev 02 Big
BXeE 3aTBepAxeHoro BupobHuka MOEHS
Catalana S.L., Spain gjto4oi pe4yoBuHu
6iconposiony chymapar B 3B's13Ky 3i
3miHamu B FSMF (3atBepmxeHo: R1 - CEP
2009-044 Rev 01; 3anponoHosaHo: CEP
2009-044 Rev 02). 3minm | Tuny -
AMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAK0UN
AinbHuUi ans A®l, NpoMiXXHOro NpoAyKTy
ab0 roToBoro slikapcbKoro 3acoby,
[iNbHWUI AN NPOBeAEHHA NakKyBaHHS,
BMPO6HMKA, BiANOBIA&/IbLHOIO 3a BUMYCK
cepiiA, MmicLie MpoBeAEHHSI KOHTPOSHO cepii)
abo noctayvasibHMKa BUXiAHOro MaTepiasy,
peareHTy ab0 AOMOMIKHOI pEHOBUHM
(AKLWO 3a3Ha4YeHO Yy AOCbE) BUAAIEHHS
BMpo6Huka Evonik Technochemie GmbH,
Germany £ito4oi peyoBuHM Giconpoaosny
ymapart (3aTBepaxeHo: Evonik
Technochemie GmbH, Germany; MOEHS
Catalana S.L., Spain.; 3anponoHoBaHo:
MOEHS Catalana S.L., Spain.).

19.

BAHKOMILWN
H-BICTA

vancom
ycin

BaHKO
MiLWH

rigpox
nopug

JO1XA
01,
AO7A
A09

niogpinizat gns
pO34nHy Ans
iHpy3iii no 500
Mr; 1 cKNsiHUIA
chnakoH 3
niocpinizaTom,
MicTkicTio 10 mn
B KapTOHHIiA
KopooLi

Mictpan
Kenitan
MeHex
MEHT
Nimiteq

AHrNifA

BEM Inay CaH. Be

Tik. A.C.

Typeuun
Ha

BHECEHHS 3MiH 1O peecTpaLiiHnX
mMarepianis: 3mMiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMHKEHUX MEeTOAAax BUNPOOYBaHHS) -
YTOYHEHO BUKTaAEHHA METOAUKN
«lpeHTndikauis BaHkomiumHy B»
nikapcbkoro 3acoby BAHKOMILMH-
BICTA, niocpinizat gns posuvHy ans

3a
peyerimom

UA/18265/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
iHdpysiin no 500 mr Ta 1000 mr, a came B

TEKCT METOAMKMN BK/IKOYEHO MPUrOTYBaHHSA
PO34MHY MOPIBHAHHS, Y 3B'A3KY 3
OTPUMAHVMU 3ayBaXEHHAMMN
ynoBHoBaxeHoT [ «LeHTpasibHOi
naboparopii 3 aHasi3y SAKOCTi NiKapCbKnx
3ac006iB i MeAMYHOT MPOAYKLi», 10
3a3HayveHi y nincti Ne 6/131 Big,
16.10.2024.
3MiHn | TUNY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOTO J1iKapCbKoro
3aco6y (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeToZax BMNpobyBaHHsT) - CynyTHSA 3MiHa
- 3MiHM 3 SKOCTi. FOTOBWIA NiKapCbKUii
3aci6. KOHTpO/ib roTOBOro NiKapcbkoro
3aco6y. 3miHa y MeTogax BUNpoobyBaHHs
roTOBOrO NiKapCbKOro 3acoby (Hes3HavyHa
3MiHa Y 3aTBEpKeHUX MeTofax
BMNPOOYBaHHS) - YTOYHEHO BUKTAAEHHS
MeToauKN «KinbKicHe BU3HAYEHHSA
BaHkomiumHy B» i ik Hacnigok nocnifosHa
3MiHa MeToANKN «CynpoBIgHI AOMILLIKM»
nikapcbkoro 3acoby BAHKOMILMH-
BICTA, niochinisat Ana posynHy gns
iHdpysii no 500 mr Ta 1000 mr, B 3B’3Ky 3
OTPUMAHVMU 3ayBaXEHHAMMN
ynoBHoBaxeHoT A «LeHTpasibHOi
nabopartopii 3 aHasi3y SAKOCTi NiKapCbKnx
3ac006iB i MeAMYHOT MPOAYKLi», 10
3a3HaveHi y nucTi Ne 6/6 Big 17.01.2025 p.
3MiHu Il Tuny - 3miHK 3 AkoCTi. FoTOBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby (iHWi 3MiHK) - 3MiHK
oo npuBegeHHs Cneyndikauii Ta
METO/iB KOHTPOJIKO AKOCTI NiKapCbKoro
3aco6y BAHKOMILWH-BICTA, niodpinizat
0151 pO3UMHy N8 iHduysivi no 500 Mr Ta
1000 mr y BignoBigHICTb A0 MaTepianis
BUPOGHMKa, a came: - po3ain

«OfHOPIAHICTb A030BaHMX OANHULEY:
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BKasaHi unposi Mexi B cnevmdikauii Ta
BKa3aHO BifNOBiAHWI aHANITUYHWIA MeTOp,
(PBM), a TakoX AeTasibHO po3nucaHui
MeToZA BUNpoByBaHHs; - po3ain «Onuc.
BiHOBNEHNI PO3UNH»: 3MiHM [0
cneungikauii Ta MeToay KOHTPOJIO -

( 3aTBEpMXEHO: BigHOBNEHWIA PO3YMH.
Onuc Mpo3opwii 6e36apBHUIA PO3UMH,
3anponoHoBaHo: BigHOBAEHNIA pO3UKH.
Onwuc Mpo3opuid, 3nerka »oBTyBaTo-
KOPUYHEBWIA PO3UNMH). - AOAAHO TECT «
Konip makc. BY4» pa3om 3 BignoBigHUM
MeTOA0M BUNPOGYBaHHS; - TeCT «pH.
BifiHOBNEHWI PO3UMH»: YTOYHEHO ONUC
MeTOAVKM, a came [0AaHO
TemnepaTypHuUii pexnmM nNpoBeaeHHs
BMNpoO6YyBaHHSA BiAMNoBIgHO A0 BUMOr EP; -
po3gin "Yac BigHOBNEHHS": yTOYHEHO ONKnC
MeToAVKM, a came [0AaHO Onuc
NPUroTyBaHHS PO3YMHY.

20.

BAHKOMILN
H-BICTA

vancom
ycin

BaHKO
MiLVH
y
rigpox
nopuva

JO1XA

AOTA
A09

niodpinisar gns
pO34nHy Ans
iHchy3iii no 1000
Mr; 1 cknsHwi
hnakoH 3
niodpinizaTom,
MicTkicTio 20 MmN
B KapTOHHIlA
Kopoo6Li

Mictpan
Kenitan
MeHemx
MEHT
NimiTen

AHrNIs

BEM Inay CaH. Be

Tik. A.C.

Typeuun
Ha

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) -
YTOYHEHO BUKNAAEHHS METOANKN
«laeHTudikauis BaHkomiunHy B»
nikapcbkoro 3acoby BAHKOMILMH-
BICTA, niocpinizat ons posuvHy ons
iHcpy3ili no 500 mr Ta 1000 mr, a came B
TEKCT METOANKMN BK/IOYEHO NPUTOTYBaHHSA
PO34MHY MOPIBHAHHS, Y 3B'A3KY 3
OTPVYMaHUMW 3ayBaXeHHSMU
ynoBHoBaxeHoT [N «LleHTpasibHOi
naéopartopii 3 aHani3y AKOCTi NiKapCbKnx
3ac06iB i MeAMYHOT MPOAYKLi», L0
3a3HadveHi y iucTi Ne 6/131 Big,
16.10.2024.
3MiHu | TUny - 3MiHK 3 siKocTi. FoToBWIA
NiKapCcbkuii 3aci6. KOHTposib roToBOro

3a
peyenmom

UA/18265/01/02
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nikapcbkoro 3acoby. 3MiHa y meToaax

BMMNPOOGYBaHHSA roTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHMNX
MeToAax BUNpobyBaHHs) - CynyTHs 3MiHa

- 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii

3aci6. KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3MiHa y MeTofax BUNpobyBaHHA
rOTOBOrO /iKapCbKOro 3acoby (HesHauyHa
3MiHa Y 3aTBEPPKEHUX MeTofax
BUNPOOYBaHHSA) - YTOUHEHO BUKNAAEHHS
MeToaunkn «KinbkKicHe BU3HaYeHHS
BaHkomiumHy B» i ik Hacnigok nocnigosHa
3MiHa MeToaukn «CynpoBiaHi [OMILLKN»
nikapcbkoro 3acoby BAHKOMILMH-
BICTA, niocpinizat gns posumHy gns
iHpysiii no 500 mr Ta 1000 mr, B 3B’SI3KY 3
OTPVYMaHNMW 3ayBaXeHHAMU
ynoBHoBaxeHoT A «LleHTpasibHOi
nab6opartopii 3 aHani3y sKOCTi /likapCbKnx
3aco06iB i MeMYHOT NPOAYKLi», L0
3a3HaueHi y nucTi Ne 6/6 Big 17.01.2025 p.
3MiHu Il Tuny - 3miHK 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKapcbkoro 3acoby (iHwi 3MiHK) - 3MiHN
oo npusegeHHsA Crneyndikauii Ta
MeTO/iB KOHTPOJIIO AKOCTi NiKapCbKOoro
3acoby BAHKOMILINH-BICTA, niocpinizat
[ANs po3unHy Ans iHdysiin no 500 Mr Ta
1000 wmr y BiANOBIAHICTL 4O MaTepianis
BMPOGHMKa, a came: - po3ain
«OHOPIAHICTb A030BaHUX OANHULE»:
BKasaHi LupoBi Mexi B cneuudikauii Ta
BKa3aHO BigNoBigHWI aHaNITUYHWI METOA,
(PBM), a Takox AeTa/lbHO po3nucaHuii
MeTof BUNpPobyBaHHS; - po3gin «Onuc.

BigHOBNEHWI PO3YMH»: 3MiHW 40
cneuuqikauii Ta MeToay KOHTPOSIO -

( 3aTBEpMAXEHO: BigHOBNEHWIA PO3YMH.
Onwuc MNpo3opwii 6e36apBHUIT PO3UMH,

3anponoHoBaHo: BifHOBNEHWI PO3UWH.
Onwuc MNpo3opwii, 3nerka XoBTyBaTo-

KOPUYHEBUIA PO3YMH). - AOAAHO TECT «
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Konip makc. BY4» pa3om 3 BignoBigHUM
MeTOA0M BUNPOGYBaHHS; - TECT «pH.
BigHOBNEHWI PO34MH»: YTOUHEHO ONKUC
MeTOoAVKKM, a came AoAaHO
TemnepatypHuUii pexunM nNpoBeaeHHs
BMNPOGYBaHHS BiANOBIAHO [0 BUMOT EP; -
po3ain "Yac BigHOBNEHHA": yTOYHEHO ONUC
MeToAVKKM, a came [oAaHO onuc
NPUroTyBaHHSA PO3YMHY.
21. | BEP3EHIO abemaci | abema | LO1EF | TabneTku, BKpUTI Eni Higepna nepBrHHa Ta IcnaHis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/20387/01/02
clib uuknié | 03 nAiBKOBOO Ninni HAN BTOPUHHA CLA MaTepianis: 3miHu Il Tuny - 3MiHK WoAa0 peyenmom nionse
060/10HKOI0 NO Hepepn yrakoBka, 6e3nekn/edeKTMBHOCTI Ta ae
100 wmr; no 14 eHp B.B. KOHTPO/Ib SIKOCTI, thapmakoHarnsgy. 3MiH1 y KOpOTKiii
Tabnetoky BUnyck cepii: Mlinni XapakTepucTuLi nikapcbkoro 3acoby,
6nicTepi, no 2 C.A., IcnaHis; TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
6nictepn y BMPOGHMLTBO

KapTOHHI navui

roTOBOI NiKapCbKOi
chopmu, KOHTPOSb
AKocTi: Ninni genb
Kapi6e IHk., CLLA

MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3
HOBVMW JaHUMW 3 AKOCTI, AOKAIHIYHUMY,
KAiHIYHUMW JaHMK Ta JaHMK 3
thapmakoHarnagy - 3MiHM BHECEHO [0
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
NikapcbKoro 3acoby A0 po3ainy
"®apmMakosiorivyHi BnactusocTi*
(edhekTUBHICTL | 6e3neky nikapcbKoro
3aco6y B kOMGiHaL,i 3 ipUHOTEKAHOM i
TEMO030/10MiZJOM OLHIOBa/IN B AOCAIIKEHHI
J1S-MC-JP04). B mexax 3MiH/ OHOBNEHO
nnaH ynpaeniHHA pyu3nkammn fo sBepcii 2.2
(eCTD nocnigosHicTb 0007). 3miHu Il TNy
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW JaHVMU 3 AKOCTI, JOK/IHIYHUMU,
KMIHIYHUMUW AaHVMK Ta JaHUMK 3
thapmakoHarnsgy - 3mMiHM BHeCeHo 10
IHCTPYKUT A8 MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ainy
"®apmakonoriyHi B1acTusBocTi"
(pesynbTatn gocnimkeHHs asun 3
monarchE). [HCTpykuia a4na MeanyHoro

3acTocyBaHHs nikapcbkoro 3acoby (eCTD




37

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nocnigosHictb 0009).
22. | BEP3EHIO abemaci | abema | LO1EF | Tabnetku, BKpUTI Eni Higepna nepBuHHa Ta Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHnx 3a He UA/20387/01/03
clib uuknié | 03 nAiBKOBOIO Ninni HOW BTOPUHHA CWA mMarepianis: 3miHu Il Tvny - 3miHn Woao peyenmom | nidnse
060/10HKOIO MO Hepepn ynakoBKa, 6e3nekn/edeKTBHOCTI Ta ae
150 wmr; no 14 eHp b.B. KOHTPO/Ib AKOCTI, dhapmakoHarnsgy. 3MiHN y KOpOTKild
Tabnetoky BUMNYCK cepii: flinni XapakTepucTuLi Nikapcbkoro 3acoby,
6nicTepi, no 2 C.A., IcnaHis; TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
6nictepn y BMPOGHMLTBO MeZMNYHOro 3aCTOCYBaHHA y 3B'A3KY I3
KapTOHHIM nayui rOTOBOI NiKapCbKOI HOBUMMW JaHNMK 3 SIKOCTi, JOK/iHIYHUMMU,
hopMU, KOHTPOSIb KNiHIYHUMW faHMK Ta faHUMK 3
aKocTi: Ninni genb hapmakoHarnagy - 3MiHM BHECEHO A0
Kapi6e IHk., CLLUA IHCTPYKL|i 415 MeANYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby A0 po3ziny
"apmMakosiorivyHi BnactusocTi"
(edheKTUBHICTL | 6e3neKy nikapcbKoro
3aco6y B KOMGiHaL,i 3 ipUHOTEKAHOM i
TEMO30/10MiJOM OL,iHIOB&/IN B JOCAIMKEHHI
J1S-MC-JP04). B mexax 3MiH/ OHOB/EHO
nnaH ynpasniHHA pusmkamu o Bepcii 2.2
(eCTD nocnigosHicTb 0007). 3MiHn Il Tuny
- 3MiHu Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapaxkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBMMW JAaHUMU 3 AKOCTI, AOKAIHIYHUMMY,
KNiHIYHMY faHVMKW Ta aHMK 3
hapmakoHarnagy - 3MiHM BHECEHO [0
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3giny
"®apmMakosioriyHi BnactmsocTi*
(pe3ynbTatn gocnimpkeHHs dasmn 3
monarchE). [HCTpyKuis A418 MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby (eCTD
nocnigosHictb 0009).
23. | BEP3EHIO abemaci | abema | LO1EF | Tabnetku, BKpUTI Eni Higepna nepBuHHa Ta Icnanis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/20387/01/01
clib uuknié | 03 NNiBKOBOO ninni HOY BTOPVHHA CWA mMaTtepianis: 3miHu Il TUny - 3MiHK WoA0 peuenmom | niosse
060/10HKOI0 MO Hepepn ynakoBKa, 6e3nekn/eeKTUBHOCTI Ta ae
50 mr; no 14 eHg B.B. KOHTPO/Ib SKOCTI, thapmakoHarnsgy. 3MiH1 y KOpOTKiii
Tabnetoky BUNycK cepii: Mlinni XapakTepucTuLi nikapcbkoro 3acooby,
6nicTepi, no 2 C.A., IcnaHis; TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
6nictepn y BMPOBHMLTBO MeAMNYHOro 3aCTOCyBaHHSA Y 3B'A3KY i3
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
KapTOHHI nayi roTOBOI NiKapCbKOi HOBVMUW AaHUMU 3 AKOCTI, AOKNiIHIYHUMN,
hopMU, KOHTPOSIb KAIHIYHUMW faHMK Ta faHUMK 3
saKkocTi: Ninni gens thapmakoHarssgy - 3MiHM BHECEHO 40
Kapi6e IHk., CLLUA IHCTPYKLII A1 MeAUYHOro 3aCTOCyBaHHA
nNiKapcbKoro 3acoby Ao po3ainy
"®apMakosiorivyHi BnacTuBocTi"
(edheKTUBHICTb | 6e3neKy nikapcbKoro
3aco6y B kKOM6iHaL,ii 3 ipUHOTEKAHOM i
TEMO030/10MiZOM OLiHIOBa/IN B AOCIAKEHHI
J1S-MC-JP04). B Mexax 3MiHW OHOBJ/IEHO
nnaaH ynpasniHHA pusnkamun Ao sepcii 2.2
(eCTD nocnigosHicTe 0007). 3miHu |l TNy
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHSA Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3
HOBUMW JAaHVMMM 3 SIKOCTi, JOK/TiHIYHUMMU,
KNiHIYHYMY AaHuMK Ta JaHuMn 3
hapmMakoHarnagy - 3MiHM BHECEHO 0
IHCTPYKLii AN151 Me4MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby 0 po3giny
"®apmMakosoriyHi BnactusocTi"
(pe3ynbTatn gocnimpkeHHs dpasmn 3
monarchE). IHCTpyKUis A8 Megu4HOoro
3acTocyBaHHs nikapcbkoro 3acoby (eCTD
nocnigosHicte 0009).
24. | BI3KbIO broluciz 6pony | SO1LA | po3uuH ans HoeapTi | LBeiiua BWMYCK Cepili: IcnaHis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/18833/01/01
umab umsym | 06 iH'ekuil, 120 c pis HosaprTic CnoseHi marepianis: 3miHu | Tvny - 3MiHM 3 AKOCTI. peyenmom
ab mr/mn; no 0,23 Osepci3 MaHythakTypiHr al A®|. KoHTposb AdI. 3miHa y napameTpax
M1y ¢p1aKoHi; IHBECTM HB, Benbris; LlBeiiua cneumgikauin Ta/abo JONYCTUMUX MEX,
no 1 dpnakoHy B eHTCc Al BUMYCK cepili: pis BM3HAYeHUX Y cneundikauisx Ha A®l, abo
KOMM/IEKTI 3 HoBaprTic BVXiAHWI/NPOMIXHWIA NpoAyKT/peareHT, wo
rO/IKOLO dapmMacbloTuKa, BUKOPWCTOBYIOTbCS Y NpoLeci
hiNbTpyBasIbLHO C.A., IcnaHis; BUPOGHMLTBA ADI (iHLUI 3MiHN) -
10 B KOpPOGLi 3 BUMYCK Cepii, OHOBJIEHHS crieumdikaLii BUmycky Ta
KapToHYy BTOPVHHE NOBTOPHOTrO TECTYBaHHSA GaHKIB KNiTUH
nakyBaHHs: Jlek (MCB Ta WCB) ans tecty
dapmacbroTrKanc «PecTpukujiiHnin aHaniz nnasmigHoi AHK».
a.4a., Cnoseris; Bk/lo4eHHs pe3ynbTaTtiB NOBTOPHOIO
BMPOGHMLTBO TecTtyBaHHa ans WCB C173902 ta
roToBOro BHECEHHS pefaKuiiHOi 3MiHWM Ans
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nikapcbKoro BUMPaB/IEHHA APYKaPCbKOT MOMUIKN B
3acoby, HOMepi NepBUHHOI NapTii NOCIBHOIO
BK/THOYAOUN martepiany B po3gini 3.2.S5.2.3.
KOHTPO/Ib SKOCTI,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs:
HosaprTic ®apma
LWTelin AT,
LLiBeiiuapis;
KOHTPO/Tb SKOCTI:
HosapTic ®apma
Ar, LBeliuapis
25. | BIKC paraceta | napay, | NO2B NMOPOLLOK A5 MpokTep | LWBeiiua PadToH Benvka BHECEHHS 3MiH 1O peecTpaLiiHnX 6e3 UA/11414/01/01
AHTUIPUN mol, etamo | E51 opasibHoro eH pis Na6opaTopi3 BputaHi | maTepiasiB: yTOUHEHHS YMOB BifnycKy B peyenma
KOMMNJIEKC combina | n, pO34umHy; o 5 Fem6n Nimiteq a Hakasi MO3 YkpaiHu Ne 1624 Big
tions reavic a6o 10 cawe y IHTepHe 22.10.2026 B NpoLEeCi BHECEHHS 3MiH
excl. eHesn Kopoo6Ui LWHA (3miHu | TMNY - 3MiHK Woao
psychole | H, Onepeli 6e3nekun/edeKTBHOCTI Ta
ptics deHin WwH3 CA hapmakoHarnsgy. BeegeHHs abo 3minm
ecpuH [0 y3ara/ilbHeHUX AaHvx npo cuctemy
y thapMakoHarnagy (BBefeHHs
rigpox y3arasibHeHUX AaHnX Npo cucTemy
nopug thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT

oco6u, BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobm 3
dhapmakoHarnsgy sasBHuKa ans
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BiANOBiAA/IbHOT 3a 34iACHEHHS]
hapmakoHarnagy (BK1HYaoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHWMKa,
BiANOBIAabHOI 3a thapmakoHarnsag s
YkpaiHi. [itova pegakuis: Alina Vovchuk /
BoBuyk AniHa BonogmmupiBHa.
MponoHoBaHa pepakuis: Valentyna
Yeremenko / EpemeHko BaneHTnHa
BikTopiBHa. 3MiHa KOHTaKTHUX OaHuX
KOHTaKTHOI 0CO6U 3asBHNKa,
Bi4noBiAa/IbHOI 32 hapmMakoHarnsg B
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
YkpaiHi). Pepakuis B Hakasi - 3a
peuenToMm. BipHa pepakuis - 6e3
peuenta.
26. | FA3IBA® obinutuz | 06iHyT | LO1FA | KOHLUeHTpaT Ans TOB Ykpaina Brpo6HnLTBO Himeuuu BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/14232/01/01
umab y3yma | 03 pO3unHy ANns «Pouu Hepo3chacosaHol Ha/ marepianis: 3miHu Il Tuny - 3MiHM 3 AKOCTI. peyenmom
6 iHdpysiiA, 1000 YkpaiHa NpOoAyKUii, LliBeiua A®I|. MpoeKTHWiA npocTip Ta
Mmr/40 mn; no 40 » nepBuHHE pist nicnApeecTpavjiiiH1ii NPOTOKON
My ch1aKoHi; nakyBaHHs, ynpas/iHHA 3MiHaM1. BHECEHHS 3MiH y
no 1 dpnakoHy y BMNPOOYBaHHSA nicnsapeecTpauiiHnii TPOTOKO
KapTOHHIi KOHTPOJO SKOCTI: ynpas/iHHA 3MiHaMu gns Al -
Kopoo6Li Pow fliarHocTuKe BNPOBA/PKEHHS NPOTOKO/Y YNPaB/liHHA
v6X, HimeuunHa 3MiHamu nicns 3aTeepgkeHHs (PACMP) 3
BTopuHHe MEeTOI0 A0AaBaHHs anbTepHaTUBHOIO
nakyBaHHs, MeToay iaeHTudikaLji nig vac
BUNYCK cepii: BUNPOGYBaHb Ha BUMYCK — NENTUAHOTO
& . XodhdpmaHH-/15 KapTyBaHHs 3 BUKOpUCTaHHAM Lys-C Ta
Pow NTpa, Mac-cnektpomeTpuyHoro (MC)
Lseliuapis [eTeKTyBaHHA 1151 aKTUBHOIO
hapMaueBTUYHOTO iHrpeieHTa Ta
NPOMDKHUX aHTUTIA. 3MiHW || TNy - 3MiHK
3 AKocCTi. FoTOBWMIA Nikapcbkuii 3aci6.
MpoekTHWiA npocTip Ta
nicnsipeecTpavjiiiHnii NpoTOKoN
ynpaBniHHA 3MiHaMK. BHeceHHs 3miH nicns
3aTBEPPKEHHS NPOTOKONY YNPaB/iHHA
3MiHaMK AN FOTOBOrO NiKapCbKoro 3acoby
- BNPOBaKEHHA NPOTOKONY YNpaB/iHHA
3MiHamu nicnsa 3aTBepakeHHs (PACMP) 3
METO 0AaBaHHS aNlbTepPHATUBHOIO
mMeToay ifeHTudikaLii rotoBoi NpoaykKLuil
npw ii BUMNYCKY — NENTUAHOIO KapTyBaHHA
Lys-C 3 MC feTeKkTyBaHHsM.
27. | TA3IBA® obinutuz | 06iHyT | LO1FA | KOHUeHTpaT Ans TOB YkpaiHa Brpo6HMLTBO Himeuun BHECEHHS 3MiH 40 peecTpavLinHmx 3a UA/14232/01/01
umab y3yma | 03 pO34nHy AN «Pouu Hepo3dacoBaHOT Ha/ mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuyenmom
6 iHdpy3iii, 1000 YkpaiHa NPOAYKLUIT, LBeliua [oToBWIA NiKapcbkuMii 3aci6. 3MiHN Yy
mr/40 mn; no 40 » nepBuUHHE pis BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
My doNaKoHi; nakyBaHHs, CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOI0
no 1 dpnakony y BUNPOBYBaHHSA SAKOCTi FOTOBOrO NiKAPCbKOro 3acoby

KapTOHHIi
Kopooui

KOHTPOJII0 SKOCTI:

Pow fiarHocTuke

'm6X, HimeuunHa;
BTopuHHe

(3amiHa abo goAaBaHHS BUPOGHMKA, L0
BignoBifae 3a BBe3eHHA Ta/abo BUMYCK
cepii) - He Bktovaroumn
KOHTPO/1b/BMNPOGYBaHHS cepii. BHECEHHs
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKO20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nakyBaHHs, iHdbopMaLii npo iMnopTepa B YkpaiHy Ao
BUMYCK Cepii: po3giny 3.2.P.3.1 BUpo6Huk(1) B
& . XodpchpmaHH-/151 mMaTtepiann peecTpawiiHoro Aocke, a came:
Pow NiTa, «Roche Ukraine» LLC. Velyka Vasylkivska
LBeliuapis Street, 139, 5 floor 03150 Kyiv Ukraine.
28. | TEKCAKCUM Diphther | gndbte | JO7CA | cycneHsis gns CaHodhi | ®PpaHuisa BMPOGHMLTBO ®paHuis BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/13080/01/01
® | HEXAXIM ia- piiHuiA | 09 iH’ekui; no 0,5 BiHTpon roToBOro / MaTepianis: 3miHu Il TUNYy - 3MiHX 3 AKOCTI. peuyenmom
BAKLUVHA haemop | aHato mn (1 gosa) B IHpacTpi Hepo3dhacoBaHOro | Yroplum A®l. Bupo6bHMUTBO. 3MiHM B NpOLECI
ansa hilus KCWH; nonepegHbL0 npoaykTy, Ha BMpO6HMLTBA API (3MiHa CTOCYETbLCA
NMPO®INAKT influenz npast, 3anoBHEHNX BTOPUHHE aKTUBHOT PeYOBUHU
KN ae B- eBuit wnpuuax 3 1-eto nakyBaHHs 6i010r4HOro/iMyHOOMNYHOTO MOXOKEHHS
OUNOTEPII, pertussi | aHaTo (abo 2-ma) (wnpwuywm), a60 BMKOPUCTaHHSA XiMiuHuX APly
NPABLA, S- KCWH; oKpemMnmu KOHTPO/Ib SIKOCTI, BMPOGHULTBI NiKapCbKOro 3acoby
KALLJTHOKY poliomy aHTure rosikamu, no 1 BUMYCK cepili: 6i0N10ri4YHOro/iMyHO/I0MNYHOIO MOXOMKEHHS,
(ALENONAP | elitis- HY Lwnpuuy B CaHodi BiHTpon sika MOXe MaTu 3HaYyHWi BN/IMB Ha SKICTb,
HUN tetanus- | Bordet KapTOHHIi IHoacTpi, PpaHLis; 6e3neky Ta e(peKTUBHICTb JlikapCbKoro
KOMMOHEHT | hepatitis | ella ynakosLi; no 0,5 BUPOBHMLTBO 3acoby, i He CTOCYETbCS NPOTOKONY) -
), TENATUTY B pertus mn (1 gosa) B roToBOro Mepernag KpUTUYHOTO NapameTpa
B Sis: nonepegHL0 Hepo3dhacoBaHoro npouecy (LifboBI AianasoHun
PEKOMBIHA Kawun 3arnoBHEHMX NPOAYKTY, KOHL,EHTpALili), L0 BUKOPUCTOBYETLCA Nif,
HTHA, 10KOBM wnpuuyax 3 1-eto 3anoBHEHHS, yac NpurotyBaHHsA KOHLLEHTPOBaHOT
noniomMien 7 (abo 2-ma) BTOPUHHE TpVBaNIEHTHOT akTMBHOI pevoBuHu ITIB.
TY aHarto okpemumu nakyBaHHs, PepakuiiiHi yTOUHEHHS [0 po3ainy
IHAKTUBOBA KCWH; rosikamu, no 1 KOHTPO/Ib SKOCTI, 3.2.5.2.2 (oHOB/EHHS MOCWU/IaHb Ha BOAY
HATA chinam wnpuuy B BWMYCK CEepili: 015 iH'eKUii (3aMiCTb BOAM OUULLEHON)).
3AXBOPIOB EHTHMN cTaHAapTHO- CaHodi BiHTpon TepMmiH BBEfIEHHS 3MiH - BepeceHb 2027.
AHb,  rema €KCMOPTHIN IHaacTpi, PpaHuis; 3miHu |l Tuny - 3MiHn 3 aKkocTi. AL,
CNPUYMNHEH 10T ynakoBLi, aka BWMYCK Cepili: KoHTposib A®I. 3miHa y napameTpax
nx HiH; MiCTUTbCA Y CaHochi-ABeHTIC cneyudikayin Ta/abo AonycTMMmUX MEX,
HAEMOPHIL iHaKTn KapTOHHIi 3pT., YropuuHa; BM3HA4YeHNX y cneundikauisx Ha A®l, abo
us Tuny B BOBaH KopooLi 3 KOHTPO/b AAKOCTI BUXiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
KOH'IOFOBA niA non IHCTpYKLUi€e0 Ans (wnpuuwm): BMKOPWCTOBYIOTHCS Y MPOLECI
HA, ioBipy MeLNYHOro IHTepHewwHn dpar BMPOGHMLUTBa AD| (3MiHa Mo3a Mexamu
ALCOPBOBA c® 3aCTOCYBaHHS; [eBenonmMeHT- 3aTBEpPKEHOro AianasoHy y cneuudikauit
HA, PIAKA Tmny 1 no 0,5 mn (1 Ekcneprt, ®paHuis; Ha A®l) - 3miHa KpUTEpIiB NPUAHATHOCTI
(wTam fo3a) B BTOPVHHE BU3HAYEHHA BMICTY D-aHTuUreHy npu
Mahon nonepeaHLo nakyBaHHs: KioHe BUMYyCKy Ta cTabinbHOCTI gns
ey); 3anoBHEHUX + Harenb K., KOHLIEHTPOBAHOI TPUBAIEHTHOT aKTUBHOT
Tyny 2 wnpuuax 3 1-eto YropmHa peyosuHm IMNB i3 BignoBigAHUMYN 3MiHAMMN
(wtam (abo 2-ma) [0 3aTBepKEHOro NPOTOKOY
MEF-1 oKkpemumu CTabiNbHOCTI AN15 BpaxyBaHHSA

):

rosikamu, no 10

3anponoHoBaHOro OHOB/1IEHHA. TepMiH
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename ) (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

Tmny 3 Lnpuyis B BBE/IEHHS 3MiH - BepeceHb 2027.
(wram KapTOHHIi
Sauke ynakoBui; no 0,5
tt); mn (1 gosa) B
nosep nonepeaHLo
XHEBU 3arnoBHEHNX
7 wnpuuax 3 1-et0
aHTure (abo 2-ma)
H oKpemMmu
Bipycy ronkamu, no 10
renatu LInpuLiB B
Ty B, CTaHgapTHO-
nonica €KCMOoPTHiN
xapug ynakoBLyj, sika
Haem MiCTUTbCS Y
ophilu KapTOHHIl
s influ Kopobui 3
enzae IHCTpYKUjie0 ans
iny b MeAMYHOro
(nonip 3acToCyBaHHS;
noosmn no0,5mn (1
npuobiT f[osa) y
on o dhnakoHax, no
cchar), 10 chnakoHiB y
KOH'tor KapTOHHIl
oBaHu ynakosui; no 0,5
ns m (1 gosa) y
npas, dhnakoHax, no
eBUM 10 chnakoHis B
nporei cTaHgapTHO-
HOM €KCMOoPTHiN
® Kynb ynakoBLyj, sika
TMBOB MiCTUTbCS Y
aHi Ha KapTOHHIl
KNITUH Kopoo6Li
ax Ver
o.
" OTpU
MaHuii
Ha
KNITUH

ax




43

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
apixa,
XiB
Hanse
nula
polym
orpha
3a
Zi0rnom
oroto
pekom
6iHaHT
HoOT
[OHK-
TEXHO
norii
29. | TEMNIBPA® emicizu emiyns | BO2B po3unH Ans TOB YkpaiHa BMPOGHMLTBO Anonis/ BHECEHHS 3MiH 1O peecTpaviiiHnX 3a UA/16914/01/01
mab ymab X06 iH’exuin no 30 «Poww Hepo3chacoBaHoi | Pecny6n | martepianis: 3miHu | Tvny - 3MiHW 3 AKOCTI. peyenmom
Mmr/l mn; no 1 mn | YkpaiHa npoayKuir, iKa [oTOBWIA Nikapcbkunii 3aci6. 3miHK y
(30 wmr)y » nepsuHHe Kopes/ BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
chnakoHi; no 1 nakyBaHHs, LliBeiua CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPO/IH0
onakoHy B BMNPOOYBaHHS pist SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
KapTOHHIl KOHTPOJIO SIKOCTI: (3amiHa abo gofaBaHHA BUPOGHHMKA, L0
kopo6ui; no 0,4 Uyrai ®apma BiANOBIAAa€ 3a BBE3EHHSA Ta/abo BMMYCK
M (12 mr) y MaHyeKkTypuHr cepii) - He Bk/1tovaroumn
thnakoHi; no 1 Ko, NiTa, AnoHis; KOHTPO/b/BUNPOGYBaHHSA cepii - BHeceHHs
ch1akoHy B CamcyHr iHchopmauii npo imnopTepa B YkpaiHy Ao
KapTOHHIi Bioflomxuke Ko, po3giny 3.2.P.3.1 BUpo6Huk(1) B
Kopoo6Li NTA, IHYeoH, maTepiann peecTpauiiHoro 1ocbe, a came:
Pecny6nika «Roche Ukraine» LLC. Velyka Vasylkivska
Kopes; Street, 139, 5 floor 03150 Kyiv Ukraine.
BUNPOBYBaHHA

KOHTPOJIIO AKOCTI:
Uyrai ®apma
MaHyheKTypuHr
Ko, NTa, AnoHis;
BMNPOOYBaHHS
KOHTPOJIO SIKOCTI,
BTOPVHHE
nakyBaHHs,
BUMYCK Cepii:
®.XodhdpmaHH-/151
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Pouw NTA,
LBeliuapis
30. | TEMNIBPA® emicizu emiyns | BO2B po34nH Ans TOB YkpaiHa BMPOGHMLTBO Anonis/ BHECEHHS 3MiH 40 peecTpaLintHx 3a UA/16914/01/02
mab ymab X06 iH ekuii mo 150 «Pouu Hepo3dacoBaHoi | Pecny6n | matepianis: 3miHu | Tvny - 3MiHW 3 AKOCTI. peyenmom
mr/1 mn; no 0,4 YkpaiHa NPOAyKUii, iKa [oTOBWIA NiKapcbKuMii 3aci6. 3MiHN Yy
mn (60 wmr); no » nepBUHHE Kopes/ BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
0,7 mn (105 wmr); nakyBaHHs, LlBeiiua CTOCYHOTbCS BUMYCKY cepil Ta KOHTPOSIK0
no 1 mn (150 mr) BUNPOBYBaHHA pis AKOCTi FOTOBOrO NIiKAPCbKOro 3acoby
y thnakoHi; no 1 KOHTPOJIIO SIKOCTI: (3amiHa abo gofaBaHHS BUPOGHMKA, LLO
onakoHy B Uyraii ®apma BiANOBIAa€e 3a BBE3EHHS Ta/abo BMMYCK
KapTOHHii MaHyheKTypuHr cepii) - He sBknoyatoun
Kopoo6ui Ko, N, AnoHis; KOHTPO/b/BMNPOGYBaHHSA cepii - BHeceHHs
CamcyHr iHbopMaLii npo iMnopTepa B YkpaiHy [0
Biolomxuke Ko, po3giny 3.2.P.3.1 Bupo6Huk(1n) B
NTtp, Pecny6nika marepiann peecTpauiiHoro AOCkbE, a came:
Kopes; «Roche Ukraine» LLC. Velyka Vasylkivska
BUNPOBYBaHHA Street, 139, 5 floor 03150 Kyiv Ukraine.
KOHTPOJIIO AKOCTI:
Uyrai ®apma
MaHyheKTypuHr
Ko, NTa, AnoHis;
BMNPOOYBaHHS
KOHTPOJIO SIKOCTI,
BTOPVHHE
nakyBaHHs,
BUMYCK Cepii:
®.XothdpmaHH-/15
Pow NTA,
LBeliuapis
31. | OEAKYPA® biotin 6ioTvH | A11H Tabnetkn no 5 TOB YkpaiHa mi6e MmeX Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/11339/01/01
AO5 mr; no 50 a6o no «MIBE ApuHaiimiTTens Ha mMaTtepianis: 3MiHu | TMNY - 3MiHU 3 AKOCTI. peyenma
100 Ta6neToK y YKPAIH roToBMIA NikapcbKuii 3aci6. 3MiHN y
chnakoHi; no 1 A» BVMPOGHMLTBI. 3MiHM BUNpobyBaHb abo

donakoHy y
KapTOHHIN navui

[OMYyCTUMUX MEX, BCTAHOBMEHNX Y
cneumdikauisix, nig yac BMpobHuLTBA
rOTOBOrO /likapCbkoro 3acoby (iHLLi 3MiHK)
- 3MiHM B OMUCI 30BHILLUHBOIO BUMNAAY
Tabnetkv B cneyudikauii IPC 3 meToto
NPaBWILHOTO ONWCY FOTOBOTO NiKAPCHKOro
3acoby. Onuc TabneTtkn 3miHeHO 3 break-
notch Ha decorative-notch, ockinbkn
BUKOHaHHS KpMTEpiiB BUNPOOYyBaHHA Ha
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

AinenHs Tabnetok (Ph. Eur. 0478) €
HeMoOXnnBKM, a break-notch He €
HEeOoOXiAHOW AN1S 3aCTOCYBaHHSA. 3MiHN |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKuii
3aci6. KOHTpO/1b roTOBOro NiKapcbkoro
3acoby. 3miHa napameTpiB cneundikauiii
Ta/abo foNyCTUMUX MEX FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHK B
onuci Nikapcbkoro 3acoby B cneumdikaui
roTOBOrO NiKapcbKoro 3acoby (Ha BUMycK
Ta TepMiH npugatHocTi). Onuc TabneTku
3MiHeHo 3 break-notch Ha decorative-
notch, ockiflbkv BUKOHaHHSA KpUTEpIiB
BMNPOBYBaHHA Ha AineHHs TabneTok (Ph.
Eur. 0478) € HemoxnmBuMm, a break-notch
He € HeoObXifHO AN 3aCTOCYBaHHS.
3MiHW BHECEHO B iHCTPYKLO 4119
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3aco6y Ao po3giny «/likapcbka hopmas
(OCHOBHI (hi3unkKo-XiMi4Hi BNacTUBOCTI), a
came YTOYHEHO, L0 pucka Ha TabneTu,i
Ma€ AeKopaTNBHUI XxapakTep i He
npusHayeHa ans ii noginy. Y 3s’a3ky 3
LM, SIK HAcNifgokK - iHpopMau,ito npo
MOX/IMBICTb NOANY TabneTkn BUNyYeHO 3
po3giny «Cnocib 3aCTOCYyBaHHA Ta [03U».
BBefeHHs1 3MiH MpOTArom 6-Tn micsuis
nicns 3aTBepKeHHs

32.

LNEPEBIIO
TPABA

aepesi
10
Tpasa
(Millef
olii
herba)

B02B

TpaBano 50ry
navkax 3
BHYTPILLHIM
naketom; no 1,5
ry dinbtp-
nakerti; no 20
hiNbTp-nakeTis
y nadui abo y
nadui 3
BHYTPILLHIM
nakeTom

MpAT
"NikTpas
e

YkpaiHa

MpAT "NiktpaBn"

YkpaiHa

BHECEHHS 3MiH 1O peecTpavLiiHnx
mMarepianis: 3mMiHu | TUny - 3MiHM 3 AKOCTI.
[OTOBMIA NikapcbkuWii 3aci6. 3miHK y
BMPOOHULTBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco0y, BK/OYatoUy NPOMKHWUIA NPOAYKT,
LLIO 3aCTOCOBYETLCSA MPY BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby (He3HavyHa
3MiHa y npoueci BUpobHULTBA) -nepernsg,
nocnifoBHOCTI cTagii Ha eTani T 3,
cTagis "BUroToBMEHHSA pi3aHO-NpecoBaHol
CUPOBUHW, NOAPIGHEHHS" CTae
onujioHanbHow. Ctagia "BucyluysBaHHA" Ha
eTani [1P-2 cTae onuioHanbLHOH.

6e3
peyenma

UA/5671/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
33. | ANHACTAT parecoxi | mapek | MO1A | niodinisat ans Mdpaiize CLWA BTOPWUHHE Benbrisi/ BHECEHHS 3MiH 0 peecTpaLintHmx 3a He UA/2525/01/01
b oKcn6 HO4 po3unHy ans p IHK. nakyBaHHs, CLUA/ marepianis: 3miHu | Tuny - 3MiHn Woao peyenmom | niosse
HaTpi iH'exui no 40 BMNYCK Cepil: Benbris 6e3nekn/ePeKTNBHOCTI Ta ae
10 Mr; 5 donakoHiB 3 Mdpaiizep hapmakoHarnagy (iHwi 3MiHK) - 3MiHn
niogpinizatom y MeHtohekuypuHr BHECEHO /10 IHCTPYKLT 418 MenyHOro
KOMNAekTi 3 5 Benbrisi HB, 3acTOCyBaHHS fikapcbkoro 3acoby Ao
amnynamu Benbrig; po3giny "HecymicHicTb". BBeeHHSA 3MiH
PO3YMHHKKa NO BMPOGHULITBO in npoTArom 9-Tm MicALIB nicns
2 mn (HaTpito bulk, nepeuHHe 3aTBEPKEHHS.
xnopug, Boga nakyBaHHs:
ANst iH'ekuin) y dapmavis i
KapTOHHI AngpkoH KomnaHi
KopooLi NNC , CWA;
BUPOGHWK A5
PO3UMHHYIKA:
NMOBHWIA LMKN
BMPOGHULITBA TA
Bunyck: MNcpainzep
MeHtodekypuHr
Benebris HB,
Benbris
34. | AJNHACTAT parecoxi | mapek | MO1A | niodinisat ans Mdpaiize CLWA BTOPUHHE Benbrisi/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/2286/01/02
b oKcn6 HO4 pO34UuHy Ans p IHK. nakyBaHHs, CWA marepianis: 3miHu | Tvny - 3miHK Woao peyenmom | niosse
HaTpi iH'ekyin no 40 BUMYCK Cepii: 6e3nekn/edeKTMBHOCTI Ta ae
10 mr; 10 chniakoHiB Mdpaiizep hapmakoHarnagy (iHwi 3MiHK) - 3MiHK
3 nioghinizaTom y MeHtohekuypuHr BHECEHO [0 IHCTPYKLi 4N8 MenyHOro
KapTOHHIi Benebris HB, 3aCTOCyBaHHS NikapCbKoro 3acoby Ao
KopooLi Benbrig; po3giny "HecymicHicTb". BBeeHHS 3MiH
BMPOGHULITBO in NpoTArom 9-Tn MicALiB nicns
bulk, nepBunHHe 3aTBEPKEHHS.
nakyBaHHs:
dapmavis i
AngpkoH KomnaHi
JINC, CLWA
35. | ANCNOPT® botulinu komnn | MO3A NOpOLUOK A/1A INMCEH ®paHuia | INCEH BIO®APM BE/IMK BHECEHHS 3MiH 40 peecTpavLiitHmx 3a He UA/13719/01/01
m toxin ekc X01 po3unHy ons PAPMA NIMITEL, A marepianis: 3miHu | TMny - 3MiHW Woa0 peyenmom | nidnse
6oTyni iH'ekuin no 500 BEPUTA 6e3nekun/edeKTUBHOCTI Ta ae
HiYHWI O/fl; 1 chnakoH 3 HIA thapmakoHarnagy (iHwi 3miHn) -
TOKCUH NOPOLUKOM Y 3MiHU BHECEHO A0 IHCTpYKUii Ans
™ny KapTOHHIi MeAMYHOro 3acToCyBaHHS NikapCbKoro
A- Kopobui 3ac06y CTOCOBHO pefaKkTOpChbKMX MpaBokK
remar TEKCTY B po3ginax "Cnocib 3acTocyBaHHs
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
JNIIOTUH Ta fo3u", "Mo6iuHi peakuii”. BBeaeHHS
iH 3MiH NPOTArom 6-Tu Micalis nicns

3aTBEPMHKEHHS. 3MiHM Il TUny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y TepaneBTUyHmX
nokasaHHsX (4o4aBaHHA HOBOro
TepaneBTUYHOro NokasaHHs abo 3miHa y
3aTBEPKEHOMY NOKa3aHHI) - 3MiHW
BHECEHO A0 IHCTPYKUii g1 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ziny "MokasaHHA", a came 3MiHW Yy
3aTBEPAKEHOMY TepaneBTUYHOMY
nokasaHHi CUMNTOMAaTUYHOTO NiKyBaHHS
hoKanbHOI cnacTMyHocTi. BBeeHHs 3MiH
NPOTSArom 6-Tu MicALiB nics
3aTBepMKEHHS. 3MiHu Il TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. 3mMiHu y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBMMUW A@HUMM 3 AKOCTI, AOKNIHIYHUMN,
KMIHIYHUMUN AaHUMU Ta JaHUMK 3
hapMakoHarnsgy - 3MiHM BHECEHO 40
IHCTPYKUIT A48 MeANYHOr0o 3aCTOCYBaHHSA
nNikapcbKoro 3acoby fjo po3giny
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHA rpyaar”. BeegeHHsA 3MiH
NpPOTArom 6-T1 MicALIB Micns
3aTBEPMHKEHHS. 3MiHM Il TUny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHSA Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3
HOBUMW JAaHVMMM 3 SIKOCTi, JOK/TIHIYHUMMU,
KNiHIYHYMY AaHuMK Ta JaHuMn 3
hapmakoHarnsagy- 3MiH1 BHECEHO 0
IHCTPYKUIT 47151 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ziny
"®apmakonorivyHi BnactmsocTi". BBefeHHA
3MiH NpoTSArom 6-Tu MicAUiB nicas
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
3aTBEPMKEHHS.
36. | ANCNOPT® botulinu komnn | MO3A NOPOLUOK A/1A INMCEH ®paHuia | INCEH BIO®APM BE/IIK BHECEHHS 3MiH 0 peecTpavLjiitHx 3a He UA/13719/01/02
m toxin ekc X01 po3unHy Ans PAPMA NIMITEL, A marepianis: 3miHu | TMny - 3MiHW Woa0 peyenmom | nidnse
60Ty ni iH'ekuin no 300 BEPUTA 6e3nekun/edeKTBHOCTI Ta ae
HiYHWI O/fl; 1 chnakoH 3 HIA hapmakoHarnsagy (iHwi 3miHn) -
TOKCUH NOPOLLUKOM Y 3MiHU BHECEHO A0 IHCTPYKUiT Ans
™ny KapTOHHIf MeAMYHOro 3acTOCyBaHHA /likapCbKoro
A- Kopobui 3ac06y CTOCOBHO pefaKkTOpChbKMX NpaBokK
remar TeKCTy B po3ginax "Cnocib 3acTocyBaHHs
JIOTUH Ta fo3n", "Mo6iuHi peakuii”. BBeAeHHS
iH 3MiH NpoTArom 6-Tu Micauis nicns

3aTBepMKEHHS. 3MiHu Il TUny - 3MiHK
Lopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHv y TepaneBTUYHUX
rokasaHHsX (fofaBaHHs HOBOTO
TepaneBTUYHOrO Noka3aHHA abo 3MiHa y
3aTBEPKEHOMY NOKa3aHHI) - 3MiHW
BHECEHO A0 IHCTPYKUIiT A1 MeanyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ziny "MokasaHHA", a came 3MiHW Y
3aTBEPPKEHOMY TepaneBTUYHOMY
nokasaHHi CMNTOMATUYHOTO NiKyBaHHS
hoKanbHOI cnacTMyHoCTi. BBeAeHH:A 3MiH
NpoTArom 6-T1 MicALiB micns
3aTBEpPHKEHHS. 3MiHK Il TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuL Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW JaHVMK 3 SKOCTI, JOK/IHIYHUMU,
KMIHIYHUMUW AaHVMU Ta JaHUMK 3
thapmakoHarnsgy - 3mMiHu BHeCeHo 10
IHCTPYKUIT A5 MeANYHOr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao posainy
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaar”. BeefeHHs 3MiH
NPOTArom 6-T1 MicALiB nicns
3aTBepMKeHHS. 3MiHu Il Tuny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
TeKCTi MapKyBaHHSA Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3
HOBUMW JAaHVWMM 3 SIKOCTi, JOK/TiHIYHUMMU,
KNiHIYHMK AaHuMK Ta JaHuMn 3
hapmakoHarnsagy- 3MiH1 BHECEHO 0
IHCTPYKUIT 47151 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby 0 po3giny
"®apmakonorivyHi BnactmsocTi". BBefeHHA
3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.
37. | LOKCOPYBIL, | doxorubi | pokco LO1DB | KoHUeHTparT s AkKopa, Monbua BMPOGHMLITBO, IHpis/ BHECEHHS 3MiH 1O peecTpavLiiHnx 3a UA/17439/01/01
NH AKKOPJ, cin py6iun | 01 po3unHy Ans Xenckea KOHTPO/Ib SKOCTI, Benuka marepianis: 3miHu | Tuny - peyenmom
HY iHdy3ilA 2 Mr/mn Moncka nepBrHHE Ta BputaHi AAMiHICTpaTUBHI 3MiHW. 3MiHa
rigpox no 5 mn (10 mr), cn. BTOPUHHE al HalimeHyBaHHs Ta/abo agpecu Micus
nopug 10 mn (20 wr), 3.0.0. nakyBaHHs: IHTac Ipeuis/ NPOBaKEHHS AiANIbHOCTI
25 mn (50 wmr), dapmacbtoTikasc Yropwm BMPOGHVKa/iMnopTepa rotoBoro
50 mn (100 wmr), Nimiten, HAjs; Ha/ NiKapCbKOro 3acoby, BKIHOYAUN AibHULL
100 mn (200 wr) BMPOGHMLITBO, Monbwa BWMYCKy Cepii abo MicLe NpoBeAeHHs

y chnakoHi, no 1
donakoHy y
Kopo6ui 3
KapToHYy

KOHTPO/Ib SKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: IHTac
dapmacbtoTikasnc
Niviteg, IHAis;
BiANOBigaIbHNI
3a BUNYCK cepil:
AKKopf Xesnckea
Nimiten, Benuka
BpuTaHis;
BTOPVHHE
nakyBaHHs:
AkKoppg, Xesickea
NimiTen, Benuka
BpuTaHis;
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI
cepii: Akkopfa
Xenckea CiHrn
Mewmbep C.A.,
'peuis; KOHTpOsb
SIKOCTi cepi:

KOHTPOJI0 SIKOCTI. (AiS/IbHICTb, 3a Ky
BiAgnosigae BUpo6HMK/iMnopTep, He
BK/1OUAKOUY BMMYCK Cepiit)- 3MiHa Ha3Bu
OinbHUUI BiANOBIAaNbHOI 38 KOHTPO/1b
AKOCTI cepiid. MicLie3HaxomKeHHs
BVMPOGHMYOT AiNbHULI Ta BCi BUPOOHNHI
onepavuii He 3MIHWINCD.
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
€BpodhiHC
Biodapma
MpopgakT TecTiHr
BypanewT Kd.,
YropLumHa;
KOHTPO/Ib SKOCTi
cepii: Papmasanig,
KdpT., YroplumHa;
BignosigansHnii
3a BUMYCK cepil:
AkKoppg, Xesickea
Moncka Cn. 3 0.0.
Cknag, ImnopTepa,
Monblya
38. | EFICTPO30/1 | anastroz | aHact | LO2B TabneTkn, BKpUTI 3AT Yropuwm 3AT Monbwa BHECEHHS 3MiH 0 peecTpaLinHnx 3a He UA/9959/01/01
ole poson | GO3 nNiBKOBOO dapwmal, Ha dapmaneBTuuHMiA | / IcnaHis marepianis: 3MiHu | Tuny - 3MiHN WoA0 peuenmom | niosse
060/10HKOH0, N0 €BTNYHU 3aBog ETIC, 6e3nekn/edpeKTUBHOCTI Ta ae
1wmrno 14 1 3aBOfg YropuiHa; thapmakoHarnsgy. 3MiH1 y KOpOTKili
Tabnetoky ErC CiHTOH XicnaHis, XapakTepucTuLi Nikapcbkoro 3acoby,
6nicTepi, no 2 C.J1., IcnaHis TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
6nictepn B MeAMYHOro 3aCTOCYBaHHS
KapTOHHIi reHepuyHUX/ribpuaHMx/6ionoaibHNX
ynakosLi; no 10 NiKapcbkunx 3acobiB Nicns BHECEHHS Tiel
Tabnetoky camoi 3MiHM Ha peddepeHTHUIA Npenapar
6nicTepi; no 3 (3miHa He NoTpebye HafaHHS XOOHUX
abono9 HOBUWX A0AATKOBUX AaHnX) 3MiHN BHECEHO
6nicTepiB y [0 IHCTPYKUiT A48 Mean4Horo
KapTOHHIi 3acTocyBaHHA NikapcbKoro 3acoby y
ynakoBLi

po3ginu "dapmakoTepanesTuyHa rpyna’
(wozo dopmynoBaHHSA rpynu, 6e3 3MiHn
Kogy ATX), "®apmakonoriyHi
BnactusocTi", "OcobnnsocTi
3acTocyBaHHs", "lNo6iyHI peakuii" 3rigHo 3
iHbopMaLieto Wono MegnuyHoro
3acToCcyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (Arimidex® 1 mg film-coated
tablets). BBeeHHs 3MiH NPOTAroMm 6-Tu
MiCALIB MicNsa 3aTBePMKEHHS. 3MiHu | Tuny
- 3miHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta iHCTPYKUIii Ans
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

MeJ[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IHOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo AocnigkeHb 3
6e3nekn 3aCToCyBaHHS JlikapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
SIK pe3ybTar OUiHKM 3BiTY 3 AOCNILKEHD,
npoBeAeHVX BiAMnoBigHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM opraHom) 3MiHW BHECEHO
[0 IHCTPYKUIT A48 MeAn4Horo
3acTOCyBaHHS /ikapCcbKoro 3acoby B
po3ain "Mo6iuHi peakwii” BignoBigHoO A0
OHOBJIEHOI iH(hopMaLlii 3 6e3neku aitoyoi
pevoBUHN. BBEAEHHS 3MiH MPOTATOM 6-Tn
MicaLiB nicns 3aTBepKeHHs. 3MiHu | Tuny
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3miHn
BHECEHO [0 iHCTPYKLii ANs MeanyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby Lwoa0
YCYHEHHS peAakLifiHNX HETOYHOCTEN
TeKCTy po3ginis "®apmMakonoriyHi
BnactmsocTi", "lMokasaHHs", "B3aemogis 3
IHLIMMK NiKapcbknmy 3acobamm Ta iHLwi
BMAM B3aemogijin”, "Oco6mBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y nepiog,
BariTHOCTi ab0 rogyBaHHs rpyaar”,
"34aTHICTb BMN/IMBATK Ha LWBUAKICTb
peakLiii npy kepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKu mexaHiamamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "ditn",
"MepeposyBaHHA", "Mo6IYHI peakuii”.
BBefeHHs1 3MiH MpOTArom 6-Tn micsuis
nicna 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3miHn
BHECEHO [0 iHCTPYKLii ANs MeanyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby B
po3gainu "BnpobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micua
NPoBaXeHHS oro AisnbHocTi"
(BUyYEHHS HaliMeHyBaHb Ta agpec
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BMPOGHWKIB aHI/TiiCbKOK MOBOIO).
BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB
nicsis 3aTBEPKEHHS.
39. | EMANNIAI® - pekom | BO2B po34uH Ans TOB YkpaiHa | LUeHbsiH CaHwaliH | Kwutalicb BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/15181/01/01
GiHaHT | X iH'ekujid, no 15 "HOpis- dapmacboTikan Ka mMartepianis: yTOUHEHHS MHH B HaKas3i peyenmom
HOro 000 O4/mn no 1 Papm” Ko., N1A4. HapogaH MO3 YkpaiHu Ne 1624 Big, 22.10.2026 B
TpoM6 M1y ¢p1aKoHi; a npoueci BHeCeHHs1 3MiH (3MiHu | Tuny -
onoet no 1 pnakoHy B Pecny6n | 3miHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
VHY nauuj iKa KOHTposb roToBOro nikapcbKoro 3acoby.
N0ANH 3MiHa napameTpiB cneuudikauii Ta/abo
" [ONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco6y (40NOBHEHHS crieundikavii HOBUM
NOKa3HWKOM 3 BifNOBIAHUM METOAO0M
BUNPOBYBaHHS) - AONOBHEHHSA
cneumdikauii /13 HOBMM MOKa3HWKOM
"MexaHi4Hi BK/TIOYEHHSA: HeBUANMI
YacTVHKKL" 3 BIAMNOBIAHMM METOL0M
BMNpobyBaHHsA). Pegakuis B Hakasi - Other
systemic hemostatics. BipHa pepgaxuis -
40. | ENINEH epinephr | agpeH | CO1C pO34nH Ans Biatpic | IpnaHgjs BVIPOGHWK, CLUA/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/14931/01/01
ine aniH A24 iH'exuili, 0,3 Xenckea BiANOBigabHNI Higepna | matepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peuenmom
mr/go3sy; no 2 mn | Jlimiteq 3a BUPOBHMLTBO HAaw/ MeanyHi npuctpoi. 3miHa NpUCTpoiB Ans
pO34nHy y Hepo3dacoBaHo| [Oanis/ BMMIpIOBaHHSA 4,031 ab0 BBEAEHHS
nonepegHL0 npoaykuii Himeuun nikapcbKoro 3acoby (iHwi 3MiHu) 3miHa
HarnoBHEHi (nigroToBka, Ha KpecneHHA NPUCTPOLO A/19 BBEAEHHSA
pyuuj; no 1 acentnyHa NikapcbKoro 3acoby - NnepeBU3HaYeHHs
nonepegHL0 inbTpauis, (yTouHeHHs) po3Mipy AC Ha KpecneHHi
HarnoBHEHi HanoBHEHHA Ta 36ipK1 3aXMCHOro KoBNayka rosiku. Takox
pyuui B Ty6i; no YKyrnopka): BHOCATbCS peAakLiiiHi 3MiHu, a came
1 Ty6i B kOpO6U MepigiaH Megikan OHOBNIOETLCA po3ain 3.2.P.7. Cuctema
3 KapTOHY TekHonoaxmc, KOHTelHep/3aKynopoBasibHWiA 3aci6.
CLUA; BUPOGHMUK, 3MmiHu | TUNY - 3MiHK 3 SKOCTi. MeguuHI
BiANOBigabHNI NPUCTPOI. 3MiHa NPUCTPOIB NS

3a TeCTyBaHHA Ta
KOMMJekTawito:
MepigiaH Megikan
TekHonoaxuc,
NNC, CUWA,;
BUPOGHMK,
BiZJNOBIAAbHWIA
3a MapKyBaHHs Ta

BMMIpIOBaHHA 4,031 ab0 BBEAEHHSA
nikapcbkoro 3acoby (iHLWi 3MiHN)
BunyyeHHs1 ,oaTKOBOrO
MiKpOG6IONOriYHOr0 MOHITOPUHTY
6GioHaBaHTaXXEHHS 3 BXiAHOTO KOHTPOJIO
36ipKM 3aXMCHOTO KOBMayvka rosku.
3asB/1eHo 3MiHU LWOAO BUTYYEHHS
[0aTKOBOro Mikpo6iosioriyHoro
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BTOPVHHY MOHITOPUHTY GiOHaBaHTaXXeHHS 3 BXIiAHOro
ynakoBky: MMNd KOHTPOJ/TI0 36ipKM 3aXMCHOrO KoBMayka
B.B. rosiku BignosigHo fo USP «Microbiological
(MaHyhakTypiHr Best Lab Practices». 3MiHu | Tuny - 3miHn
MeKkemKnHr 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
dapmaka), Yy BUPOBGHULTBI. 3MiHM Y NpOLECi
Higepnangy; BMPOGHMLITBA FOTOBOrO /iKapCbKOro

KOMNaHis, Wwo
BignoBigae 3a
npoBefeHHS
KOHTPOJO AKOCTI:
€BpodoiHC
Biochapma
MpopakT TecTiHr,
[aHis; BUPOGHNK,
BignoBiganbHW
3a BUNYCK cepil:
MELA dapma
'M6X eHp Ko. KrI,
HimeuuunHa;
a/bTepHaTVBHWI
BVPOGHWK,
BiZJNOBIAAbHWIA
3a MapKyBaHHS Ta
BTOPUHHY
ynaxosky: POLL-
OENBTA T'm6X
eHa Ko. KT,
HimeuuunHa;
a/bTepHaTVBHWI
BVPOGHWK,
BiZJNOBIAAbHWIA
3a MapKyBaHHS Ta
BTOPUHHY
yNaKkoBKy:
dapm/lor dapma
Norictuk M'm6X,
HimeuyunHa

3aco0y, BKYakoUy NPOMKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOOHULTBI
roTOBOrO /ikapcbKoro 3acoby (iHLWi 3MiHK)
3MiHK y NpoLieci BUPOGHULITBA FOTOBOIO
NiKapcbKoro 3acoby, a came 3miHa
napameTpis cTepunisaL,ii KOMNOHEHTIB AN
nayHxepa, giacparmu Ta 36ipku
3aXMCHOTr0 KOBMayKa rofiku y 3B'A3Ky i3
BCTaHOB/IEHHSIM HOBOTO aBTOK/1aBY
(Steris), sk HacnigoK Yac ctepunisauji
MOXe BYTU CKOpOoYeHU i3 «45-50 xB.» A0
«20-21 xB.». 3MiHU | TUMY - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHK y npoueci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro
3aco0y, BKYakoUy NPOMKHWUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPY BUPOOHULITBI
roTOBOrO /ikapCcbKoro 3acoby (iHLWi 3MiHK)
3MiHK Y npoLieci BUPO6GHMLITBA FOTOBOIO
nNiKapcbKoro 3acoby, a came 3miHa
napameTpis cTepunisaL,ii KOMNOHEHTIB AN
nayHxepa, giacparmu ta 36ipku
3aXMCHOr0 KOBMayKa rofiku y 3B'A3Ky i3
BCTaHOB/IEHHAM HOBOroO aBTok1asy (SBM),
AK HACNiJOoK Yac cTepunisauii Moxe 6yTu
CKOpoUYeHuii i3 «45-50 xB.» o «20-21
XB.». 3MiHM | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHK y npoueci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco0y, BKYakoUy NPOMKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOOHULTBI
roTOBOrO /ikapcbKoro 3acoby (iHLWi 3MiHK)
3MiHK y NpoLieci BUPOGHULITBA FOTOBOIO
NiKapCbKOro 3acoby, a came 3miHa
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Ne

Hassa

MixHap

Hassa

Koo

3asasHuU

®opma KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
napameTpis cTepunisaL,ii KOMNOHEHTIB AN
CKMISIHOTO KapTpuaKa y 3B'A3Ky i3
BCTAHOBJIEHHSIM HOBOI Meui CyxX0ro Harpisy
Gruenberg i3 «1,5 roguHu 280 °C ta 2,5
roavHn 260 °C» a0 «33 XxBuanHu 260 °C,
Lo BKOYae 90-XBUNNHHY chasy
HarpiBaHHs npu 270 °C (3agaHa
Temneparypa)». Metog ctepunisauii
CK/IIHOTO KapTpuapKa He 3MiH1BCA
(ZeniporeHisaLis cyxum Xapom).
41. | ECNYMI3AH silicones | cumet | AO3A kancynu m'skino | BEP/IIH | Himeuun Bupo6HMLTBO Himeuun BHECEHHS 3MiH 40 peecTpavLjiinHmx 6e3 UA/0152/02/01
® MKOH X13 40 wr; no 25 -XEMI Ha M'SKMX Kancyn “in Ha/ marepianis: 3miHu | Tuny - peyenma
Kancyn m'skux y Al bulk": KataneHt PymyHis AAMiHICTpaTUBHI 3MiHW. 3MiHa

6nictepi; no 1,
abo no 2, abo
no 4 6nictepu B
KapTOHHii
Kopoo6Ui

HimeuunHa
E6epb6ax Mm6X,
HimeuumnHa;

AEHOBA
POMAHIA CP,
PymyHis;

MakyBaHHS:
BEPNIH-XEMI AT,
HimeuuunHa;

MeHapiHi - PoH
XenpgeH M'vbX,
HimeuumnHa;

Cgicc Kenc M'm6X,
HimeuumnHa;

KoHTponb cepii:
BEP/IIH-XEMI AT,

HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANIbHOCTI
BMPOGHVKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAUN AibHULL
BWMYCKy Cepii abo MicLe NpoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiS/IbHICTb, 3a Ky
BiAgnosigae BUpo6HMK/iMnopTep, He
BK/1OUAK0UY BUMYCK Cepiid). 3MiHa
HaliMeHyBaHHS BUPOOHWKa, LU0 BiANOBifaE
3a BUPOBHMLTBO M'AKUX Kancyn «in bulk» 3
SWISSCAPS ROMANIA SRL, wo
po3TalloBaHuii 3a agpecoto Str. Carol | nr.
20, Comuna Cornu, Jud. Prahova, cod
107180 Romania Ha AENOVA ROMANIA
SRL. 3MiHu | TUMy - 3MiHW 3 SIKOCTI.
CepTucpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/MoHorpadii. NogaHHSA HOBOro
a60 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMYyYEHHS
cepTudikaTa BiANoOBiAHOCTI EBPONEChKilt

HimeyuunHa; thapmakonei: gna A®l; ana suxigHoro
marepiany/peareHTy/npomikHOro
KaTtaneHt NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
HimeuunHa BMPOGHULTBI ADI; ANs AONOMDKHOT
E6epb6ax Mm6X, peyoBuHu (FE-cepTudikaT BignoBigHOCTI
HimeuuunHa; €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro
[pareHochapm mMartepiany/peareHTy/NPoMi>XKHOTO NPOAYKTY
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

Anotekep MNwoLwIb
'M6X, HimeyunHa,;

Bunyck cepii:
BEPJIIH-XEMI AT,
Himeyunna

abo oonoMixHOT pevoBuHN) - OHOBNEHNI
cepTudikar Bifl BXe 3aTBEPAKEHOT0
BMpO6HMKa. MNMoaaHHs oHoBneHoro MNE-
cepTudikaTa BiANOBIAHOCTI EBPONEChKi
thapmakonei Ne R1-CEP 2000-029-Rev 06
0151 LOMOMiXKHOT PEYOBUHW XeNaTuHy Big,
BXe 3aTBepAKeHoro BMpobHuka Rousselot
(3atBepmxeHo: R1-CEP 2000-029-Rev 05;
3anpornoHoBaHo: R1-CEP 2000-029-Rev
06). 3MiHu | TMNY - 3MiHK 3 AKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikat
Bi4MOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBMEeHOro cepTudikara
Bi4MNOBIAHOCTiI 260 BUTYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONEChKi
thapmakonei: gna A®l; ana suxigHoro
martepiany/peareHTy/MPoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYOTLCA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
pevoBUHM (CepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro
BMPOGHMKa. MNMogaHHA OHOB/IEHOrO
cepTudikaTa BiANOBIAHOCTI EBPONEChKi
hapmaxonei Ne CEP 2004-299-Rev 04
0N [i040T peyoBVHN CUMETUKOHY Bif, BXE
3aTBepAxeHoro BupobHuka DDP Specialty
Electronic Materials US9 LLC
(3aTBepmkeHo: R1-CEP 2004-299- Rev
03; 3anponoHoBaHo: CEP 2004-299-Rev
04). MopoBXeHHS TEPMiIHY NOBTOPHOIO
TEeCTyBaHHSI 4jto40i pevyoBrHN 1o 24
MicauiB. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWI1 NiKapCbkuWii 3aci6. KoHTposb
roTOBOrO MiKapCbKoro 3acoby (iHLwi 3MiHK)
[JopasaHHA 3BiTY Npo BanigaLiio Wwoao
MiKPOGIOMOriYHNX AOCAIAKEHb A0 PO34iny
3.2.P.5.3 Banigauisi aHasliTU4HNX
MeTOAVK.
3MiHu | TUny - 3MiHK 3 sKoCTi. FoTOBWIA
NiKapcbkuii 3aci6. KOHTposib roToBOro
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nikapcbkoro 3aco6by. 3MiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX
rOTOBOTO JIiKApCbKOro 3acoby (BU/TyUYEHHSI
He3Ha4yHOro nokasHuka (Hanpuknag
3acTapifnioro NokasHuKa, Takoro K 3anax
Ta cmak, abo igeHTudikauis 6apBHMKIB UK
CMakoBuX f06aBoK)). BunyyeHHs
He3HayHoro napameTpy «lgeHTudikauis
XiHONIHOBOTrO 0BTOro E104» 3i
cneumadikaLii roToBOro sikapcbkoro
3aco6y. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/lE-cepTucpikart
BiANOBIAHOCTI EBponeichbkili
hapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONeiChKil
hapmakonei: gns A®l; ons BUXigHoro
martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI A®I; 41s ONOMIKHOT
peyoBuHu (MFE-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ans
Adl/BnxigHoro
mMaTtepiany/peareHTy/npoMiKHOro NPoayKTy
a60 AOMNOMIXKHOI peqyoBuHK) - OHOBEHUIA
cepTudikart Bif BXe 3aTBEPAKEHOTO
BMpO6GHMKa. MNogaHHs oHoBneHoro lME-
cepTudpikaTa BiANOBIAHOCTI EBpONeichKil
chapmakonei Ne R1-CEP 2003-172-Rev 03
AN AONOMDKHOT PEYOBUHY XenaTuHy Big,
BXeE 3aTBepKeHOro BupobHuka Gelita
Group (3aTBepgxeHo: R1-CEP 2003-172-
Rev 02; 3anponoHoBaHo: R1-CEP 2003-
172-Rev 03).

42.

€BPO3NANM

ceftazidi
me

uedra
31anUMm

dopmi
uepra
3naum

JO1DD
02

MOPOLUOK ANst
iH'ekyin no 1,0 r;
1 a6o 10
ch/1aKkoHIB 3
MOPOLUKOM Y
KapTOHHii
Kopo6ui

€Bpo
Naiicpke
p /it

Benvka
BpuTaHi
a

BMPOGHMK
BiANOBigaIbHNI
3a: KOHTPO/b
AKOCTI
uedrasngnumy
neHTarigpaTty 3
HaTpito

ITanis/
Kopes

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeEHHS
[04aTKOBOI AiNlbHUL BUPOGHMLTBA A1
4acTMHM abo BCbOro BUPOBHMYOTO
npoLecy roToBOro MikapCbKoro 3acoby

3a
peyenmom

UA/14073/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo
i
pe4yos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

neHTar
inpary
)

KapboHaToM ans
iH'eKLLiA, KOHTPO/b
NepBMHHOIO
nakyBaslIbHOro
marepiany,
HanoBHeHs
(hN1aKoHIB,
nakyBaHHs,
KOHTPO/b Y
npoueci, KOHTPONb
Ta BUMYyCK
roToBOro
niKkapcbKoro
3acoby:
EnCiEc [o6dap
C.M.A., Itanis;

BUPOBHMK
uedrasngnumy
neHTarigpaTty 3

HaTpilo
KapboHaToM ans
iH'eKUil (gna oBOX

ainsiHok: 1.

Hykneo
InpycTpiane C.
ATTO (n0K. C.
Hikono' A
TopgAiHo), - 64100,
Tepamo (TE),
ITanis; 2. Bia
AneccaHgpo
dnewmiHr, 2,
BepoHa (BP),
37135, Itanis):
XaHwmi PaitH
Kemikan Ko., N114,.,
Kopes;

BMPOGHMK
uedrasnaumy
neHTarigpaty 3

(iHLWi 3MiHW) - YTOUHEHHS hyHKLi
BMPOGHMKa roTOBOrO JliKapCbKoro 3acoby
Ta BMPOGHUKIB HEPO3(hacoBaHOro

npoayKTy
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename ) (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
HaTpito
Kapb6oHaToM Ans
iH'eKLn
(anbTepHaTUBHUIA
nocrayanbHuK A5
BMPOGHMKA
roToBOro
niKkapcbKoro
3acoby EiCIiEc
[o6dap C.MN.A.,
Bia AneccaHgpo
dnewmiHr, 2,
BepoHa (BP),
37135, Itanis):
EliCiEc JOB®AP
C.n.A., ltanisa
43. | 3EPKANIH® clindamy | kniHga | D10A rens 10 mr/r + Apnpan- XopsarTi Anpan- Xopsari BHECEHHS 3MiH 1O peecTpavLifiHnx 6e3 UA/20316/01/02
IHTEHC/B cin, MiLWH F51 30 mr/r; no 301 [aneHcb A [aneHcbkni A marepianis: 3miHu | TMny - 3MiHW Woao peyenma
combina | (y abono 60T Knia Na6oparopiii a.4. 6e3nekn/edeKTUBHOCTI Ta
tions BUINSA rento y Ty6i; no Na6opaTt thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
bt} 11y6iy opiii 4.4, BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
KniHaa KapTOHHIi (n. 2, 5, 6) ynakoBku JlikapcbKoro 3acoby
MiLWH KOpOo6L BBefieHHs1 3MiH npoTsirom 6 micsAuis nicns
y 3aTBEPKEHHS.
thoccp
ary);
6eH30i
ny
nepok
cug
6e380
OHWIA
v
BUMNA
gi
6eH30i
ny
nepok
cnay
BOJHO
ro)
44. | 3INENOP® benzyda | 6eH3n | RO2A NbOASHUKM 3i AT YKpaiHa BMPOBHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiHNX 6e3 UA/18683/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
mine LamiH X03 CcMakoM Megy Ta | "®apmak roToBoi npoaykuii, | LWBeliya | matepianis: 3miHu | TMNy - 3MiHM 3 AKOCTI. peyenma
y anesib,CuHy no " BUMYCK Cepii, pis [OTOBWIA nikapcbkuii 3aci6. 3MiHN y
Tigpox 3,0 mr no 10 a6o NepBUHHE i BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, Lo
nopuva 12 nbopasHuKIB Y BTOPVHHE CTOCYOTbCA BUMYCKY Cepii Ta KOHTPO/0
6nictepi; no 1, 2 nakyBaHHS: SIKOCTi FOTOBOrO MikapCcbKoro 3acoby
ab6o 3 6nictepn noasrc (3amiHa abo AofaBaHHS LifbHUL, Ha 5K
y nauuj PAPMACBIOTUK 3[iICHIOETLCS KOHTPOL/BUNPOGYBaHHS
AN3 C.J1., IcnaHis; cepii) -
BMPOBHMLTBO BBegeHHs yHKLiT KOHTPOb cepil Ans
roToBOI NPoAyKLii, BXE 3aTBEepXEHOro BUpobHuka Jlosi'c
nepBrHHe Ta thapmacstotukans C.J1., IcnaHia / Lozy's
BTOPUHHE Pharmaceuticals S.L., Spain.
nakysaHHs: [P.
MEL.
AYONEPMAYP
Ar, LWBeiiuapis;
KOHTPO/Ib Cepiid,
BMNYCK Cepii:
IHOAPMEWL,
C.J1., IcnaHis;
KOHTPO/b Cepiil:
NNTABOPATOPIO
EYIBAPHE, C.A,,
IcnaHist; KOHTPO/Ib
cepiii: KIMOC
C.J1., IcnaHis
45. | 30HIK pregabal | npera | NO3A Kancynv Teepai TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 0 peecTpaLinHnx - UA/21114/01/01
in 6aniH X16 no 150 mr in "KYCYM XENTXKEP MNBT mMartepianis: yTOUHEHHS HOMepa
bulk: Ne 5292 " nTa peecTpauiiHoro nocBig4YeHHs B HakKasi
(14x378): no 14 MO3 YkpaiHu Ne 1624 Big, 22.10.2026 B
Kancyny npoueci BHECEHHS 3MiH (3MiHu | Tuny -
6nicTepi; no 378 3MiHK 3 siKocTi. FOTOBMIA Nikapcbkuii 3aci6.
6nicTepiB y CrabinbHicTb. 3MiHa y TepMiHax
KapTOHHIi npugaTHocTi abo ymoBax 36epiraHHs
Kopoo6Li rOTOBOrO JliKapCbKoro 3acoby (36iNbLUeHHS

TEepMiHy NpPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - nsi Toprosoi
ynakoBku (MigTBEPAKYETLCA AaHUMU

peanbHOro yacy). 36iMbLIeHHs TEpMiHY
npuaatHocTi MN3. [itova pefakuis: TepMiH
npuaaTHoOCTI. 2 poku. NMponoHoBaHa
peaakuisi: TepmiH NpuaaTHOCTI. 3 POKK.
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
3MiHn | TURY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
niKapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AoNycTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (BUlyYeHHs
He3Ha4yHOro nokasHuka (Hanpvknag
3acTapifioro nokasHvka, Takoro sk 3anax
Ta cMak, abo igeHTudikaLis 6apBHUKIB Um
CMakoBuX A406aBOK)). BuiyyeHHs
nokasHuka "CepefgHs maca BMICTy
Kancynmn" i3 cneumdikaii MNN3. KoHTponb
SIKOCTi JTiKapCbKOro 3acoby 3a NMOKa3HMKOM
"CepefiHA Maca BMICTy kancyn"
3AiiCHIOETBLCSA 3riAHO NoKasHMKa
"O[HOPIAHICTb A030BaHNX OAMHNLL", SKWIA
BiANoBigae hapmakoneiHum BrMoram
2.9.40 €sp. PapMm. 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBMIA Nikapcbkumii 3aci6. Onuc
Ta cknag, (iHwi 3MiHn). BHeceHHs
peAakuifiHnX NPaBoK 3a NOKa3HMKOM
"Onuc", Woa0 YTOYHEHHS ONUCY Karncynu,
a came BUNyYeHHS 3 onucy pasu
"Po3mipom 2". BBefleHHS 3MiH NpoTArom 6-
TV MICALIB NiCNA 3aTBEPAKEHHS).
Pepakuisa B Hakasi - UA/21141/01/01.
BipHa pegakuis - UA/21114/01/01.
46. | IBYNPOM ibuprofe | ibynpo | MO1A | cycneHsis HOHinab, CLA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLinHnx 6e3 UA/15878/01/02
ONa JITEN n heH EO1 opasibHa no 200 nn rotosoi npoaykuii, | Higepna | matepianis: 3MiHN | TUNy - 3MiHW 3 AKOCTI. peyenma
POPTE mr/5 mn; no 30 BUMYCK Cepii, HAaw/ CeprtudpikaT BignosigHocTi/l E-cepTudikat
ms1, 100 mn, 150 nepBUHHE i Monba BiANOBIAHOCTI E€BpONenchbkili
mn a6o 200 mn BTOPUHHE thapmakonei/moHorpadii. NogaHHA HOBOro
y thnakoHi; no 1 nakyBaHHS, a60 OHOBNEHOTO cepTudikaTa
ch1akoHy B KOHTPO/b Cepiii: BiANOBIAHOCTI @60 BUMYyYEHHS
KOMMNEKTI 3i noasrc cepTudikaTa BignoBiAHOCTI EBpONEChKiit
LLINPULLOM- PAPMACBIOTUK thapmakonei: gna A®l; ana suxigHoro
posatopom no 5 AN3 C.J., IcnaHis; marepiany/peareHTy/npomMikHOro
M/ B KAPTOHHIiA BUPOGHMLITBO NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y

Kopoo6Li

roTOBOI NPOAYKLT,
nepBuHHe Ta

BUPOGHMLTBI API; AN 4ONOMIKHOT
peyoBMHY (CepTudiikat BiAMNOBIAHOCTI

BTOPUHHE €Bponeiicbkiii hapmakonei) - BunyyeHHs
nakysaHHs: [P. cepTudikaTiB (3a HasiBHOCTI
MEQ. My/IbTUNIETHOTO cepTudpikata Ha
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
AYOLNEPMAYP mMartepian) - BUIy4yeHHsa cepTudikaty
AT, Weeiiuapis; BiNOBIAHOCTI €BpoONelickkili hapmakonet
KOHTPO/b CepiiA, ans Adl ibynpodoeH Big, Bxe
BWMYCK CepilA: 3aTBepAxeHoro BupobHuka Sl Group,
IHOAPMEW, INC., (3aTBEpAXEHO: BUPOOHMK: S| Group,
C.J1., IcnaHis; INC. R1-CEP 1996-058-Rev 06, lol
KOHTPO/b Cepili: Chemicals and Pharmaceuticals Ltd. R1-
NABOPATOPIO CEP 2008-316-Rev 05; 3anponoHOBaHo:
EYIBAPHE, C.A,, lol Chemicals and Pharmaceuticals Ltd.
IcnaHist; KOHTPOsIb R1-CEP 2008-316-Rev 05).
cepiii: KIMOC
C.N1., Icnanisa
47. | IHCNPA® eplereno | ennep | CO3D Tabnetku, BKpuTi | Biatpic CLA Brpo6HuuTBO CLUA/ BHECEHHS 3MiH 1O peecTpaLiiHnX 3a UA/3752/01/01
ne €HOH A04 N/1iBKOBOIO Cnewen npenaparty "in ®paHuia | matepianis: 3miHu | TMNy - 3MiHM 3 AKOCTI. peyenmom
060/10HKOH0, NO Ti INC bulk”, Ta KOHTPONb A®I. Bupo6HULTBO. 3MiHa BUPOGHIMKa
25 wr; no 10 AKOCTI: BWXiHOr0/MPOMIXHOro
Tabnetoky BiaTpic npoaykTy/peareHTy, o
6nicTepi; no 3 $apmactoTikans BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
6nictepn B NNC, CWA; npoteci A®l, a6o 3miHa BUpOOHMKa
KapTOHHIi Bunyck cepii, (BKTHOYatOUM, fie HEOOXIAHO, MicLe
KopooLi nakyBaHHs, NpoBefileHHA KOHTPOoso AkocTi) AdI (3a
MapKyBaHHs, BiACYTHOCTI cepTudikarta BifnoBsigHOCTI
KOHTPO/Ib AKOCTI €Bponeiicbki hapmakonei y
npw BUMYCKY: 3aTBEPKEHOMY [10CLE)(3MIHM [0 3aX04iB,
dapesa Ambyas, noB'si3aHnX 3 KOHTponem Adl, abo
®paHuis [0AaBaHHA AifbHULI, Ae NPOBOANTLCSA

KOHTPO/b/BUNPOGYBaHHSA cepil) BBeaeHHSA
HoBOT AinbHuui Pfizer Asia Manufacturing
PTE Ltd (31 Tuas South Avenue 6,
CiHranyp 637578 (Tuas)), BignosigasbHOT
3a KOHTPO/b/TECTYBAHHSA Ta BUNYCK cepili
Ait04OT PEYOBWHN enniepeHoH. 3MiHum | Tuny
- 3MiHK 3 sKocTi. A®l. BUpo6HMLTBO.
3MiHn B npoueci BUpo6HMLUTBa AP (iHLUI
3MiHM) BuganeHHs BMpobH1Yoro
«Mpouecy A» Ans BUPOGHMLTBA
ennepeHoHy Ha AinbHuLi Kanamasy
(Kalamazoo), 3miHa BHOCMTbCS Y 3B’A3KY
akTyanisauii JOCbe Ta OHOB/IEHHS
0608B'5A3KiB BUPOOHYKa BiANOBIAHO A0
MOTOYHUX BUPOBHNYMX NPOLECIB HA
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KpaiHa

Bupo6Huk
3as8HU

KpaiHa
BUPOGH

PeecmpayjitiHa npoyedypa

a
Ha3sa*

¢hopma,

UHU ynakoska)

Ka

ukKa

AinbHULj. «Mpouec B» € eAMHAM

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

IHCMPA®

eplereno

ennep

C0o3D

TabNeTkn, BKPUTI Biatpic

CLIA

Bupo6HMLTBO

CLIA/

KOHTpO/Ito sikocTi /13, a came BUKIaAeHHSA

npoL,ecoM, Akuii BUKOPUCTOBYETLCA A1
BMPOBHMLTBA eNIepeHOHY Ha Ai/TbHUL
Kanamasy. 3miHu | Tuny - 3MiHW 3 SKOCTI.
A®|. BupobHULTBO. 3MiHa BUPOGHMKa
BVXiAHOTO/MPOMIXXHOr0
npoAykTy/peareHTy, o
BMKOPUCTOBYIOTHCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUPOGHMKa
(BKTrOYatoun, fie HeobXigHo, Micue
npoBefeHHs KOHTposIto skocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei y
3aTBEpHKEHOMY [10CbE)(BBEAEHHSA HOBOI
AiNbHUUI, Ae 34INCHIOETLCA MIKPOHi3aList)
BBeaeHHsA HOBOT ginbHuLi Pfizer Asia
Manufacturing PTE Ltd (31 Tuas South
Avenue 6, CiHranyp 637578 (Tuas)),
BiANOBigas/IbHOT 32 MiKPOHi3aUito Aitoyoi
pevyoBUHM enniepeHoH. 3MiHu | Tuny -
3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHuii 3aci6.
3MiHM napamMeTpiB cneuudikauii Ta/abo
[OMNYCTUMMX MEX, 3a3HaUYeHNX y
cneyudikayisix, gns 6esnocepegHbOl
ynakoskn A®| (A0NOBHEHHA crieumdikavi
HOBUM MOKa3HMKOM Ta BifnoBigHNM
MeTOZ0M BUNPOGYBaHHs) JoaaBaHHS
cneuudikaLii 6e3nocepeHbOI ynakoBkm
Aitoyoi pevyoBuHY BUpo6HMLUTBa Pfizer Asia
Manufacturing PTE Ltd 3 BignosigHum
MeTOA0M BUNPOBYBaHHA 6e3 3MiHW cknagy
6e3nocepenHbOi YyNakoBKu Aitouoi
peyvoBUHU. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTpob
rOTOBOrO JIiKAPCbKOro 3acoby (iHLWi 3MiHK)
OHOB/IEHHS BXE 3aTBEPMKEHUX METOLIB

TEKCTY AEepPXXaBHOK MOBOIO 3rigHO
cyyacHux Bumor. OHoBsrieHi MKA (eCTD
Bepcis 0001).

BHECEHHS 3MiH [0 peeCcTpaLiiHNX

3a

UA/3752/01/02
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
ne €HOH A04 NNiBKOBOO Cnewen npenapaty "in ®paHuia | mMatepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
060/10HKOI0, N0 TiINC bulk", Ta KOHTpO/b A®|. BUpobHULTBO. 3MiHa BUPOGHUKa
50 wr; no 10 SIKOCTI: BVXiAHOTO/MPOMIXXHOr0
Tabnetoky Biatpic nNpoAayKTy/peareHTy, Lo
6nicTepi; no 3 PapmactoTikans BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY
6nictepn B NNC, CWA; npoueci A®l, abo 3miHa BUpOGHMKa
KapTOHHIl Bunyck cepii, (BKTrOYatoun, fie HeobXigHo, Micue
Kopoo6Li nakyBaHHs, npoBefeHHs KOHTPosIo sakocTi) APl (3a
MapKyBaHHS, BiCYTHOCTI cepTudikaTa BignoBigHOCTI

KOHTPO/Ib AKOCTI
npv BUNYCKY:
dapesBa Ambyas,
PpaHuis

€Bponeiickkili hapmakonei y
3aTBEPMHKEHOMY [OCLE)(3MIHW [0 3aX04iB,
noB'si3aHnX 3 kKOHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
KOHTPO/b/BUNPOoBYBaHHA cepil) BeegeHHs
HOBOI AinbHuLi Pfizer Asia Manufacturing
PTE Ltd (31 Tuas South Avenue 6,
Cinranyp 637578 (Tuas)), BiAnosigaibHoI
3a KOHTPO/Ib/TECTYBaHHS Ta BUMYCK Cepili
L0401 peqyoBuHN enniepeHoH. 3MiHu | Tuny
- 3MiHK 3 aKocTi. A®l. BUpobHULTBO.
3MiHM B npoueci BupobHmutea A®| (iHwwi
3MiHM) BuganeHHs BUpo6H1Yoro
«Mpouecy A» ans BUPOGHMLTBA
ensiepeHoHy Ha AinbHuui Kanamasy
(Kalamazoo), 3miHa BHOCUTbCA Y 3B’A3KY
akTyasisaujii fOCbe Ta OHOB/IEHHS
060B’s13KiB BUPOOHMKA BiAMOBIAHO A0
MOTOYHUX BUPOBHNYMX NMPOLECIB HA
AinbHuui. «Mpouec B» € efuHUMm
NpOLLecoM, SKuii BUKOPUCTOBYETLCA A1
BMPOOBHMLITBA €MfIEPeHOHY Ha AinbHUL
Kanamasy. 3miHu | Tuny - 3MiHun 3 SKOCTI.
A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA
BUXiZAHOrO/NPOMIXHOro
NpoAyKTy/peareHTy, LWo
BUKOPWCTOBYIOTCS Y BUPOOHNYOMY
npoueci Adl, a6o 3miHa BUpo6OHMKa
(BK/TIOYAK0UN, fie HEOOXIAHO, MicLie
NpoBeAeHHs KOHTPOSo AkocTi) AdI (3a
BiiICYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeicbkiii hapmakonei y
3aTBEPKEHOMY 0CHE)(BBEAEHHS HOBOT
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Bupo6Huk
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49.

IHCMPA®

eplereno
ne

ennep
€HOH

C03D
AD4

TabneTku, BKPUTI
NiBKOBOIO

Biatpic

CWA

Brpo6HnLTBO

CLUA/

AinbHUUI, fe 3AiCHI0ETLCA MIKpPOHi3aLis)
BeefeHHs HoBoT AinbHuui Pfizer Asia
Manufacturing PTE Ltd (31 Tuas South
Avenue 6, CiHranyp 637578 (Tuas)),
BiNOBIA&/IbHOI 3a MiKpOHi3aLiito Ajtoyol
PEYOBUHM eNsIePEHOH. 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHM napameTpiB cneundikauiii Ta/abo
[OMYyCTUMUX MEX, 3a3HaYeHNX Y
cneundikauisx, ons 6esnocepegHboi
ynakoBkn A®| (4ONOBHEHHS cneyudikauii
HOBMM MOKa3HMKOM Ta BiANOBigHWM
MeTOof0M BUNPO6yBaHHs) [ofaBaHHs
crneundikauii 6esnocepeHbOl YNakoBKU
[itoyoi peyvoBrHY BUpOGHMLTBa Pfizer Asia
Manufacturing PTE Ltd 3 BignosigHum
METOAOM BMNPOOYBaHHA 6e3 3MiHM cknaay
6e3nocepefHbOT YNakoBKU Aito4ol
peyoBuHU. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbKuMit 3aci6. KOHTpO/b
roTOBOrO /ikapcbKoro 3acoby (iHLWi 3MiHK)
OHOB/EHHS BXE 3aTBEPKEHUX METO/IB
KOHTPO/IH0 SIKOCTi /13, a came BUKNAAEHHS
TEKCTY AepXXaBHO0 MOBOIO 3rigHO
cyyacHux smumor. OHosneHi MKA (eCTD
Bepcis 0001).

060/10HKOI0, MO
25 wmr; no 10
Tabnetoky
6nicTepi; no 3
6nictepu B
KapTOHHii
Kopoo6ui

Cnewen
Ti INC

npenapaty "in
bulk", Ta KOHTpOsb
AKOCTI: BiaTpic
dapmactoTikans
NNC, CUWA,
Bunyck cepii,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib SIKOCTI
npv BUNYCKY:
®dapeBa Ambyas,
PpaHuin

PpaHuin

BHECEHHS 3MiH 0 peecTpaLjiinHmx
marepianis: 3miHu | Tvny - 3miHW Woao
6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu
[10 y3arasibHeHUX AaHux npo cuctemy
thapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX AaHnx npo cucTemy
hapmakoHarnsagy, 3miHa yrnoBHOBaXeHoi
0oco6w, BiANOBiAa/IbHOI 32 34iACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3assHuka gns
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOT

0co6wm, BiANOBIfa/ILHOT 3a 34iCHEHHS

3a
peyenmom

hapmakoHarsgy (BKIKYaUM KOHTaKTHI

UA/3752/01/01
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[aHi) Ta/abo 3MiHV y pOo3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBa)XeHOI 0CO6M 3asiBHUKA,
BiAnoBiga/IbHOT 3a hapMakoHarnsag.
[itoya pepaxkuis: Dr Eiko Soehlke.
MponoHoBaHa pegakuis: Andrea Oliva.
3MiHa KOHTaKTHWX JaHUX YMOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a
hapMakoHarniag,. 3miHa
MiCLLe3HaXOMKEHHS MacTep-haina
cucTemMu chapmakoHarnsagy. 3miHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

50.

IHCMPA®

eplereno
ne

ennep
€HOH

C03D
A04

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOH0, NO
50 wr; no 10
Tabnetoky
6nicTepi; no 3
6nictepn B
KapTOHHIi
KopooLi

Biatpic
Cnewen
Ti INC

CLWA

Brpo6HuuTBO
npenaparty "in
bulk”, Ta KOHTPONb
AKOCTI: BiaTpic
dapmactoTikans
NNC, CWA,;
Bunyck cepii,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/Ib AKOCTI
npvi BUNYCKY:
®dapeBa Ambyas,
PpaHuin

CLUA/
®paHuis

BHECEHHS 3MiH 1O peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3MiHW Woao0
6e3nekun/edeKkTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ilbHeHUX AaHvx npo cuctemy
thapMakoHarnagy (BBefeHHs
y3aranbHeHVX AaHunx npo cuctemy
thapmakoHarnsagy, 3miHa yrnoBHOBaXKeHOT
0oco6u, BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0oco6w, BiANOBiAA/IbHOI 3a 34iACHEHHS]
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
(haiina cuctemu chapmakoHarnisgy) -
3MiHa ynoBHOBaXXeHOI 0cobM 3asBHUKA,
BiANOBIAa/ILHOI 3a thapmakoHarnsag,.
[itoua pepaxuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea Oliva.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0Cco6U 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnag. 3miHa
MicLle3HaXopKeHHs1 MacTep-ghaiina
cmucTemMu chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.

3a
peyerimom

UA/3752/01/02

51.

KNEKCAH®

enoxapa

E€HOKC

BO1A

pO3uuH Ans

TOB

YkpaiHa

CAHO®|

PpaHujs

BHECEHHS 3MiH [0 peecTpaLiiHNX

3a

UA/7181/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
rin anapn | BO5 iH'ekujin, 10 000 "CaHodi BIHTPOIN mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
H aHTK-Xa -ABEeHTIC IHOACTPIA [OTOBWIA nikapcbkuii 3aci6. 3MiHN y
HaTpi MO/imn; YkpaiHa" BUPOGHMLTBI. 3MiHM BMNPOOYBaHbL abo
10* Ne 2: no 0,8 mn [ONYyCTUMUX MEX, BCTAHOBMIEHNX Y
* y WNpuL-a03i i3 cneumdikaLisx, nig yac BMpo6bHMLTBA
EHoOKC 3aXM1CHOK rOTOBOTO JIiKApCbKOro 3acoby (BU/TyUYEHHSI
anapv CMCTEMOHO FOJIKU HEeCyTTEBOro BUNpPo6yBaHHs B NPOLECI
H ERIS; no 2 BUPOGHMLTBA) BUAANEHHS HE3HAYHOrO
HaTpi LINp1LY-403n y TECTY «UiNICHICTb QiNbTpa», Wo
10 - ue 6nicTepi; no 1 NpoBOANTLCS Nepes NepLLO
6ionori 6nictepy B hinbTpaLieto B npoLeci BUpobHMLTBa Ha
yHa KapTOHHI BMPOGHUYIN ginbHuui CAHO®I BIHTPONM
pevoB KOpoo6L; IHOACTPIA, 180 pto XKaH XXopec 94700
VHa, Ne 2: no 0,8 mn ME3OH-A/Ib®OP, ®paHuis
AKY y WNpuL-403i i3
oTpUM 3aXM1CHO
yIioTb CUCTEMOIO FOJIKM
LIAXO PREVENTIS; no
M 2 Wwnpvy-gosn y
NYXHO 6nictepi; no 1
i 6nictepy B
aenoni KapTOHHIl
Mepu3 Kopobui;
auji Ne 2: no 0,8 mn
6eH3n y Linpu1y-Ao3i
nosor 6e3 3axucHoi
o] CUCTEMM TOSIKH;
eqipy no 2 wnpuu-
renap [o3n 'y énictepi;
NHY, no 1 6nictepy B
AKUI KapTOHHIl
noxop, Kopoo6Li
UTb 3i
cnm3o
BOI
o6osno
HKM
Kmey
HVKa
CBUHE
i
52. | KIEKCAH® enoxapa | eHokc BO1A PO34uMH Ans TOB YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH [0 peeCcTpaLiiHNX 3a UA/7182/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
rin anapn | BO5 iH'ekujin, 10 000 "CaHodi BIHTPOIN mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
H aHTn-Xa MO/mn -ABEeHTIC IHOACTPIA [OTOBWIA nikapcbkuii 3aci6. 3MiHN y
HaTpi Ne 10 (2x5): no YkpaiHa" BUPOGHMLTBI. 3MiHM BMNPOOYBaHbL abo
to* 0,2 MmNy wnpuy- [OMYyCTUMUX MEX, BCTAHOBMEHNX Y
* [03i i3 3aXMCHOI0 cneumdikauisx, nig yac BUpobHULTBA
EHoOKC CMCTEMOIO FOJIKU rOTOBOTO JIiKApCbKOro 3acoby (BU/TyUYEHHSI
anapu ERIS; no 2 HEeCyTTEBOro BUNpPo6yBaHHs B NPOLECI
H LUNPUL-003K1 Y BMPOOHWLTBA) BUAASIEHHA HE3HAYHOIO
HaTpi 6nictepi; no 5 TECTY «UiNICHICTb QiNbTpa», Wo
10 - e 6nictepis y NPOBOANTLCA Nepe NepLUIoto
6ionori KapTOHHIi hinbTpavjieto B npoueci BUpoGHNLTBA Ha
yHa Kopo6ui; no 0,2 BMPOGHUYIN ginbHuui CAHO®I BIHTPONM
pevoB MY LWNpuy- IHOACTPIA, 180 pto XKaH XXopec 94700
nHa, [03i i3 3aXMCHOI0 ME3OH-A/Ib®OP, ®paHuis
AKY CUCTEMOIO FOSIKN
oTpUM PREVENTIS; no
yIioTb 2 wnpuy-gosn y
LAAX0 6nictepi; no 5
M 6nicTepiB y
NYXHO KapTOHHIi
i Kopo6ui; no 0,2
genoni MA Y Wwnpuy-
Mepus [o3i 6e3
auji 3aXMUCHOT
6eH3u CUCTEMMU TOMKK;
nosor no 2 wnpuu-
o] [o3n 'y énicrepi;
edipy no 5 6nictepiB y
renap KapTOHHIi
NHY, Kopob6ui; no 0,4
AKUI My Wnpuu-
noxop, [03i i3 3aXMCHOI0
UThb 3i CUCTEMOIO FOSIKN
cnn3so ERIS; no 2
BOI Lnpuy-aosn y
060/10 6nictepi; no 5
HKM 6nicTepiB y
Kney KapTOHHIi
HUKa Kopob6ui; no 0,4
CBUWHE MA Y Wwnpuy-
i [03i i3 3aXMCHOI0

CUCTEMOHO TOJTIKN
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

PREVENTIS; no
2 wnpuvy-gosn y
6nictepi; no 5
6nicTepiB y
KapTOHHIi
Kopobui; no 0,4
MA Y Wwnpuy-
[o3i 6e3
3axucHol
CUCTEMMU TOMKK;
no 2 wnpuu-
[o3n 'y énicrepi;
no 5 6nictepiB y
KapTOHHIi
Kopobui; no 1
MA Y Wwnpuy-
[03i i3 3aXMCHOI0
CUCTEMOIO FOSIKN
ERIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTepiB y
KapTOHHIi
Kopobui; no 1
MA Y Wwnpuy-
[03i i3 3aXMCHOI0
CUCTEMOIO FOSIKN
PREVENTIS; no
2 wnpuvy-gosn y
6nictepi; no 5
6nicTepiB y
KapTOHHIi
Kopobui; no 1
MA Y Wwnpuy-
[o3i 6e3
3axucHol
CUCTEMMU TOMKK;
no 2 wnpuu-
[o3n 'y énicrepi;
no 5 6nictepiB y
KapTOHHIi
Kopobui
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
53. | KOTENNIK® cobimeti | ko6ime | LOLEE | TabneTku, BKpUTI TOB Ykpaina Brpo6HuLTBO LBeiiua BHECEHHS 3MiH 0 peecTpaLintHmx 3a UA/15199/01/01
nib TUHIO 02 N/1iBKOBOIO «Pouu Hepo3chacoBaHol pisi/ marepianis: 3MiHu | TUMy - 3MiHW 3 AKOCTI. peyenmom
y 060/10HKOHO, MO YkpaiHa npoayKuir, Himeuun "oTOBWIA Nikapcbknii 3aci6. 3MiHM y
chopmi 20 wmr; no 21 » BMNPOOYBaHHS Ha BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, LWwo
Kobime Tabnetyiy KOHTPOJIHO AKOCTI CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/IH0
TUHIOY 6nictepi; no 3 npwv BUNYCKy SIKOCTi TOTOBOrO MlikapCbKoro 3acoby
remigp 6nictepn y (mikpobionoriyHa (3amiHa abo foAaBaHHS BUPOOHMKA, LLO
ymapa KapTOHHIi yncToTa): BiNOBIAAaE 3a BBE3EHHA Ta/abo BUMYCK
Y Kopo6ui & . XodpchpmaHH-/151 cepii) - He BkIovaroumn
Pow NTA, KOHTPO/Ib/BUNPOBYBaHHS cepii - BHeCeHHs
LBeliuapis; iHcbopMmauii Npo iMnopTepa B YkpaiHy Ao
Bupo6HMLTBO po3giny 3.2.P.3.1 Bupo6Huk(1) B
Hepo3dhacoBaHoOi maTepianu peecTpauiiHoro fJocbe, a came:
NPOAYKUT, «Roche Ukraine» LLC. Velyka Vasylkivska
BMNPOGYBaHHSA Street, 139, 5 floor 03150 Kyiv Ukraine.

KOHTPO/THO AKOCTI
npu ctabinbHoCTi
Ta BMNycKy (OKpim
MikpobiosoriyHoT
ynctoTn): Exkcenna
'M6X eng Ko. K,
HimeuuunHa;
BunpobysaHHs
KOHTPOJTHO SIKOCTI
npvi BUNYCKY:
®.XothdpmaHH-/15
Pow NTpg,
LLiBeiiuapis;
BunpobysaHHs
KOHTPOJTHO SIKOCTI
npu ctabinbHocTi
Ta BUMYyCKy
(mikpobionoriyHa
yucroTa): Jlabop
NC CE eHg Ko.
Kr, HimeuyunHa
MepBuHHE Ta
BTOPVHHE
nakyBaHHS,
BMNPOOYBaHHS
KOHTPO/IHO AKOCTI
npu cTabinbHOCTI:
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Ne

Hassa

MixHap

Hassa

Koo

®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Jenbthapm
Minaxo, C.P./1.,
ITanis; Bunyck
cepii:
®.XothdpmaHH-/15
Pow NTpg,
LLiBeriuapis
54. | IEBAMI3ON- | levamiso | nesam | P02C Tabnetkn no 150 | TOBAP YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiintHx 6e3 nionse UA/6389/01/01
340POB'A le isony EO1 mr; no 1 MCTBO BMPOGHMLITBA, marepianis: 3miHu | TMny - 3MiHW Woao peyenma ae
rigpox Tabnetyiy 3 KOHTPO/Ib SIKOCTI, 6e3nekun/edeKTUBHOCTI Ta
nopug 6nicTepi; no 1 OBMEX BUMYCK Cepii: chapmakoHarnsgy. 3miHa y KopoTkili
6nictepy y EHOWO TOBAPUCTBO 3 XapaKTepucTuLi NikapcbKoro 3acoby,
KapTOHHIi BIANOB OBMEXXEHOIO TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Kopoo6Li I1OANTBHI BIANOBIAANBHI Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
CTHO CTHO perynsipHoO OHOB/TIOBAHOTO 3BiTYy 3 6e3neku
«KOPIM «KOPIMOPALIA nikapcbkoro 3acoby, abo AOoCNiAKEHb 3
OPALIIA «3[0POB'A», 6e3nekn 3acTocyBaHHS /1ikapCbKoro
«300P YkpaiHa; Bci cTagii 3acoby B nmicnspeecTpauiiHnii nepiog, abo
OB'A» BUPOGHULITBA, AK pe3ynbTaT OLiHK/ 3BIiTY 3 AOCAIMKEHb,
KOHTPO/Ib SIKOCTI: npoBeAeHVX BiANOBIAHO A0 NaHy
ToBapucTBo 3 nepiatpnyHux gocnigpkeHs (PIP) (iHwi
06MeXeHo 3MiHK) - 3MiHV BHECEHO [0 IHCTPYKLiT AN
Bi4NOBiAA/IbHICTIO MEeAMYHOro 3aCTOCyBaHHS MikapCbKoro
"®APMEKC 3aco6y y po3ginu "MpoTunokasaHHsa",
FPYM", YkpaiHa "B3aemogis 3 iHWMMMN NiKapCbKUMu
3acob6amu Ta iHWi BUAW B3aeMogii",
"Oco6nMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "34atHicTb BNMsatu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM @60 iHLIMMK
mexaHismamu', "Mepefo3ysaHHa" Ta
"Mo6iuHi peakuii" BigNoBigHO A0
OHOB/IEHOT iHhopMaLii oo 6e3neku
3acToCyBaHHS fikapcbKoro 3acoby, a
TaKoX BHECEHi peJakTOPCbKi NpaBku B
po3ain "Ynakoska" BiAMNOBIAHO A0 AaHWX B
peecTpaLiiHoMy NocBigYeHHi. TepMiH
BBE/EHHS 3MiH MPOTArom 6 Micauis nicns
3aTBEPAKEHHS
55. | IOPAHO loratadin | nopat | RO6A Tabnetkun no 10 CaHpo3 | CnoseHi BMPOBHMLTBO in Himeuun BHECEHHS 3MiH 40 peecTpavLiitHmx 6e3 UA/6985/02/01
e aguH X13 Mr; no 7 dapmac Ll bulk, nakyBaHHs1, Ha/ MaTepianiB:; yTOYHEHHS1 YMOB BigNyCKy B peyenma
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Tabnetoky blOTiKaN BMNYCK cepil: MonbLa Hakasi MO3 Ykpaiuu Ne 1624 Big
6nicTepi; no 1 3 4.4, Cantotac Papma 22.10.2026 B npoLeci BHECEHHA 3MiH
6nictepy B m6X, (3MmiHn | TMNY - 3MiHK 3 AKOCTI. FoTOBMIA
KapTOHHIl HimeuumHa; nakys nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
Kopo6Li; no 10 aHHs, BUMYyCK 3MiHu BUNpobyBaHb abo [OMYyCTUMUX
Tabnetok y cepii: lek C. A., MeX, BCTAHOB/IEHMX Y cneumdikayisx, nig
6nicTepi; no 2 Monbwa yac BUPOOHULTBA FOTOBOrO NMiKapCbKOro
6nictepn B 3aco6y (iHLWi 3MiHK) - 3aTBEPAKEHI
KapTOHHI BHYTPILLUHbONPOLECHI napameTpun «Bulk
KopooLi Density» Ta «Tapped Density»
NOCMNAIOTHLCS Ha 3arasbHUiA po3ain
€sponeiicekoi hapmakonei 2.9.15. Bulk
and Tapped Density, sikuii Ginblue He
[OCTYMHWIA Y YMHHIN pepakuii ®apmakonei.
BignoBigHO A0 OCTaHHLOrO0 OHOBJ/IEHHS
€Bp. Papm (pegaxuis 11.5, ynHHaA 3 NUMHA
2024 poky), uelt po3ain 6yB 3aMiHeHWiA Ha
2.9.34. Bulk Density of Powders, Ha3Bu
TecTiB OHOBEHO Ha «Untapped Bulk
Density» Ta «Tapped Bulk Density»).
Pepakuisi B Hakasi - 3a peuenToM. BipHa
peAakuis - 6es peuenTa.
56. | MABEHKNAQ, | cladribin | knagp | LO4AA | TabneTku no 10 Apec Lseliua Bupo6Huk ITanisa BHECEHHS 3MiH 1O peecTpaLiiHnX 3a He UA/17515/01/01
® e NBiH 40 mr;no 1,4 abo 6 | TpeiigiH pis (BUpPOGHNLTBO marepianis: 3miHu | TMny - 3MiHW Woao peyenmom | nionse
Tabnetok B r C.A. Hepo3hacoBaHoro 6e3nekun/edeKkTUBHOCTI Ta ae
atoMiHiEBOMY npenapary, chapmakoHarnsgy. 3miHa y KopoTkili
6nicTepi, nepBuUHHE Ta XapaKTepucTuLi NikapcbKoro 3acoby,
3aneyaraHomy y BTOPVHHE TEKCTi MapKyBaHHS Ta IHCTPYKLUIi Ans
KapTOHHY nakyBaHHs, MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
06KNafNHKY, AKy KOHTPO/Ib SIKOCTI, perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
BMIiLLYIOTb Y BUMYCK Cepiit): nikapcbKoro 3acoby, abo A0C/iKEHb 3
KOHTYPHY Hep®apMa 6e3nekn 3acTocyBaHHS /likapCbKoro
YapyHKOBY C.P.N,, Itanis; 3acoby B nmicnspeecTpauiiHnii nepiog, abo
ynakoBky Ta Bnpo6HuK AK pe3ynbTaT OLiHK/ 3BIiTY 3 AOCAIMKEHb,
BKNafaTb y (KOHTpOSIb AKOCTI: npoBefeHnX BigNoBigHO A0 NnaHy
KapTOHHY BM3HAYEHHS nepiatpnyHux gocnigpkeHs (PIP) (iHwi
KOpPOOGKyY eNeMeHTHUX 3MiHK). 3MiHW BHECEHO [0 IHCTPYKUiT AN
[OMILLIOK): MeLMNYHOro 3aCTOCYBaHHA NMiKapCbKOro
€podpiHc bionab 3acoby fo posginis "OcobmsocTi
C.P.N., Itanis 3acTocyBaHHA" Ta "3acTocyBaHHA y nepios

BariTHOCTi abo rogyBaHHA rpyaar”
BifMOBiAHO A0 OHOB/IEHOT iHChopMaLLii
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
o0 6e3neku 3acToCyBaHHs Aitoyoi
peyoBVHW. BBEAEHHSA 3MiH MPOTArOM 6-Tu
MicsILiB Micns 3aTBepAKEHHS. B npoueaypi
HaZiaHo NnaH ynpas/iHHA pu3nkamu
Bepcis 2.4 3 ypaxyBaHHSIM OHOBJ/IEHOI
iHhopmawii 3 6e3neku Woa0 KoHTpauenuii
Y YONOBIKIB, L0 6yna pekomeHoBaHa
PRAC. Pestome MNYP Bepcia 2.4
fofaeTbes
57. | MEJTOKCUKA | meloxica | menok | MO1A | Tabnetku no 15 AT Ykpaina AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiinHmx 3a He UA/18276/01/02
M m cukam | CO6 mr; no 10 "Jly6Hn MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom nionse
Tabnetoky dapm” [oTOBWIA Nikapcbkumii 3aci6. Cuctema ae
6nicTepi; no 1

abo 2 6nictepu
y nauui 3
KapToHYy

KOHTeliHep/3aKyrnopoBasibHUii 3aci6.
3MiHa po3mipy ynakoBku rotosoro
NiKapCbKOro 3acoby (BUyYEHHS yNakoBKM
NeBHOr0 PO3Mipy) BUTYYEHHS YNakoBKu
N3 - no 20 TabneTok B 6aHLli, OCKIbKA €
anbTepHaTMBHWI BUA ynakosku (Mo 2
6nicTepy B nayi). Tomy AaHa 3MiHa He
BMN/IMBAE Ha CXEMY [,03yBaHHs. 3MiHV
BHECEHO B iHCTPYKLt0 4151 MELUYHOIO
3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ain "Ynakoeka"y 3B'A3Ky 3 BUSIYYEHHAM
NeBHOro PO3Mipy yNakoBKM, K HACNIA0K -
BUJ/TYYEHHSA TEKCTY MapKyBaHHS
BiANOBIAHOT ynakoBkn. 3MiHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4,04ATKOBOI Ai/IbHUL
BUPOGHMLITBA A1 YaCTMHU ab0 BCbOro
BMPOGHNYOro nNpoLecy rotoBoro
NikapcbKoro 3acoby (AiNbHULSA, Ha kil
npoBOAATbLCA ByAb-sKi BUPOOHMYI cTagil,
3a BUHATKOM BUNYCKY Cepili, KOHTPOSIO
AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, /19 HECTEPUSIbHUX NiKapCbKNUX
3ac06iB) BBeAEHHS BUPOOHNYOT AiNbHUL
AT «Jly6HUthapm», YKpaiHa, Lo
BiANoBigae 3a BMPO6GHMLUTBO. CynyTHS
3MiHa - 3MiHK 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.

3amiHa abo BBeAEHHSI 4OAATKOBOI
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
AiNbHMLI BUPOGHULTBA AN18 YacTUHN abo

BCbOI0 BMPOGHNYOro MpoLecy rotToBoro
NiKapcbKoro 3acoby (AinbHuMUa ANns
BTOPVHHOTO NnakyBaHHS) - 3MiHU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNlbHUL BUPOGHMLTBA AN
4YacTVHM abo BCbOro BUPOOHNYOro
npoLEeCcy roTOBOr0 NiKapCbKoro 3acoby
(4inbHUUSA oNSA NEPBUHHOIO NakyBaHHSA).
3MiHu | TUny - 3MiHK 3 sIKoCTi. FoTOBWIA
nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKynopoBasibHuii 3aci6.
3MiHa po3Mipy ynakoBku rotosoro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAnHULb (Hanpuknag TabneTok, amnyn
TOLLO) B YNakoBLi:) - 3miHa y Aiana3oHi
3aTBEPKEHNX PO3MIPIB YNAKOBKM -
BBeEHHSA [04aTKOBOI ynakoBkv ansa MNN3.
3MiHW BHECEHO B IHCTPYKLO A11A
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby y po3ain "YnakoBka" (3miHa
KifIbKOCTi 6nicTepiB B ynakosL,). 3MiHu |
TMNy - 3MiHKU 3 AKOCTI. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHM Y BUPOOGHULTBI. 3MiHK Y
npoveci BUpo6HULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOUakum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA
npu BUPOBHULTBI FOTOBOTO /iKaPCbKOro
3acoby (He3HayHa 3MiHa y NpoLeci
BMPOOHWLTBA) BHECEHHS 3MiH [j0 npoLecy
BUPOGHMLTBA 13 y 3B'A3KY 3
TpaHCgEPOM TEXHOSIOTT, 30KpeMa: 3MiHN y
npoLeci NPUroTyBaHHA (KOHTeHepHWI
3MiLLyBaY, Mikcep-rpaHynsaTop, BibpocuTo,
TabneTtnpecu, TOLO), NpoLecy dacyBaHHs
(niHia ona dacyBaHHA Ta NakyBaHHS
TBEPAMX NiKApCbKUX hopm B BnicTep,
nauky, rpynoBy Tapy) Ta BUpO6GHMYOro
KOHTpOs0 (YHiBepcasibHUiA Npuniag Ta
npwnag ans KOHTponto 6nictepis Ha

rePMETUNYHICTb). 3MiHK | Tuny - 3MiHN 3
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

SKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHu, LLIO
CTOCYHOTbCSl BUMYCKY Cepil Ta KOHTPOSIO
AKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHs BUPOOHMKA, LLO
BiNOBiAAa€ 3a BBE3€HHS Ta/abo BMMYCK
cepii) - Bkntovatoun
KOHTPO/b/BUNPOBYBaHHSA cepii - 3aMiHa
LiNbHUL, Ha 5K 34IKCHIOETBLCSA
KOHTpO/Ib/BUNpo6yBaHHs cepii 3 TOB HB®
«MIKPOXIM», YkpaiHa Ha AT
«Jly6HMhapm», YkpaiHa. 3MiHN BHECEHO B
IHCTPYKLUi0 AN MeANYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y po3ginu "Bupo6Huk",
"MicuesHaxomKeHHs BUPOOHMKa Ta
afpeca MicLs NpoBapKeHHs 1oro
AiSNbHOCTI" 3 Bi4NOBIAHUMM 3MiHAMU B
TeKCTi MapKyBaHHS1 ynakoBoK. 3MiHu | Tuny
- 3MiHM 3 SKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTpO/1b roTOBOro NiKapcbkoro
3aco6y. 3miHa napameTpiB cneundikauiii
Ta/abo foNyCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS
3MiH go Cneuucbikauii /13, 30kpema:

- 3MiIHEHO Ha3BY MOKa3HWKa AKOCTi
«CepefiHA Maca Ta OfHOPIAHICTb Macu»
Ha «CepegHsa Maca»; 3MiHEeHO OAMHWL
BUMIPIOBAHHS Macy 3 I Ha Mr;

- 32 NOKa3HWKOM «laeHTudpikauis»:
BBE/IEHHSI 3HAUEHHS [ONyCTUMUX
BifXUNEHb AN Yacy yTpUMyBaHHSA MNiky
Mesniokcukamy (+2 %) Ha xpomaTorpamax
BMMPOGOBYBAHOIO PO3YMHY Ta PO3UNHY
NOPIBHAHHA Ta A/19 AOBXMH XBUb (2 HM)
Yy MaKCMMyMi NOF/IMHAHHA MEeNOKCHKaMmYy,
AN BUNPO60BYBAHOIO PO3UMHY Ta
PO34MHY MOPIBHAHHS;

- 38 NOKa3HNKOM «KifibKiCHe BU3HAUYEHHSA»:
3MiHEHO OAMHULi BUMIPHOBaAHHS BMICTY
MenoKcmkamy 3 mr/Tabn. Ha mr. BHeceHHs
CTUNICTUYHMX 3MiH A0 cneuudikauii M13.
3MiHu | TMNy - 3MiHK 3 AKOCTI. [0TOBMIA
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nikapcbkuii 3aci6. KOHTPoONb roTOBOro

nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOOGYBaHHSI FOTOBOTO JTiKAPCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeTofax BUNPO6YyBaHHS)
BHECEHHS HE3HAYHNX 3MiH 40 MeToziB
BMNpobyBaHHsA /13, 30kpema: 3a
nokasHukamu «Onuc», «CepegHsa maca»,
«Po3unHeHHs», «MikpobionoriyHa
ynctoTax». 3a NokasHMKOM «PO3UMHEHHS»
YMOBW NPOBEAEHHSA TECTY, a came:
LWBUAKICTbL 06epTiB nonari (75 06/xB),
npueeeHi Ao MoHorpadii USP
«Meloxicam Tablets». BHeceHi 3miHu [0
METOZiB BUNPOOYBaHHS MOB'sA3aHi i3
CTUNEeM BUKNALEHHS TEKCTY.
3MiHu | TURY - 3MiHN LWoAo
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
YyNaKoBKM NiKapCbKOro 3acoby y nyHKTn 1,
2,4,5,7,14, 16, 17 Ta B TEKCT
MapKyBaHHS NePBUHHOT YNaKoBKN Y MYHKTW
1, 2. TakoX BUIYYEHO 3 iIHCTPYKLIiT ANns
MeZMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby po3ainu "3asBHuK" Ta
"Micue3HaxomKeHHs 3asiBHMKA".
3MiHn | TURY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNpPOGYBaHHSA roTOBOTO J1iKapCbKoro
3aco6y (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeTofax BUNPOOYBaHHS) BHECEHHS 3MiH
[0 MeTogiB BUNpobyBaHHsa /13 3a
nokasHukamm «lgeHTudikauis»,
«CynpoBigHi gomilkn», «OgHOPIAHICTb
[,030BaHNX 0ANHULb» Ta «KinbKicHe
BW3HAYEHHs». 3a NokasHukamm
«O[HOPIAHICTb A030BaHMX OAVHULE» Ta
«KinbkicHe BU3HaYeHHs» BHECEHi 3MiHV B
NPUroTyBaHHA PO34MHIB, NOPSALOK Ta

YMOBM XpoMatorpadyBaHHs, B
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
po3paxyHKoBy chopmyny Ta nepeabayeHo
MOX/IMBICTb BUKOpUCTaHHs PC3
MesnoKcukamy. 3a NoKasHKOM
«CynpoBiaHi AOMILLK/» BHECEHI 3MiHU [0
npo6onifroToBKM PO3UMHIB Ta yMOB
XpomaTorpadyyBaHHs.
58. | ME/TOKCUKA | meloxica | menok | MO1A | TabneTku no 7,5 AT Ykpaina AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiinHmx 3a He UA/18276/01/01
M m cukam | CO6 Mmr; no 10 "Jly6Hn MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom nionse
Tabnetoky apm” [oTOBWIA Nikapcbkumii 3aci6. Cuctema ae

6nicTepi; no 1
abo 2 6nictepu
y nauui 3
KapToHYy

KOHTeliHep/3aKyrnopoBasibHUii 3aci6.
3MiHa po3mipy ynakoBku rotosoro
NiKapCbKOro 3acoby (BUyYEHHS yNakoBKM
NeBHOr0 PO3Mipy) BUTYYEHHS YNakoBKu
N3 - no 20 TabneTok B 6aHLi, OCKIIbKA €
anbTepHaTMBHWI BUA ynakosku (Mo 2
6nicTepy B nayi). Tomy AaHa 3MiHa He
BMN/IMBAE Ha CXeMY A03yBaHHs. 3MiHV
BHECEHO B iHCTPYKL;t0 4151 MELUYHOrO
3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ain "Ynakoeka"y 3B'A3Ky 3 BUSIyHEHHAM
NeBHOro PO3Mipy yNakoBKM, K HAC/IA0K -
BU/TYYEHHSA TEKCTY MapKyBaHHS
BiANOBIAHOT ynakoBkn. 3MiHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4,04ATKOBOI Ai/IbHUL
BUPOGHMLITBA A1 YaCTMHU ab0 BCbOro
BMPOGHMYOro nNpoLecy rotoBoro
NikapcbKoro 3acoby (AiNbHWLSA, Ha sKil
npoBOAATLCA Oy Ab-sKi BUPOOHMYI cTagil,
3a BUHATKOM BUNYCKY Cepili, KOHTPO/IO
AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, /19 HECTEPUSIbHUX NiKapCbKUX
3ac06iB) BBeAEHHS BUPOOHNYOT AiNIbHUL
AT «Jly6HUthapm», YKpaiHa, Lo
BiANoBigae 3a BMPO6GHMLUTBO. CynyTHS
3MiHa - 3MiHK 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeAEHHSI fOAATKOBOI
OiNbHULI BUPOBHULTBA 1A YacTuHK abo
BCbOro0 BMPOBHMYOro NpoLecy roToBoro
NiKapCcbKoro 3acoby (4inbHnua ans
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BTOPVHHOTO MakyBaHHS) - 3MiHU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHS

[04aTKOBOI AiNlbHUL BUPOGHMLTBA AN
4YacTVHM abo BCbOro BUPOOHNYOro

NpoLEeCy rOTOBOrO NiKapCbKoro 3acoby
(QinbHUUSA ONSA NEPBUHHOIO NakyBaHHSA).
3MiHu | TUny - 3MiHK 3 sIKoCTi. FoTOBWMIA
nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKyrnopoBasibHUii 3acib.
3MiHa po3Mipy ynakoBku rotosoro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAnHULb (Hanpuknag TabneTok, amnyn
TOLLO) B yNakoBLi:) - 3miHa y Aiana3oHi
3aTBEPKEHNX PO3MIPIB YNAKOBKM -

BBeJEHHSA [04aTKOBOI ynakoBkv ans MN3.

3MiHW BHECEHO B iHCTPYKLO 4119
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby y po3ain "YnakoBka" (3miHa
KifIbKOCTi 6icTepiB B ynakosL,). 3MiHu |
TMNy - 3MiHKU 3 AKOCTI. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHM Y BUPOOHULTBI. 3MiHN Y
npoveci BUpo6HULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUakum

NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA

npun BUPOBHULTBI FOTOBOTO /iKaPCbKOro
3acoby (He3HayHa 3MiHa y NpoLeci

BMPOOHWLTBA) BHECEHHS 3MiH [j0 npoLecy

BUPOGHUMLTBA 13 y 3B'A3KY 3
TpaHCgEPOM TEXHOSIOTIT, 30KpeMa: 3MiHN y
npoLeci NPUroTyBaHHA (KOHTeHepHWI
3MiLLyBaY, Mikcep-rpaHynsaTop, BibpocuTo,
TabneTtnpecu, TOLO), Npouecy dacyBaHHs
(niHiA aAna dacyBaHHA Ta NakyBaHHS
TBEPAMX NiKApCbKUX hopm B BnicTep,
nauky, rpynoBy Tapy) Ta BUpO6HMYOro
KOHTpOs0 (YHiBepcasibHUiA Npuniag Ta
npwnag ans KOHTponto 6nictepis Ha
repMeTUYHICTb). 3MiHK | TUny - 3MiHN 3
SKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULITBI. 3MiHa iMNopTepa/3MiHu, LLIO
CTOCYHTbCS1 BUMYCKY Cepil Ta KOHTPO/IKO
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Ne

Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

AKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHs BUPOOHMKA, LLO
BiNOBiAAa€ 3a BBE3€HHS Ta/abo BMMYCK

cepii) - Bkntovatoun
KOHTPO/b/BUNPOBYBaHHSA cepii - 3aMiHa
LiNbHUL, Ha 5K 34IKCHIOETBLCSA
KOHTpO/Ib/BUNpo6yBaHHs cepii 3 TOB HB®
«MIKPOXIM», YkpaiHa Ha AT
«Jly6HMthapm», YKpaiHa. 3MiHM BHECEHO B
IHCTPYKLUi0 AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu "BupobHuk",
"MicuesHaxogKeHHs BUPOOHMKa Ta
afpeca MicLs NpoBapKeHHs 1oro
AiSNbHOCTI" 3 Bi4NOBIAHUMM 3MiHAMU B
TeKCTi MapKyBaHHS1 ynakoBoK. 3MiHu | Tuny
- 3MiHM 3 SKOCTi. FOTOBWIA NiKapCbKUii
3aci6. KOHTpO/ib roTOBOro NiKapcbkoro
3aco6y. 3miHa napameTpiB cneundikawiii
Ta/abo [oNyCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby (iHWi 3MiHN) BHECEHHS
3MiH go Cneuucpikauii /13, 30kpema:

- 3MiIHEHO Ha3BY MOKa3HVKa AKOCTi
«CepefiHA Maca Ta OAHOPIAHICTb Macu»
Ha «CepefHsa Maca»; 3MiHEeHO OAMHWL
BUMIPIOBAHHS Macy 3 I Ha Mr;

- 3a NOKa3HWKOM «laeHTudpikauis»:
BBE/IEHHSI 3HAUEHHS [0NyCTUMUX
BifXUNEHb AN Yacy YyTpUMyBaHHS Mniky
Mesnokcukamy (+2 %) Ha xpomartorpamax
BUMPOGOBYBAHOIO PO3YMHY Ta PO3UNHY
NOPIBHAHHA Ta A/19 AOBXMH XBUb (2 HM)
Yy MaKCMMyMi NMOF/IMHAaHHA MeNOKCHKaMmYy,
AN BUNPO60BYBAHOIO PO3UMHY Ta
PO34MHY MOPIBHAHHS;

- 38 NOKa3HWKOM «KifibKiCHe BU3HAUYEHHSA»:
3MiHEHO OAMHULi BUMIPHOBaAHHS BMICTY
MenoKcmkamy 3 mr/Tabn. Ha mr. BHeceHHs
CTUNICTUYHMX 3MiH A0 cneuudikauii M13.
3MiHu | TNy - 3MiHK 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. KOHTPoONb roTOBOro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOOGYBaHHSI TOTOBOTO JTiKAPCHKOro
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
3aco0y (He3HayHa 3MiHa y 3aTBepAKEHNX

MeTofax BUNPO6yBaHHS)
BHECEHHS HE3HAYHNX 3MiH 40 MeToziB
BMNpobyBaHHsA /13, 30kpema: 3a
nokasHukamu «Onuc», «CepegHsa maca»,
«P0o3unHeHHs», «MikpobionoriyHa
ynctoTa». 3a NokasHMKOM «PO3UMHEHHS»
YMOBM MPOBE/EHHA TECTY, a came:
LWBUAKICTbL 06epTiB nonari (75 06/xB),
npueeeHi Ao MoHorpadii USP
«Meloxicam Tablets». BHeceHi 3MmiHn 0
METOZiB BUNPOOYBaHHS MOB'si3aHi i3
CTUNEeM BUKNALEHHS TEKCTY.
3MiHu | TURY - 3MiHK LWoAao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
yNaKoBKM NiKapCbKOro 3acoby y nyHKTn 1,
2,4,5,7, 14,16, 17 Ta B TEKCT
MapKyBaHHS NePBUHHOT YNaKoBKN Y MYHKTW
1, 2. TakoX BUIYYEHO 3 iIHCTPYKLiT ANns
MeZMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby po3ainu "3asBHuK" Ta
"Micue3HaxomKeHHs 3asiBHMKA".
3MiHn | TURY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNpPOGYBaHHSA rOTOBOTO J1iKapCbKOro
3aco6y (He3HayHa 3MiHa Y 3aTBEpPAKEHNX
MeTofax BUNPOOYBaHHS) BHECEHHS 3MiH
[0 MeTogiB BUNpobyBaHHsA /13 3a
nokasHukamm «lgeHTtudikauis»,
«CynpoBigHi gomilkn», «OgHOPIAHICTb
[,030BaHNX 0ANHULb» Ta «KinbKicHe
BW3HAYEHHs». 3a nokasHukamm
«O[HOPIAHICTb A030BaHMX OAVHULE» Ta
«KinbkicHe BU3HaYeHHs» BHECEHI 3MiHV B
NpUroTyBaHHSA PO34MHIB, NOPSALOK Ta
YMOBM XpomatorpadyBaHHs, B
po3paxyHKoBy hopmysy Ta nepegodayeHo
MOX/IMBICTb BUKOpUCTaHHs PC3

MeJIoKCukamy. 3a NokasHMKOM
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
«CynpoBiaHi AOMILLK/» BHECEHI 3MiHU [0
npo6onifroToBKM PO3UMHIB Ta yMOB
XpomaTorpadyyBaHHs.
59. | MIOPE/Ib thiocolch | Tiokon | MO3B po34uH Ans TOB Ykpaina Biomegika ITanis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/20865/01/01
icoside xiko3n | X05 iH'eKUilA, 4 Mr/2 "®OPC- dockama marepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI. peyenmom | niosse
il M1; N0 2 M B PAPMA IHpacTpia Ximiko- [OTOBMIA Nikapcbkunii 3aci6. 3miHW y ae
amnyni, no 5 ANCTP PapmachbioTika BMPOGHULTBI. 3amiHa abo BBeEHHS
amnyn B MBIoLW C.nA [04aTKOBOI [iNbHULI BUPOGHMLTBA AN
KOHTYPHIl H" YacTvHM abo BCbOro BUPOBHUYOTO
YapyHKoBili npoLecy roToBoro Mikapcbkoro 3acoby
ynakosLi Ta (AiNbHUUA ANA BTOPUHHOTO NakyBaHHS) -

KapTOHHIM nayui

3MiHa BUPOGHWKa, BiAMNoBifa/IbHOTO 3a
BTOPVHHE NakyBaHHS roTOBOro
nikapcbkoro 3acoby. 3MiHu | TUny - 3MiHK
3 AKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa ab0 BBeAEHHS
[04aTKOBOI fiNbHULI BUPOGHMLTBA AN
4acTuHM abo BCbOrO BUPOGHNYOTO
npoLecy roToBoro ikapCcbkoro 3acoby
(AinbHULA ANA NEPBUMHHOIO NaKyBaHHS) -
3MiHa BUPOGHWKA, BiAMNoBifa/IbHOTO 3a
nepBUHHE MakyBaHHS roTOBOro
nikapcbkoro 3acoby. 3MiHu | TUny - 3MiHK
3 AKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa ab0 BBeAEHHS
[04aTKOBOI fiNbHULI BUPOGHMLTBA AN
4acTuHM abo BCbOro BUPOGHNYOTO
npoLecy roToBoro ikapCcbkoro 3acoby
(minbHWUA, Ha skl NpoBoAATLCA By Ab-AK
BMPOGHWUYI CTagji, 38 BUHATKOM BUMYCKY
cepii, KOHTPOSII0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUNBHUX NiKapCbKNX
3aco6iB (BK/HOYAKOYN BUPOGEHI
acenTUYHNM MeTOO0M), KPiM NiKapCbKnx
3aco06iB 6i010r4YHOro/iMyHONOrYHOTO
NOXOKEHHS) - 3MiHa BUPOOHMKa,
(minbHUUSA, Ha AKili NPOBOAATLCA ByAb-AKi
BMPOGHUUYI CTagji, 3a BUHATKOM BUMYCKY
cepii, KOHTPOJII0 AKOCTi Ta BTOPUHHOIO
nakyBaHHs1) roTOBOr0 NikapCbKoro 3acooby.
3MiHu | TUny - 3MiHK 3 siKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.




81

Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3MiHa iMnopTepa/3miHu, L0 CTOCYTbCA
BUMNYCKY Cepii Ta KOHTPOJIIO AKOCTI
roTOBOrO JlikapCbkoro 3acoby (3amiHa abo
[oAaBaHHA BUPOOHYKa, Lo BiAnoBigae 3a
BBE3EHHA Ta/abo BUMNYCK cepil) -
Bk/itovatoum KOHTPOIb/BUNPOGYBaHHS
cepii - 3MiHa BUpO6HUKa, L0 BignoBigae 3a
BUMYCK Cepii, BKOYa0UM KOHTPOIb SAKOCTI
rOTOBOrO JIiKapCbKOro 3acoby.
3MiHV BHECEHO B IHCTPYKLi0 ANs
MeIMYHOro 3aCTOCYBaHHSA NIKAPCbKOro
3acoby y po3ginv "BupobHuk”,
"MicLe3HaxomKeHHs! BUPOGHMKa Ta
ajpeca Micus NpoBapKeHHs oro
OisiNbHOCTI" 3 BigNoBIigHMMM 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBok. 3MiHu | Tuny
- 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BkItoYaoum dianasoH
po3Mipy cepii) roToBOro Nikapcbkoro
3aco6by (3mMeHLwWweHHsa Ao 10 pasiB) - 3MiHa
(3MeHLLEeHHSA) po3mipy cepii roTOBOro
nikapcbkoro 3acoby: fitoya pegakuis: 350
n, 705 n.
IMponoHoBaHa pegakuin: 400 1.

60.

MOH/AEKC®

Mesalazi
ne

mMecan
asuH

AO7E
Cco2

cynosutopii no
1000 mr; no 5
CynosuTopiiB y
cTpuni; no 2 abo
6 cTpuniB y
KapTOHHIi
ynakoBLi

TOB
"KYCYM

YKkpaiHa

BMPOGHMLITBO,
nepBuUHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI,
BUMYCK cepii ab6o
BMPOGHMLTBO

npoaykuii in bulk:

KYCYM
XENTXKEP MBT
NTAa, IHais;
BTOPUHHE
nakyBaHHS,
BUNYCK cepii 3
npoaykuii in bulk:
TOB "KYCYM",

IHpis/
YkpaiHa

BHECEHHS 3MiH 1O peecTpavLifiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHvka peecTpauiiiHoro NocBigYEHHS)-
3MiHa HaliMeHyBaHHSA 3asBHUKa (BacHuKa
peeCTpaLiiHoOro NocBigYEHHSs1), 6e3 3MiHN
ropuanYHoi ocobu: 3aresepmxeHo: TOB
"rNEAGAPM NTL", Ykpaina.
3anponoHosaHo: TOB "KYCYM", YkpaiHa.
BBefeHHs 3MiH NpoTArom 6-Tn MicAUiB
nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AiNlbHUL BUPOGHMLTBA A1
4acTMHM abo BCbOro BUPOBHMYOTO
npoLecy roToBOro MikapCbKoro 3acoby

3a
peyerimom

He
nionse
ae

UA/20490/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
YkpaiHa,; (4iNnbHUUSA ANA BTOPUHHOTO NakyBaHHS) -
KOHTPO/Tb SKOCTI: BBEJEHHSA 10AaTKOBOro BUpobHuka TOB
TOB "KYCYM", «KYCYM» 3a agpecoto: 08039, YkpaiHa,
YkpaiHa

KuiBcbka 06nacTb, ByyaHcbkuii paiioH,
MakapiscbKka TepuTOpiasibHa rpoMaga,
ceno CeBepuHiBKa, By/. MNepemoru,
6yavHOK 2B, Lo 34ilicHioBaTMMe
BTOPUHHE NakyBaHHA 3 npoaykuii in bulk,
BWUIOTOB/IEHOI BUPO6HMKOM KYCYM
XENTXKEP NBT T4 / KUSUM
HEALTHCARE PVT LTD, 3 meTol0
onTuMisauii. BBeAeHHsi 3MiH NpoTArom 6-
TV MicAUiB Nicna 3aTBepaXEHHS. 3MiHn |
TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE€HHA A04aTKOBOI AiNbHUL
BMPOGHULITBA /151 YACTUHN a60 BCbOro
BMPOGHMYOro npoLecy rotoBoro
nikapcbkoro 3acoby (finbHUUA ans
BTOPUHHOTO NaKyBaHHs) - BBEAEHHS
[04aTKoBOro BUpo6Huka TOB «KYCYM»
3a agpecoto: 40020, YkpaiHa, CymMcbka
obnactb, M. Cymu, By/. [laBn0BCbKOro
[puropis, 54, Wo 3giicHoBaTUMe
BTOPVHHE NakyBaHHSA 3 Npoaykuii in bulk,
BUrOTOB/IEHOT BUPOBGHNKOM KYCYM
XENTXKEP NBT T4 / KUSUM
HEALTHCARE PVT LTD, 3 meTOl0
onTuMi3auii BUPOGHMLTBA.
BBefeHHs1 3MiH MPOTArom 6-Tn micsuis
nicna 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo goaaBaHHA AiNbHUL,
Ha AKili 3AjACHIOETbCSA
KOHTPO/b/BUNPOBYBaHHA cepil) -
BBEJEHHS 4,04ATKOBOI AinbHuui TOB
«KYCYM» 3a agpecoto 02149, YkpaiHa, M.
Kuis, npocnekt Mukonun BaxaHa, 38, Ha

5K 30iICHIETHCSA KOHTPO/Ib SIKOCTI.
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BBefeHHA 3MiH NpoTArom 6-Tu micAuis

AKoCTi. FOTOBMIA Nikapcbkuli 3aci6. 3MiHK y

KOHTPO/1b/BUNPOGYBaHHS Cepil - BBEAEHHS
[opatkoBoro Bupo6bHuka TOB «KYCYM»,

BIANOBIAAE 3a KOHTPO/Ib AKOCTi Ta BUMYCK

nicns saTeepgkeHHs. 3MiHu | Tuny - 3MiHu
3 AKOCTi. FOTOBWMIA NiKAPCbKMIA 3aCi6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYOTbCS BUMYCKY Cepil Ta
KOHTPOJIH0 SIKOCTi FOTOBOTO NliKapCbKoro
3acoby (3amiHa abo JofaBaHHsA
BMPOGHMKA, LLIO BifiNOBIAAE 3a BBE3EHHS
Ta/abo BMnyck cepii) - He BkIovaroum
KOHTPO/b/BUNPOBYBaHHA cepii - BBEAEHHSN
[04aTkoBOro BUpo6Hrka TOB «KYCYM»,
YKPAIHA 3a agpecoto: 08039, YkpaiHa,
KuiBcbka 06nacTb, ByyaHcbkuii paiioH,
MakapiscbKka TepuTOpiasibHa rpoMaga,
ceno CeBepuHiBKa, By/. MNepemoru,
6yanHOK 2B, Lo 34ilicHIoBaTIME BUNYCK
cepii 3 npoaykuii in bulk, BUrotoBneHoi
BUpo6HMKOM KYCYM XENTXKEP MNBT
NTA / KUSUM HEALTHCARE PVT LTD 3
MeTOt0 ONTUMI3aLii BUpo6HMLTBA. Y
3B'A3KY 3 BBEJEHHAM [0AaTKOBOrO
BUPOGHMKA, BiNOBIAaIbHOMO 3a BUMYCK
cepii - 3aTBePKEHHS IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHs Ta TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
ONA 0OAATKOBOro BUPOOHUKA. BBEAeHHSA
3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHA. 3MiHW | TUNY - 3MiHK 3

BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, Lo
CTOCYHOTbCSI BUMYCKY Cepil Ta KOHTPO/IH0
SIKOCTi FOTOBOrO MikapcbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOGHNMKA, L0
BiANOBIAAaE 3a BBE3EHHSA Ta/abo BMMYCK
cepii) - Bkntovatoun

YKPAIHA 3a agpecoto: 40020, YkpaiHa,
Cymcbka 06nactb, M. Cymu, Bys.
[asugoscbKoro Mpuropis, 54, wo

cepii 3 npoaykuii in bulk, BurotoBneHoi
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BMpo6HMKOM KYCYM XENTXKEP NBT
NTA / KUSUM HEALTHCARE PVT LTD 3
MeTO ONnTUMiI3aLii BUpobHmuTBa. Y
3B'A3KY 3 BBEJEHHAM A0AATKOBOrO
BMPOGHMKA, BiAMNOBIAA/ILHOMO 3a BUMYCK
cepii - 3aTBepAKEHHS IHCTPYKLUIT 415
MeAMYHOro 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro 3acoby
AN 40AATKOBOrO BUPO6HUKa. BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
61. | MOHAEKC® Mesalazi | mecan | AO7E cynosuTopii no TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 0 peecTpaLinHnx - UA/21117/01/01
ne asunH C02 1000 wr; in bulk "KYCYM XENTXKEP MNBT marepianis: 3MiHu | Tuny -
Ne1440 (5x288): " nTa AfMiHICTpaTMBHI 3MiHW. 3MiHa
no5 HallMeHyBaHHs Ta/abo agpecy 3asBHUKa
cynosuTopiiB y (BNacHvKa peecTpauiiiHoro NocBig4YeHHs)-
cTpuni, no 288 3MiHa HaliMeHyBaHHSA 3asiBHUKA (BlacHMKa
cTpuniB y peecTpavuiiHoro NocBigYeHHs1), 6e3 3MiHN
KapTOHHIi ropuanyHoi ocobu: 3atesepmxeHo: TOB
Kopoo6Li "TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM", YkpaiHa.
BBeneHHs 3MiH NpoTAroM 6-Tu micauis
nicns 3aTBepkKeHHs.
62. | M-CNIPEN mometa | momeT | RO1A cnpei 3eHTiBa, Yecbka ®APMEA ®paHuis BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/18617/01/01
sone asoHy D09 Ha3as1bHUIA, K.C. Pecnybn MaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peuenmom
dypoa [o30BaHwuit, 50 iKa CepTtudpikaT BignosigHocTi/l E-cepTudikat
Ty MKr/go3a; no 16 BiANOBIAHOCTI €BpONechbkili
MOHOTi r (120 pos3) abo thapmakonei/moHorpadii. NMogaHHsA HOBOro
opart 18 r (140 po3) a60 OHOBNEHOTO cepTudikaTa

cycnexsii y
nonieTuIeHoBI
NAAWLI BUCOKOT
LWiNbHOCTI,
06’emom 20 mn,
3 A03yl0Unm
Hacocom-
po3nuoBaveMm,
3aKpUTUM
Ha3as/ibHUM
annikaTopom 3
KoBnaykom, rno 1
naswyi B

BiANOBIAHOCTI 260 BUMyYEHHS
cepTudikaTa BifnoBiAHOCTI EBPONEChKiit
thapmakonei: gna A®l; ana BuxigHoro
matepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIKHOT
peyvoBMHY (CepTudikat BiAMOBIAHOCTI
€Bponeiickkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)Xe 3aTBepaKeHoro
BUPOGHMKA- NOAAHHSA OHOB/IEHOIO
cepTudikaTa BifnoBiAHOCTI EBpONEChKiit
dhapmakonei Ne CEP 2018-185 Rev 01
ons A®l momeTasoHy doypoaty
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KapTOHHI nayi

MOHOTiApaT Bif, 3aTBEpAKEHOr0
BMpO6HMKa Sterling S.p.A., ITanisa
(3aTBepmkeHo: RO-CEP 2018-185 Rev 00;
3anpornoHoBaHo: CEP 2018-185 Rev 01).
3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI EBponechbkili
hapmakonei/moHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONeichKil
thapmakonei: gns A®l; ona BUXigHOro
martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; A451s ONOMIDKHOT
pevoBuHY (cepTuddikat BiAMNoBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTuaikaT Bif Y)Xe 3aTBepaKeHoro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBpONEChKil
papmakonei Ne CEP 2018-303-Rev 03
onsa A®l momeTasoHy dypoaty
MOHOriZpaT Bif, 3aTBEPKEHOIO
Bupo6Hrka AARTI PHARMALABS
LIMITED, IHgis (3aTBepmkeHo: RO-CEP
2018-303-Rev 02; 3anpornoHosaHo: CEP
2018-303-Rev 03).

63.

HATPIIO
Xnopug,

sodium
chloride

HaTpi

xnopu
ay

B0O5X
AO03

pO34nH Ans
iHCDy3iiA, 9 mr/mn
no 100 mn, 200
M a6o 400 mn
B NAsLLKax
CKNSAHUX

MNAT
"Tanuud
apm

YkpaiHa

MAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiinHmx
marepianis: 3MiHu | Tuny - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. Onuc Ta cknag,.

3miHa y cknagi (40NoMKHUX pevoBUHaxX)
rOTOBOrO NiKapCbKOro 3acoby (iHLLi 3MiHK)
- Ansa yHidpikauii TexHonoriyHoro npouecy
Ta po3giny «cknag» B MKA nponucatu
iHchopmaLito LWoAo kopurysaHHa pH npu
HeobxigHocTi 0,1M po3ynHOM
X/TOPUCTOBOAHEBOI KNCOTK, OCKIMbKN

KOPEKL,it0 NPOBOAUTLCSA HE Y BCiX

BUMNaKax, 3a3HauyeHHs KopureHTa
MPONOHYETLCA BHECTW Y BUTNAAI NPUMITKM.

3a
peyenmom

UA/4131/02/01

64.

HATPIIO
Xnopug

sodium
chloride

HaTpi

BO5X
A03

PO34uH AnA
iH'exUin, 9

NAT
"Tanmudg

YkpaiHa

NAT "Tannadpapm”

YkpaiHa

BHECEHHS 3MiH 1O peecTpavLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/4131/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
xnopu Mmr/mn; no 5 mn apm” ['OTOBWIA Nikapcbkumii 3aci6. Onuc Ta cknag,.
il a6o 10 mn B 3MmiHa y cknagi (4oNoMbKHMX pevoBUHaX)
amnyni; no 10 rOTOBOrO JIiKAPCbKOro 3acoby (iHLwi 3MiHK)
amnyn B - [nsa yHidikauii TexHonoriyHoro npovecy
Kopob6ui; no 5 Ta po3giny «cknag» B MK nponucatu
M1 a6o 10 mn B iHhopmalito o0 KopuryBaHHs pH npu
amnyni; no 5 HeobxigHocTi 0,1M po3ynHOM
amnyny X/TOPUCTOBOAHEBOI KNCMOTK, OCKIMbKN
6nictepi; no 2 KOPEKL,it0 MPOBOAUTLCS HE Y BCiX
6nictepn y nayuj BUMNafKax, 3a3Ha4eHHs KopureHTa
NPONOHYETLCA BHECTW Y BUTNAAI NPUMITKM.
65. | HEKCABAP® | sorafeni | copac | LO1EX | Tabnetku, BKpuUTI Baiiep Himeuun NOBHWIA LKA Himeuun BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/7141/01/01
b eHiby 02 nNiBKOBOO Al Ha BMPOGHMLTBA: Ha/ mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peuyenmom
TO3MnN 060/10HKOI0, N0 Baviep AT, PpaHuin A®|. BupobHuLTBO. 3MiHa BUPOGHYMKa
aT 200 wr; o 28 HimeyuunHa; BWXi4HOr0/MPOMiXXHOro
TabneToky BMPOBHWLTBO in- npoayKTy/peareHTy, Lo
6nicTepi; no 4 bulk, KoHTpOsb BMKOPWCTOBYHOTHCS Y BUPOOHNYOMY
6nictepn y skocTi: MaTeoH npoueci Adl, a6o 3miHa BUpoOHMKa

KapTOHHI navi

®paHuin, PpaHuis

(BkTrOYatoun, fie HEOO6XIAHO, MicLe
npoBefeHHs KOHTPOosIo skocTi) APl (3a
BiACYTHOCTI cepTudikaTta BifnoBigHOCTI

€Bponeiickkili hapmakonei y
3aTBEPMHKEHOMY [OCHE)(iHLLI 3MiHW).
BBefeHo anbTepHaTUBHOIO BUPOGHUKA
A®l SynTheAll Pharmaceutical Co. Ltd
Changzhou, China, BignosigansHoro 3a
BMPOGHULITBO, MIKPOHi3aLiito, ynakoBky,
KOHTPO/Ib AKOCTI | BUNYCK cepii gns Aitoyol
peyoBuHU. 3MiHK | TNy - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa
BUXIZAHOrO/NPOMIXHOro
NpoAayKTy/peareHTy, LWo

BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY

npoueci Adl, a6o 3miHa BUpOOHMKa

(BK/TOYatOUN, ie HEO6XIAHO, MicLe
npoBeaeHHs KOHTPOosIo skocTi) APl (3a
BiiICYTHOCTI cepTudikaTa BignosigHOCTI

€Bponeiicbkiii hapmakonei y
3aTBEPAKEHOMY [OCHE)(3MiHN 40 3aX0p4iB,
noB's3aHuX 3 KOHTposiem Adl, abo
[ofasaHHA AifbHULI, Ae NPOBOANTLCSA
KOHTPO/Ib/BUNPOGYBaHHSA cepii). JogaHo
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BMPOGHUYY AinbHuU APl SynTheAll

China. 3miHn | TMny - 3MiHK 3 AKOCTI. ADI.

Pharmaceutical Co. Ltd Changzhou,
China, sika BignoBigae 3a KOHTPO/Ib SAKOCTI
Aito4oi pevoBuHN copadpeHiby To3unary.

3MiHu | TUNY - 3MiHK 3 aKocTi. API.

Bupo6HMLTBO. 3MiHA BUPOBHMKA
BUXiZAHOrO/NPOMIXHOro
NpoAyKTy/peareHTy, LWo
BUKOPWCTOBYIOTbCS Y BUPOOHNYOMY
npoueci Adl, a6o 3miHa BUpoOHMKa

(BK/TIOYAKOUN, fle HEOOXIAHO, MicLie
NpoBeAeHHs KOHTPOSO AkocTi) AdI (3a
BiiICYTHOCTI cepTudikaTa BignosigHOCTI

€Bponeicbkiii hapmakonei y
3aTBEPKEHOMY [OCLE)(BBEAEHHS HOBOT
AiNbHULI, fe 34iCHI0ETbCS MIKpOHi3aL,is).

BeefieHo BUPOGHUYY AinbHuL API

SynTheAll Pharmaceutical Co. Ltd
Changzhou, China, wo Bignosigae 3a

MIKpOHi3aL,ito Ailo4oi pevoBUHN
copacheHiby To3nnaty. 3miHu | Tiny -
3MiHu 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa
po3mipy cepii (Bktoyatoun gianasoHu) A®I

ab0 MPOMDKHOIO NPOAYKTY, SKWi
3aCTOCOBYETHCS y NpoLeci BUPOOHMLTBA
A®I (36inbeHHsA fo 10 pasis NOPIBHAHO i3

3aTBEPLKEHNM PO3MIpOM). 36i/bLUEHHS
po3mipy cepii (go 10 pasis) ons
NMPOMDKHOro NPOAYKTY NiKoNiHaMigy
eHinetepy (Picolinamide phenylether
intermediate), Skunii BUKOPUCTOBYETLCH Y
npotieci BUpo6HMLITBa copadeHioy
TO3WaTy MIKPOHI30BaHOro, L0
BUIOTOBNAETbLCS BUPO6HUKOM SynTheAll
Pharmaceutical Co. Ltd Changzhou,

Brpo6HMUTBO. 3MiHa po3mipy cepii
(Brntovatoun gianasoHu) A®l abo
MPOMIXXHOTO MPOAYKTY, KNI

3aCTOCOBYETHLCS Y NPOLIEC BUPOGHULTBA

A®I (36inbieHHsA fo 10 pasis NOPIBHAHO i3

3aTBEPHKEHNM PO3MiIpOoM). 36i/IbLUEHHS
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MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

po3mipy cepii (go 10 pasis) ons
NPOMIXHOr0 NPOAYKTY copadeHiby
To3unaTty (Sorafenib tosylate drug
substance intermediate), skuii
BMKOPWCTOBYETLCA Y NPOLIEC
BMpPO6GHMLTBA copacdheHiby Tosnnaty
MiIKPOHI30BaHOT 0, LLIO BUTOTOB/ISETLCA
BMpo6HMKOM SynTheAll Pharmaceutical
Co. Ltd Changzhou, China. 3minu | Tyny -
3MiHu 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y NnapameTpax cneuudikaLiii Ta/abo
[OMYCTUMUX MEX, BUHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIKXHWIA NpOAYKT/pearexT, wo
BMKOPWCTOBYIOTBCS Y NPOLEeC
BMPOGHULTBA AP (3BY)KEHHS JOMYCTUMUX
MeX, BU3HauYeHuX y crneumdikaw,i).
3BYXXEHHS AONYCTUMUX MeX 3a
NoKa3HNKOM «CynpoBiAHI JOMILLKN»
(Related Substances) y cneuundikauii gns
NPOMIXXHOr0 NPOAYKTY copadieHiby
To3unaty (Sorafenib tosylate drug
substance intermediate), 3 meToto
NpvBEeAEHHN Y BiANOBIAHICTb 40
MoHorpadii «Sorafenib tosilate»
€sponeiicbkoi ®apmakonei. 3miHu | Tuny -
3MiHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikauiin Ta/abo
O0NYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTHCSA Y MPOLECI
BMPO6HULUTBA AP (3BY)XEHHS AONYCTUMNX
MeX, BU3HaYeHuX y cneumdikayir).
3BY)XEHHS JONYCTUMUX MEX 3a
NOKa3HUKOM «KifbKiCHe BU3HAYEHHS»
(Assay) y cneuudpikauii 418 NPoMiKHOro
npoaykTy copadeHiby Tosunary
(Sorafenib tosylate drug substance
intermediate), 3 MeTO NpUBEAEHHA Y
BiANOBIAHICTL A0 MOHOrpadii «Sorafenib

tosilate» €sponeiicbkoi Papmakonei
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

(3aTBEpMKEHO: 97.0-102.0;
3anponoHosaHo: 97.5-102.0%). 3MiHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3miHa y MeToAax BunpobysaHHs A®| abo
BUXifHOro Matepiasty/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCH
y npoueci BupobHuuTBa A®| (He3HauHi
3MiHW Y 3aTBEPKEHNX MeToAax
BMNPOOGYBaHHS). 3MiHW aHaNITUYHOI
MeToAVKM 3a nokasHukamm «KinbkicHe
BU3HauYeHHA» (Assay) Ta «CynpoBifHi
nowmiwkm» (Related Substances) (metog
BEPX 3 o6epHeHoto pasoto (RP-HPLC))
ANa BUNpo6yBaHb NPOMIKHOMO NPOAYKTY
copacbeHiby TosunnaTty (Sorafenib tosylate
drug substance intermediate), a came
[04aH0 ONMUC NPUTroTYBaHHSA PO3YNHHNIKE,;
BUMPaB/IEHO ONUC NPUrOTYBaHHS
KOHTPO/IbHOTO PO3UNHY Ta
nepeiMeHoBaHO 1Moro Ha «Po3uuH ans
BM3HAUYEHHSI PO34i/TIbHOT 34aTHOCTI»;
[oJaHo onuc po3ynHiB vyTnmeocTi | Ta ll;
[04aHO ONUC PO3YMHY [/19 BUSHAYEHHS
rpaHuui BusisneHHs (LOQ) (3
ypaxyBaHHAM nonepeHbLOro 06roBopeHHs
3 ELB/STA); nogaHo napametpu SST:
yyTAmBicTb Ta LOQ. 3MiHu | Tuny - 3MiHu 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHA APl abo
BUXIAHOTO MaTepiasy/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npouieci BupobHuuTea AP| (HesHauHi
3MiHW Y 3aTBEPPKEHUX MeTofax
BMNpobysaHHs) (b.1.6.2. (a) IB)
3MiHM aHaNiTUYHOI METOAMKN ANA
BU3HAYEHHS KiNIbKOCTEN OpraHiuHmx
PO3YMHHUKIB TeTparigpodypaHy, TonyeHy,
anmeTtundopmanserigy
(Tetrahydrofuran, Toluene,
Dimethylformamide) (meTog napocasHa
razoBa xpomaTtorpadis (HS-GC)) y
NPOMiXXHOMY MPOAYKTI NikoMiHamigy




90

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

heHinetepy (Picolinamide phenylether
intermediate), a came gofaHO PO3ynH
LOD; OHOBNEHO KOHLEHTpaLito 4
BUMPOOYBa/IbHOro PO34KHY; AOAAHO
napameTp «Po3ginbHa 34aTHICTb Y SST».
3MiHM | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTposib A®I. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTUMUX MEX,
BM3HauYeHUx y cneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTbCSA Y MPOLEC
BMPO6HULTBA AP (3BY)XEHHS AONYCTUMNX
MeX, BU3HaYeHuX y cneumdikayir).
3BY)XEHHS JONYCTUMUX MEX 3a
nokasHukom «lgeHtudpikauis» (Identity) y
crneundikavii Ha fitoyy peyoBUHY
copadeHiby Tosunart (Sorafenib tosylate
micronized drug substance) 3 meToto
npvBeLEeHHN y BiANOBIAHICTb A0
MoHorpadii «Sorafenib tosilate»
€Bponeiicbkoi ®apmakonei (3aTBepAKEHO:
metog NIR; 3anponoHoBaHo: MeTof IR).
3MiHn | TUNY - 3MiHK 3 aKocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneuudikayin Ta/abo goNycTUMUX MEX,
BU3HAYeHUX y cneundikauisx Ha A®l, abo
BUXIAHWA/MPOMKHWI MPOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS y NpoLeCi
BMPOGHULITBA AP (3BY)XKEHHSA [ONYCTUMUX
MeX, BU3HaYeHuX y cnevmdikawii)
3BYXEHHS AONYCTUMUX MeX 3a
noKasHUKOM «CynpoBigHi [OMiLLKN»
(Related substance) y cneundikauii Ha
nitody peyoBurHy copadpeHiby To3unat
(Sorafenib tosylate micronized drug
substance). 3miHu | TUny - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTUMUX MEX,
BM3HauYeHUx y cneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTbCSA Y MPOLECI
BMpPO6HULUTBA AP (3BY)XEHHS AONYCTUMMNX
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MeX, BU3HaYeHuX y cneumdikayir).
3BYXEHHS AONYCTUMUX MeX 3a
NOKa3HUKOM «KifbKiCHe BU3HAaYEHHS»
(Assay) y crneundpikauii Ha gitouy
peyoBuHy copacheHiby To3unaT (Sorafenib
tosylate micronized drug substance)
(3aTBEpmxeHo: 97.0 - 102.0 % ;
3anponoHosaHo: 97.5 - 102.0 %). 3miuu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTHCSA Y MPOLECI
BMpPO6HMLTBa AD| (BUYYEHHS HE3HAYHOIO
nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acTapifioro nokasHvika)). BunyyeHHs
nokasHuka «Baxki meTanm» (Heavy
Metals) i3 cneumdikauii Ha ajtouy
peyoBuHy copacpeHiby To3unaT (Sorafenib
tosylate micronized drug substance)
Bi4NOBIAHO A0 YMHHMX NONOXEHb
KepiBHuuTtea ICH Q3D. 3MiHu | Tuny -
3MiHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa
y MeTogax BunpobyBaHHA A®l abo
BUXifHOro Matepiasty/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCH
y npoueci BupobHuuTBa A®| (He3HauHi
3MiHW Y 3aTBEPAKEHNX MeToAax
BMNPOOGYBaHHS). 3MiHV 40 aHaNITUYHMX
MeTOAVK 3a NoKasH1Kamu
«lpgeHTudikayis» (Identity) (3MiHeHo meToA
3 NIR Ha IR), «Baxki meTanun» (Heavy
metals) (Bu1y4eHo aHani3 Ha BMICT
BaXKNX MeTaniB), «CynpoBigHi fOMILLK/»
(Related Substances) (goaaHo niaroToBky
PO3YMHHVIKA; BUNPAaB/EHO MifroTOBKY
KOHTPO/IbHOTO PO34MHY Ta
nepeiMeHoBaHO MOro Ha «pPo34nH 4/1s
BM3HAUYEHHS PO3Ai/IbHOT 34aTHOCTI»;
[04aHo onuc po3yunHiB vyTameocTi | Ta ll;
[04aHo onuc po3ynHy LOQ; fgogaHo
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

napameTtpu SST: yyTaueicTb Ta LOQ) ons
BMNPO6YBaHb Ail040i peHOBUHN
copacpeHiby To3unar (Sorafenib tosylate
micronized drug substance)). 3miHu | Tuny
- 3MiHM 3 aKocTi. A®l. Cuctema
KOHTeliHep/3aKynoptoBasibHUI 3aci6.
3MiHa y 6e3nocepefHiit ynakosui Ad|
(AKicHi Ta/abo KinbKicHi 3MiHW cknagy).
JlofaHo anbTepHaTUBHE NakyBaHHA 3
nonieTuneHy HN3bKOI LWinbHOCTI (low-
density polyethylene (LDPE)) ans gitouoi
pevoBuHM copadpeHidy Tosunar (Sorafenib
tosylate micronized drug substance) Big,
BMpo6Huka SynTheAll Pharmaceutical Co.
Ltd Changzhou, China, g0 3aTBepaXeHOro
NepBMHHOTO MakKyBaHHS Ha OCHOBI NAIBKM
noninponineHosoi (polypropylene (PP)
foil). 3mMiHu | TUNY - 3MiHK 3 KocTi. AdI.
KoHTposib A®I. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTUMUX MEX,
BM3HauYeHUx y cneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTHCSA Y MPOLECI
BMpPO6HMUTBa AD| (BUYYEHHS HE3HAYHOIO
nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acrtapinoro nokasHuka)) (b.1.6.1. (r) IA)
BunyyeHo nokasHuK «3asmLok nicnas
BUnaptoBaHHA» (Residue on evaporation)
i3 cneymdpikauii Ha peareHT
anveTtundopmamig (Dimethylformamide
Chemical), L0 BUKOPUCTOBYETLCA NpU
BUPOGHMLTBI Ail040T peYOBUHU
copacpeHiby To3unar (Sorafenib tosylate
micronized drug substance) BUpo6H1KOM
SynTheAll Pharmaceutical Co. Ltd
Changzhou, China. 3MiHu | Tuny - 3miHn 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuyudikaLii Ta/abo
[OMYCTUMUX MEX, BUHAYEHNX Y
cneuudikalisx Ha Adl, abo
BUXiAHWIA/NPOMIKXHWIA NpOAYKT/pearexT, wo
BMKOPWCTOBYIOTbCS Y NPOLEC
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BMPOGHMLTBA AD| (BUYYEHHS HE3HAYHOTO
noKasHuka sKoCTi (Hanpuknag, BUIy4YeHHs
3acTapisioro nokasHuka)). BuiyyeHo
noKasHuK «3asi3o» (Iron) i3 cneumdikauii
Ha peareHT K1c/oTa X/10pucToBoAHEBA
(Hydrochloric acid), 10 BUKOPUCTOBYETbLCSA
npu BUPOBHNLTBI Ajit040T PevoBUHM
copadeHiby Tosunar (Sorafenib tosylate
micronized drug substance) BUpOGHNKOM
SynTheAll Pharmaceutical Co. Ltd
Changzhou, China. 3minu | Tvny - 3miHun 3
sKocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. 3MiHu, NoB'A3aHi
3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL [0 MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWoT
HauioHa/IbHOT hapmakonei agepxasmn €C
(3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B @Y, abo €Bponeiicbkiii
thapmakonei, abo iHLWil HalioHasbHI
hapmakonei gepxasu €C). Cneumdikauito
Ta METOAM KOHTPOJIIO Ha peareHT Boja
ounweHa (Purified water), wo
BUKOPVCTOBYETLCA NPU BUPOOHULITBI
Aito4oi pevoBrHN copacdpeHiby Tosunar
(Sorafenib tosylate micronized drug
substance) npvBeeHo Y BigNoBIgHICTb A0
BMMOT MOHorpadii «Water, Purified»
€ponelicbkoi thapmakonei. 3miHum | Tuny -
3MiHu 3 AkocTi. A®l. KoHTponb A®I. 3miHa
y NnapameTpax cneuudikaLiii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuudikalisx Ha Adl, abo
BUXiAHWIA/NPOMIKXHUIA NpOAYKT/pearexT, wo
BUKOPWCTOBYIOTBCS Y NPOLEC
BMPOGHULTBa AP (3BY)KEHHS JOMYCTUMUX
MeX, BU3HauYeHuX y creumdikaw,i).
3BYXXEHHS AONYCTUMUX MeX 3a
NOKa3HNKOM «KifnlbKicHe BU3HAUYEHHS»
(Assay) y cneyucpikauii Ha peareHT
PO34MH HaTpito rigpokenay 30 % (Sodium
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

hydroxide solution 30 % chemical), o
BUKOPVCTOBYETLCA NPU BUPOOHULTBI
Lito40i pevyoBmHN copadeHiby Tosmnart
(Sorafenib tosylate micronized drug
substance) Bupo6Hukom SynTheAll
Pharmaceutical Co. Ltd Changzhou, China
(3aTBEpMKEHO: 44,0-46,0 %;
3anponoHosaHo: 29-32 %). 3miHu | Tuny -
3MiHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTHCSA Y MPOLECI
BMPO6HULTBA AP (3BY)XEHHS AONYCTUMNX
MeX, BU3HaYeHuX y cneumdikayir).
3BYXEHHS AONYCTUMUX MeX 3a
nokasHukom «TeTparigpodypaHy
nepokcua» (Tetrahydrofuran peroxide) y
cneumdikaLlii Ha peareHT
TeTparigpodypaH (Tetrahydrofuran), wo
BUKOPVCTOBYETLCA NPU BUPOOHULITBI
Aito4oi pevoBrHN copacdpeHiby Tosunar
(Sorafenib tosylate micronized drug
substance) Bupo6H1Kom SynTheAll
Pharmaceutical Co. Ltd Changzhou, China
(3aTBEpmKeHO: max 0.1%;
3anponoHoBaHo: max %150 mg/L). 3MiHu |
TUny - 3MiHu 3 skocTi. ADI. KoHTponb AdI.
3MiHa y napameTpax crneungikauiii Ta/abo
[OMYCTUMMX MEX, BUSHAYEHNX Y
cneuudikalisix Ha A®l, abo
BUXIAHWIA/MPOMKHWI MpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS y NpoLeCi
BMpo6HULTBA AP (iHLWI 3MiHK). 3MiHEHO
KpuTepii NPUIAHATHOCTI 3a NOKA3HMKOM
Boga (Water) y cneuudpikauii Ha peareHT
xnop6eHseH (Chlorobenzene), o
BMKOPUCTOBYETLCA MPU BUPOOHULTBI
Aito4oi pevoBuHN copacdpeHiby Tosunar
(Sorafenib tosylate micronized drug
substance) Bupo6Hukom SynTheAll
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

Pharmaceutical Co. Ltd Changzhou,
China. 3miHu | Tuny - 3miHKn 3 AkocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneuudikayin Ta/abo ooNycTUMUX MEX,
BU3HAYeHUX Yy cneundikauisx Ha A®l, abo
BUXIAHWIA/MPOMKHWI MpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS y NpoLeCi
BMPOGHMLTBA ADI (iHLWi 3MiHK). BuiyyeHo
NMOKa3HWKUN «JTyXXHICTb ab0 KNCTOTHICTb>»
(Alkalinity or acidity), «3anuLok npu
BMnaproBaHHi» (Residue on evaporation),
«Cyma gomiwok» (Sum of all Impurities) 3i
cneuudikalii Ha peareHT i3onponinoBuii
cnupT (Isopropyl alcohol), o
BMKOPUCTOBYETLCA MPU BUPOOHULTBI
Aito4oi pevoBuHN copacdpeHiby Tosunar
(Sorafenib tosylate micronized drug
substance) Bupo6Hukom SynTheAll
Pharmaceutical Co. Ltd Changzhou,
China. 3miHu | Tuny - 3miHKn 3 AkocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneuudikayin Ta/abo ooNycTUMUX MEX,
BU3HAYeHUX Yy cneundikauisx Ha A®l, abo
BUXIAHWIA/MPOMKHWI MpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS y NpoLeCi
BMPOGHMLTBA AP (iHLWi 3MiHK). BuiyyeHo
nokasHukn «Etunéensen» (Ethylbenzene),
«0-, m-, p-Keunew» (o-, m-, p-Xylene), «<He
apomaTuyHi cnonyku» (Non-aromatic
compounds), «Bucokokmunasdi dopakuii»
(Higher boiling fractions) 3 cneuudikavii
Ha peareHT Tonyon (Toluene), wo
BMKOPUCTOBYETLCA MPU BUPOOHULTBI
Aito4oi pevoBuHN copacdpeHiby Tosunar
(Sorafenib tosylate micronized drug
substance) Bupo6Hnkom SynTheAll
Pharmaceutical Co. Ltd Changzhou,
China. 3miHu | Tuny - 3miHKn 3 AkocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneuudikayin Ta/abo [oNycTUMUX MEX,
BU3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXIAHWIA/MPOMiIDKHWIA MPOAYKT/pearexT, o




96

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BUKOPWCTOBYIOTbCS y NpoLeCi
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
nokKasHUKa IKoCTi (Hanpuknag BUTYyYEHHS
3acTtapinoro nokasHuka)) (b.1.6.1. (r) I1A)
BunyyeHo nokasHuK «3a/mnLLIOoK npu
BMnaptoBaHHi» (Residue on Evaporation)
i3 cneuudpikauii Ha peareHT eTunaueTar
(Ethyl acetate), LL10 BUKOPUCTOBYETLCA NPU
BUPOGHMLTBI Ait040T PeYOBUHM
copadeHiby To3unat (Sorafenib tosylate
micronized drug substance) BUpOGHNKOM
SynTheAll Pharmaceutical Co. Ltd
Changzhou, China.
66. | HEO-AHINH® | - 2,4- RO2A NbOASAHUKA; NO [veadha | Himeyun BMPOGHMLTBO Himeuun BHECEHHS 3MiH 1O peecTpaLiiHnX 6e3 nionse | UA/10762/01/01
BULLHA onxno | A20 12 nboAsHUKIB Y pma Ha Hepo3acoBaHo| Ha mMarepianis: 3mMiHu | TUny - 3MiHK 3 AKOCTI. peyenma ae
p6eHs 6nicTepi; no 2 v6X NpoAyKuUii, [OTOBMIA Nikapcbkuii 3aci6. 3miHK y
noBu 6nictepu B nepBuHHe Ta BMPOOHULTBI. 3MiHa iMnopTepa/3amiHu, Lo
7 KapTOHHIi BTOPUHHE CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/IHO
cnupr; KopooLi nakyBaHHs, SIKOCTi TOTOBOrO NikapcbKoro 3acoby
aminm KOHTPO/Ib SIKOCTI, (3amiHa abo fofaBaHHA BUPOGHYMKA, L0
eTakp BUMYCK Cepii: BiANOBIAAE 3a BBE3EHHA Ta/abo BMMYCK
e30/; Knoctepdpay cepii) - Bkntovatoun
neBoMm Bepnin TM6X KOHTPO/b/BMNPOBYBaHHA cepii - 3amiHa
eHTonN BMPOGHMKA, BifNOBIAA/IbHOMO 3a BUMYCK

cepil, BK/oYaum
KOHTPO/1b/BMNPOGYBaHHSA cepii. 3MiHN
BHECEHO B iHCTPYKLt0 4151 MELUYHOrO
3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ain «Bupo6HuK» 3 BiANOBIgHUMK
3MiHaMK B TEKCTi MapKyBaHHS yNakoBOK.
BBeneHHs 3MiH NpoTArom 9-tu micAuis
nicns saTeepgkeHHs. 3MiHu | Tuny - 3MiHu
3 AKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa ab0 BBeAEHHS
[04aTKOBOI [iNbHULI BUPOGHMLTBA ANS
4acTuHM abo BCbOro BUPOGHNYOTO
npoLecy roToBoro ikapCcbkoro 3acoby
(iHWi 3MiHW)- MpuBeAEHHA 3a3HaYEeHHSA
OyHKLUIl 3aTBEPAXKEHOIO BMPOGHMKA
roTOBOrO /iKapCbKOro 3acoby
Knoctepdpay BepniH TM6X, HimeuunHa /
Klosterfrau Berlin GmbH, Germany B MKA
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Y BigMNOBiAHICTb [0 peecTpauiiHoro fJocke
3asBHNKa/BMPOGHMKA. BBEAEHHSA 3MIH
NpOTSArom 9-Tu MicALiB nicas
3aTBEpKEHHA. 3MiHU | TUnY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHmn)-
OHOB/EHHA TEKCTY MapKyBaHHS
NepBrHHOT Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acoby. BBegeHHs 3MiH
NpOTArom 9-Tu MicALiB nicns
3aTBEPAKEHHS
67. | HEO-AHIH® - 2,4- RO2A NbOASHUKK; MO [vBadcha | Himeuun BMPOGHMLTBO Himeuun BHECEHHS 3MiH 0 peecTpaLinHnx 6e3 nidnse | UA/10972/01/01
LWABNIA onxno | A20 12 nbofsHuKIB Y pma Ha Hepo3dacoBaHoT Ha mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenma ae
p6eHs 6nicTepi; no 2 6X NPOAYKUii, [OTOBWIA nikapcbkuii 3aci6. 3MiHN y
nnoBmn 6nictepu B nepBuUHHE Ta BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
n KapTOHHIi BTOPVHHE CTOCYTbCA BUMYCKY Cepii Ta KOHTPO/0
cnuprT; Kopobui nakyBaHHS, SIKOCTi rOTOBOrO MikapcbKoro 3acoby
aminm KOHTPO/Ib SKOCTI, (3amiHa abo goJaBaHHS BUPOGHMKA, LLO
eTakp BMNYCK cepil: BiANOBiAAaE 3a BBE3EHHS Ta/abo BMMYCK
e30/1; Knoctepdpay cepii) - Bkntovatoun
neBom Bepnin Mv6X KOHTPO/b/BMNPO6YBaHHSA cepii - 3amiHa
eHTon BMPO6HMKa, BiANOBIAa/IbLHOIO 3a BUMYCK

cepii, BKOYaum
KOHTPO/b/BMNPOGYBaHHSA cepii. 3MiHM
BHECEHO B iHCTPYKLt0 415 MEAUYHOrO
3aCTOCYBaHHS NikapCcbKoro 3acoby y
po3ainv "BupobHuk" Ta
"MicLe3HaxomkKeHHs! BUPOGHMKa Ta
ajipeca Micus NpoBapKeHHs oro
OisiNbHOCTI" 3 BigNoOBIigHMMMN 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBok. BBeeHHs
3MiH NpoTArom 9-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBefEeHHSA
[04aTKOBOI [iTbHULI BUPOGHMLUTBA AN
4yacTuHM abo BCbOro BUPOGHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(iHwi 3miHW). MprBeAEHHS 3a3HaYeHHs
OYHKL 3aTBEPAXKEHOTO BUPOGHMKA
roTOBOrO NiKapCbKOro 3acoby
Knoctepdpay BepniH T'M6X, HimeuunHa /
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Klosterfrau Berlin GmbH, Germany B MKA
y BiANOBigHICTb [0 peecTpaLiiiHOro fOCbE
3as1BHVKa/BUPOOHMKA. BBEAEHHS 3MiH
NpoTArom 9-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOB/EHHSI TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPMHHOI YNakoBOK
nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTArom 9-Tm MicALIB nicns
3aTBEPAKEHHS
68. | HEO-AHIH® - 2,4- RO2A NbOASHUKK; MO Ousacha | Himeuun Bignosigae 3a Himeuuu BHECEHHS 3MiH 0 peecTpaLjiinHmx 6e3 UA/10972/01/01
LWABIA anxno | A20 12 nbofsHuKiB y pma Ha BUMYCK Cepii: Ha marepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI. peyenma
pb6eHs 6nicTepi; no 2 66X [uneadpapma CeptudpikaT BignosigHocTi/l E-cepTuddikart
nnoBsmn 6nictepu B mM6X, HimeuunHa; BiANOBIAHOCTI EBponeichkili
n KapTOHHii BMPOGHMLTBO apmakonei/moHorpadii. NMogaHHsA HOBOro
cnupT; Kopoo6Ui Hepo3cacoBaHo| abo oHoBNeHoro cepTudiikata
aminm NPoLaYyKLUil: BiANOBIAHOCTI 260 BUMYyYEHHS
eTakp Knoctepcppay cepTudikaTa BiANOBigHOCTI EBpONeichKil
eson; Bepnin T'M6X, thapmakonei: gna Ad®l; ans BuxigHoro
neBoMm HimeuyunHa martepiany/peareHTy/nPoMiKHOIo
eHTonN NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y

BVMPOGHMLTBI A®I; AN AONOMIKHOT
peyoBuHY (cepTuddikat BiAMNoBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA
cepTuduikaT Bif y)Xe 3aTBepIKEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBiAHOCTI EBpONEeChKiit
hapmakonei R1-CEP 2014-346-Rev 00
(3aTBepmxeHo: RO-CEP 2014-346-Rev 00)
ans A®l 2,4 —gnxnop6eHsnnosuii cnupt
Bif] BXXe 3aTBEpKEHOro BUPOOHMKa
BIOXERA PHARMA PRIVATE LTD., India.
B pamkax uji€i 3MiHu BiabyBaeTbCA
Y3rO[KEHHSA Ha3BW 3aTBEPAXKEHOrO
BMpo6GHMKa AP| B MKA /13 6e3 3MiH B
marepiasiax peecTpauiiHoro focke, a
came: 6yno - BioXera Pharma Pvt. Ltd.,
India; ctasno - BIOXERA PHARMA
PRIVATE LTD., India. 3minu | Tvny -
3MiHuM 3 sIKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
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Ne

Hassa

MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

KOHTpPO/b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0y (BMTy4YEHHA HE3HAYHOrO
nokasHuka (Hanpuknag, actapinoro
rokasHuKa, Takoro sk 3anax ta cmak, abo
iieHTudikauis 6apBHMKIB YN CMaKOBUX
[06aBOK)) - BUNYYEHHS HE3HAYHOTO
nokasHuka “Cmak” 3i cneumdpikauii
roTOBOrO fiKapcbKoro 3acoby 3
BiANOBIAHOIO 3MIHOK Y MeToAax
KOHTPO/T0. 3MiHM | TNy - 3MiHW 3 SIKOCTI.
CepTudpikar BignosigHocTi/l'E-cepTudikat
BiiNOBIAHOCTI E€Bponelicbkilt
hapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBNeHOro cepTudiikata
BiAANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI EBpONEechbKiii
thapmakonei: gns A®l; ana BUXigHOro
martepiany/peareHTy/NpoMiKHOIo
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
peyvyoBuHY (cepTuUddikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) - OHOBEHWI
cepTuaikaT Bif yxe 3aTBeppKeHOoro
BMPOGHMKA - MOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €EBpONEechKiii
thapmakonei R1-CEP 2012-343-Rev 01
(3atBepmxeHo: R1-CEP 2012-343-Rev 00)
ons A®l aminveTakpeson Bif Bxe
3aTBepAXeHOro BupobHuka BIOXERA
PHARMA PRIVATE LTD., India. B pamkax
L€l 3MiHN Big0yBa€TbCS Y3roMKEHHS
Ha3BW 3aTBEPKEHOro BUPo6HMKa AD| B
MKSA N13 6e3 3miH B MaTepianax
peecTpavuiiiHoro gocbe, a came: 6yno -
BioXera Pharma Pvt. Ltd., India; ctano -
BIOXERA PHARMA PRIVATE LTD., India.
36iNbLIEHHSA TEePMiHY NepekoHTposto Ad|
aminveTakpeson 3 4 pokis A0 5 pokiB.
3MiHu | TUny - 3MiHK 3 sKoCTi. FoTOBWIA
NiKapcbkuii 3aci6. KOHTposib roToBOro
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nikapcbKoro 3acoby (iHWi 3MiHN) -
OHOBJ/IEHHS BXE 3aTBEPLKEHNX MEeTOAIB
KOHTPOJIIO SIKOCTI iKapCbKoro 3acoby, a
came BUKafeHHs TEKCTY epXaBHO
MOBOIO 3liIHO Cy4yacCHWX BUMOT. 3MiHu |
TMNy - 3MiHU 3 AKOCTI. [OTOBWIA NiKapCbKUii
3aci6. KOHTponb roToBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneumdikadili
Ta/abo fonyCTMMUX MEX roTOBOro
nikapcbkoro 3acoby (4ONOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM 3
BiAMNOBIAHMM METOAOM BUNPOOYBaHHS) -
nofaBaHHsa fo crneundikauii N3 ana
nokasHuka «KinbkicHe BU3HaYeHHs»
TEOPETUYHOrO PO3PaxyHKy 41
IeBOMEHTO/Y Ta SIeBOMEHTONY, L0
MICTUTBCS B ONiT M'ATU NepLOBOI Ta, K
HacnigokK, 3MiHM B METOANKY
BMNpPOOYBaHHSA
69. | HEGDAM® nefopam | Hechon | NO2B po3unH Ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 1O peecTpaLifiHnx 3a UA/20099/01/01
amy GO06 iH'exuin, 20 "apmak marepianis: 3miHu Il Tuny - 3MiHK 3 SKOCTI. peyenmom
rigpox Mmr/mn; no 1 mny " ADI. (iHwWi 3MiHK) OHOBNEHHSA Bepcii AM®
nopug nonepegHL0 Bupo6Hmka APl Nefopam hydrochloride 3
HarnoBHEHOMY Bepcii AP CTD v.8.0 March 2024 po Bepcii
CKsAHOMY AP CTD v.9.0 January 2025.
wnpuui 3
rofikoto; no 1
abo no 2
Lnpmum 3
rOMIKOK0 Y
6nicTepi; no 1
6nictepy y
nauyj; no 1 mny
nonepeaHLo
HanoBHEHOMY
CKNIAAHOMY
wnpuyi 3
ro/ikoto; no 1
Lnpury 3
rosnikot y Tybyci;
no 1 a6o 10

Ty6yciB y nayui
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
70. | HEGAM® nefopam | Hedpon | NO2B po34uH Ans AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 peecTpaLintHmx 3a He UA/20099/01/01
amy G06 iH'eKuil, 20 "®Gapmak marepianis: 3miHu | Tuny - 3MiHn Woao peyenmom | niosse
Tigpox Mmr/mn; no 1 mny " 6e3nekn/ePeKTNBHOCTI Ta ae
nopug, nonepegHL0 thapmakoHarnsgy. 3MiHa y KOpoTkili
HanoBHEHOMY XapakTepucTuLi Nikapcbkoro 3acoby,
CKSTHOMY TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
wnpuuj 3 MeAMYHOro 3acToCyBaHHA Ha niacTasi
ronkoto; no 1 perynsipHo OHOB/IHOBAHOTO 3BiTY 3 6e3neku
ab6o no 2 nikapcbKoro 3acoby, abo AocnigkeHb 3
LUNprLM 3 6e3neky 3acToCyBaHHA NikapCbKoro
rOJIKOK Y 3acoby B nicnapeecTpauiiHnii nepiog, abo
6nictepi; no 1 SIK pe3yibTaT OUiHKM 3BIiTY 3 AOCNIIKEHD,
6nictepy y npoBeeHVX BiAMnoBigHO A0 NnaHy
nauuj; no 1 mny negiatpuyHux gocnimpkeHs (PIP) (3MiHy
nonepeaHL0 Y3rO[KEHO 3 KOMMETEHTHUM
HarnoBHEHOMY YMNOBHOBaXXEHUM OpraHom)
CKNsAHOMY 3MiHW BHECEHO [0 IHCTPYKUIT Ans
wnpuvyi 3 MEeAMNYHOro 3aCTOCYBaHHS /iKapCbKoro
rosikoto; no 1 3acoby B po3ainu "OcobmBocTi
wnpuuy 3 3actocysaHHs", "Mo6ivHI peakwii”
rOJIKOK0 Y TyOYCi; Bi4MNOBIAHO A0 OHOBMEHOT iIHChopMaLii 3
no 1 a6o 10 6e3nekun AiloUoT pevoBUHN. IHCTPYKUIS oNns
Ty6yciB y nauui MeIMYHOro 3aCTOCYBaHHA NIKaPCbKOro
3aco6y (eCTD Bepcist 0006). BBefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA
71. | O3EMMIK® semaglu | cemar | A10BJ | posuuH gns AIT [Oanis Brpo6HMLTBO [Oanisa/ BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/19176/01/01
tide nytng | 06 iH'ekuin, 1,34 Hoso NPOAaYyKTY, Kutalicb | matepianis: 3MiHu | TUNY - 3MiHK 3 SIKOCTI. peuyenmom
- mr/mn; 0,25 Hopgick HanoBHEHHSA Ka [oToBWIA NiKapcbkunii 3aci6. Cuctema
aHaso mr/0,5 mr: no 1,5 KapTpuaxy Ta HapoaH KOHTeliHep/3aKyrnopoBasibHWii 3acib.
r mny KOHTPO/Ib SIKOCTI a 3MiHa nocTayasibHYKa NakyBabHUX
noacb KapTpumKax, npoaykuii in bulk; Pecny6n marepianis abo KOMNAEKTYHOUNX (AKLLO
Koro BKNafeHUX y XiMiYHi/i3nyHi ika/ 3a3Ha4yeHo B A0CbE) (3amiHa abo
raokar nonepeaHLo BUMPOBYBaHHS, dpaHuin [oJaBaHHA nocTavasibHUKa)- AoAaBaHHSA
OoHOMno 3anoBHeHy MiKpPOGIOIOoriyHi - Bect ®apmachbtoTikans MpogakTtc
nibHor 6araTofo30By CTEPUSIBHICTb Ta Alipneng, N1ta., Kappikdepiw Poya,
o] 0ofHOpa3oBy MiKPOGIO/IOriyHi - Botepchopsa, X91 ROV6, IpnaHgis, Ak
nentu LNPUL-pyyKy; 1 Mikpob6iosnoriyHa aNbTepHaTMBHOIo noctavyasnbHuka RTU
ay-1 nonepeaHL0 yuctota. Bunyck ciporo nopLuHa gns O3emnik® 3
(rnn- 3arnoBHeHa cepii: A/T HoBo KapTpumkom Ha 1,5 mn 1a 3 Mn
1), LINPUL-pyyKa Ta Hopgick, AaHis;
BUTOTO 6 04HOPa30BUX Bnpo6HuuTBO
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
B/IEHU ook NpoAyKTY,
ne HoBo®aitH® HarnoBHEHHS
Sacch Mntoc B KapTpUoKy Ta
aromy KapTOHHIl nepe.ipKa AKoCTi
ces Kopo6ui; 1 mr: npoaykuii in bulk;
cerevi no3mny KOMMNIEKTYBaHHS,
siae KapTpumxax, MapKyBaHHS Ta
3a BKNafEHUX y BTOPVHHE
TEXHO nonepeaHL0 nakyBaHHs
norieto 3anoBHEHY roToBOro
pekom 6araTofo030BYy NikapcbKoro
GiHaHT 0fHOopasoBy 3acoby
HOT LNpuUL-pyyKy; 1 (cemarnyTtng 1,34
OHK nonepeaHbLo Mr/MA, PO34KH ANA
3anoBHEHa iH'EKUiR, wnpuu-

LINpUL-pyyKa Ta
4 oHOpa30BMUX
rOSKM
HoBo®aiiH®
Mntoc B
KapTOHHI
KopooLi

pyuka PDS290),
KOHTPO/Ib AKOCTI
(XiMiuHI/di3nyHi
BMNPOGYBaHHS)
npoaykuii in bulk
Ta rotoBOro
niKkapcbKoro
3aco6y: A/T Hoso
Hopgaick, [aHis;
Brpo6HuLTBO
NpOAykKTY,
HanoBHEHHSA
KapTpumKy Ta
nepesipka AKoCTi
npoaykuii in bulk
(B kapTpuoki no 3
MJ1); KOHTPO/Ib
AKOCTI NpoAyKuUil in
bulk (B kapTpuoxi
no 3 mn);
XiMiUHI/Qi3NYHi
BUNPOOYBaHHS,
MiKpOGIoNorivHi —
CTEPW/IbHICTb Ta
MiKpo6iosoriyHi —
Mikpob6iosioriyHa
yucrota.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KomnnekTyBaHHS
roToBOro
niKapcbKoro
3acoby
(cemarnyTng 1,34
MrI/MA, PO34UH 415
iH'eKUil, Wnpuy-
pyuka PDS290)
(ans 1 mr): HoBo
Hopgick (Kutaid)
dapmacbloTikans
Ko., Nta.,
KuTalicbka
HapogHa
Pecny6nika;
KomMnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
roToBOro
niKapcbKoro
3acoby
(cemarnyTng 1,34
MrI/MA, PO34UH 415
iH'eKUil, Wnpuy-
pyuka PDS290),
KOHTPO/b SKOCTi
roToBOro
niKkapcbKoro
3aco6y; i3nyHi
BUNPOOYBaHHS.
Bunyck cepii (ans
1 mr): Hoo
Hopgaick
MpoAtoKCLOH
CAC, ®paHuis

72.

OKCUTOUMH
-BIOJTIIK

oxytocin

OKCUTO
LWH

HO1B
B02

PO34MH ANna
iH'eKUil, 5
MO/mn no 1 mn
B amnyni; no 10
amnyn B nauuj;
nolwmns

TOB
"BIONIK
DAPMA"

YkpaiHa

TOB "BIOJIIK
PAPMA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiinHmx
marepianis: 3miHu | Tvny - 3miHW Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BheceHHs a6o 3miHa(1)
[10 30608B'A3aHb Ta YMOB BuAaui
PEECTPALHOro NOCBIAYEHHS, BK/IKOYAKOUM

3a
peyenmom

UA/5369/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
amnyni; no 5 MnaH ynpasniHHA pusnkamu
amnyny (3acToCcyBaHHA TEKCTY, SIKWIA NOrOMKXEHN 3
6nictepi; no 2 KOMMNETEHTHUM OpraHom) 3asiBHUKOM
6nictepu B HaflaHO OHOBJIEHWIA MNaH ynpas/iHHA
nauuj pu3nkamm Bepcis 3.0 3MiH1 BHECEHO A0
YyacTuH: | «3aranbHa iHgopmauis», Il
«Cneuudpikauist 3 6e3nekn», V «3axoam 3
MiHimi3auji pusukis», VI «Pe3tome nnaHy
ynpas/iHHA pusmkamm» VIl «ogaTkus
BiAMOBIAHO [0 aKTyani3oBaHOi pefakuil
IHCTPYKLUIT ANS MeAMYHOro 3acToCyBaHHSA
Ta y 3B'A3KY 3i 3HAYHMMM 3MiHAMK A0 Hel
73. | ONNIPEH® diclofen oukno | MO2A renb1%no20r TOB Ykpaina BUPOGHUK, KNI Himeuuu BHECEHHS 3MiH 0 peecTpaLjiinHmx 6e3 UA/0646/02/01
rAaPOrenb ac teHak | Al5 a6o 50, abo «TeBa Bignosigae 3a Ha martepianis: 3miuu | Tuny - peyenma
HaTpi 100 rrento B YkpaiHa BMPOGHMLTBO AOMIHICTpaTUBHI 3MiHW. BunyueHHs
10 Ty6i; no 1 Ty6i B » npogykty in bulk, BMPOOHMYOI AiNbHUL (BKKOYAKUM
Kopoo6Li nepsuHHe AinbHuui Ana A®l, npoMiXXHOro NpoayKkTy
nakyBaHHs, ab0 roToBoro slikapcbkoro 3acoby,
BTOPVHHE AiNbHWLI AN NPOBeAeHHA NaKyBaHHs,
nakyBaHHs, BMPOGHMKA, BiAMNOBIAA/ILHOMO 3a BUMYCK
KOHTPO/Ib cepii: cepiid, MicLie MPOBeAEHHSI KOHTPOSIO cepii)
Mepkne MM6X, ab0 nocrtavyasibHMKa BUXiAHOIO MaTepiasy,
HimeyuunHa,; peareHTy abo [OMNOMDKHOI PEHOBUHY
BMPOGHUK, SKWIA (AKLLO 3a3HAaYEeHO Y J0CHE) - BunyyeHHs
Bignosigae 3a BMPOGHUWYOT AinbHUL Arch Pharmalabs
BMNYCK cepil: Limited, India gns A®l guknodeHak
Mepkne Mv6X, HaTpilo, anbTepHaTVBHUM BUPOGHVKOM
HimeuunHa sanunwaetbes J.B. CHEMICALS &
PHARMACEUTICALS LIMITED, India.
TepMmiH BBELEHHS 3MiH - NPOTArom 6
MiCALIB Nicnsa 3aTBeppKEHHs
74. | OMHAOPEH® | testoster | Tectoc | GO3B PO34UH ONiliHWIA TOB YkpaiHa dapmsasog, MonbLia BHECEHHS 3MiH 0 peecTpavLjiitHmx 3a He UA/5204/01/01
250 one TepoH | AO3 Ans iH'exuiii; no "BAYL Enba A.T. marepianis: 3miHu | TMny - 3MiHW Woa0 peyenmom | nidnse
y 1 mny amnyni; XENC 6e3nekun/edeKTUBHOCTI Ta ae
nponio no 5 amnyny YKPAIH chapmakoHarnsgy (iHwi 3MiHu)- 3MiHu
HaT; KapTOHHIi A" BHECEHO B IHCTPYKUil0 415 MeAUYHOro
TecToc Kopooui 3acTOCyBaHHSA NikapcbKkoro 3acoby Ao
TEepoH po3giny «IMo6iuHi peakwji» LWoa0
y 3BiTyBaHHSA Npo NobiyHi peakuii. BBegeHHs
heHin 3MiH NPOTArom 6-Tu MicAuiB nicns
nponio 3aTBepmKeHHs. 3MiHu Il Tuny - 3miHn
Har; o0 6e3nekn/edekTMBHOCTI Ta
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
TecToc thapmakoHarnsgy. 3MiHU y KOpOTKili
TepoH XapaKTepucTuLi Nikapcbkoro 3acoby,
y TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
i3okan MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
poHar; HOBMMW JAHUMU 3 AKOCTIi, AOKAIHIYHUMU,
TecTtoc KAIHIYHMW faHVMKW Ta aHMK 3
TepoH thapmakoHarnagy. 3miH1 BHeCeHo B
y IHCTpYKL,t0 ANA MeAMYHOro 3aCTOCYBaHHSA
KanpiH nikapcbKoro 3acoby Ao po3ginis
ar «[poTunokasaHHa», «B3aemogis 3 iHW1MK
nNikapcbkMmM 3acobamu Ta iHLWi BUam
B3aeMOSjin», «OcobnBOCTI
3acTocyBaHHs», «I0o6iYHI peakwii»
BiNOBIAHO [0 MaTepianiB peecTpauiiHoro
[ocbe. BBeAEHHS 3MiH MPOTAroM 6-Tu
MiCALiB Nicna 3aTBeppKEHHs
75. | MAHKPEATU Multienz | naHkp | AO9A TabneTkun, BKPUTI AT YkpaiHa AT "BITAMIHL" YkpaiHa BHECEHHS 3MiH 1O peecTpavLifiHnx 6e3 nionsa UA/0337/01/03
H ymes eatuH | A02 060/10HKO0, "BITAMI marepianis: 3miHu | TMny - 3MiHW Woao peyenma ae
(lipase, KMLLKOBOPO34UH HWL" 6e3nekun/edeKTBHOCTI Ta
protease Hi no 250 wr; no chapmakoHarnsgy. 3miHa y KOpoTkili
etc.) 10 TabneTok y XapaKTepucTuLi NikapcbKoro 3acoby,

6nicTepi; no 1,
abo no 2, abo
no 5, abo no 6
6nicTepiB y
nauuj 3 KapToHy

TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMYHOro 3acTOCyBaHHA Ha MiacTasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo A0C/iKEHb 3
6e3nekn 3acTocyBaHHS /1ikapCbKoro
3acoby B nmicnspeecTpauiiHnii nepiog, abo
SIK pe3ynbTar OUiHKK 3BIiTY 3 AOCNIKEHDb,
npoBefeHnxX BigNoBigHO A0 NnaHy
negiarpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHom)
3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /iKkapCbKoro
3acoby fo po3giny "OcobnmBocTi
3acTocyBaHHA" Ta [0 KOPOTKOT
XapakTepucTUKy Nikapcbkoro 3acoby Ao
po3ainy 4.5 "Oco6nuBi 3acTepexeHHs Ta
3ano6ixkHi 3aXo4un Npy 3aCTOCYBaHHI"
BiANOBIAHO 4,0 OHOB/EHOT iHChopMaLLii
oo 6e3neku 3acTocyBaHHS Aitoyoi
peyoBVHW. BBEEHHA 3MiH MPOTArOM 6-T1
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
MicALiB nicna 3aTBepmpKeHHs
3MiHu | TURY - 3MiHN LWoAo
6e3nekn/ePeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)- 3MiHu
BHECEHO /10 IHCTPYKLT 418 MenyHOro
3acTOCyBaHHS fikapcbkoro 3acoby Ao
po3giny "MobiuHi peakuii" Ta 10 KOPOTKOT
XapakTepucTUKM NikapCbKoro 3acoby A0
po3giny 4.9 go po3giny "Mo6iyHi peakyji"
OHOB/EHHSA iH(hopMAaLLT WOoA0 BaXK/IMBOCTI
3BiTyBaHHA. BBeeHHs 3MiH NpoTsirom 6-Tn
MiCALIB Nic/a 3aTBePAKEHHSI
76. | NON-NANA - epsu C03B TpaBsa; no 40 r MpAT Ykpaina MpAT "NiktpaBn" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiinHmx 6e3 UA/8884/01/01
wepct | X abo50ry "NikTpas marepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI. peyenma
ncroi naukax 3 n" [oTOBMIA Nikapcbkunii 3aci6. 3miHW y
Tpasa BHYTPILLHIM BMPOGHMLTBI. 3MiHW Y NpoLeci
(Aerva nakeTom BMPOBHMLTBA FOTOBOTrO NiKapCbKoro
e 3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT,
lanata LLIO 3aCTOCOBYETLCA NPU BUPOOHULTBI
e roTOBOrO JliKapCbKOro 3acoby (He3HayHa
herba) 3MiHa y npoueci BUpobHWLTBa) nepernag
nocnifoBHOCTI cTagiii Ha eTani TM 3,
cTagia "BUroToBMEHHS pi3aHO-NpecoBaHol
CVPOBUWHW, MOAPiIGHEHHSA" cTae
onuioHanbHow. CTtagis "BucyllyBaHHA" Ha
eTani [1P-2 cTae onuioHaNbHOM.
77. | NOCTEPU3A - ctaHg | CO5A mMasb; Mo 25ry Op. Himeuun Op. Kage Himeuun BHECEHHS 3MiH 0 peecTpaLiiniHx 6e3 UA/4864/01/02
H ®OPTE apTu3 A Ty6i antomiHieBili Kapne Ha dapmaLeBTUYHa Ha MaTtepianis: 3miHu | TMNY - 3MiHU 3 AKOCTI. peyenma
oBaHa 3 annikatopom; Papmal, Pabpuka MM6X CeprtudpikaT BignosigHocTi/l E-cepTudikat
cycne no 1 Ty6i B eBTUYHA BiANOBIAHOCTI E€BpONechbkili
H3is KapTOHHII nayi Pabpuk thapmakonei/moHorpadii. NMogaHHsA HOBOro
KynbTy a 'meX a60 OHOBNEHOTO cepTudikaTa
pn BiANOBIAHOCTI 260 BUMyYEHHS
6akTe cepTudikaTa BifnoBiAHOCTI EBpONEChKiit
pivi thapmakonei: gna A®l; ana BuxigHoro
(micTn matepiany/peareHTy/npomMiKHOro
T 5,0 NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
x 108 BUPOGHULTBI API; AN 4ONOMIXKHOT
E.coli, peyoBMHY (CepTuduikat BiAMOBIAHOCTI
youTn €Bponeiickkili hapmakonei) - OHOBNEHWi
Xi cepTuddikaT Bif yxe 3aTBepKEHOro
3aKOHC BUPOOGHMKA - [ofaHHs OHOB/1EHOTO
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
epBoB cepTudpikaTa BifgnNoBiAHOCTI EBpONEiChKiii
aHux y hapmakonei R1-CEP 2002-220-Rev 02
3,3 Mr 0151 BUpo6HMKa A®I rigpokopTM30oH
3pigxe PHARMACIA & UPJOHN COMPANY LLC,
Horo Ta, AIK HacnigokK, 3MiHa Ha3BW BUPOGHMKa
teHon A®I|. 3miHN BHOCATLCSA B MKA N13.
y), [Oitoua pepakuin: R1-CEP 2002-220-Rev
rigpoK 01 Pharmacia & Upjohn Company, CLUA
opTu3 MponoHoBaHa pegakuis: R1-CEP 2002-
OH 220-Rev 02

Pharmacia & Upjohn Company LLC, CLUA.
3MiHu | TUNy - 3MiHKn 3 AKkocTi. CepTuddikaT
BignosigHocTi/lE-cepTudpikar
BiiNOBIAHOCTI E€Bponelicbkilt
hapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBNeHOro cepTudiikata
BiAANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI EBpONEechbKiii
thapmakonei: gns A®l; ana BUXigHOro
martepiany/peareHTy/NpoMiKHOIo
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
peyvyoBuHY (cepTuUddikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) - OHOBEHWI
cepTuaikaT Bif yxe 3aTBeppKeHOoro
BMPOGHMKA - MNoJaHHSA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI €EBpONEechKiii
thapmaxonei CEP 2019-166-Rev 03 ans
BMpO6HMKa API rigpokopTn3oH EUROAPI
FRANCE (3atBepaxeHo: RO-CEP 2019-
166-Rev 01; 3anponoHoBaHo: CEP 2019-
166-Rev 03).
3MiHM | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeTodax
BunpobysaHHA APl abo BUXiAHOrO
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npouieci BupobHuuTea AP| (HesHauHi
3MiHW Y 3aTBEPPKEHUX MeTofax
BMNPOOYBaHHS) -

Hes3HauHa 3MiHa y meTofi BUNpobyBaHHs
"Po3mip yactok" anst A®I riapoKopTM30H, a
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
came 3MiHa aHasliTMYHOro 061agHaHHA Ha
aHasorivyHe.
78. | PAHCENEKC | celecoxi | uenek | MO1lA kancysv no 100 CaH IHgis CaH IHais BHECEHHS 3MiH 0 peecTpaLinHx 3a He UA/6370/01/01
b oKcnb HO1 Mmr; no 10 kancyn | ®apmac dapmacboTukas marepianis: 3MiHu | Tuny - 3MiHN WoA0 peuenmom | niosse
y 6nicTepi; no 1 blOTMKanN IHaacTpi3 Mlimiteq 6e3nekn/epeKTUBHOCTI Ta ae
6nictepy B IHpacTpi thapmakoHarnsgy. 3MiH1 y KOpOTKili
KapTOHHIi 3 XapakTepucTuLi Nikapcbkoro 3acoby,
Kopoo6Li Nimiten TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans

MeAMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX
NiKapcbKunx 3acobiB Nicnsi BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Npenapar
(3miHa He NoTpebye HafaHHS XOOHUX
HOBUWX A0AATKOBUX AaHWX) - 3MiHK
BHECEHO B iHCTPYKL;t0 4151 MELUYHOrO
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3giny "MokasaHHs" (3aTBEPAKEHO:
"CumnToMaTyHa Tepanis ocTeoapTpuTy,
peBMaToiAHOro apTpUTy Ta aHKiNo3y4oro
cnoHAnNITY"; 3anponoHosaHo: "Ana
CUMMNTOMATUYHOTO NiKyBaHHSA
0CTeoapTpuTy, PeBMaTOIAHOIO apTpuTy Ta
a@HKINI03UBHOrO CNOHAWAITY (4MB. po34in
«Oco6MBOCTI 3aCTOCYBaHHA»). [ns
NiKyBaHHSA rocTporo 60110 y fOpOCnX
nauieHTis (guB. po3ain «OcobamBoCTi
3acTocyBaHHA»). 1S nikyBaHHA
NepBUHHOT AUCMEHOPET (AMB. PO34in
«OC06/MBOCTI 3aCTOCYBaHHS»).", @ TaKoX
[0 po3ginie: "dapmakoTepanesTuyHa
rpyna. Kog ATX" (yTOYHEHHS
hopmyntoBaHHs 6e3 3MiHu kogy ATX),
"apmakosioriyHi BnacTmsocTi”,
"MpoTunokasaHHa", "B3aemopis 3 iHWMMUN
nikapcbkyMmn 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHsA",
"3acTocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "34atHicTb BNMsatu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM @60 iHLIMMK
MexaHizmamu”, "Cnocib 3acTocyBaHHA Ta
nosun”, "Aitn", "MNepenosyBaHHs", "MNoGiyHi
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
peakui™ BignoBigHO A0 OHOB/IEHOT
iHchopmauii Npo MeAnyHe 3acToCyBaHHSA
pethepeHTHOrO /likapCbKoro 3acoby
LIENEBPEKC®, kancynu no 200 mr
BBefieHHs 3MiH NpoTArom 6-T1 MiCALIB 3
[aTun 3aTBEPAKEHHS.
79. | PAHCENEKC | celecoxi | uenek | MO1lA Kancynu no 200 CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpavLjiinHmx 3a He UA/6370/01/02
b oKcn6 HO1 mr; no 10 kancyn | dapmac PapmacboTnKasl marepianis: 3miHu | Tvny - 3miHn Woao peyenmom | niodsse
y 6nicTepi; no 1 blOTMKaN IHpacTpi3 NimiTeq, 6e3nekn/edeKTMBHOCTI Ta ae
6nictepy B IHpacTpi thapmakoHarnsgy. 3MiHu y KOpOTKili
KapTOHHIl 3 XapakTepucTuLi nikapcbKoro 3acoby,
Kopoo6ui Nimiten TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans

MeAMYHOro 3aCTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHNX
NiKapCbKNxX 3aco6iB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA Npenapat
(3MiHa He noTpebye HagaHHA XOAHNX
HOBUVX A0AATKOBMX AaHKX) - 3MiHK
BHECEHO B iHCTPYKLt0 4151 MEAUYHOIO
3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
po3giny "MokasaHHs" (3aTBEPAXKEHO:
"CuMnToMaTyHa Teparis ocTeoapTpuTy,
peBMAaTOIAHOT0 apTpUTY Ta aHKiN03y4oro
cnoHAuniTy"; 3anponoHoBaHo: "Ans
CUMMNTOMATUYHOTO NiKyBaHHSA
0CTeoapTpuTy, peBMaToiHOro apTpuTy Ta
aHKINTI03MBHOTO CNOHAWNITY (AMB. PO34in
«Oc061M1BOCTi 3aCTOCYBaHHS»). AN
NiKyBaHHSA rocTporo 6010 y AOPOCANX
naujieHTis (avB. po3ain «OcobnmnBoCTi
3aCTOCYBaHHS»). [N NiKyBaHHS
NepBUHHOT ANUCMEHOPET (AMB. Po34in
«OC0o6NMBOCTI 3aCTOCYBaHHS»).", a TakoX
[0 po3ginis: "®apmakoTepaneBTU4Ha
rpyna. Kog ATX" (yTOYHEHHS
chopmyntoBaHHs 6e3 3miHn kogy ATX),
"apmMakosiorivyHi BnactnsocTi”,
"MpoTrnokasaHHa", "B3aeMofis 3 iHWnMKn
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BaritTHocTi abo
roflyBaHHs rpyaar"”, "34artHicTb BiMBaTu
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Ha WBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamm”, "Cnocib 3acTocyBaHHs Ta
nosu", "Aitn", "MepenosysaHHsa", “MNo6GivHi
peakui™ BignoBigHO A0 OHOB/IEHOT
iHcbopMaLii Tpo MeguyHe 3acTOCyBaHHS
pethepeHTHOro Nikapcbkoro 3acoby
LIENEBPEKC®, kancynu no 200 mr
BBefeHHs 3MiH NpOTSArom 6-Tu micsuis 3
[aTun 3aTBEPAKEHHS.
80. | PEMEHC® - Cimicif - Kpanni opasibHi TOB YkpaiHa Pixappg biTTHep AscTpist BHECEHHS 3MiH 1O peecTpavLiiHnx 6e3 nionsi2 UA/2164/02/01
uga no 20 mn abo 50 | «MEPPI 6X marepianis: 3miHu | Tuny - peyenma ae
D1, ms1, abo 100 mn ro AAMiHICTpaTUBHI 3MiHW. 3MiHa
Sangu y onakoHax- YKPAIH HaliMeHyBaHHs Ta/abo aapecu Micus
inaria KpanesnbHULSAX; A» NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA
D6, no 1 conakony y (BkNtOYarOUK, 3a HeObXiAHOCTI, Micue
Jabora KapTOHHIl NpOBeLEHHS KOHTPOSIK0 AKOCTI), abo
ndi ynakoBLi B/1acHUKa mactep-cpaiina Ha Adl, abo
D6, nocravasnibHuka A®1/BuxigHOro
Sepia martepiany/peareHTy/npoMiKHOro
D12, NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
Lache BUPOGHUUTBI ADI (SKLWLO 3a3HAYEHO Y
sis [l0Cbe Ha nikapcbkuii 3aci6) 3a BigcyTHOCTI
D12

cepTudiikaTa BignoBiAHOCTI EBPONECHKIi
chapmakonei y 3aTBepgkeHoMy Aocbe, abo
BMPOGHMKA HOBOI AOMNOMIXHOI PEYOBUHM
(KLLO 3a3HaYeHO Y AOCbE) 3MiHa Ha3BK Ta
appecy Brpo6Hrka A®l Cimicifuga D1 3
Richard Bittner AG ( Ossiacherstrasse 7
9560 Feldkirchen, Austria) Ha Richard
Bitther GmbH ( Ossiacherstrasse 7 9560
Feldkirchen in Kaernten, Austria).
Micue3HaxomKeHHs BUPOBHNYOT AiflbHUL
Ta BCi BUPOGHMYI onepaLjii 3a1mwarTbes
He3MiHHUMW. 3MiHn | Tuny -
AZMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(Bkntovaroun, 3a HeobXigHOCTI, Micue
NpoBeAEHHS KOHTPOJIH AKOCTI), 260
BnacHuka mactep-cthaiina Ha A®l, a6o
nocravyajibHuka A®1/BuxigHoro




111

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HMLTBI ADI (SKLWO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a BiACyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpONeiChKil
thapmakonei y 3aTBepakeHOMy A0CkE, abo
BMPOGHMKA HOBOI AOMOMIXXHOI PEeYOBUHM
(AKLLLO 3a3HaYeHO Y A0CbE) 3MiHa Ha3BK Ta
agpecu BupobHuka A®Il Jaborandi D6 3
Richard Bittner AG ( Ossiacherstrasse 7
9560 Feldkirchen, Austria) Ha Richard
Bitther GmbH ( Ossiacherstrasse 7 9560
Feldkirchen in Kaernten, Austria).
Micue3HaxomKeHH BUPOBHNYOT AiNbHUL
Ta BCi BUPOGHMYI onepaw,ii 3a/1mMwarTbes
He3MiHHUMW. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaKEHHS Aif/IbHOCTI BUPOOHMKA
(BKIHOYaKOUK, 3a HEOBXIAHOCTI, MicLe
NpPOBeAEHHS KOHTPOJIKO AKOCTI), abo
B/lacHUKa mactep-caiina Ha Adl, abo
noctavasibHuka A®l/srxigHoro
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y
BMPOGHULTBI AP (AKLLO 3a3HAYEHO Y
[0CbE Ha NikapCbKMii 3acib) 3a BigCyTHOCTI
cepTudpikaTa BifgnNoBiAHOCTI EBpONEiChKiii
thapmakonei y 3aTBeppKeHOMY A0CbE, abo
BMPOGHMKA HOBOI AOMOMIKHOI PEHOBUHM
(AKW0 3a3HavYeHo y Aocbe) 3MiHa Ha3Bu Ta
aapecy BupobHuka A®l Sanguinaria D6 3
Richard Bittner AG ( Ossiacherstrasse 7
9560 Feldkirchen, Austria) Ha Richard
Bittner GmbH ( Ossiacherstrasse 7 9560
Feldkirchen in Kaernten, Austria).
MicLe3HaxomKeHHS BUPOBHNYOT AiNbHUL
Ta BCi BUPOOHUYI onepavii 3anmwaroTbes
HE3MiHHUMW. 3MiHW | Tuny -
AJMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS Ais/IbHOCTI BUPOOHMKA
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

(Bkntoyaroun, 3a HeobXigHOCTI, Micue
NpoBefEeHHs KOHTPOJIIO AKOCTI), abo
BNacCHuUKa mactep-taiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI API (SKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONEechKiii
chapmakonei y 3aTBepgkeHoMy Aocbe, abo
BMPOGHMKA HOBOI AOMOMIXHOI PEYOBUHM
(SKW,0 3a3HaYeHO y A0Cbe) 3MiHa Ha3BM Ta
appecy Brpo6Hrka Ad| Sepia D12 3
Richard Bittner AG ( Ossiacherstrasse 7
9560 Feldkirchen, Austria) Ha Richard
Bitther GmbH ( Ossiacherstrasse 7 9560
Feldkirchen in Kaernten, Austria).
Micue3HaxomKeHHs1 BUPOGHNYOT AinbHML
Ta BCi BUPO6HMYI onepaii 3anmwarTbes
He3MiHHUMW. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BK/IHOYAKOYM, 32 HEOOXIAHOCTI, MicLe
NpoBeAEHHS KOHTPOJIH AKOCTI), abo
BnacHuka mactep-cthaiina Ha A®l, abo
noctavasibHuka A®1/BnxigHoro
martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPO6HMLTBI ADI (SKLWO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a BiACyTHOCTI
cepTudpikaTa BiANOBiAHOCTI EBpONechKil
thapmakonei y 3aTBepakeHOMy A0CbE, abo
BMPOGHMKA HOBOI AOMOMIXXHOI PEeYOBUHM
(AKLLLO 3a3HaYeHO Y A0CbE) 3MiHa Ha3BK Ta
agpecy BupobHuka A®I Lachesis D12 3
Richard Bittner AG ( Ossiacherstrasse 7
9560 Feldkirchen, Austria) Ha Richard
Bitthner GmbH ( Ossiacherstrasse 7 9560
Feldkirchen in Kaernten, Austria).
Micue3HaxomKeHH BUPOBHNYOT AiNIbHUL
Ta BCi BUPOGHMYI onepalii 3a/1MwarTbest
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

He3MiHHUMW. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaPKeHHNA Ai/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIoHaun AinbHUL
BWMYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a Ky
BignoBigae BMpPOGHUK/iMnopTep,
BK/IOYaA0UM BUMYCK cepili) 3MiHa Ha3Bu Ta
aapecy BupobHuka N3 PameHc®.
Micue3HaxomKeHHs1 BUPOGHNYOT AinbHML
Ta BCi BUPO6HUYI onepavii 3anmwarTbes
He3MiHHUMUK. OHoBNeHi MKA /13 eCTD
(eCTD 0000). 3miHM BHECEHO Y pO34in
"Brpo6HMK" Ta "MicLie3HaxomKeHHs
BMPOGHMKa Ta ioro agpeca micus
NPOBaKEHHSA AiS/IbHOCTI" B IHCTPYKL,it0
0151 MegnyHoro 3actocyBaHHsA (eCTD
Bepcis 0001) y 3B'A3Ky 3i 3MiHOIO Ha3BU
BMPOGHMKA Ta SK HACNifoK - Y TEKCT
MapKyBaHHS! YNakoBKU JTiKapcbKoro 3acoby
(eCTD Bepcist 0001). BBefeHHS 3MiH
NPOTSArom 6-Tu MicALiB nicas
3aTBEpPKEHHSA. 3MiHY | TUnY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHariagy (iHwi 3MiHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
(n. 6) Ta BTOPUHHOI (N. 1, 3, 5, 17)
ynakoBKM nikapcbkoro 3acoby (eCTD
Bepcis 0001). BBeAeHHs 3MiH NpOTArom 6-
TN MicALIB MicNsa 3aTBEPKEHHSA

81.

PUKCATOH
10 MriMn

rituxima
b

puTYyKC
nmab

LO1FA

KOHLieHTparT Ans
pO34nHy Ans
iHdpy3iiA, 10
mr/m; no 10 mn
(100 mr) y
donakoHi; 2
chnakoHn B
KapTOHHIi
Kopob6Li abo no
50 mn (500 mr) y

CaHpo3
v6X

ABCTpIs

KOHTPO/b Cepiii:
€spodoiHCc PACT
'm6X, HimeuunHa;
MOBHWIA LKA
BMPOGHMLTBA: Jlek
PapmaLeBTUyHa
KoMnaHis g.4.,
CnoseHis;
KOHTPO/Ib Cepiii:
HosapTic ®apma

Himeuun
Ha/
CnoseHi
al
ABCTpis

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
A®l. Cuctema
KOHTeliHep/3aKyrnoptoBasbHWii 3acib.
3MiHa y 6e3nocepefHiit ynakosui A®|
(AKicHi Ta/abo KiNbKiCHI 3MiHW cknagy)
BBe/EeHHs byTniB 06’emom 5 n
(nonietuneHtepedtanar (PET)) sk
anbTepHaTUBHUIA KOHTEHep NepBUHHOTO
nakyBaHHA 151 aKTUBHOI PEYOBUHU

3a
peyenmom

UA/21079/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
dhnakoHi; no 1 Ar, WBeiiuapis; puTykcumab (GP2013). 3miHm | Tvny -
h1akoHy B BMPOGHULITBO in 3MiHK 3 siKoCTi. FOTOBUMIA Nikapcbkuii 3aci6.
KapTOHHI bulk: HoapTic 3MiHM Yy BUPOOHMLTBI. 3MiHK BUNpobyBaHb
KOpo6Li dapmacbloTikan abo foNyCTUMUX MEX, BCTAHOBNEHWX Y
MaHyhakTypuHr cneumdikauisx, nig yac BUpobHULTBA
NNC, CnoseHis; roTOBOrO JliKapCbKOro 3acoby (4oAaBaHHs
KOHTPO/Ib Cepiii: HOBOro MeToZy BUNPo6yBaHHA Ta
HoBapric [ONyCTUMUX MEX) A0AaBaHHA MeToay
dapmacbloTikan BMCOKOBO/IbTHOTO KOHTPOJIIO
MaHydakTypuHr repmeTunyHocTi (High Voltage Leak
NNC, CnoseHis; Detection, HVLD) sik anbTepHaTUBHWIA
BMNYCK Cepil: BHYTPILUHbOMNPOLECHMW KOHTPOsb (IPC)
CaHpo3 TM6X — AN BUNpo6byBaHHSA LiNiCHOCTI cuctemu
Brpo6Huya 3aKynoproBaHHs kKoHTeliHepa (CCI)
LinbHUUSA hNakoHIB, L0 3aCTOCOBYETLCS Mif Yac
AcenTuyHi BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
nikapcbki 3acobu npenaparty (M3).
LadpTteHay
(AcenTnyHi N3LL),
ABcCTpist
82. | PO3YBACTA | rosuvast | po3yB | C10A TabneTkn, BKpUTI KPKA, CnoBeHi BMPOGHMLTBO "in CnoBeHi BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/14745/01/02
TUH KPKA atin acrtart A07 nNiBKOBOO a.4., A bulk", nepBrHHe a marepianis: 3MiHu | Tuny - 3MiHN WoA0 peuyenmom
WH (Y 060/10HKOI0, N0 Hoso Ta BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta
BUINSA 30 mr; no 10 MecCTO nakyBaHHs, hapmakoHarnsagy. BHeceHHst abo 3miHa(m)
ai TabneToky KOHTPO/b cepii Ta £10 3060B'A3aHb Ta YyMOB BuAaui
KasibLi 6nictepi; no 3, 6 BMNYCK cepil: peECTpaLiiHOro NOCBIAYEHHSI, BK/THOUYAKOUM
10 abo 9 6nicTepis KPKA, a.4., Hoso MnaH ynpaeniHHS py3vikamu (iHWi 3MiHK) -
po3yB Y KapTOHHii mecTo, CnoBeHisi; 3asaBHMKOM HaiaHO OHOBJ/IEHWIA NnaH
actar Kopoo6Li KOHTPO/Ib cepii: ynpasniHHA pu3nkamn Bepcis 3.1
VHY) KPKA, a.4., HoBo 3MiHM BHECEHO [0 YacCTuH:

mecTo, CnoBeHis;
KOHTPO/Ib cepii:
NabeHa f.0.0.,
CnoseHis

| «3aranbHa iHhopmaLis»,
Il «Cneundikauis 3 6e3nekn»,

Il «MnaH 3 chapmakoHarsgy»,
IV»lnaHu wopao nicnsipeectpauinHnx
[OCNipKEHb eheKTUBHOCTI»,

V «3axoay 3 MiHiMi3auii pu3ukiB»,

VI «Pe3tome nnaHy ynpasniHHA
pusnkamm»

VIl «[lofaTtkun» y 3B’A3KY 3 OHOB/IEHHAM
cneuudikauii 3 6e3nekn Ajyoi pe4yoBUHM
po3yBacTaTuHy, BiANOBIAHO 40 aKTyaslbHOI
pedyepeHTHOI iHhopMalLlii, a TaKoX Y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
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HMoBaH
a
Ha3sa*

Hassa
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peuos
UHU

Koo
ATX
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BUIMNYCKY
(nikapcbka
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ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka
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KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3B'A3KY i3 3MiHOKO dhopmarty BifnosigHoO A0
sBumor Evaluation Guidance on the format
of the risk management plan (RMP) in the
EU —in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pe3tlome nniaHy
ynpasniHHA pu3nkamn sepcis 3.1
[0Aa€ETbCA.

83.

PO3YBACTA
TUH KPKA

rosuvast
atin

posyBs
acrat
VH (y
BUTNSA
gi
KauTbLi

po3yB
acrtat
VHY)

C10A
A07

TabneTku, BKPUTI
NiBKOBOIO
060/10HKOI0, MO
15 wmr; no 10
Tabnetoky
6nicTepi; no 3, 6
abo 9 6nicTepis
Y KapTOHHii
Kopoo6Ui

KPKA,
Aa.4.
Hoso

MecTo

CnoseHi
A

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
BUMYCK Cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTPO/Ib cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTPO/Ib cepii:
Na6eHa p.0.0.,
CnoseHis

CnoseHi
2]

BHECEHHS 3MiH 0 peecTpaLjiinHmx
marepianis: 3miHu | Tvny - 3miHW Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BheceHHs a6o 3miHa(1)
[10 30608B'A3aHb Ta YMOB BuAaui
peecTpaLiiHOro NOCBIAYEHHS, BK/IKOYAOUM
MnaH ynpasniHHA py3nkamu (iHLWi 3MiHK) -
3asBHVMKOM HaiaHO OHOBJ/IEHWIA NNaH
ynpaBniHHA pu3vkamn Bepcis 3.1
3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHhopmaLjis»,

Il «Cneunddikauis 3 6e3nekms»,

Il «MnaH 3 dhapmakoHarnsgy»,
IV»Mnanu Wwopao nicnapeectpauiiiux
AocnimpKeHb edheKTUBHOCTI»,

V «3axoay 3 MiHiMi3auii pu3nkiB»,

VI «Pestome nnaHy ynpasniHHsS
pu3nkammn»

VIl «dofaTtku» y 38'A3KY 3 OHOB/IEHHAM
cneumdikauii 3 6e3neku 4040l peyoBUHU
po3yBacTaTuHy, BiANOBIAHO A0 aKTyasbHOI
pedyepeHTHOI iHdhopMaLil, a TakoX Y
3B'A3KY i3 3MiHOO hopmaTy BiANoBIAHO A0
sBumor Evaluation Guidance on the format
of the risk management plan (RMP) in the
EU —in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pe3tome nnany
ynpaBniHHA pu3vkamu Bepcis 3.1
[0Aa€eTbes.

3a
peyenmom

UA/14745/01/01

84.

PO3YNIN®
nnc

rosuvast
atin and

po3yB
acrar

C10B
A06

Kancynv Teepai
no 20 mr/10 wr,

3AT
dapmay,

Yropuu

NOBHUIA LKA
BMPOGHULTBA,

YropLum

BHECEHHS 3MiH 1O peecTpavLiiiHnx
MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/16807/01/01




116

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
ezetimib | uH (y no 10 kancyny €BTUYHU BKJ/THOYA0UN A®I. Bupo6bHMLTBO. 3MiHM B NpOLIECi
e BUMA 6nicTepi; no 3 1 3aBOA, BUMYCK cepii: 3AT BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
Jill 6nictepn y ErC dapmayeBTUYHWI 3aKpUTIi YaCcTUHI MacTep-aina Ha Adl) -
po3ys KapTOHHIl 3aBog ElIC, HesHayHa 3MiHa CUHTEe3Yy NPOMDKHUX
actar Kopoo6Li YropLmHa,; npoayktis ETE2, ETH1 & ETM1
NHY MOBHWIA LMK BMpo6HMKa Maithri Laboratories Private
LIMHKY) BMPOGHMLITBA, Limited, siki BAKOPUCTOBYIOTLCA A1
Ta BK/THOYA0UN BMPOGHMLTBA AD| e3eTumidy
esetn BMnyck cepii: 3AT 3aTBEpPKEHM BUPOOHMKOM MSN
Mi6 dapmaLeBTUYHNI Laboratories Private Limited, a came:
3asopg ETIC, 3amicTb Potable water 6yayTb
YropumHa BMKOPUCTOBYBaTW Y CMHTE3y Purified

water. Y 3B'A3Ky i3 3anponoHoBaHo|
3MiHOK 10 peecTpauiliHnx maTepianis
6yae HagaHa oHoBreHa Bepciss ASMF
EB/AP /09/08-22 (nonepefHHs Bepcis
EB/AP /08/10-17) ana A®I Ezetimibe Big
3aTBEpPMAKEHOro BUPOGHNKa MSN
Laboratories Private Limited B cknagi
OHOBJ/IEHOT YacTuHK S Moayns 3, B ToMy
yncni OHOBNEHWI po3ain 3.2.5.2.2.
3MiHY | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax
cneundikayii Ta/abo 4ONyCTUMUX MEX,
BM3HAUYeHNX Yy cneundikauisx Ha A®Il, abo
BUXiAHWIA/NPOMIKXHWIA NpOAYKT/pearexT, wo
BMKOPWCTOBYIOTBCS Y NPOLEeC
BMPOGHMLUTBa ADI (Y pasi BigCyTHOCTI
MoHorpadii Ha A®l y AdY, EBponeiicbkiii
thapmakonei abo iHLWi HauioHa/bHIl
thapmakonei gepxasu €C, 3MiHa
BHYTPILWHLOI cneuudikaLlii Ha MoHorpadito
HeoqiljiinHOT hapmakonei abo
hapmakonei TpeTbol kpaiHu) - 3MiHa
BHYTPILLHLOI cneuudikauii ans Ad|
e3eTUMIiby 3aTBepAKEHUM BUPOOHNKOM
MSN Laboratories Private Limited Ha
MoHorpadito USP 3a nokasHukamu:
Identification HPLC (chiral), Organic
impurities (chiral), Jrganic impurities
(achiral), Assay by HPLC. ¥ 3B'a3ky i3
3anpornoHoOBaHo 3MiHOK 0
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
peecTpauiiiHux maTepianis 6yae HagaHa

OHoBNeHa Bepcis ASMF EB/AP /09/08-22
(nonepegHHs Bepcisa EB/AP /08/10-17)
ans A®l Ezetimibe Big 3aTBEpAXeHOro
BuMpo6Huka MSN Laboratories Private

Limited B cknagi OHOBMEHOT YaCTVHU
Mopgyns 3, B TOMy YiC/li OHOB/IEHWIA
po3ain 3.2.S.4.1. 3MiHu | Tuny - 3MiHK 3

AKocTi. A®I. KoHTposb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAUEHUX Y
cneungikayisx Ha A®l, abo
BVXiAHWI/NPOMIXHWIA NpOAYyKT/pearexT, wo
BMKOPUCTOBYIOTbCSA Y MPOLEC
BMPO6HMUTBA AP (3BY)XKEHHS AONYCTUMNX
MeX, BU3HaYeHuX y cneuudikauii Ha
nikapcbki 3acobu, A5 AKX OTPUMYETBLCA
[L,03BiN Ha BMMNYCK cepii Big odiviiHoro
perynAaTopHoOro opraHy)- 3By)XeHHs
[onycTUMUX MeX nokasHuka "Specific
optical rotation/lTuTome onTuyHe
obepTaHHs" y cneuudikauii Ha Ad|
e3eTnMiby 3aTBepKeHM BUPOOGHUKOM

MSN Laboratories Private Limited, a came:
3BY)KEHHS JOMYCTUMUX MEX MOKa3HMKa

"Specific optical rotation/[TuTome onTU4He

obepTaHHA". Y 3B'A3KY i3 3anpOnoHOBaHO|
3MiHOI [0 peecTpauiliHnx martepianis

6yae HagaHa oHoBneHa Bepcis ASMF

EB/AP /09/08-22 (nonepeaHs Bepcis

EB/AP /08/10-17) ansa A®I Ezetimibe Big,

3aTBEpPAKEHOro BUPOoGHMKa MSN

Laboratories Private Limited B cknagi

OHOBJIEHOT YacTUHN S Mogaynsa 3, B TOMY

yuncni oHoBneHuii po3ain 3.2.S.4.1. 3MiHu |

TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa

HalilMeHyBaHHs Ta/abo agpecu micus

NPOBaKEHHS Ais/IbHOCTI BUPOGHMKA

(BKKOUatOUM, 3a HEOOXiAHOCTI, Micue
NpoBeLieHHS KOHTPO/IIO AKOCTI), abo

BMacHvka mactep-taiina Ha A®l, a6o

noctavyasibHuka Ad|/BuxigHoro
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

mMartepiany/peareHTy/nPoMiKHOro
NpoAYKTY, L0 3aCTOCOBYIOTLCH Y
BUPO6HMUTBI A®I (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BifCYTHOCTI
cepTudikaTa BignoBiaHOCTI EBPONEChKiit
cthapmakonei y 3aTBepAkeHOMY A0CbE, ab0
BMPOGHMKA HOBOI AOMOMIKHOI PEYOBUHM
(AKLLLO 3a3HAYeHO Y A0CbE)- 3MiHa agpecu
BMpo6HMKa Maithri Laboratories Private
Limited npomixHux npoaykTtis ETE2, ETH1
& ETM1, ki BUKOPUCTOBYIOTLCA A1
BMpO6HMLTBa AD| eseTnmiby
3aTBEpMKEHUM BUPOGHMKOM MSN
Laboratories Private Limited. Y 3B'A3ky i3
3anponoHOBaHOI 3MiHO 40
peecTpauiiiHux maTepianis 6yae HagaHa
OHoBneHa Bepcisa ASMF EB/AP /09/08-22
(nonepegHs Bepcisi EB/AP /08/10-17) ans
A®| Ezetimibe Bif 3aTBEpAKEHOIO
BuMpo6Huka MSN Laboratories Private
Limited B cknagi OHOB/MIEHOT YacTnHM S
Mopgyns 3, B TOMy Y1C/li OHOB/IEHWIA
po3ain 3.2.S.2.1. 3MiHu | Tuny - 3miHn 3
AKocTi. A®I. KoHTposb AdL. 3miHa y
mMeToAax BUNpobyBaHHSA AdD| abo
BUXiHOro marepiasy/npomikKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETHCSA
y npoueci BUpo6bHMUTBa AD| (He3HaYHI
3MiHW y 3aTBEPAKEHNX MeTofax
BMNPOOYBaHHS) - He3HAYHi 3MiHW Y
3aTBEPKEHI METOAVKM BUNPOGYBaHHSA
chiral purity by HPLC (H4535-011)
(He3HauHi 3MiHU/BUMpPaBEHHS Ta
npoBefeHo npunagis 6e3 3amiHn
HanalwTyBaHb, 3a3Ha4yeHunx B OMNuCi
MEeTOAiB KoMmMaHii Egis. Y 3B'A3Ky i3
3anponoHOBaHOK 3MIHOI [0
peecTpaujiiHnx maTepianis 6yae HagaHa
OHoBNeHa Bepciss ASMF
02AP/EZK/0624/12 (nonepefHs Bepcis
02AP/EZK/0822/10) pns A®| Ezetimibe
Bif, 3aTBEpAKEHOro BMpo6Huka Synthimed
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Labs Private Limited, Ingia (paHiwe Ind-
Swift Laboratories Limited, IHAis) B cknagi

3
A

3aCTOCOBYETLCA Y MPOLECi BUPO6HMLTBA
A®I (36inbLIeHHs ao 10 pasiB NOPIBHSAHO i3

[,04aTKOBOro/asibTePHATUBHOIO PO3Mipy
napTii NPOMiXHOro npoaykty EZK06.

Bi, 3aTBEpAKEHOro BMpPOo6HUMka Synthimed
Labs Private Limited, Ingia (paHiwe Ind-
Swift Laboratories Limited, IHais) B cknagi
OHOBJIEHOT YacTuHU S Mogayns 3, B TOMy

OHOBJIEHOT YacTuHU S Mogayns 3, B TOMy
yncni oHoBNeHwi po3gin 3.2.5.4.1,
3.2.5.4.2. 3minu | TNy - 3MiHKM 3 AKOCTI.
A®|. KoHTposib A®I. 3miHa y meTogax

BMNpobyBaHHA A®I| abo BuxigHOro
mMartepiany/npomiXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETHCSA
y npoueci BUpo6bHMUTBa AD| (HEe3HaYHI
3MiHW Yy 3aTBEPKEHUX METOAAX
BMNPOOYBaHHS) - He3HAYHi 3MiHW Y
3aTBEPKEHI METOAVKM BUNPOGYBaHHSA
related substances by HPLC (H4535-09)
He3HauHi 3MiHW/BUNPAaBEHHS Ta
npoBefeHO OHOB/IEHHA Npunagis 6e3
3MiHW HanalTyBaHb, 3a3Ha4eHnX B ONUCI
MEeTOAiB KoMmMaHii Egis. Y 3B'A3Ky i3
3anponoHOBaHOK 3MIHOI [0
peecTpaujiiHnx maTepianis 6yae HagaHa
OHoBNeHa Bepciss ASMF
02AP/EZK/0624/12 (nonepefHs Bepcis
02AP/EZK/0822/10) pns A®| Ezetimibe

yncni oHoBNeHw po3gin 3.2.5.4.1,

.2.5.4.2. 3MiHY | TUNY - 3MiHK 3 AKOCTI.

®1. BupobHuuTBO. 3MiHa po3mipy cepil
(Brirovatoum gianasoHn) A®l abo
NMPOMDKHOIO NPOAYKTY, SKWIA

3aTBEPMHKEHUM PO3MIpOM) - 3MiHa

TEXHOJI0TYHOrO NpoLecy KoMnaHii

Synthimed Labs Private Limited:
3anpoBaKeHHs

PEeECTPAaLiHOrO AOChE Ha NiKapCbKUiA

3MiHa BHOCATLCA A0 MaTepianis
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n/n

NliKapcbKo20
3acoby

O0Ha
Hename

a
Ha3sa*

HMosBaH

dito4yo

peuos
UHU

ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

85.

CEPMIOH®

3aci6 PO3Y/IN® NAKOC, kancynu TBepai
no 20 mr/10 mr, y 3B’A3Ky 3 3MiHamu y
TEXHOJI0TiIYHOMY MPOLECI 3aTBEPIKEHOTO
BMpo6HUMKa Synthimed Labs Private
Limited (paHiwe Ind-Swift Laboratories
Limited, IHgis) A®IEzetimibe,

a came: 3anpoBaKeHHs
[04aTKOBOro/a/ibTEPHATUBHOTO PO3MIpY
napTii npomixxHoro npoaykty EZKO06. ¥
3B'AA3KY i3 3aNpONOHOBaHOI 3MiHO A0
peecTpaujiiHnx maTepianis 6yae HagaHa
OHoBNeHa Bepciss ASMF
02AP/EZK/0624/12 (nonepefHs Bepcis
02AP/EZK/0822/10) pns A®| Ezetimibe
Bi, 3aTBEpAKEHOro BMpPo6Huka Synthimed
Labs Private Limited, Ingia (paHiwe Ind-
Swift Laboratories Limited, IHais) B cknagi
OHOBJIEHOT YacTuHU S Mogayns 3, B TOMy
yncni oHoBNeHW po3gin 3.2.S.2.2.
[itoya pepaxuis
Module 3.2.S.2.2: Description of
Manufacturing Process and Process
Controls Batch size of EZK06: 200.0 kg.
[MponoHoBaHa pegakuis:

Module 3.2.S.2.2: Description of
Manufacturing Process and Process
Controls Batch size of EZK06: 200.0
kg/300.0 kg.
3MiHn Il Tuny - 3miHK 3 akocTi. ADI. (iHLWi
3MiHK) - OHOB/EeHHS Bepcii ASMF ans Aol
Ezetimibe Big, 3aTBEpAXEHOTO BUPOGHUKA
Synthimed Labs Private Limited, IHais
(paHiwe Ind-Swift Laboratories Limited,
IHais) 3 Bepcii ASMF 02AP/EZT/0819/08

Ha Bepcito 02AP/EZK/0822/10).

nicergoli
ne

Hiuepr
OniH

CO4A
EO02

niodpinisar gns
pO34nHy Ans
iH'eKLili no 4 wmr;
2 chnakoHu 3
MOPOLLKOM Ta o
2 amnynu 3

PO34YNHHUKOM NO

Biatpic
Cnewen
Ti INC

CLA

Brpo6HMLTBO,
KOHTPO/Ib AKOCTI,
nepBuHHE
nakyBaHHs,
BUNYyCK cepii gns
MopoLuKy: Baet
Papma, C.A.,

Icnanis/
Benbris

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | Tuny - 3mMiHN WoA0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHUX AaHvx npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHnX faHnX npo cucTemy

3a
peyenmom

UA/5183/02/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
4 mn (HaTpito IcnaHis; thapmakoHarniagy, 3mMiHa yrnoBHOBaxeHoT
xnopug, Bnpo6HMLTBO, 0co6wu, BiANOBIfA/ILHOT 33 34iICHEHHS
BeH3a/IKOHI0 KOHTPO/Ib SIKOCTI, hapMakoHarnsay; KOHTakTHOI 0cobu 3
xnopug, Boga nepBuHHE dhapmakoHarnsgy 3asBHUKa ans
ANst iH'ekuin) y nakyBaHHs, 3AilicHeHHs hapMakoHarnagy B YkpaiHi,
YapyHKOBIN BUNYCK cepii gns SIKLL,0 BOHA BigMiHHA Bif YNOBHOBaXKEHOT
ynakosLi; no 2 PO3YMHHVKA; oco6w, BigNoBiAanbHOI 3a 3AjiCHEHHS]
YapyHKOBI BTOPUHHE thapmakoHarnsgy (BKovaoum KOHTaKTHi
yNakoBKM B nakyBaHHsi Ta [AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
KapTOHHIl BUNYCK cepii gns dpaiina cuctemu hapmakoHarnsgy). 3miHa
Kopobui; 1 KiHLLeBOro YNOBHOBaXEHOT 0CO6U 3as1BHYMKA,
onakoH 3 NPOAYKTY: BiANOBiAa/IbHOI 32 hapMakoHarnsga.
NOpPOLLKOM Ta no Mdpaiizep [Oitoua pepakuin: Dr Eiko Soehlke.
1 amnyni 3 MeHtohekuypuHr MponoHoBaHa pegakuis: Andrea Oliva.
PO3YMHHMKOM Benbrisi, benbris 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT
(HaTpito xnopua, ocobu 3asiBHUKa, BiANOBIAA/ILHOI 3a
6eH3a/1KOHI0 hapmakoHarnsg.3misa
xnopug, Boga MiCLie3HaxoMKEHHS1 MacTep-thainna
Ons iHeKUiin) B cuctemu chapmakoHarnagy. 3miHa micus
KapTOHHIi 3[iACHEHHS1 OCHOBHOT fif/IbHOCTI 3
Kopobui; no 4 hapmakoHarnsgy.
KapTOHHI
KOpoO6KuU,
ynakoBaHi
pasom B
KapTOHHY
KOpOO6Ky
86. | CUMBACTAT | simvasta | cumBa | C10A TabneTku, BKPUTI TOB Ykpaina BMPOGHULTBO in Typeyun BHECEHHS 3MiH 0 peecTpaLjiinHmx 3a He UA/21254/01/01
NH tin cratn A01 nAiBKOBOO "CaHpos bulk: Cango3s Npyn Ha/ martepianis: 3MiHu | Tuny - 3mMiHn Woa0 peyenmom nionse
CAHAO03® 20 H 060/10HKOI0, MO Ykpaina" Carnvk YpyHnepi Monbwa 6e3nekn/edeKTMBHOCTI Ta ae
20 wr; no 10 Inaknapi CaH. Be thapmakoHarnsgy. 3MiHa y KopoTkili
Tabnetoky Tik. A.C. XapakTepucTuLi nikapcbKoro 3acoby,
6nicTepi; no 3 TypeuunHa; TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
6nictepn B nepBuHHe Ta MeAMYHOro 3acTocyBaHHA Ha niacTasi
KapTOHHii BTOPUHHE perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
Kopoo6ui nakyBaHHs, nikapcbKoro 3acoby, abo AoCnimKeHb 3
KOHTPO/b/BUNPOGY 6e3neky 3acToCcyBaHHA NikapCbKoro

BaHHS cepil,
BUMYCK cepiii: Jlek
C.A,, MonbLa

3acoby B nicnapeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BiTy 3 AOC/iKEHb,
npoBeeHVX BiAMNoBIAHO A0 NiaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
YNOBHOB&XXEHUM OpraHom) -
3MiHW BHECEHO [0 IHCTPYKUIT ANs
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3aco6y y po3gainv "Blaemogis 3 iHWrMm
nNikapcbKMmM 3acobamu Ta iHWi BUam
B3aemMogiit", "OcobnnBoCTi 3acTocyBaHHA"
BiANOBIAHO A0 OHOBNEHOT iIHChopMaLii 3
6e3nekun Aito4oi pevoBrHN. BBeeHHS 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPMKEHHS.
87. | CUMBACTAT | simvasta | cumBa | C10A TabneTku, BKPUTI TOB YKkpaiHa BMPOBGHMLTBO in Typeuun BHECEHHS 3MiH 40 peecTpavLjiinHmx 3a He UA/21254/01/02
VH tin cTatu A01 N/1iBKOBOIO "CaHpo3 bulk: CaHgos Npyn Ha/ marepianis: 3miHu | TMny - 3MiHW Woao peyenmom | nidnse
CAHAO3® 40 H 060/10HKOH0, N0 YkpaiHa" Carnuk YpyHnepi MonbLia 6e3nekun/edeKTBHOCTI Ta ae
40 wmr; no 10 Inaknapi CaH. Be chapmakoHarnsgy. 3miHa y KOpoTkili
Tabnetoky Tik. A.C. XapaKTepucTuLi NikapcbKoro 3acoby,
6nicTepi; no 3 TypeuunHa, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
6nictepn B nepBrHHe Ta Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
KapTOHHIi BTOPUHHE perynsipHoO OHOB/IIOBAHOTO 3BiTYy 3 6e3neku
KopooLi nakyBaHHs, nikapcbKoro 3acoby, abo A0C/iKEHb 3
KOHTPONb/BUNPOGY 6e3nekn 3acTocyBaHHS /liKapCbKoro
BaHHS cepil, 3acoby B nmicnspeecTpauiiHniii nepiog, abo
BUMNYCK cepiii: Jlek SIK pe3ynbTar OUiHKW 3BIiTY 3 AOCNILKEHDb,
C.A,, MonbLa npoBeAeHVX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHA /likapCbKoro
3acoby y po3ginu "B3aemogis 3 iHWMmn
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobmMBoCTi 3acTocyBaHHS"
BiAANOBIAHO [0 OHOBMEHOI iIHGhOpMaLi 3
6e3nekun Ailo4oi pevoBrHN. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
88. | CIBPABA inclisiran | Hatpi C10A pO34nH Ans HoeapTi | LBeiiua BMPOGHMLITBO, ABcTpisi/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/20570/01/01
10 X16 iH'ekuiin, 284 c pis KOHTPO/b AKOCTI ITania/ martepianis: 3miHu Il TUNy - 3MiHK WOA0 peuenmom | niosse
iHKnici mr/1,5 mn; no Osepci3 (4acTkoBuiA), CnoseHi 6e3nekn/edeKTMBHOCTI Ta ae
paH 1,5 Mn1 po3unHy IHBECTM nepBuUHHE al thapmakoHarnsgy. 3MiHU y KOpOTKili
y nonepesHbL0 eHTCc Al nakyBaHHs, Lseliua XapakTepucTuL Nikapcbkoro 3acoby,
HanoBHeHOMY BTOPUHHE pis TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
Lnpuui; no 1 nakyBaHHs, MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
nonepegHL0 BMNYCK cepil: HOBUMW JaHVMU 3 AKOCTI, JOK/IHIYHUMU,
HarnoBHEHOMY HoBapric KNIHIYHUMKW JaHUMU Ta AaHUMK 3
LInpuLy B dapmacbloTuKas dhapmakoHarnsgy. 3MiHM BHECEHO A0
6nicTepi; no 1 MaHyakTypiHr IHCTPYKLii ANA MeAUYHOro 3aCTOCyBaHHA
6nictepy y mM6X, ABCTpis; nikapcbKoro 3acoby y po3ain "MobiyHi
KapTOHHI BunpobHnyTBO, peaxuii”.
KopooLi KOHTPO/b AKOCTI BBefeHHA 3MiH NpoTArom 6 Micauis nicns
(4acTkoBuiA), 3aTBepKeHHS.
nepBuHHE
nakyBaHHs:

KopgeH dapma
C.n.A,, ltanis;
BTOPVHHE
nakyBaHHs:
KopgeH dapma
C.n.A., Itanis;
KoHTposb skocTi
(yacTkoBuin):
HosapTic
PapmacboTuKasl
MaHyhakTypiHr
TM6X, ABCTpis;
KoHTposb skocTi
(yacTkoBuin):
Nek
PapmacboTrKanc
A.4a., CnoseHist;
KoHTpOosb sKocTi
(4acTkoBuiA):
HoBapTic
dapmacbloTUKa
MaHyhakTypiHr
JNINC, CnoseHis;
KoHTposb sKocTi
(4acTkoBuiA):
HosapTic ®apma
LTeiH Al ,
LBeliuapis;
KoHTposb sikocTi
(4acTkoBUiA):
Yenab C.p.n.,
ITanis;
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BTopuHHe
nakyBaHHs:
®apmior Papma
NomxucTik FTM6X,
HimeyumnHa,;
BTopuHHe
nakyBaHHs:
KOonc Xenckep
ITania C.p.n.,
ITanis;
KoHTposb skocTi
(vyacTkoBuin):
HosapTic
PapmacboTuKasl
MaHyhakTypiHr
NNC, CnoseHis;
KoHTposb skocTi
(yacTkoBuin):
CaHpo3 M'm6X,
ABcCTpist
89. | CKA®O secukinu | cekyki | LO4AC | nopoLuok gns HosapTi | LBeiua BMPOGHMLITBO, LliBeiua BHECEHHS 3MiH 0 peecTpaLinHx 3a He UA/18625/01/01
mab Hymab | 10 pO3unHy Ans c pis nepBuHHe pis/ martepianis: 3MiHu | Tuny - peuenmom | niosse
iH'ekuili, no 150 Osepci3 nakyBaHHs, PpaHuin AAMiIHICTpaTMBHI 3MiHW. BunyyeHHs ae
mr; no 1 IHBECTM KOHTPO/Ib AKOCTI / BVMPOGHWYOT AinbHUL (BKIHOYAKOUM
donakoHy 3 eHTCc Al OKpIM Ki/IbKiCHOTO Himeuun AinbHuui ansa A®I, NpoMiXXHOro nNpoayKTy
NMOPOLLKOM B BM3HAUYEHHS, Ha/ ab0 roToBOro NiKapcbkoro 3acooy,
Kopo6ui 3 BTOPUHHE ITania/ AiNbHULI A8 NpoBeAEeHHS NakKyBaHHS,
KapToHy nakyBaHHs, IcnaHis BMPO6HMKa, BiANOBIAa/ILHOIO 3a BUMYCK
nakyBaJslbHOro BUMYCK cepili: cepiit, MicLe NpoBeAEeHHS KOHTPOSIO cepif)

HoBapTic ®apma
LTeliH AT,
LBeliuapis

KOHTPO/Ib SIKOCTI
(kinbkicHe

BU3HAYEHHS):

HoBapTic ®apma

Ar, Lseliuapis

abo noctavanbHWKa BUXiAHOrO MaTepiasy,
peareHTy abo AONOMIXHOT pe4oBUH
(AKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs
BMPOGHMWYOI Ai/TbHNLi FOTOBOrO
nikapcbKoro 3acoby BignoBifanbHOT 3a
BMNyckK cepii HoeapTic ®apma M'moéX,
HimeuyumHa. 3mMiHM BHECEHO B IHCTPYKLitO
AN MeAnYHOro 3acTocyBaHHSA

anbTepHaTuBHe nNikapcbKoro 3acoby y po3ainm
BTOPUHHE «Brpo6HMK» Ta «MicLe3HaxomKeHHs
nakyBaHHs: BMPOGHMWKa Ta agpeca Micua
[Jencapm XioHiHT NpOBaKEHHS MOr0 AiANbHOCTI»
CAC, ®paHuis (BUy4eHHs BUPoGHMKa «HoBapTic Papma
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

MixHap
O0Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyo

peuos
UHU

Koo
ATX

Popma
BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asasHuU

KpaiHa
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

anbTepHaTuBHe
BTOPUHHE
nakyBaHHs:
dapm/lor dapma
NopxucTik FTM6X,
Himeuunna
anbTepHaTuBHe
BTOPUHHE
nakyBaHHs:
tOINC Xenckep
ITania C.P.J1.,
ITanisa
anbTepHaTuBHe
BTOPUHHE
nakyBaHHs:
tOINC Xenckep
ITania C.P.J1.,
ITanisa
BTOPUHHE
nakyBaHHS,
BMNYCK Cepil:
Nek
PapmacboTrKanc
n0.4a., CnoeeHisa
BWMYCK Cepili:
HosaprTic
dapmacbioTrKa,
C.A,, IcnaHis

M6X», HimeuunHa), sk Hacnigok —
BW/YYEHHS TEKCTY MapKyBaHHS yNaKoBKu
NiKapcbKoro 3acoby A5 BignoBigHoOro
BMPOGHUKa. TepMiH BBEAEHHS 3MiH -

NpoTArom 6 MicAuiB nicns 3aTBepipKeHHs.

90.

CKIHOPEH®

azelaic
acid

MIKPOH
i3oBaH
a
asenai
HoBa
Ku1cno
Ta

D10A
X03

Kpem 20 %; no
30ryTy6i; no 1
Ty6i y KApTOHHiIl
Kopoo6Li

NEO
Papma
AIC

[JaHis

NEO dapma
MaHythakTypiHr
ITani CPN

ITanisa

BHECEHHS 3MiH 1O peecTpavLiiHnx
mMarepianis: 3mMiHu | TUny - 3MiHM 3 AKOCTI.
A®|. KoHTposnb A®I. 3miHa y napameTtpax

cneyudikayin Ta/abo AonycTUMMmUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
BMKOPWCTOBYIOTHCS Y MPOLECI
BMpO6HMLTBa AD| (ONOBHEHHS
cneuudikaLii HOBUM NOKa3HMKOM AKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS).
JopasaHHA ona Ad®| AsenaiHosa kucnota
TecTy "CynpoBifHi JOMiLWKN" Ans
BMpo6HUKa Zhejiang Huahai
Pharmaceutical Co., Ltd. 3MiHu | Tuny -

6e3
peyenma

UA/1074/02/01




126

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*

3MiHu 3 AkocTi. A®l. KoHTponb A®I. 3miHa
y MeTofax sunpobysaHHA A®| abo
BUXIAHOTO MaTepiasy/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTea A®| (iHLWi 3MiHK Y
MeToZax BUNpPoOyBaHHs (BK/IOUaUM
3amiHy abo gonoBHeHHs) AD| abo
BUXiZHOro/NpOMIHOro NPOAYKTY).
JlofgaBaHHA HOBOro MeToAy BUNPOGYBaHHS
«[lMonimopdpiam» gnst A®| BUpobHUKa
Zhejiang Huahai Pharmaceutical Co., Ltd.
3MiHn | TUNy - 3MiHK 3 AKoCTi. ADI.
KoHTposib A®I. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTUMMUX MEX,
BM3HauYeHUx y cneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTHCSA Y MPOLECI
BMpo6HMLUTBa AP| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HMKOM AKOCTi Ta
BiANOBIAHMM METOL,0M BUNPOOYBaHHS).
JopasaHHA ona A®l AsenaiHosa kucnota
TecTy "3a/IMLLKOBI PO3YUHHUKN" AN
BMpO6HUKa Zhejiang Huahai
Pharmaceutical Co., Ltd. 3miHu Il TRy -
3MiHu 3 sKocTi. A®l. Bupo6HMLUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOIO
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKA
(BKtOHaoun, ge HeobxigHo, micue
npoBefieHHA KOHTPOso AkocTi) AdI (3a
BiICYTHOCTI cepTudikara BifnoBsigHOCTI
€Bponeickbkin hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
BMPO6HUKa AP| 3 Hafi@HHAM MacTep-
thaiina Ha Adl)
BHeceHHst HoBOro B1po6Huka Ad|
AsenaiHosoi kucnotu Zhejiang Huahai
Pharmaceutical Co., Ltd. 3 HagaHHsAM
macTep-gpaiina Ha Adl (Version: EU-01.2,
Date: 2025-07-25). 3atBepaxeHo: Bayer
AG, Germany Alivus Life Sciences
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Limited, India. 3anponoHoBaHo:
Bayer AG, Germany Alivus Life Sciences
Limited, India Zhejiang Huahai
Pharmaceutical Co., Ltd., China
91. | TAHAKAH® Ginkgo lHkro | NO6D po3unH MAWONI | ®paHuisa MAMONI PpaHuin BHECEHHS 3MiH 1O peecTpavLifiHnx 3a He UA/9843/01/01
folium 6inoba | X02 opanbHuii, 40 PAPMA IHOYCTPI marepianis: 3miHu | Tuny - peyenmom | nionse
cyxuii mr/mn; no 30 mn ®PAHC AAMiHICTpaTUBHI 3MiHW. 3MiHa ae
eKcTpa y thnakoHi; no 1 HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
KT, chnakoHy y (BnacHviKa peecTpauiiHoro NocBigYeHHs) -
oynuie KOMMNEKTi 3 3MiHa Ha3BM i afpecu 3asBHNKA, OCKINbKN
HWIA i [o3artopom y Lie NoB’A3aHO 3 MapPKETUHTOBOK NOJTITUKOID
Kinbkic KapTOHHIi KOMMaHii . 3MiHN BHECEHO B IHCTPYKLi0
HO Kopoo6Li AN MeAnYHOro 3acTocyBaHHSA
BU3HA NiKapcbKoro 3acoby y po3ainum "3asBHuK",
YeHuii "Micue3HaxomKeHHs 3asiBHMKA".
(EGb BBefeHHs 3MiH NpoTArom 6 Micauis nicns
761), 3aTBepMKEHHSA. 3MiHK | Tuny -
oTpUM AJMiHICTpaTMBHI 3MiHW. 3MiHa
aHuin 3 HaliMeHyBaHHs Ta/abo agpecu micus
Ginkg NPOBaKEHHSA AiSNIbHOCTI
o] BVPOGHVKa/iMnopTepa rotoBoro
biloba nikapcbKoro 3acoby, BKIKYAUUN AiNbHULL
L. BUMNYCKy cepii abo MicLe npoBeAeHHs
folium KOHTPOJIHO AKOCTI. (4iANbHICTb, 3a SKy
(nnetk Bignosigae BMPOGHUK/iMnopTep,
" BK/IOYAt0UM BMMYCK Cepiii) 3MiHa Ha3Bu Ta
liHkro) agpecy BUPO6HMKa, 6e3 3MiHM Micus

BUPOOHMLTBA: 3MiHN BHECEHO B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHSA
nNikapcbKoro 3acoby y po3ginu "Bupo6Huk",
"MicLe3HaxomkKeHHs! BUPOGHMKa Ta
ajpeca Micus NpoBapKeHHs oro
[OISNbHOCTI" Ta SIK HACNIAOK - Y BiANOBIAHI
po3£4inn TEKCTY MapKyBaHHSA NepBUHHOT Ta
BTOPWHHOI YNaKkoBKM NiKapCbKOro 3acoby.
BBefeHHs 3mMiH npoTarom 6 micauis nicns
3aTBEpPKEHHSA. 3MiHY | TUNY - 3MiHKU WoA0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHN) BHECEHHS
3MiH 40 po3ainy «MapkyBaHHsI», a came
BUJ/TYYEHHS TEKCTY MapKyBaHHA NepBUHHOT
Ta BTOPUHHOI ynakoskn 3 MKA /13:
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
3arBepaKeHo: BianosigHO A0 TEKCTY, Wo
[04aEeTbcs. 3anponoHoBaHo: BianosigHo
[0 3aTBEPPKEHOIO TEKCTY MapKyBaHHS -
3MiHV BHECEHO B TEKCT MapKyBaHHs
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby y
nyHkTH 8, 13, 16, 17 Ta B TeKCT
MapKyBaHHS NePBUHHOT YNaKoBKN Y MYHKTW
3,4, 6.
BBegeHHs1 3MiH NpoTsarom 6 micsAuis nicas
3aTBEPMKEHHS.
92. | TAHAKAH® Ginkgo FHkro | NO6D po3unH MAWONI | ®paHuisa MAMOI PpaHuin BHECEHHS 3MiH 1O peecTpavLiiHnx 3a UA/9843/01/01
folium 6inoba | X02 opanbHuii, 40 PAPMA IHOYCTPI marepianis: 3miHu | TMny - 3MiHW Woao peyenmom
cyxuii mr/mn; no 30 mn ®PAHC 6e3nekun/edeKTBHOCTI Ta
ekcTpa y thnakoHi; no 1 hapmakoHarnagy. BeegeHHs abo 3miHu
KT, donakoHy y [0 y3ara/ilbHeHUX AaHvx npo cuctemy
oyuuie KOMMNEKTi 3 thapMakoHarnagy (BBefeHHs
HWIA i [03aTopoM y y3aranbHeHVX faHnx npo cuctemy
Kinbkic KapTOHHIi hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi
HO KopooLi 0co6u, BiANOBIAA/IbHOI 3a 34iAICHEHHS
BU3HA hapMakoHarnsay; KOHTakTHOI ocobu 3
yeHuit dhapmakoHarnsgy 3asBHuka ans
(EGb 3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
761), AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oTpUM 0oco6w, BiANOBiAA/IbHOT 32 34iACHEHHS]
aHuin 3 hapmakoHarnagy (BK1HYaoUm KOHTaKTHI
Ginkg [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-
o] (haiina cuctemu chapmakoHarnsgy) -
biloba 3MiHa ynoBHOBaXXeHOI 0cobu 3asBHUKA,
L. BiANOBIAA/IbHOT 3a 34iICHEHHS
folium thapmakoHarnsgy. flivoua pegakuis:
(nnetk Cinbis CicMoHgo / Sylvie Cismondo.
" MponoHoBaHa pepakuis: Hikonac
liHkro) ®eppapi / Nicolas Ferrari.

3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a
3pificHeHHs chapmakoHariagy. 3miHa

KOHTaKTHOT 0CObU 3asBHWMKa,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy B Ykpaini. [itoua

pepakuis: Wanka OneHa BonogvmupisHa.
MponoHoBaHa pepgakuis: MNpaconeHko
HOnisi BanepiiBHa. 3MiHa KOHTAKTHUX
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
[aHNX KOHTaKTHOT 0CO6W 3asiBHYMKA,
BiAANOBIAa/ILHOI 3a thapmakoHarnsg s
YKpaiHi. 3MiHa micus 34iiCHEHHS OCHOBHOI
LisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaXopKeHHst MacTep-ghaiina
cucTemn hapMakoHarsgy Ta moro
Homepa
93. | TELUEHTPUK atezolizu | aTe3o LO1FF | KoHUeHTparT 4na TOB YkpaiHa Brpo6HuuTBO Himeuun BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/15872/01/01
® mab nisyma | 05 po3unHy Ans «Poww Hepo3cacoBaHo| Ha/ mMarepianis: 3mMiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
6 iHbysiii no 1200 YkpaiHa NpoAyKLUii, LlBeiiua [OTOBWIA Nikapcbkuii 3aci6. 3miHK y
mr/20 mn no 20 » nepsuHHe pis BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
My do1aKoHi; nakyBaHHS, CTOCYOTbCA BUMYCKY Cepii Ta KOHTPO/I0
no 1 conakony y BMNPOOYBaHHS SIKOCTi TOTOBOrO NikapCcbKoro 3acoby
KapTOHHIl KOHTPOJIO SIKOCTI: (3amiHa abo fofaBaHHA BUPOGHNKA, L0
Kopoo6ui Pow [iarHocTukc BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMYCK
mM6X, HimeuunHa; cepii) - He Bktovaroumn
Brpo6HuuTBO KOHTPO/Ib/BUNPOBYBaHHA cepii - BHeceHHs
Hepo3cacoBaHo| iHchopMmawuii Npo iMnopTepa B YkpaiHy Ao
npoayKuir, po3giny 3.2.P.3.1 BUpo6Huk(1) B
nepBuHHE maTepianu peecTpauiiHoro focbe, a came:
nakyBaHHs, «Roche Ukraine» LLC. Velyka Vasylkivska
BTOPUHHE Street, 139, 5 floor 03150 Kyiv Ukraine
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPOJIIO AKOCTI,
BUMYCK Cepii:
®.XothdpmaHH-/15
Pow NTA,
LBeliuapis
94. | TPAHEMAKC | tranexa TpaHe | BO2A TabneTku, BKpUTI AT Monbwa BiANoBigaIbHWI Monbla BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/21312/01/01
mic acid | kcamo | A02 NNiBKOBOO «Apave 3a BUPOGHULTBO, marepianis: 3MiHu | Tuny - 3MiHKM WoA0 peyenmom | niosnse
Ba 060/10HKOH0, N0 i) nepBrHHe Ta 6e3nekn/eeKTUBHOCTI Ta ae
KMcno 1000 wmr; no 10 dapma» BTOPUHHE thapmakoHarnsgy. 3MiHa y KopoTkili
Ta Tabnetoky nakyBaHHS, XapaKTepucTuLi Nikapcbkoro 3acoby,
6nicTepi, no 2 KOHTPO/b Ta TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
6nictepu B BUMYCK cepii: AT MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
KapTOHHIi «Apameq dapma» perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
Kopobui nikapcbkoro 3acoby, abo gocnigpkeHb 3

6e3neky 3acToCyBaHHS /TiKapCbKoro
3acoby B nicnspeecTpadiiHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BIiTy 3 AOCAIIKEHb,
npoBeAeHVX BignoBiAHO A0 NiaHy




130

Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YMOBHOB&XXEHMM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeAnM4YHOro
3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
po3gainy "Mo6iyHi peakwii” BigNoBigHO A0
OHOBJIEHOT iHChopMmaLii 3 6e3nekn
3aCTOCYBaHHS Ajitloyoi peqyoBnHU. TepMiH
BBEAEHHS 3MiH - MPOTArom 6-Tn MicALiB
nicnsa 3aTBepKeHHS.
95. | TPUKAPOVH - sanepi | CO1lE Kpanni opasibHi TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 1O peecTpavLiiHnx 6e3 UA/8447/01/01
CEPLEBI aHu X no25wmvny "TepHo "TepHodpapm" mMarepianis: 3MiHu | Tuny - 3MiHM 3 AKOCTI. peyenma
KPANMI HacTo CKNSAHOMY hapm” [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
ka doNakoHi- roTOBOro NikapcbKoro 3acoby. 3miHa y
(tinctur KpanenbHuui mMeToAax BUNPOGyBaHHSA roTOBOro
a a60 y donakoHi nikapcbKoro 3aco6y (iHwi 3MiHn) CynyTHSA
Valeri noniMepHomy 3 3MiHa - 3MiHu 3 AKocTi. FoToBWMA
anae), npo6kKoto- nikapcbknii 3aci6. 3MiHW Y BUPOGHULTBI.
rnogy KpanesbHULELo; 3MiHM BUNpobyBaHb abo A0MyCTUMMX
HacTo no 1 dpnakoHy B MeX, BCTAHOB/IEHMX Y creumdikayisx, nig
nka nauuj; no 25 mn yac BUPOOHULTBA FOTOBOrO NiKApPCbKOro
(tinctur y CK/ISIHOMY 3aco06y (iHLWi 3MiHN)
a hnakoHi 3 - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
Cratae npo6koto- 3aci6. KoHTpoib roTOBOrO NikapCbkoro
ai), KpanesibHULEl; 3acoby. 3miHa napameTpis cnewudikayii
nycTtun no 1 conakoHy B Ta/abo fonyCTUMUX MEX roTOBOro
pHUKa nauuj; no 50 mn nikapcbkoro 3acoby (iHwi 3miHn) (B.11.r.1.
HacTo y thnakoHax (x) 1B) 3miHM y cneuudikauii Ta meTogax
ka CKNAHMX abo y KOHTposto /13 3a nokasHukamu «Bmict
(tinctur chnakoHax eTaHony» - akTyasisauis nocuiaHHs Ha
a nosliMepHuXx 3 MEeTOAMKY KOHTPOJIHO 3riHO Ait40oro
Leonu npoo6Koto- BuaaHHa AdY 32.9.10, N Ha 2.9.10y
i) KpanesibHULEelo; MeToAax KOHTPOJ0 SIKOCTi NiKapCbKoro
no 1 chnakoHy B 3aco6y, 3.2.P.5. KOHTPO/lb
nauui; no 50 mn NIKAPCBbKOIO 3ACOBY T1a2 3.2.P.3.4.2.
Yy CK/ISiHOMY KOHTPO/1b MPOMDKHOT NPOAYKLYT;
donakoHi 3 «Buny4yeHHs nokasHuka «Baxki metanu» 3
npo6koto- MeToziB KOHTPOIO SAKOCTI SliKapCbKOro
KpanesibHULEelo; 3acoby.
no 1 chnakoHy B
nauuj
96. | TPIBECTAH - sKipui G04B TabNeTkn, BKPUTI AT Bonrapi AT "Codpapma” Bonrapi BHECEHHS 3MiH [0 peecTpaLiiHNX 6e3 UA/4050/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
B X 060/10HKOI, NO "Codpap A a mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenma
cnaHk 250 wmr; no 10 ma" [OTOBMIA Nikapcbkuii 3aci6. KoHTposb
nx Tabnetok y rOTOBOrO JIiKAPCbKOro 3acoby (iHLwi 3MiHK)
Tpasu 6nicTepi, no 6 OHOB/EHHSA BXe 3aTBEpPKEHNX MeTOLIB
eKkcTpa 6nictepiB y KOHTPOJI0 SIKOCTI JliKapCbKOro 3acoby -
KT KapTOHHIN nauuj BMK/IA[EHHS TEKCTY METO/AIB KOHTPOJTHO
cyxuii AKOCTI NNikapCbKOro 3acoby fepXaBHoio
(Tribul MOBOIO 3iHO Cy4acHUX BUMOT 3
us BHECEHHSM pefakuiiH1X NpaBoKk.
terrest
ris
herba
extract
um
siccu
m)
97. | TPIBECTAH - AKipLi - TabneTkun, BKPUTI AT Bonrapi AT "Cocpapma" Bonrapi BHECEHHS 3MiH 1O peecTpavLifiHnx - UA/13251/01/01
B 060/10HKOI0, MO "Codhap A A mMarepianis: 3mMiHu | TUny - 3MiHM 3 AKOCTI.
cnaHK 250 wr; in bulk ma" [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
nx Ne 1590: no 10 rOTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHK)
Tpasu TabneTok y OHOBJ/IEHHS BXe 3aTBEPKEHNX METOAIB
eKkcTpa 6nicTepi; no 159 KOHTPOJIH0 SIKOCTI JlikapcbKoro 3acoby -
KT 6nicTepis y BUKaEHHSA TEKCTY METO/IB KOHTPOSIO
cyxuii noninponisneHoBi AKOCTI NTIKaPCbKOro 3acoby fepxaBHO
(Tribul 1 kopobuj; in MOBOIO 3[iflHO Cy4acHVX BUMOT 3
us bulk Ne 1620: no BHECEHHSAM pejakLiiHiX NpaBok.
terrest 10 TabneTok y
ris 6nicTepi; no 162
herba 6nictepn y
extract noninponisneHoBi
um 1 kopobuj; in
siccu bulk Ne 1650: no
m) 10 TabneTok y
6nicTepi; no 165
6nictepiB y
noninponisneHoBi
1 KopobLi
98. | YPCODA/IbK | ursodeo | ypcog | AO5A kancynu no 250 Op. Himeuun BiZJNOBIAAbHWIA Himeuun BHECEHHS 3MiH 1O peecTpavLiiiHnx 3a UA/3746/02/01
xycholic | e3okecn | A02, mr no 10 kancyn danb Ha 3a BUMNYCK cepiit Ha Marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI. peyenmom
acid xones | AO5B y 6nicTepi; no 1 Papma KiHLLeBOro CepTudpikat BignosigHocTi/lE-cepTucpikat
a 6nictepy B 6X npoaykty: Aip. BiNOBIgHOCTI E€Bponelicbkilt
K1cno Kopo6ui 3 danbk Papma dhapmakonei/moHorpadii. MogaHHs HOBOro
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Ta KapToHy; no 25 vM6X, HimeuunHa; abo oHoBNEeHOro cepTudiikata
Kancyny BUPOGHUKM BiAANOBIAHOCTI 260 BUNYYEHHS
6nictepi; no 2 [030BaHoi chopmu, cepTudikaTa BignoBigHOCTI €EBpPONEChKiii
abo 4 6nictepn nepBuHHE Ta hapmakonei: gnsa A®l; ana BUXigHOro
B KOpo6Lii 3 BTOPUHHE marepiany/peareHTy/npomikHOro
KapToHY nakyBaHHS, NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
KOHTPO/Ib SAKOCTI: BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
NosaH ®apma peyvyoBuHY (cepTuddikat BiANOBIAHOCTI
'M6X, HimeuunHa; €Bponelicbkili hapmakonei) - OHOBEHWI
anndamep, cepTuaikaT Bif yxe 3aTBepIpKeHOoro
DAPBIN BMPOGHUMKA - MoAaHHsA oHosrieHoro CEP
ApuHalimiTTenb 1999-047-Rev 10 gna Adl
mM6X, HimeuunHa,; ypcoae3oKcmxonesa K1CnoTa Bif, Bxe
B1po6HUK, 3aTBepmxeHoro supobHuka ICE S.P.A.,
BiANOBiAa/IbHUI ITanis( 3aTBepgxkeHo: R1-CEP 1999-047-
3a nepBuHHE, Rev 09, 3anponoHoBaHo: CEP 1999-047-
BTOPUHHE Rev 10). 3minu | TUNy - AgMiHiCTpaTuBHI
nakyBaHHs Ta 3MiHW. BrydeHHst BUPOGHNYOT AiNbHUL
KOHTPO/Ib SAKOCTI: (BKNOYatoumn ginbHULi ons Adl,
NoszaH Papma NMPOMDKHOro NPoAyKTy abo rotoBoro
'M6X, HimeuunHa,; niKapcbKoro 3acoby, AinbHuUUI ANns
B1po6HWK, npoBefeHHA NakyBaHHs, BUPOOHWMKa,
BiZJNOBIAAbHWIA BifiNOBIAA/IbHOTO 3a BUMYCK Cepiid, Micue
3a KOHTPO/1b NnpoBeAEeHHS KOHTPOO cepil) abo
akocTi: MpueaTHWit rnoctayanibHuka BUXiAHOro matepiany,
HayKoBO- peareHTy abo [ONOMDKHOI PEHOBUHY
nocnigHui (AKLW0 3a3HAYEHO Y OCLE) - BUTYHEHHS
IHCTUTYT BMPOGHUWYOT AiNbHNL 4151 MPOMIXKHOTO
Xennenep Mv6X, npopykty: SHILPA MEDICARE LIMITED.
Himeyynna
99. | ®NIOAITEK carbocis | kap6o | RO5C po34nH Nab6opaT | ®paHuis Bupo6HumK PpaHuin BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 niosnsie UA/8082/02/01
teine uucrei | BO3 opasibHwuii, 750 opis BiZJNOBIAAIbHWIA marepianis: 3miHu | Tvny - 3miHW Woao peyenma ae
H mr/10 mn; no 10 IHHOTEK 3a BUNYCK cepii: 6e3nekn/edeKTMBHOCTI Ta
M1y calle; no IHTepHa IHHOTepa LLysi, thapmakoHarnsgy. 3MiH1 y KOpOTKili
15 cawe B CbiioHan dpaHuis; XapakTepucTuLi nikapcbKoro 3acoby,
KapTOHHIi b Bupo6Humk TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KopooLi BiANOBigaIbHNI MeANYHOro 3aCTOCyBaHHSA
3a"in bulk", reHepuyHUX/ribpuaHMX/6ionoaibHMX
nepBuUHHE Ta NikapCbKNx 3aco6iB Nicns BHECEHHS Tiel
BTOPVHHE camoi 3MiHM Ha pedhepeHTHUIA Npenapat
nakyBaHHs, (3MiHa He noTpebye HagaHHA XOAHNX

KOHTPO/Ib Cepil:

HOBWX 0AATKOBUX AaHKX) 3MiHW BHECEHO
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
lOHiTep Niksig [0 IHCTPYKUT AN MeguyHoro
MaHyhekuypiHr, 3aCTOCYyBaHHSA NikapCbkoro 3acoby y
dpaHuis; po3ginu "MpoTtunokasaHHs", "Mo6iyHi
Bupo6Humk peaxui™ 3rigHo 3 iHchopmaLieto Woao
BiZJNOBIAAbHWIA MeJUYHOrO 3aCTOCYBaHHs peddepeHTHOro
3a KOHTpOJIb cepil nikapcbkoro 3acoby (RHINATHIOL
(mopaTkoBUiA): (3aaBHNK OPELLA HEALTHCARE
HOHiTep FRANCE SAS, France)). BeefieHHs1 3MiH
[esenonnmaH NPOTSArom 6-Tu MicALiB nic/s

Boppo, PpaHuis

3aTBEPAKEHHSA
3MiHu | TUny - 3MiHK 3 sIKoCTi. FoTOBWIA
niKkapcbkuii 3aci6. KOHTPOsib 4ONOMIXKHUX
peyvoBUH. 3MiHa NapameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MeX A1 JONOMIKHOT
pevoBUHM (BUAYYEHHS 3i cneumdikawi
He3Ha4yHOro nokasHuka (Hanpuknag
3aCTapifioro NoKasHWKa)) BUTyYEHHS
He3Ha4Horo nokasHvka “3anax” 3i
cneumadikaLii 4OMNOMIKHOI pe4OBUHU
apomartunsaropa kapame/ibHO-BaHi/IbHOrO.
3MiHa g0 po34iny peecTpauiiHoro 4ocke
3.2.P.4.1. Cneuvdikauji gns
apomartunsaropa kapame/ibHO-BaHi/IbHOrO.
3MiHu | TNy - 3MiHK 3 AKOCTIi. [OTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagj (4ONOMKHUX peyoBMHAX) roTOBOro
nikapcbKkoro 3acoby (CMakoBi 4o6aBku abo
6apBHUKN) - lofaBaHHs, BUNyYeHHS abo
3aMiHa - BUTyYEHHS apOMaTUYHOro
iHrpeAieHTa MiHT/TaKTOHY 3i cknagy
apomartunsaropa kapamesibHO-BaHi/IbHOrO.
3MiHa 0 po3ainy peecTpauiiHoro focbe
3.2.P.4 KOHTpO/b 4ONOMIXKHUX peYOBUH
AN apoMaTusaTopy KapamesibHO-
BaHinibHoro Ta MKA 13 B po3aini «Cknap,
npenaparty». 3MiHu | Tuny - 3mMiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepmiHax npugatHocTi abo
yMoBax 36epiraHHsl roTOBOro NiKapCbKoro
3aco6y (36i1bLIEeHHs TepMiHY NPUAATHOCTI
roTOBOrO JliKapcbKoro 3acoby) - Ans
TOProBOi yNakoBkM (NigTBepAKYETHCS
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Bupo6Huk

KpaiHa

3acoby

Hername I
HMosBaH

a UHU
Ha3sa*

peuos

BUIMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asisHU
Ka

ukKa

BUPOGH

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna

myBaH

Hﬂ**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

100.

®OKOPT®-
JAPHULA

Triamcin
olone

Tpram
LMHON

DO7A
B09

kpem, 1 mr/r; no

MpAT

YkpaiHa

MpAT

AaHUMKN peasibHOro Yacy) 36ibLIeHHs
TepMiHy NpPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby A1 TOproBeibHol
ynakoBku 3 18 micAuiB 40 2 pokiB. 3MiHa
[0 po3ainis “TepMiH npugatHocTi” B
IHCTPYKLii AN151 Me4MYHOro 3aCTOCYBaHHS
Ta MKA /13. 3MiHM BHECEHO A0 IHCTPYKLT
ONA MeNYHOro 3acToCcyBaHHs
NiKapcbKoro 3acoby y po3ain "TepMiH
npuaatHocTi". BBefeHHSA 3MiH NPOTArom 6-
TV MicaliB nicns 3aTBepipkeHHs. 3MiHu |
MRy - 3MiHN WoA0 6e3nekn/eddeKTVBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHM) 3miHn
BHECEHO A0 NyHkTiB 1, 2, 3, 14, 15, 17
TEKCTY MapKyBaHHSA BTOPMHHOI YNaKoBKU
nikapcbKoro 3acoby Ta fo NyHKTIiB 1, 2, 6
TEKCTY MapKyBaHHsI NePBUHHOT yNakoBKM
NiKapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | TUny - 3MiHK Woao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO /10 IHCTPYKLT 418 MeuyHOro
3aCTOCYBaHHS NikapCbkoro 3acoby y
po3gin "OcobnmnBoCTi 3acToCyBaHHA"
(oHOBNEHHS iHthopMalLii LWoao 6e3nekn
[0NOMIDKHMX peYOBUH). BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHK | TUny - 3MiHK Woao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO /10 IHCTPYKLT 418 MeuyHOro
3aCTOCYBaHHS NikapCbkoro 3acoby y
po3gin "MobiuHi peakuii" (OHOBNEHHSA
iHchopmalLii LLOA0 BaXK/IMBOCTI
NOBIAOMIEHHS NPO NiZO3pHOBaHiI MOGIYHI
peaxuii). BBegeHHs 3MiH NpoTArom 6-tu
MicsILiB NiCNs 3aTBEPLKEHHS

OHY
aueTo

15ry 1y6i; no 1
Ty6i B nayuj

"Papma
LeBTUYH

a thipma

"GapmaueBTnyHa

tipma "fapHnug”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTpob

3a
peyenmom

[LOMOMIDKHUX pe4OBMH. 3MiHA NapameTpis

UA/4936/01/01
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
Hig "NapHuy, cneuudikauin Ta/abo AoNycTUMUX MeX
MiKPOH a" AN LONOMDKHOT PEYOBUHW (BUYYEHHS 3i
i3oBaH cneungikaLii He3Ha4YHOro NoKasHMKa
nia (Hanpuknag 3acTapiforo nokasHuka))

BUJ/TYYEHHS NOKa3HMKa «Baxki meTanms» 3i
cneumdikuaii 4OMOMIKHOI PEHOBUHM
NPOoNINEHrNiKos Ha NigcTasi HagaHol
BVMPOGHMKOM OL{iHKU PU3NKY BMICTY
€/IEMEHTHUX AOMILOK (B T.4. KOHTPOJIb 3X
cepiii A®l) BignosigHo o Bumor ICH Q3D
Guideline for Elemental Impurities. 3minu |
TMny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiiNOBIAHOCTI E€Bponelicbkilt
hapmakonei/moHorpadii. 3miHW, NoB'sI3aHi
3 HeOOXiAHICTIO NpUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHWOi
HauioHas1bHOT hapmakonei gepxasun €C
(iHLWi 3MiHW) BHECEHO pefakLiliHi NpaBku
BiAMNOBIAHO A0 pekoMeHaaLili Ta
cTunicTUkM @Y. MNMokasHuk
«PO3uUnHHICTb»: iH(hopMaLito Wwoo
PO3YMHHOCTI NepeHeceHo [0 3araslbHUX
BN1ACTVNBOCTEN, TOMY LLO BifMoOBiAHO A0
Bumor AdY 1.4 «MoHorpadii» Ta €O
1.5.1.7 «Characters» Ta 3arasibHoi
MoHorpadii Ph.Eur.«Substances for
pharmaceutical use» gaHuii NoKasHUK Mae
peKkoMeHAauiHMA xapakTep. 3a
nokasHukamu «KonbopoBiCTb»
HOPMYBaHHS Ta METOAVKM KOHTPOJIHO
npvBeAeHO A0 BUMOT MOHOrpadii €
«Propylene glycol». Moka3Huk
«laeHTudikauis». HopmyBaHHs Ta MeTof,
KOHTPOJIIO NOKa3HMKa NpueeeHo [0
BUMOT MOHorpadii «Propylene glycol» €®,
i ochopmneHo BiANOBIAHO A0
pekoMeHAauin Ta cTuicTukm 4oY.
3anponoHoBaHoO 3a/IMWKUTK Y PO34ini
Nvie TecT nepuioi igeHTudikalii (meton
IY-cnekTpomeTpii). BHECEHO NOKAa3HUKM
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
«BigHoCHa ryctuHa», «lokasHuK
3a/TOMNEHHS» Ta «ETUNEHINiKob Ta
OieTuneHrnikosb». HopMyBaHHS Ta
METOAVKN KOHTPOJIIO NPUBELEHO A0 BUMOT
aKkTyasibHOI MoHorpadii «Propylene
glycol» €® i ohopmneHo BignNoBigHO A0
pekomeHAauiii Ta ctunictukm 4OY.
Moka3HWK «CynpoBifHi JOMILLKN»
BWJ/Ty4YEHO BiANOBIAHO A0 BUMOT
MoHorpadii €E® «Propylene glycol»..
3MiHu | TUny - 3MiHK 3 sIKoCTi. FoTOBWIA
niKkapcbkuii 3aci6. KOHTPOsib 4ONOMIXKHUX
peyvoBUH. 3MiHa NapameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MeX A1 JONOMIKHOT
pevoBUHM (iHLWi 3MiHWM) HOpMyBaHHS Ta
MeTOAVKY KOHTPOJIO NMOKa3HUKa
«MikpobionoriyHa yncToTa» Ha JONOMKHY
peyoBuMHyY MNpPONINEHr KoL NPUBEAEHO Y
BignoBigHICTb A0 BUMor €9, 2.6.12, 5.1.4..
CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
niKkapcbkuii 3aci6. KOHTPOsib 4ONOMIXKHUX
peyoBMH. 3MiHa y MeTofax BUMPOOYBaHHS
[OMNOMDKHOT pEYOBUHU (HE3HAYHI 3MIHN Y
3aTBEPKEHMX METOAaxX BUNPOOYBaHb)
101. | ®ONIEBA folic acid | kucno B03B Tabnetku no 1 MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiinHmx 3a UA/4380/01/01
KNC/IOTA Ta BO1 mr; no 50 "TexHon marepianis: 3miHu | Tmny - 3miHn Woao peyenmom
donie Tabnetoky or" 6e3nekn/edeKTMBHOCTI Ta
Ba KOHTeliHepi; no 1 thapmakoHarnagy (iHLwi 3MiHKn)
KOHTelHepy B OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBOK
nauuj; no 10 nikapcbkoro 3acoby, a came: BUTy4eHO
Tabnetok y ay6ntoody iHdhopMauito 3a3HadyeHy
6nicTepi; no 5 POCIiiCbKOI MOBOI; KOHKPETU30BaHO
6nicTepiB y iHchopmauito wopo norotuny B n. IHLWE.
nauui; BBefeHHs 3MiH NpoTArom 6 Micauis nicns
3aTBEPKEHHS.
102. | ®ONIEBA folic acid | kucno | BO3B Tabnetkn no 5 MpAT YkpaiHa | [pAT "TexHonor" | YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/4380/01/02
KNCNOTA Ta BO1 mr; no 50 "TexHon marepianis: 3MiHu | Tuny - 3MiHKM WoA0 peuenmom
conie Tabnetok y or" 6e3nekn/epeKTUBHOCTI Ta
Ba KOHTeliHepi; no 1

KOHTEliHepy B
nadui; no 10
TabneTok y

hapmakoHarnsagy (iHwi 3miHun)
OHOBEHHSI TEKCTY MapKyBaHHS ynakoBOK
NiKapcbKoro 3acoby, a came: BUIy4YeHo
ay6nt0K4y iHhopMaL,ilo 3a3HadYeHy
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
6nicTepi; no 5 POCIACbKO MOBOIO; KOHKPETN30BaHO
6nicTepis y iHcpopmadito wopao norotuny B n. IHWE.
nauui BBegeHHs1 3MiH NpoTArom 6 micsAuiB nicas
3aTBEPMKEHHS.
103. | POCDO- Sodium avHat | AOBA po3unH KaceH Icnanis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH 1O peecTpavLifiHnx 3a UA/9143/01/01
COAA phospha | pito D17 opanbHuit; no 45 | Pekopaa c.n. marepianis: TexHiyHa noMuka (3rigHo peyenmom
te hoc M1y ¢p1aKoHi; Ti, C.J. Haka3y MO3 Big 23.07.2015 Ne 460),
ar no 2 pnakoHn B BUMNPAaB/IEHHSA TEXHIYHOI MOMWU/IKM 3rifHO
[opek KapTOHHIi n.2.4. po3sginy VI Hakazy MO3 YkpaiHu Big,
arigpa KopooLi 26.08.2005p. Ne 426 (y pefakuii Hakasy
T MO3 Ykpainu Big 23.07.2015 p Ne 460),
HaTpi Aka byna gonyuieHa y cneumdikadii Ha
10 MOMEHT BUNYCKy Ta Yy TEKCTi MeTOAiB
avrigp KOHTPO/IO 38 MOKa3HWKOM
odhoc «MikpobionoriyHa uncrtota», a came: 6yno
hart [OMNYyLLEHO BiACYTHICTb OOUHULL BUMIPY
ourigp «KYO» npu 3a3HauyeHHi Yncnosmx NimiTis.
aT Cami YncnoBi 3HaUYeHHS KpuTepiiB

NPUAHATHOCTI (NiMiTK) 3a/MwarTbes
He3MiHHMMK. 3aTBepakeHo: MeToan
KOHTPOJIIO AKOCTI
9. Mikpo6ionoriyHa uncroTa.
BunpobysaHHA NpoBOAATb 3ri4HO 3 EBp.
dapwm., 5.1.4 (2.6.12/2.6.13), 3arasibHa
KINbKICTb XUTTE3AATHUX MIKPOOPraHi3MiB -
He 6inbLe 10%/mn
[pixmpKoBi Ta NaicHABI rpubm - He Ginblie
10%mn
E. coli - BiacyTHi B 1 MA1.
3anponoHoBaHo: MeToAun KOHTPO/IIO
AKOCTI
9. Mikpo6ionoriyHa uncroTa.
BunpobysaHHs NpoBOAATh 3rifHO 3 €Bp.
®apwm., 5.1.4 (2.6.12/2.6.13), 3arasibHa
KINIbKICTb XMTTE3AATHUX MIKPOOPraHi3mis -
He GinbLwe 10% KYO/mn
LpixmKoBi Ta NnicHABI rpubm - He Ginblue
10 KYO/mn
E. coli - BiacyTHi B 1 mMA1.
3a3HauyeHe BMNpaB/IeHHs BiAMoBiAae
3arasibHONPUIHATAM BUMOraM LoA0
HOPMYBaHHS 4151 NOKa3HMKa
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
«MikpobionoriyHa yncrtoTa» BignoBigHO A0
npoBigHMX hapmakoneii ceity €®, 5.1.4.,
2.6.12; USP <61>, BP Appendix XVI D.
104. | POCPO- Sodium onHat | AOBA po34nH KaceH IcnaHis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/9143/01/01
COAA phospha | pito D17 opasibHuit; no 45 | Pekopaa marepianis: TexHiyHa noMuka (3rigHo peyenmom
te docd My chakoHi; Ti, C.J1. Haka3y MO3 Big 23.07.2015 Ne 460),
e no 2 oNakoHu B BUMPaB/IEHHS TEXHIYHOT NOMWUKM 3rifHO
nofek KapTOHHii n.2.4. po3giny VI Hakazy MO3 YkpaiHu Big,
arigpa Kopoo6ui 26.08.2005p. Ne 426 (y pegakuii Hakasy
T; MO3 Ykpainu Big 23.07.2015 p Ne 460),
HaTpi Aka byna fonylieHa y TekCTi MeTofiB
10 KOHTpot0 MKA /13 3a noka3HUKOM
ourigp «KinbkicHe BU3Ha4eHHs. HaTtpito
ochoc ourigpodpocchat gurigpat» Ta «KinbkicHe
hat BM3HauYeHHs. [mHaTpito dhocchat
ourigp pofekarigpar» y 3B'A3Ky i3
ar HeBIANOBIAHICTIO NiMITIB, AKi 3a3HaYeHi B

Cneuudpikauii /13 Ha MOMEHT BMMYCKy Ta
NpPOTAroM TepMiHy NpuAaTHOCTI Ta B
KifIbKiCHOMY cki1afi NikapcbKoro 3acooby.
3arBepaKeHo:

6. KiflbKicHe BU3Ha4YeHHs.

BwmicT guHartpito dpocchat gogekarigpar
(NaHPO,-12H,0) mae 6yTu Big 515 go
569 mr B 1 mininitpi npenapary.
BwmicT HaTpito gurigpodoccbar aurigpat
(Na:HPO,-2H.0) mae 6yTu Big 228 Mr g0
252 mr B 1 mininitpi npenapary.
3anponoHoBaHo:

6. KinbkicHe BU3HaYeHHSI.

BwmicT guHatpito dpocdat gogekarigpar
(NazHPO,-12H,0) mae 6yTu Bif 228 Mr o
252 mr B 1 mininiTpi npenapary.
BwmicT HaTpito aurigpodocdpat aurigpat
(Na,HPO4-2H,0) mae 6yTu Big 515 no 569
Mr B 1 mininiTpi npenapary.
3a3HauyeHe BMNpaB/IeHHS BiAMoBIAaE
marepianam peecTpauiiHoro Jocke
(po3ain Cneuundpikauis MKA /13, po3gin
«Cknag» MKA N13, peectpauiiiHe
nocBifYeHHs (SKiCHUIA Ta KinbkicHUiA cknag,
NiKapcbKoro 3acoby).
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
105. | XYMIPA® adalimu agani LO4AB | po3uuH ans EG6O6BI LLBelina BMPOGHMLTBO Himeuun BHECEHHS 3MiH 0 peecTpaLintHmx 3a He UA/16818/01/02
mab Mymab | 04 iH'ekuil, 40 Biothap pist nikapcbkoro Ha marepianis: 3miHu | Tuny - 3MiHn Woao peyenmom | niosse
mr/0,4 mn; no MacbHoTi 3acoby, nepBunHHe 6e3nekn/ePeKTNBHOCTI Ta ae
0,4 Mn po34nNHY Kans nakyBaHHs thapmakoHarnagy (iHwi 3MiHn) 3MiHn
y nonepefHbL0 6X nonepeaHL0 BHECEHO /10 IHCTPYKLT 418 MenyHOro
HanoBHEHOMY HanoBHEHNX 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
0HOZ1030BOMY wnpwuis bulk, po3giny "Oco6nBOCTi 3aCTOCYBaHHS".
wnpuui; no 1 TeCcTyBaHHS BBefieHHs1 3MiH npoTArom 6 micsuis nicns
LUNPpULY pasom 3 (cTepunbHicTb Ta 3aTBEPKEHHS.
1 cepBeTKOIO, 6akTepiasibHi
npocskHyToto 70 €HI0TOKCUHW):

%
i3onponinosum
cnupTom (B
namiHoBaHOMy
nosieTnseHom
nanepi), BMiLLieHi
Y KOHTYpHY
YapyHKoBY
ynakoBKy; no 2
wnpuuym (y
KOHTYPHIl
YapyHKOBIlA
ynakoBui 3 1
CepBeTKOoIo
KOXeEH) y
KapTOHHI
KopooLi

BetTtep ®apma-
®epTiryHr FM6X i
Ko. KT,
HimeyuunHa;
BTOPVHHE
nakyBaHHs
nonepesHL0
HanoBHEHUX
wnpuuis bulk,
TeCTyBaHHs
(cTepunbHicTb Ta
6akTepiasibHi
€HOO0TOKCUHN):
BeTTep ®apma-
PepTiryHr FM6X i
Ko. KT,
HimeuuunHa;
TecTyBaHHA (nMpu
BUNYCKY cepii,
TecTyBaHHA nig
yac BUnpobysaHb
CTabifIbHOCTI):
E66BI [oiuneHg,
v6X i Ko. KT,
HimeyuunHa;
BMPOGHMLTBO
niKkapcbKoro
3acoby, nepBunHHe
nakyBaHHS
nonepegHL0
HarnoBHEHNX
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
wnpwuis bulk,
TeCTyBaHHs
(Bi3yanibHUiA
KOHTPO/Ib SKOCTI,
TecTyBaHHS npu
BUNYCKy cepii,
TecTyBaHHA nig
yac BMNpobyBaHb
CTabifIbHOCTI:
E66BI
BioTekHonomxi
NTA, CWA;
BTOPVHHE
nakysaHHs: E66BI
C.p.n., Itanis;
BMNYCK cepil:
E66BI
BioTekHonoaxi
rm6X, HimewunHa
106. | XYMIPA® adalimu | apani LO4AB | po3uuH gns E66BI Lseliua BMPOGHMLTBO Himeuun BHECEHHS 3MiH 1O peecTpaLifiHnx 3a He UA/16818/01/01
mab Mymab | 04 iH'ekuin, 20 Biodhap pis nikapcbkoro Ha marepianis: 3miHu | TMny - 3MiHW Woa0 peyenmom | nidnse
mr/0,2 mn; no MacbHoTi 3acoby, nepBuHHe 6e3nekun/edeKTBHOCTI Ta ae
0,2 Mn1 po34nNHY Kan3 nakyBaHHs thapmakoHarnagy (iHwi 3MiHu1) 3MiHu
y nonepefHL0 m6X nonepeHL0 BHECEHO [0 IHCTPYKLT 415 MeAn4YHOro
HanoBHEHOMY HanoBHEHNX 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
04HO030BOMY wnpwuis bulk, po3giny "OcobnmnBocCTi 3aCcTOoCyBaHHA".
wnpuui, no 1 TecTyBaHHS BBefeHHs 3mMiH npoTarom 6 micauis nicns
LUMpULY pa3om 3 (cTepunbHICTb Ta 3aTBEPMKEHHS.
1 cepBeTKoOI0, 6akTepiasibHi
npocsikHyToto 70 €HA0TOKCUHMN):

%

BeTTep ®apma-

i3onponinosum PepTiryHr FM6X i
cnupTom (B Ko. KT,
namiHoBaHoOMy HimeuuunHa;
nosieTnaeHom BTOPWHHE
nanepi), nakyBaHHs
BMIiLLYIOTb Y nonepesHLO
KOHTYpPHY HanoBHEHUX
YapyHKOBY wnpuuis bulk,
ynakoBky; no 2 TecTyBaHHs
wnpuum (y (cTepunbHicTL Ta
KOHTYpHilA bakTepiasibHi
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Ne

Hassa

Hassa

Koo

MixHap ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
YapyHKOBIl €HOO0TOKCUHN):
ynakosui 3 1 Bettep ®apma-
CepBeTKOoI DdepTiryHr TM6X i
KOXEH) y Ko. KT,
KapTOHHIl HimeuuunHa;
Kopo6ui TecTyBaHHs (Npu
BUNYCKY cepii,
TecTyBaHHS nig,
yac BunpobyBaHb
cTabinbHoCTI):
E66Bi [oliunens,
M6X i Ko. KT,
HimeuuunHa,;
TeCTyBaHHs
(TecTyBaHHs Npu
BUNYCKY cepii,
TecTyBaHHS nig,
yac BunpobyBaHb
cTabinbHoCTI):
E66BI
BioTekHonoaxi
NTA, CWA;
BUMYCK Cepii:
E66BI
BioTekHonogi
'mM6X, HimeuynHa
107. | LE®A30/NIH cefazolin | uechas | JO1DB | nopoLuok ans MpuBaTH | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/15387/01/01
oniH (y | 04 pO34nHy ans e akuioHepHe marepianis: 3MiHu | Tuny - 3MiHKX WoA0 peuyenmom
BUMA iH'ekuiimo 1,0 r akujioHe TOBapuncTBO 6e3nekn/edeKTMBHOCTI Ta
bt} 1 a6o 5, abo 50 pHe «Jlekxim-XapkiB», hapmakoHarnsagy (iHwi 3miHn) -
uedas oNakoHIB 3 TOBapwuc YkpaiHa OHOBNEHO TEKCT MapKyBaHHS NepBUHHOT
OniHy NMOPOLLKOM Y TBO (nakyBaHHs i3 Ta BTOPVHHOI YNaKoBKW /liKapCbKOro
HaTpi nauui 3 KapToHy; | «Jlekxim- dhopmum in bulk 3acoby, a came: BUTy4eHO iHdhopmaLiiio,
10) nola6o5 XapkiB» hipMmn-BUPOGHYMKa 3a3HayeHy pociiiCbKolo MOBOIO, BHECEHO
h1aKkoHiIB 3 Ksiny 3MiHV Y TEKCT MapKyBaHHS NepBUHHOT (.
MOPOLLKOM Y dapmaveyTikan 1, 2, 6) Ta BTOpPWHHOI (M. 2, 4, 11, 17)

6nicTepi; no 1
6nictepy B nauui

Ko., NiTa., Kutaid);
TOB «Jlekxim-

YNaKkoBKK, a Takox 3p061eHO He3HAUHI
pepakuiiiHi npaBkn. BBeaeHHA 3MiH

3 KapToHy; 1 O6yxiB», NpoOTArom 6-T1 MicALiB micns
hnakoH 3 YkpaiHa 3aTBEPAXEHHA
nopowkom ta 1 (nakyBaHHS i3

amnyna 3 doopmu in bulk
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
PO3YUMHHUKOM hipMmn-BMPOGHYMKa
(Boga ans Ksiny
iH’ekujn no 10 dapmaveyTikas
M/1 B amnyni) B Ko., NITa., Kntait)
6nictepi; no 1
6nicTepy B nauui
3 KapTOHY
108. | LMUMAYNOKC | duloxeti aynok | NO6A TabneTkun TOB YkpaiHa BMPOGHMLTBO Monbwa BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/21209/01/01
® ne CeTUH X21 racTpopesncTeH «30PAB "TpaHynAaTy": MarepiasiB: yTOYHEHHS HanncaHHA peyenmom
y THi, no 30 mr; no O» Apamep dapma nikapcbKoi chopmu Ta Ha3BM OfHOr 3
rigpox 7 TabneTok y C.A,, Monblua; BUPOGHUKIB y Haka3i MO3 Ykpainu Ne
nopug 6nicTepi, no 4 BMPOGHMLTBO 386 Big 23.03.2026 B npoveci peecTpauii
6nictepu B "rpaHynarty”, Y 3B'A3KY 3 NPOBEEHHAM npoueaypun
KapTOHHI navui roToBOro "BUNpPaBIEHHSA TEXHIYHOI NOMUIIKA B
nikapcbkoro peecTpaujiiiHomy nocsigyeHH". Pegakuis B
3acoby, nepBrHHe Hakasi - TabneTkn racTope3ncTeHTHi, No
Ta BTOPUHHE 30 mr; BUPOBGHMLTBO "rpaHynaTy”,
nakyBaHHS, roTOBOrO NiKapCbKOro 3acoby, NnepBrHHe
KOHTPO/Ib SIKOCTI Ta BTOPVHHE NakyBaHHS, KOHTPO b SKOCTI
Ta BUNycK cepii: Ta Bunyck cepii: Agameg ®apm C.A.,
Apavep dapma Monblwa. BipHa pegakuis - Tabnetkn
C.A,, MonbLa racTpopesncTeHTHi, no 30 mr;
BMPOOHULITBO "rpaHynsTy", roToBOro
nikapcbkoro 3acoby, nepBuHHe Ta
BTOPWHHE MakKyBaHHSA, KOHTPO b AKOCTi Ta
BUNYycK cepii: Agames ®apma C.A.,
MonbLa
109. | ULUMAYNOKC | duloxeti nynok | NOBA TabneTtku TOB YkpaiHa BUPOBHULTBO MonbLia BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/21209/01/02
® ne CeTUH X21 ractpopesuncteH | «3[PAB "rpaHynarty"™: mMartepiasis: YTOYHEHHS HanucaHHA peyenmom
y THi, no 60 mr; no O» Apamveq ®apma nikapcbKoi chopMu Ta Ha3BM OFHOT 3
rigpox 7 TabneTok y C.A, Monblua; BUPOGHUKIB y Haka3i MO3 YkpaiHu Ne
nopwug, 6nicTepi, no 4 BMPOGHMLTBO 386 Big 23.03.2026 B npoveci peecTpadii
6nictepu B "rTpaHynarty"”, y 3B'A3KY 3 NPOBEAEHHAM npoueaypun
KapTOHHII nayi roToBOro "BMNPaBNEHHS TEXHIYHOT NOMUNKM B

nikapcbKoro
3acoby, NnepBuHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
Ta BMNycK cepi:
Apameq ®apma
C.A,, MonbLla

peecTpaujiiHomy noceigyeHHi". Pepakuisi B
Hakasi - TabfieTkn racTopes3nCcTeHTHI, Mo
60 Mr; BUPOOHMLTBO "rpaHynaTy”,
roTOBOrO JliKapCbKOro 3acoby, NnepBNHHE
Ta BTOPVHHE NaKyBaHHS, KOHTPO/Ib SKOCTI
Ta Bunyck cepii: Agameg ®apm C.A.,
MonbLia. BipHa pegakuis - TabneTtkm
racTpopesnCTeHTHi, No 60 wmr;
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n NliKapcbKo20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
BMPOGHULITBO "rpaHynaTy", roTOBOro
nikapcbKoro 3acoby, nepsuHHe Ta
BTOPWHHE NMakKyBaHHSA, KOHTPO/1b AKOCTi Ta
Bunyck cepii: Agameg ®apma C.A.,
MNonbLya
110. | ULUWTOLEPT meldoni | 3- CO1E po34nH Ans ToBapuc | YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHx 3a He UA/18404/01/01
um (2,2,2- | B22 iH'ekuiin, 100 TBO 3 nepBrHHE Ta mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peuenmom | niosse
Tpume mr/Mn no 5 mn B obmexe BTOPUHHE [OTOBWIA nikapcbkuii 3aci6. 3MiHN y ae
Mg, amnyni, no 5 HOHO nakyBaHHs, BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
pasuHi amnyny BiANoBIA, KOHTpO/b Ta CTOCYTbCA BUMYCKY Cepii Ta KOHTPO/0
i) 6nictepi, no 2 anbHiCT BMNYCK cepil: SIKOCTi rOTOBOrO MikapcbKoro 3acoby
npomnio 6nictepu B 10 MpuBaTHe (3amiHa abo gofaBaHHS BUPOGHMKA, LLO
Haty nauui "PAPMA akuioHepHe BiANOBIAAE 3a BBE3EHHSA Ta/abo BMMYCK
avrigp XENC" TOBapUCTBO cepii) - He Bkntoyaroun
aT "lekxim - Xapkis", KOHTPO/b/BMNPOGYBaHHSA cepii -
YKpaiHa, [opnaBaHHsA BUpo6HMKa ToBapuCTBO 3
BUMYCK cepii, He 06MEeXeHOI0 BigNnoBifaIbHICTIO
BKJ/THOYAOUN «®APMAXE/IC», YKpaiHa B SKOCTi
KOHTPO/Ib Cepil: [04aTKOBOI BUPOGHMYOT AiNbHULI, L0
ToBapuncTBo 3 3[i/iCHIOE BUMYCK CEPpil, He BKOYatoUn
obmexeHo KOHTPO/Ib cepii. 3MiHM BHECEHO B PO34i/n
BiANoBiAA/IbHICTIO "Brpo6HMK" Ta "MicLie3HaxX0opKeHHS
«®APMAXE/NC», BMPOGHMKA Ta agpeca Micua
YkpaiHa NPOBaXEHHS NOr0 AisIbHOCTI" B
IHCTPYKLUi0 AN51 MeANYHOTO 3aCTOCYBaHHS
y 3B'A3KY 3 BBEJEHHAM [0AAaTKOBOro
BMPOGHMKA Ta K HAC/IJOK - Y TeKCT
MapKyBaHHS YNakoBK/ NikapcbKoro
3acoby. BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS.
111. | UMUHY - uMuHy | AO5A KBITKM N0 25 1 MpAT YkpaiHa MpAT "NiktpaBn" YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 UA/8896/01/01
MILLAHOIO niwan | X abono50ry "NikTpas marepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI. peyenma
KBITKWN oro naukax 3 n" [OTOBMIA Nikapcbkuii 3aci6. 3miHn y
KBITKM BHYTPILLHIM BMPOOHULTBI. 3MiHW Y npoLeci
nakeTom BMPOGHULTBA FOTOBOrO NiKapCbKoro

3aco0y, BK/II0YAKUM NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
rOTOBOrO JliKapCbKOro 3acoby (He3HayHa
3MiHa y npoueci BUpobHuuTBa) - MNepernsag
nocnifoBHOCTI cTagiii Ha eTani TM 3,
cTagia "BUroToBMEHHS pi3aHO-NpecoBaHol
CUPOBUWHW, NOAPIGHEHHS" CTaE
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Ne Hassa MixHap | Ha3sa Koo ®opma 3asBHU KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKO20 O0Ha diroyo ATX BUMYCKY K 3asi8HU BUPOGH BiOnycKy MyBaH | peecmpayiliHo
3acoby Hename T (nikapcbka Ka uka HA** 20
HmMoBaH | pe4yos c¢hopma, nocsioYyeHHs
a UHU ynakoska)
Hassa*
onuioHanbHow. Ctagis "BucylwyBaHHA" Ha
etani [1P-2 cTae onuioHaNbHOM.
* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosiozii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)
**y pasi BHECEHHS 3MiH 00 IHCMPYKUIT Npo MeduyHe 3acmocyBaHHSsI

HauanbHUK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO
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ITEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIIIl ABO Y
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

Joparok 4

7o Haka3y MiHicTepcTBa 0X0poHH

3A0pPOB’SA Ykpainu «IIpo JiepXKaBHY
peecTpaniio (mepepeecTpanii) JTiKapCbKUX
3acobiB (MeguuHMX iMyHoGioToriuHNX
npenapariB) Ta  BHeCeHHA  3MiH

peecTpaniiHuX MaTepiatiB»

Bix 05 nucronana 2026 poky Ne 1745

dapmaneBTUYHOIr0 yNpaB/IiHHSA

Ne Ha3ssa snikapcbko20 dopma sunycky 3asaBHuUK Kpaina Bupo6HUK KpaiHa rMiocmasa lMpoyedypa
n/n 3acoby
1. ALUWMKNOBIP 200 Tabnetku no 200 mr, CTAOA HimeuunHa CTALOA HimeuunHa 3acigaHHa HTP BigmoBUTM Yy 3aTBeppKeHHi - TexHiyHa nomuaka (3rigHo
CTALAQ®, no 25 TabneTtok y ApuHaiimiTTens ApuHalimiTTenb Ne 41 Big, Hakasy MO3 Big 23.07.2015 Ne 460). BunpaBieHHA TEXHIYHUX
ALUWMKNOBIP 400 6nictepi; no 4 Al Al 15.10.2026 NMOMMW/IOK AoNyLeHnx npu npoueaypi nepepeectpauii N3 y
CTALA®, 6nicTepV y KapTOHHIl 2014 p. y posgini Cneuudpikauis Ha BUMYCK Ta TepMiH
ALUMKNOBIP 800 Kopobui; no 5 npuaatHocTi gns BCix go3yeaHb (200 mr, 400 wmr, 800 mr) 3a
CTALA® TabneTok y 6nictepi; NMOKA3HNKOM SIKOCTi «PO3UYMHEHHS», NOB'A3aHNX 3 HEKOPEKTHUM
no 5 6nictepis y nepeknafoM nNpu MepeHeceHHi iHopmalii 3 OpuriHasIbHUX
KapTOHHI KOpooLyj; maTepianiB peecTpauiiHoro [AoCbe. BunpaBneHHs TEeXHi4YHOT
Tabnetku no 400 wmr, NoOMUAKK, 3rigHo n.2.4 po3giny VI Hakazy MO3 YkpaiHu Bif
no 5 TabneTtok y 26.08.2005p. Ne 426 (y pepakuii Hakasy MO3 YkpaiHu Bif
6nicTepi; no 5 abo 7 23.07.2015 p Ne 460) mae BMK/IYHO TEXHIYHWI XapakTep Ta
6nicTepiB y KapTOHHIi cnpsiMoBaHe Ha nNpuBEAEHHA O OpPMIEHHA [AOKYMeHTa Yy
Kopob6Li; TabneTku no BIANOBIAHICTL [0 apxiBHUX Mmatepianis. TexHiyHa nomuika He
800 mr, no 5 TabneTok pEeKOMeHOBaHa [0 3aTBEPOXKEHHS Yy 3B'SI3KY 3  HEBipHUM
y 6nicTepi; no 7 3a3HavyeHHaM iHdopmauii y npoektax 3MiH o MKA, a came
6nicTepiB y KApPTOHHIi 3aMiCTb BIpHOrO 3a3HayeHHs «Cneuudikauisa nig 4yac TepMmiHy
Kopoo6ui NPUAATHOCTI» 3a3HayeHo «Cneyundikalis Ha MOMEHT BUMYCKY
nikapcbKoro 3acoby»
HauanbHuK

Onexkcanap I'PINEHKO
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