MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

12 ciung 2026 poky Ne 34

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

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 3,
26, 30, 49 Ilopsiaky mepskaBHOI peectpariii (repepeecTpariii) iKapCcbKuX 3aco0iB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pemakiii moctaHoBu Kabinety MiHicTpiB Ykpaiau Big 26 kBitHs 2024
poky Ne 529), ab3aily ABafusaTh I’ATOro MiANyHKTY 12 nyHKTY 4 [TosioykeHHS TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>KaBHUM e€KCIepTHUU LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpatiii (repepeectpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHiX MarepiasiB, II[0
Hajivnm o MiHicTepcTBa OXOpPOHU 3[0pOB’ST YKpaiHW JIUCTOM [IepP>KaBHOTO
nignpueMcTBa «/lep)kaBHUM eKCrepTHUM LieHTp MiHicTepcTBa OXOPOHU 37[0pPOB’ S
Yxpainn» Bif 31 rpygHsa 2025 poky Ne 3741/5.2-25,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTu) Ta
BHECTH ZI0 Jlep>kKaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rifHO 3 JogaTkoM 1.



2. ITepepeecTpyBatu JiKapchKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIperapaTy)
Ta BHECTH 710 [Iep>KaBHOT'0 peeCTpPy JiKapChKHUX 3ac00iB 3TiJHO 3 ZI0/JaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobiosioriuni npernapaTty) Ta o [JepKaBHOTO peecTpy JiKapChKUX 3aco0iB 3riiHO
3 I0/IaTKOM 3.

4. ®apmarieBTHUHOMY Yyrpas/iHHIO (OmnekcaHpy ['pilieHKy) 3abe3mneunTd
OTIPWIIO/IHEHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

3[10pOB’Sl YKpaiHU.

5. KOHTpO/Ib 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Enema ApamaHoBa.

MiHnicTp BikTop JIAILIIKO



3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCHA 1O AEP)KABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 12 ciyHA 2026 poky Ne 34

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsio4YeHHs1
1. | KNAAPUBIH- | Tabnetku no 10 wmr; Mictpan AHrnis AiNbHMUSA, WO Himeuunna/ peecTpauist Ha 5 pokis 3a He UA/20944/01/01
BICTA no 1 tabnetui B Kenitan Bignosigae 3a Bonrapis peyenmom niosnsieae
6nictepi, no 1 MeHeKMeHT BUPOGHULTBO, Pestome nnaHy ynpasniHHA pyu3nkamm
6nictepy B Nimiten nepBuHHE Ta Bepcis 0.1 gogaetbes. MNepiognuHicTb
KapTOHHIA Kopoo6Li BTOPWHHE NaKyBaHHS, NoAAaHHSA perynsipHO OHOBJIIOBAHOTO 3BITY 3
KOHTPO/1b SIKOCTI, 6e3neku, BiANoBiAHO Ao Mopsaky
BUMYCK Cepii: 3fificHeHHs chapmakoHarnsagy,
XaynTt ®apma Amaper 3aTBEepXEHOro Hakazom MiHicTepcTBa
Mv6X, HimeuyunHa,; OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
OinbHUUS, WO 2006 poky Ne 898, 3apeecTpoBaHoro B
Bignosigae 3a MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
nepBuHHE Ta poky 3a Ne 73/13340 (y pefakuii Hakazy
BTOPVHHE NaKyBaHHSA: MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
Oxi | 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
dapmacbloTikanc, 3riHO 3i CTPOKaMu, 3a3HaYeHnuMn y
Ntp, Bonrapis nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
2. | NANNIBOUUKN | TabneTku, BKpUTI Mictpan AHrnis BUPOGHMLTBO, IcnaHis peecTpadist Ha 5 pokis 3a He UA/21110/01/01
IB-BICTA NiBKOBOO Kenitan nepBUHHe, BTOPUHHE peyenmom nionsi2ae
060/10HKOI0, N0 75 MeHegKMeHT nakyBaHHS, KOHTPO/Tb MepiognyHICTb NOAAHHA PerynspHo
Mr; o 7 TabneTok B Nimiten SAKOCTI, BUMYCK cepi: OHOB/IOBAHOIO 3BiTY 3 6e3neku, BigNOBILHO

6nictepi, no 3
6nictepu B
KapTOHHIl KopooLi

CiHTOH Xicnanis, C.J/1.

0o MNopsaky 34iicHeHHA hapmakoHarnsgy,
3aTBepKeHoro Hakasom MiHicTepcTsa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMN y
nepiogMyYHOCTi MoAaHHSA perynsipHuX 3BiTiB 3
6e3nekn. Pestome nnaHy ynpas/iHHA
pu3nkamu Bepcis 0.1 goaaeTbes.




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3. | NANBOUUKN | TabneTtku, BKpUTI Mictpan AHrnis BVMPOGHMLTBO, Icnanis peecTpauisi Ha 5 pokis 3a He UA/21110/01/02
IB-BICTA nNiBKOBOIO Kenitan nepBUHHE, BTOPUHHE peuyenmom niossieae
06010HKOt0, N0 100 MeHeKMeHT nakyBaHHs1, KOHTPO/1b MepioanyHICTb NOAaHHSA PerynsipHo
Mr; no 7 TabneTok B Nimiten SKOCTI, BUNYCK cepil: OHOBJ/THOBAHOrO 3BITYy 3 6e3neku, BigNOBIAHO
6nictepi, no 3 CiHTOH XicnaHis, C.J1. [0 MNopsaky 3aiiicHeHHst hapMakoHarsay,
6nictepu B 3aTBEpPKEHOro Hakasom MiHicTepcTea
KapTOHHI KopoobLi OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3nekn. Pestome nnaHy ynpasniHHA
pv3nkamu Bepcia 0.1 goAaeTbes.
4. | NANNBOUUKN | TabneTku, BKPUTI MicTpan AHrnis BUPOGHULTBO, IcnaHis peecTpadist Ha 5 pokis 3a He UA/21110/01/03
IB-BICTA NiBKOBOO Kenitan nepBUHHE, BTOPUHHE peyenmom nionsi2ae
060510HKO0, Mo 125 MeHeKMeHT nakyBaHHS!, KOHTPO/Tb MepiognyHICTb NOAAHHA PerynsipHo
Mr; o 7 TabneTok B Nimiten SAKOCTI, BUMYCK cepil: OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBIgHO
6nicTepi, no 3 CiHTOH Xicnanis, C.J1. [0 MopsAgaky 3aincHeHHs dapmakoHarnsgy,
6nictepy B 3aTBEepXEHOro Hakasom MiHicTepcTBa
KapTOHHIlA KOpooLi OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3nekn. Pestome nnaHy ynpasniHHA
pu3nkamu Bepcis 0.1 goaaeTbes.
B.o. HayanbHMKA
®apmMaleBTUUYHOI0 YIIpaB/IiIHHA JIrogmuiia APKO




ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 12 ciuns 2026 poky Ne 34

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoskKa) nocsioYyeHHs1
1. | AKICTAH Kpanni o4Hi, po3uvH, | Papmacenekt ABCTpis BMPOGHMLITBO ITanis/ MepepeecTpauis Ha HeobMexeHui 3a He UA/18606/01/01
aAyo no 2,5 mn 'y conakoHi IHTEpHEeLLHN rOTOBOrO NPOAYKTY, ABcTpis TEPMiH. peyenmom nionsizae
3 KpanesibHuLer Ta BeteniraHrs nakyBaHHs, OHoBNeHO iHhopmaLito B po3aini "Mo6ivuHi
KpuLwkoto, no 1 abo M6X KOHTPO/b AKOCTI: peakuii" IHCTPYKUiT AN MeguyHoro
3, abo 6 dhnakoHiB B BpycweTTini C.P.J1., 3acTOCyBaHHSA NikapcbKoro 3acoby Lwoao
KapTOHHIlA KOpooLi ITanis; BaX/IMBOCTI 3BITYBaHHS NPO NOBIYHI
peakuji.
BUPOGHMYA Pestome nnaHy ynpasniHHS pusnkamu
OinbHUUA 3i Bepcia 2.0 fofaeTbes.
cTepunisauii MepiognyHiCTb NOAAHHA PerynsipHo
nepBUHHOT OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
yNaKoBKU: BiANOBIAHO A0 MopsAaKy 34iACHEHHS
CrepigxeHikc Itanisa thapmakoHarnagy, 3aTBepKeHoro
C.N.A., ITanis; Haka3om MiHicTepcTBa OXOPOHW 340P0B’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
BMPOBGHUK, KNI 3apeecTpoBaHoro B MiHicTepcTsi locTuLji
Bignosigae 3a Ykpainu 29 ciuHs 2007 poky 3a Ne
BUNYCK cepil: 73/13340 (y pegakuii Hakasy MiHicTepcTBa
dapmacenekr OXOPOHU 340POB's YKpaiHu Bif, 26 BepecHs
IHTepHeLwH 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
Beteniranra Mmé6X, CTpOKamu, 3a3Ha4eHUMU y NepioanYHOCTI
AscTpis NOAAaHHA PerynsipHyX 3BiTiB 3 6e3neku.
2. | BPOHXO- kancynu no 3,5 wr, OM dapma LLIBeiiuapis OM dapma CA LLiBeiiuapis MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH 3a He UA/18520/01/01
BAKCOM no 10 kancyny CA OHOB/EHO iHhopMaLito y posginax peuyenmom nionsieae
aitn 6nicTepi; no 1 abo "®apmakonoriyHi BnactmsocTi” Ta “MNo6ivHi
no 3 6nictepu B peaxuii” IHCTpYKLUii 418 MeguyHoro
KapTOHHI KopoobLi 3aCTOCyBaHHSA NikapcbKoro 3acoby
BiANOBIAHO 40 OHOBMEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHs NiKkapCbKoro
3acoby.
Pestome nnaHy ynpaBniHHS pusnkamu




Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

Bepcis 2.0 goaaeTbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.

3a

He

UA/18521/01/01

BPOHXO-
BAKCOM
AopPocChl

Kancynm no 7 mr; no
10 kancyny
6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIA Kopoo6Li

OM dapma

LLisefuapis

OM dapma CA

LLsenuapis

nepepeecTpavisi Ha HEOBMEeXEeHUI TepPMiH
OHOB/EHo iHhopMaLito y po3ginax

"apmakonorivyHi BnactmsocTi" Ta "lMo6iuHi
peakuii" IHCTPYKUiT AN MeguyHoro
3aCTOCYBaHHS /ikapcbKoro 3acoby

BiANOBIAHO 40 OHOBNEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHS J1ikapCbKOro
3acoby.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 2.0 AoaaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
nofaHHsA perynsipHunX 3BiTiB 3 6e3Mneku.

peyernmom

3a

nionsieae

He

UA/18350/01/01

KE®IMIM

NOPOLLIOK A”A
PO34nNHYy A5 iH'eKUI
no 1000 wmr, no 1

donakoHy y
KapTOHHI ynakosL,i

CeHc
Nab6opaTtopic
Mner. 114,

IHais

CeHc JlabopaTtopic
Met. /IT4.

IHAis

nepepeecTpauisi Ha HeobMexeHuit TepMiH
OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y posginax
"papmakoTepanesTuyHa rpyna. Kog ATX"
(wopo Has3sm 6e3 3miHM kogy ATX),
"PapmMakonoriyHi BnactusocTi”,
"B3aemogis 3 iHWKMW fiKkapCbKumu
3aco6amu Ta iHLWi BUan B3aemMogiin”,
"Oco6/11MBOCTI 3aCTOCYBaHHSA",

"3acTocyBaHHsA y nepiog BariTHocTi abo

peyenmom

nionsieae




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
rogyBaHHsA rpyaar”, "34atHicTe BNvBaTtm
Ha WBNAKICTb peakLil Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU
MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
posu", "Aitn", "Mo6iyHi peakuii” BiaNoBIigHO
00 iHdopmaLii pedhepeHTHOro nikapcbkoro
3acoby (MAXIPIME, powder for solution
for injection, 1000 mg ), a TakoxX y po3gaini
"Mo6iuHi peakwyji" LWOA0 BAXNNBOCTI
3BiTyBaHHA NPO MOGIYHI peakw;i.
Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 2.1 gogaeTbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.
5. | KWCEHb pignHa (cybcTaHuis) NMPNBATHE YKpaiHa NMPNBATHE Ykpaina nepepeecTpaisi Ha HEOBMEeXEeHUI TepPMiH - He UA/18747/01/01
MEAWNYHUI B CTaljioHapHKX AKLIOHEPHE AKLIOHEPHE nionsieae
PIAKWNIA KpioreHHuUx TOBAPUCTB TOBAPUCTBO
EMHOCTSAX ONA O "A30T" "A30T"
BUrOTOB/IEHHS
rasonogi6Hunx
nikapcbknx gopm
6. | MEPBAIoprP PO34MH ON1 iH e, MpusaTHe Ykpaina MpuBaTHe YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH 3a He UA/18870/01/01
50 mr/mn no 2 mn B akuioHepHe akuioHepHe OHoB/eHO iHhopMaLito B IHCTpYKLii Ans peuyenmom nionsieae
amnyni; no 5 amnyn TOBapUCTBO TOBapUCTBO MeLMYHOro 3aCTOCYBaHHS MiKapCbKOro
y 6nicTepi; no 2 "Jlekxim- "JlekxiMm-Xapki" 3acoby y po3ginax "Cknag” (gitouy
6nictepu B nauuj Xapkis" pPEYOBUHY NPONMCAHO YKPaTiHCLKO

MOBOH), "®apmakosoriyHi BiactusocTi”
(yTouHeHHs iHdhopMmadii), "Moka3aHHa"
(4ONOBHEHHS iHdOpMaLiT),
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbk1MK 3acobamu Ta iHLWi B1uam
B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” (YTOYHEHHs
iHbopmawii), "3aaTHicTb BNAMBaTU Ha
LWUBMAKICTb peakLii Npy KepyBaHHi




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

aBTOTpaHCNOPTOM abo iHLWUMK
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs iHdopmadi), "Aitn"
(yTOouHeHHs iHchopmawii) BignoBigHO Ao
iHdhopmaLii pedhepeHTHOro nikapcbKoro
3acoby Mekcnaon, po3ynH Ans iH'ekuii 50
Mr/MA, a Takox po3gin "MNo6iyHi peakyii”
[0MOBHEHO iHhopMaLiEelo LWoa0
3BiTYBaHHS NPo NOGIYHI peakwyii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 3.1 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku,
BifNOBIAHO A0 MOPsAAKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi ocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHnMKN y NepioanyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3neku.

CKAMN3EQR

NOPOLLOK AnA
PO3UnNHYy A5 iH'EKUI
no 1000 wmr; no 1

donakoHy y
KapTOHHI/ ynakosL,i

CeHc
Nab6opaTtopic
Mer. 114,

IHais

CeHc JlabopaTtopic

Met. /114,

IHais

nepepeecTpauis Ha HeobMexeHuit TepMiH
OHOB/EHO iHGOPMaL,ito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro
3acoby y posginax "OcobnmnsocTi
3actocyBaHHs", "MNo6iyHi peakwii"
BiANOBIAHO A0 iHopMaL,ii pechbepeHTHOro
nikapcbkoro 3acoby (PopTymM®, NOPOLLOK
AN pO34MHY 415 iH'eKLi Mo 1), a Takox
y po3aini “MNo6iyHi peakuii” woao
BaX/IMBOCTI 3BITYBaHHS NPO NOGIYHI
peakuji.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 2.0 fofaeTbes
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxkuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs

3a
peyenmom

He
nidnsieae

UA/18346/01/01




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHMK Y NepiognIHOCTI
NnoJaHHA peryssipHuX 3BiTiB 3 6e3neku

B.o. HauanLHUKA
dapMaiLeBTUYHOT0 yIIPaB/JIiHHA

JIrogmuiaa APKO




ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 12 ciuns 2026 poky Ne 34

JIIKAPCBKHMX 3ACOBIB (MEJNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIO4O0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCATELECSH 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX

3ACOBbIB

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakosKa) NocBi0YeHHs1
1. | AAEMIMAC® TabneTku, BKPUTI Baiiep Al HimeuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14101/01/01
NNiBKOBOIO BUPOGHMLTBA: | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
o6osoHKoto no 2,5 Baiiep Al thapmakoHarnagy. 3MiHa 4yacToTv Ta/abo TepMiHiB
mr, Ne 42: no 21 nofaHHs perynsipHo OHOB/OBaHMX 3BITIB 3 6e3neku
Tabnetui y 6nictepi; nNikapcbkunx 3aco6iB. 3MiHM y YacToTi Ta gartax
no 2 6nictepu B NoAaHHsA perysisipHO OHOBJIIOBAHOTO 3BITY 3 6Ge3neKu.
KapTOHHI navui; No
84: no 21 TabneTui y [itoua pepgakuin: Yactota nogaHHsA perynsipHo
6nictepi; no 4 OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 pokis. KiHueBa
6nictepu B fara ans skYeHHs gaHux o PO3b —
KapTOHHIM nayui 19.09.2024p. fata nogaHHsa — 18.12.2024 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/OBAHOrO 3BITY 3 6e3neku 3 pokiB.
KiHueBa gata A1 BKIOYEHHS AaHnx go PO3b —
19.09.2027 p. Oata nogaHHs — 18.12.2027 p.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoOBiAHO A0
nepioguyYHOCTI NOAaHHSA PerynsipHoO OHOB/IOBaHNX
3BITIB 3 6e3Mnekn Nikapcbknx 3acobiB y €C.
2. | AAEMMNAC® TabneTtkn, BKPUTI Baiiep Al HimeuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14101/01/02
NNiBKOBOIO BMPOGHMLTBA: | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom
o6osoHkKoto no 2,0 Baiiep Al thapmakoHarnagy. 3MiHa YacToTv Ta/abo TepMiHiB
mr, Ne 42: no 21 noAaHHs perynsipHo OHOB/IOBaHMX 3BITiB 3 6e3neku
Tabnetui y 6nictepi; nNikapcbkunx 3acobiB. 3MiHM y YacToTi Ta gartax
no 2 6nictepu B nofaHHA perynspHO OHOB/IIOBAHOIO 3BITY 3 6e3neKu.
KapTOHHI nauui; Ne
84: no 21 TabneTtuiy [itoua pegakuin: YactoTta nogaHHs perynsipHo
6nictepi; no 4 OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 pokiB. KiHueBa
6nictepu B fara ans BkIYeHHs gaHux o PO3b —
KapTOHHIM nayui 19.09.2024p. fata nogaHHsa — 18.12.2024 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/IOBAHOIO 3BITY 3 6e3nekn 3 pokiB.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KiHueBa gata ans BKIOUYEHHST gaHux go PO3b6 —
19.09.2027 p. Aarta nogaHHA — 18.12.2027 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS Bi4NOBIAHO [0
NepioANYHOCTI NOAaHHSA PEryNIAPHO OHOB/IIOBAHUX
3BITIB 3 6e3NneKu fikapcbkmx 3acobiB y €C.
3. | ADEMIMNAC® TabneTku, BKPUTI Baiiep Al HimeuunHa BCi cTagil HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14101/01/03
NAiBKOBOO BMPOGHMLTBA: | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKo no 1,0 Baiiep Al thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB
mr, Ne 42: no 21 NnoJaHHsA perysisipHoO OHOBJIHOBaHKMX 3BITIB 3 6e3nekn
Tabnetui y 6nictepi; nNiKapcbKmnx 3acobiB. 3MiHM y YacToTi Ta gartax
no 2 6nictepu B nofaHHs perynsipHo OHOB/IOBAHOIO 3BIiTY 3 6e3neKu.
KapTOHHIM nayu; Ne
84: no 21 TabneTtui y [itoya pepakuis: YactoTta nogaHHs perynsipHo
6nicTepi; no 4 OHOBJIOBAHOIO 3BITY 3 6e3nekn 3 pokis. KiHueBa
6nictepu B JaTa gns BKAYeHHs aaHnx o PO36 —
KapTOHHIM navui 19.09.2024p. fata nogaHHs — 18.12.2024 p.
MponoHoBaHa pegakuin: YactoTa nogaHHs
perynsipHo OHOB/IOBAHOIO 3BiTy 3 6e3mnekn 3 pokiB.
KiHueBa gata ans BKIOYEHHS gaHux o PO3b6 —
19.09.2027 p. Aarta nogaHHA — 18.12.2027 p.
PekomeHA0BaHO A0 3aTBEPLKEHHS Bi4NOBIAHO J0
NepioANYHOCTI NOAaHHA PEryNIAPHO OHOB/IIOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y €C.
4. | ABEMIMNAC® TabneTku, BKPUTI Baiep Al HimeuunHa BCi cTagil HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14101/01/04
NNiBKOBOIO BMPOGHMLTBA: | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060n0HKow no 1,5 Baiiep Al thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMiHiB
mr, Ne 42: no 21 NnoJaHHsA perysisipHO OHOBJIHOBAHKX 3BITIB 3 6e3nekn
Tabnetui y 6nictepi; nikapcbKnx 3aco6iB. 3MiHW y YacToTi Ta garax
no 2 6nictepu B nofaHHsA perynsipHo OHOB/IOBAHOIO 3BiTY 3 6e3neKu.
KapTOHHI nayu; Ne
84: no 21 TabneTtui y [itova pegakuia: Yactota nogaHHs perynsipHo
6nictepi; no 4 OHOB/OBAHOTO 3BITY 3 6e3nekn 3 pokis. KiHueBa
6nictepu B JaTa gns BKAYeHHs aaHnx o PO3b —
KapTOHHIN navui 19.09.2024p. Oata nogaHHsa — 18.12.2024 p.
MponoHoBaHa pegakuis: YactoTa nogaHHs
perynsipHo OHOB/IHOBAHOIO 3BiTY 3 6e3mnekn 3 pokiB.
KiHueBa gata Ans BkIYeHHA gaHnx no PO3b6 —
19.09.2027 p. Oarta nogaHHA — 18.12.2027 p.
PekomeHA0BaHO A0 3aTBEPLKEHHS BiANOBIAHO f0
NepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6e3nekn nikapcbkmx 3acobis y €C.
5. | ABEMMNAC® TabneTkn, BKPUTI Baviep Al HimeuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu 3a UA/14101/01/05
NNiBKOBOIO BMPOGHMLTBA: | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuyenmom
o6onoHkoto no 0,5 Baiiep Al thapmakoHarnagy. 3MiHa 4yacToTv Ta/abo TepMiHiB

mr, Ne 42: no 21
Tabnetui y 6nictepi;
no 2 6nictepu B
KapTOHHIN nayuj; Ne

nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nikapcbKmnx 3aco6iB. 3MiHM y YacToTi Ta gartax
NoAaHHA perysisipHo OHOBJIOBAHOTO 3BITY 3 6e3neku.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
84: no 21 TabneTtui y [itoya pegakuin: Yactota nogaHHs perynsipHo
6nictepi; no 4 OHOB/OBAHOTO 3BITY 3 6e3nekn 3 pokis. KiHueBa
6nictepu B JaTa gns BKAYEHHs aaHnx o PO3b —
KapTOHHIM nayui 19.09.2024p. fata nogaHHs — 18.12.2024 p.
MponoHoBaHa pegakuis: YactoTta nogaHHs
perynsipHo OHOB/IOBAHOIO 3BITY 3 6e3mneku 3 pokiB.
KiHueBa gata ans BKOUYEHHS gaHnx go PO3b6 —
19.09.2027 p. Aarta nogaHHA — 18.12.2027 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS Bi4NOBIAHO [0
NepioANYHOCTI NOAaHHA PETYIAPHO OHOB/IIOBAHUX
3BITIB 3 6e3neKku fikapcbkmx 3acobisB y €C.
6. | ASUTPO TabneTkn, BKPUTI CaHnpo3 CnoBeHis nepBuHHa Ta HimeuunHa/ | BHeceHHs 3MiH 40 peecTpauiiHux maTepianis: 3MiHu 3a UA/11332/01/01
CAHAO03® NAiBKOBOO dapmach BTOpPUHHA ynakoBka, | TypeuunHa/ | Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, M0 250 loTikan3 KOHTPONb cepil, PymyHis thapmakoHarnsagy. BeegeHHs abo 3MiHu Ao
Mr, No 6 TabneTok y a.a. [03Bi/sT Ha BUMYCK y3arasibHeHVX faHnx Npo cuctemy dpapmakoHarnsgy
6nictepi; no 1 cepii: (BBEAEHHS y3ara/lbHEHUX AaHWX NPo cMcTemy
6nictepy B KOpPO6L Canotac dPapma thapmakoHarnagy, 3MiHa ynoBHOBaxeHoi ocobu,
'mM6X, HimeuumnHa; Bi4NOBiAa/IbHOI 3a 34iiCHEHHST (papMakoHarnsay;
BUPOGHMLITBO KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuka Ans
Hepo3dhacoBaHOl 3[iicHEHHs hapMakoHarnsay B YKpaiHi, AKLL0 BOHa
NPOAYKLi: BiAMIHHa Bif YNOBHOBaXeHOI 0cobu, BifnoBigasibHOT
CaHgos lnak CaHait 3a 3[jficHeHHs hapMakoHarnsay (Bkiyakum
Be TikapeT A.C., KOHTaKTHI AaHi) Ta/abo 3MiHV Y po3MilLeHHi MacTep-
TypeuuunHa,; thaiina cuctemu papmakoHarnsgy) 3miHa
BMPOGHMLITBO 3a yMOBHOBaXEHOT 0C06Y 3asBHVKa, BifnoBiganbHOI 3a
NOBHUM LIK/TOM: thapmakoHarnsg,
CaHpgos C.P.J1., Litova pepakuisn: Aasig [xoH Jlesic /
PymyHis DavidJohnLewis, B.Sc (Hons), Ph.D. NponoHoBaHa
pepakuis: Kotal Mohamed Ali / Kotan Moxameg Ani.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0cobM,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay.
3MiHa KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBILaIbHOT
3a 34jiicHeHHs dhapmakoHarnagy B Ykpaini. [itoua
pepakuis: Opnos B'suecnas Biktoposuy /
ViacheslavOrlov, M.D. MponoHoBaHa pefakLis:
TaHacoBa 3opsiHa MukonaieHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa micua
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucremm
papMakoHarnsigy Ta oro Homepa
7. | ASUTPO TabneTtkn, BKPUTI CaHpo3 CnoseHisn nepBuHHa Ta HiMeuunHa/ | BHeCEHHSI 3MiH 0 peecTpauiiHux MaTepiasnis: 3MiHU 3a UA/11332/01/02
CAHAO03® NNiBKOBOIO dapmacb BTOPUHHA ynakoBkKa, TypeuuunHa/ | TMny - 3MiHKn Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
060/10HKoOt0, Mo 500 toTikan3 KOHTPO/b Ccepil, PymyHis thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 3 abo 6 a.n. [03BiN Ha BUAMNYCK y3arasibHeHUX faHnx Npo cucTemy chapmakoHarnsgy

TabneTtok y bnicrepi;

cepii:

(BBEAEHHS y3arasIbHEHMX AaHMX NPOo cucTeMy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

no 1 6nictepy B
Kopoobui

Canotac dapma
'M6X, HimeuuunHa,;
BMPOGHMLITBO
Hepo3dacoBaHol
NpOAYKLUIT:
CaHgo3 lnak CaHai
Be TikapeT A.C.,
TypeyuunHa;
BMPOGHULITBO 3a
MOBHVM LVK/IOM:
CaHpgos C.P.J1.,
PymyHis

hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
3piicHeHHs hapMakoHarisgy B YKpaiHi, AKLLo BOHA
BiMiHHa Bif, yNOBHOBaXKeHOT 0CO6MU, BiANOBIAaIbHOT
3a 3ilicHeHHs hapmakoHarnsgy (BKiyaum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MILLEHHI MacTep-
thaiina cuctemn hapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6U 3asBHUKA, Bi4NOBIgabHOI 3a
hapmakoHarnsg,.

Litova pepakuin: Aasig xoH Jlesic /
DavidJohnLewis, B.Sc (Hons), Ph.D. MNponoHoBaHa
pegakuis: Kotal Mohamed Ali / Kotan Moxameg, Ani.

3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA hapMakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6M 3asiBHUKA, BiANOBigaIbHOT
3a 3AjiicHeHHs1 hapmakoHarnagy B Ykpaini. Jitoua
pepakuis: Opnos B'syecnas Biktoposuy /
ViacheslavOrlov, M.D. NponoHoBaHa peaxuis:
TaHacoBa 3opsiHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX [aHnX KOHTaKkTHOI 0cobu
3as1BHMKA, BiAnoBiga/IbHOI 3a 34jiNCHEHHST
hapmakoHarnsgy B YkpaiHi. 3miHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
3MmiHa MicLe3HaxoMKeHHs MacTep-haiina cucremm
dhapmakoHarnsigy Ta iioro Homepa

A3UNTPO
CAHAO3®

MOPOLLIOK A5
OopasibHOT cycneHsit,
100 mr/5 mn: no 17,1
r nopowky ansa 20
M/ OpasibHOI
cycnexsii y dpnakoHi;
no 1 donakoHy y
KOMM/IEKTi 3
afantepom Ta
LLNPULIOM AN1A
[03yBaHHA Y
KapTOHHI KOopoo6Li

CaHpo3s
dapmacb
toTiKan3
A.a.

CnoBeHis

CaHpgo3 C. P. 1.

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnng,.

[itoua pepakuis: Jasig [koH Jlesic /
DavidJohnLewis, B.Sc (Hons), Ph.D. lNMponoHoBaHa
pegakuis: Kotal Mohamed Ali / Kotan Moxameg Ani.
3MiHa KOHTaKTHMX JaHuX YNOBHOBaXXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0c0bM 3as1BHMKA, BifnoBigas1bHOI

3a
peyenmom

UA/A764/02/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3a 3AjiicHeHHs hapmakoHaragy B YkpaiHi. Jitoua
pepakuis: Opnos B’sauecnas Biktoposuy /
ViacheslavOrlov, M.D. lMponoHoBaHa pefakuis:
TaHacoBa 3opsiHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0co6u
3a8BHUKA, BiAMOBIAa/IbHOI 3a 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa micua
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
chapmakoHarnsgy Ta iioro Homepa.
9. | ASUTPO NOPOLLOK AN CaHnpo3 CnoBeHis Canpos C. P. /1. PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a UA/4764/02/02
CAHAO03® opasibHOT CyCcneHsil, dapmach | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
200 mr/5 mn: no 17,1 loTikan3 thapmakoHarnagy. BeegeHHs abo 3miHn fo
r nopowky ans 20 a.a. y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
M1 OpasibHOT (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
cycneHsii y do1akoHi; hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
no 1 dnakoHy y BiANOBIA&UIbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOMNeKTi 3 KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa Ans
ajanTepom Ta 34ilicHeHHa hapMakoHarnsagy B YKpaiHi, SKLL0 BOoHa
LnpuLom ans BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
[03yBaHHSA Y 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KapTOHHI kopobuyj; KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
no 24,8 r nopoLuky thaiina cuctemu hapmakoHarnsgy) 3miHa
ons 30 M1 opasibHOT YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
cycneHsii y do1akoHi; hapmakoHarnag,.
no 1 cpnakoHy y [litova pepakuis: Oasig [JkoH flesic /
KOMM/IEKTI 3 DavidJohnLewis, B.Sc (Hons), Ph.D. MNponoHoBaHa
ajantepom Ta pepakuis: Kotal Mohamed Ali / Kotan Moxameg Ani.
wnpuuom ansa 3MiHa KOHTaKTHUX AaHWX YNOBHOBa&XEHOI 0cobu,
[03yBaHHSA Y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy.
KapTOHHIA KOopoo6Li 3MiHa KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBIAAaIbHOT
3a 34jiicHeHHs hapmakoHarnagy B YkpaiHi. [ioua
pepakuis: Opnos B’auecnas Bikroposuy /
ViacheslavOrlov, M.D. MponoHoBaHa pefakLis:
TaHacoBa 3opsiHa MukonaisHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa micua
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucremm
hapMakoHarnsay Ta moro Homepa.
10. | AKBAJIIBPA TabneTtkn, BKPUTI MEZAILE HimeuunHa BupobHuuTBO HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHn 6e3 UA/20306/01/01
NNiBKOBOIO ApuHaimit Hepo3dacoBaHol | TMny - 3MiHKn Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
06010HKot0; no 20 Tenb NPOAYKLii, NepBNUHHE thapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTok, BKPUTMX MioTTEp Ta BTOPVHHE y3arasibHeHUX faHnx Npo cucTemy chapmakoHarnsgy
NNiBKOBOIO 'M6X & nakyBaHHs, (BBEAEHHSA y3araslbHEHNX AaHUX MPO cUcTemy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
060/10HKOI0, B Ko. KI KOHTPO/1b SKOCTI, hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
6nictepi; no 3 a6o BUNYyCK cepil: BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
no 6 6nicTtepis B MEQAILE KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
KapTOHHI KOopoo6Li ApuHaiimiTTens 3piicHeHHs hapMakoHarisgy B YKpaiHi, AKLLo BOHA
MoTTep Mv6X & Ko. BiMiHHa Bif, yNOBHOBaXKeHOT 0CO6MU, BiANOBIAaIbHOT
KI, HimeuumnHa; 3a 3pjiicHeHHs1 hapMakoHarnsay (Bkuarum
[MepBuHHE Ta KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MILLEHHI MacTep-
BTOPVHHE (paiina cuctemy hapmakoHarnsgy). 3miHa
nakysaHHs: LLanep KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/ILHOI 3a
& Bpommep M'mbX & thapmakoHarnsg, B Ykpaii.
Ko. KI', HimeuunHa [litova pepakuisn: Wanka OneHa BonogumupiBHa.
MponoHoBaHa pepakuis: bBynuvra Mligis OnekciiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobm
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
11. | AlYHBPUI® TabneTku, BKPUTI Takepa [JaHis [03BIi/T Ha BUMYCK AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/18553/01/01
NNiBKOBOIO dapma cepii: Takega Cnony4yeHe | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuenmom
o6onoHkoto, no 30 AIC AscTpia M'M6X, KoponiscTBo | 3MiHM y BUPOGHMLTBI. 3MiHW y NPOLECi BUPOGHMLTBA
Mr; no 14 Tabnetok ABCTpiIs; / lpnangis rOTOBOrO JliKapCbKoro 3acoby, BK/I4Yaum
y 6nicTepi; no 2 BMPOBHULITBO NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
6nictepn y Hepo3g)acoBaHOro BMPOBHMLTBI rOTOBOrO NiKapCbKOro 3acoby (iHLwi

KapTOHHI KopooLi

NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakysaHHs /13:
MeHH
PapmacbloTikau
Cepsicec flimiTes,
CnonyyeHe
KoponiscTBo;
BMPOGHMLITBO
Hepo3acosBaHoro
NPOAYKTY, KOHTPO/b
AKOCTI Ta
BMNpPO6yBaHHs
ctabinbHoCTI,
nepBrHHE Ta
BTOPWHHE
nakysaHHs /13,
[03BisT HAa BUMYCK
cepii: Takega
IpnaHgis Mivites,
Ipnangis;
BMNpPO6yBaHHs
cTabinbHoCTI (TiNbkK
Microbial Limits):
Anmak CaiieHcuc
Ipnangis Nrg,
Ipnangis

3MiHW) - logaBaHHSA 12 MiCAYHOTO TEPMiHY
36epiraHHa npoaykuii in bulk Bupo6Huka Takeda
Ireland Limited (Bray). Takox BHECEHHSA
pepakuiiHux npasok B po3ginv 3.2.P.8.1. Ta
3.2.P.8.3. 3MmiHu | TUny - 3MiHK 3 AkoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYeHO B OCbE) (3aMiHa
abo gopgaBaHHA nocTavasibHUKa) - 3amiHa
noctavanbHUKa ocyLlyBaya Ansa NpoaykTy in bulk
Clariant Corporation (101 Christine Drive, Rio
Grande, Industrial Park, Belen, NM 87002, USA) Ha
AIRNOV FRANCE (Zac La Grange, Romorantin
Lanthenay, 41200 ®paHuist). Takox BHECEHHS
pefakuifiHux 3miH B po3gin 3.2.P.7.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
12. | ANNYHBPUI® TabneTku, BKpUTI Takepa [Janis [03BIi/T Ha BUMYCK AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu 3a UA/18553/01/02
NNiBKOBOIO dPapma cepii: Takega Cnony4yeHe | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuyenmom
o60s10HKot, Nno 90 AIC AscTpia F'M6X, KoponiscTBo | 3MiHW y BUPOBGHMLTBI. 3MiHW y NpOLLECi BUPOGHMLTBA
Mr; no 7 TabneTok y ABCTpiIs; / lpnangis rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4mn
6nictepi; no 4 BMPOBHULTBO NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
6nictepu y Hepo3dacoBaHoro BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby (iHLwi
KapTOHHI KOopooLi NpoAyKTY, NepBUHHE 3MiHW) - [logaBaHHA 12 MICAYHOTO TEPMIHY
Ta BTOPUHHE 36epiraHHa npoaykuii in bulk Bupo6Huka Takeda
nakysaHHsa /13: Ireland Limited (Bray). Takox BHECEHHSA
MeHH pejakuiiHnx npasok B po3ginv 3.2.P.8.1. Ta
PapmacbloTikas 3.2.P.8.3. 3miHu | TUny - 3MiHK 3 AKkocTi. [0TOBWIA
Cepsicec flimites, nikapcbkuii 3aci6. Cuctema
CronyyeHe KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
KoponiscTBo; nocTavasibHvKa nakyBasibHUX MaTepianis abo
BMPOBHULITBO KOMMMEKTYHOUMNX (SIKLLO 3a3HAYEHO B OCLE) (3amiHa
Hepo3dacoBaHoro abo gofgaBaHHA nocTavyasibHUKa) - 3amiHa
NPOAYKTY, KOHTPO/Ib noctayanbHUKa ocyLlyBaya Ansa npoaykTy in bulk
AKOCTi Ta Clariant Corporation (101 Christine Drive, Rio
BMNPOOYBaHHS Grande, Industrial Park, Belen, NM 87002, USA) Ha
cTabinbHoCTI, AIRNOV FRANCE (Zac La Grange, Romorantin
nepBuHHe Ta Lanthenay, 41200 ®paHList). Takox BHECEHHS
BTOPUHHE pefakuifiHux 3miH B po3gin 3.2.P.7.
nakysaHHs /13,
03BN Ha BUMYCK
cepii: Takega
IpnaHgis Mivites,
Ipnangis;
BMNPOOYBaHHS
CTabiNbHOCTI (TiNbKM
Microbial Limits):
Anmak CaiieHcuc
Ipnangis Nrg,
Ipnangis
13. | ANlYHBPUI® TabneTku, BKPUTI Takepa [JaHis [03BIi/T Ha BUMYCK AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/18553/01/03
NNiBKOBOIO dapma cepii: Takega Cnony4yeHe | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peuenmom
060/10HKO0, Mo 180 AIC AscTpia F'm6X, KoponiscTBo | 3MiHM y BUPOGHMLTBI. 3MiHW y NPOLECi BUPOGHMLTBA
Mr; no 7 TabneTok y ABCTpiIs; / lpnangis rOTOBOrO JliKapCcbKoro 3acoby, BK/I4Yaum
6nictepi; no 4 BMPOBHULITBO NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
6nictepn y Hepo3g)acoBaHOro BMPOBHMLTBI rOTOBOrO NiKapCbKoro 3acoby (iHLwi

KapTOHHIA KOopoo6Li

NPOAYKTY, NepBuHHe
Ta BTOPUHHE
nakysaHHsa /13:
MeHH
dapmacbloTikas
Cepsicec flimites,

3MiHW) - logaBaHHSA 12 MiCAYHOTO TEPMiHY
36epiraHHa npogykuii in bulk gna nosysaHHA 180 mr
BMpo6HMKa Penn Pharmaceutical Services Ltd.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHW y BUPOBHULTBI. 3MiHW Y npoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,

CnonyyeHe BK/THOHAK0UN MPOMIKHWIA NPOAYKT, WO
KoponiBcTBo; 3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOTO
BMPOGHMLTBO nikapcbkoro 3acoby (iHwi 3MiHn) - logasaHHs 12
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Hepo3dacoBaHoro MICAMHOTO TepMiHy 36epiraHHs npogykuii in bulk
NPOAYKTY, KOHTPO/Ib BUpobHuKa Takeda Ireland Limited (Bray). Takox
AKOCTi Ta BHECEHHS pefakLiiiHix npaBok B po3ginm 3.2.P.8.1.
BMNpPOOYyBaHHS Ta 3.2.P.8.3. 3MmiHn | TUny - 3MiHK 3 AKkocTi. [oToBWMIA
cTabinbHoCTI, nikapcbkuii 3aci6. Cuctema
nepBuHHE Ta KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
BTOPWHHE noctavasibHUKa nakyBasibHUX MaTepiasiis abo
nakysaHHs 13, KOMMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [JOCLE) (3amiHa
[,03BiN Ha BMNYCK a60 fofaBaHHA nocTavasibHMKA) - 3amiHa
cepii: Takega nocTavasnbHvKa ocyllyBaya /15 npoaykTy in bulk
Ipnangis Mivites, Clariant Corporation (101 Christine Drive, Rio
Ipnangis; Grande, Industrial Park, Belen, NM 87002, USA) Ha
BMNPOOYBaHHS AIRNOV FRANCE (Zac La Grange, Romorantin
CTabiNbHOCTI (TiNbKM Lanthenay, 41200 ®paHList). TakoX BHECEHHS
Microbial Limits): pepakuiiHnx 3MiH B po3gin 3.2.P.7.
Anmak CaiieHcuc
Ipnangis Nrg,
Ipnangis
14. | AMANIH-N Tabnetku; no 10 Makneogc IHais Makneogc IHais BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/10297/01/01
TabneTok y cTpuni; dapmach dapmacboTUKanc | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 1 a6o 3 ctpunu B loTUKanc Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
KapTOHHI ynakoBL,i Nimiteq y3arasibHeHVX faHux Npo cuctemMy papMakoHarisgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
3AiicHEHHS (hapMakoHarnsay B Ykpaini. [jtova
pepakuis: MHiTeubka /llob6oB BanepiiBHa.
MponoHoBaHa pepfakuis: Kyunba TeTaHa BacunisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YkpaiHi. 3MiHa HoMepa macTep-ghaiina cuctemm
dhapmakoHarnsgy.
15. | AMOKcuuUuni NOpOLLOK ANs Mictpan AHrnia Crepwunisauis gjitouoi Kutaid/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a UA/20228/01/01
H- PO3UnHY ANS iH'EKLNA Kenitan peyoBUHM, Icnanis | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmom
KNABYNAHAT- | a6o iHdpysiii no 1000 | MeHemkm BMPOGHUK BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
BICTA Mr/200 mry eHT NPOMIXHOro €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
dnakoHi; no 10 Nimiteq NpoAyKTY HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
hnakoHiB B (CcTepunbHOI CymMiLLi) abo BuNy4YeHHs cepTudikaTta BignoBigHOCTI

KapTOHHIA Kopoo6Li

A1 TOTOBOTO
npoaykty: XYXAN

€Bponeiicbkili hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomikKHOro NpoAyKTy, Lo
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
IOHAUTEL BMKOPVCTOBYIOTbCA Y BUPObHUUTBI ADl; ans
NABOPATOPI3 KO, [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
NTA, Kntaii; €sponelicbkili hapmakoner) - OHOBNEHWI
IMnopTep cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
NPOMIXXHOro noJiaHHs OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
npoaykTy €sponeiicbkiii hapmakonei Ne CEP 2013-133-Rev
(cTepunbHa cymiw), 02 (3atBepmkeHo: R1-CEP 2013-133-Rev 01) ans
BMPOGHUWK roTOBOI A®I kanito KnaBynaHaTy CTEpPUIbHOTIO Bif
NpoAyKLii, NnepBuHHa 3arBepxeHoro BupobHunka A®lI ZHUHAI UNITED
Ta BTOPUHHA LABORATORIES CO., LTD., Kutaii.
ynakoBka, KOHTpPO/b
AKOCTI
(XiMiYHWA/i3NYHMIA,
6ionoriyHnin Ta
MiKPOBIONOTiYHWIA:
CTEPUSIBHICTD),
BUNYyCK cepil:
NABOPATOPIO
PEI XXO®PE,
C.A., IcnaHist
16. | AHAYPAH Kpanni ByLUHi; no 25 3amboH ITanisa 3amb6oH C.M.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/11664/01/01
My do1akoHi 3 C.NA. | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
KPULLIKOO- hapmakoHarnagy (iHwi 3miHn) OHOBNEHHS TEKCTY
KpanesibHuueto; no 1 MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNakoBOK
dh1akoHy B navui nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
NpoTSArom 6 MicsiLiB nicns 3aTBepKEHHS
17. | APCETAM PO3unH NS iHdys3il, TOB YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu 3a UA/20219/01/01
1000 mr/100 mn no "BOPBAP nigNpUeEMCTBO I Tuny - 3miHn 3 AkocTi. CepTudpikat peyenmom
100 mn B TC «DAPMATPEN» BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
KOHTeliHepi 3 DPAPMA" €sponelicbkin hapmakonei/moHorpadii. NMogaHHA

nosninponisieHy; rno 1
KOHTEliHepy B
KapTOHHI KOopoo6Li

HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab60 Buy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaT Bif yxe 3aTBepKeHOoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkii hapmakonei Ne CEP 2000-124-Rev
12 ana A®| napavueTamony Bif, BXe 3aTBepAKeHoro
BMpOG6HMKa Angiu Lu'an Pharmaceutical Co. Ltd.,
China. 3miHu | Tuny - 3MiHK 3 gKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0 Buy4YeHHs cepTuddikarta BigNoBiAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkin hapmakonei Ne CEP 2000-124-Rev
11 (3aTBepaxeHo: CEP 2000-124-Rev 10) gns A®l
napaueTamMorsy Bif, BXXe 3aTBepAXKEHOro BUPOGHMKa
Angiu Lu‘an Pharmaceutical Co. Ltd., China.
18. | ATOPBACTEP Tabnetku no 40 dapmaves Monbwa BUPOGHMLTBO, MonbLua/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/20449/01/03
Ol KOMBI Mr+10 mr no 10 TUYHWUIA nakyBaHHs HimeuyunHa | TMRYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmom
Tabnetok y 6nictepi, 3aBo[ (nepBuHHE Ta 3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6HULTBA
no 3 6nictepu B «MONb®A BTOPVHHE), rOTOBOrO J1iKapCbKoro 3acoby, BK/IYaum
KapTOHHI KOopoo6Li PMA» KOHTPO/b Ta BUMYCK MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
C.A. cepii: BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
dapmaLeBTUYHNI 3MiHW)
3aB0[, 36iNbLUEHHS TEPMiHY 36epiraHHs MPOMIXHOro
«MONbOAPMA» npoaykTy, a came TabneTok Hepo3chacoBaHux, no 40
C.A,, Monblua; Mr +10 mr, i3 3 micAuiB Ao 6 MicsLiB 415 BUpOOHUKa
BVMPOGHMLTBO, dapmaneBTnyHKi 3a8og “MOJSIbOGAPMA” C.A.,
nakyBaHHs1, Monbwa. 3miHu | Tuny - 3MiHK 3 SKocTi. FoToBWMIA
KOHTPO/b Ta BUMYCK nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI. 3MiHW Y
cepii: XeHHir npoLeci BUPOGHULITBA rOTOBOTIO /iKapCbKoro 3acoby,
ApuHaiimitren M6x BK/1OUAK0UY MPOMIKHWIA MPOAYKT, WO
& Ko. KI' HimeuunHa; 3aCTOCOBYETLCA MNPV BUPOOBHULTBI TOTOBOrO
KOHTPO/1b nikapcbKkoro 3acoby (iHLWi 3MiHM) 3MiHa yMOB
Mikpo6ionoriyHol 36epiraHHs MPOMIXXHOIO NPOAYKTY, a came
YNCTOTMK: Temnepartypu 36epiraHHss TabneTok
MikpobBionori Hepo3chacoBaHux 15 BUPOOHUKa PapmaueBTUYHNI
Kpemep Mv6X , 3asog “MOJIbAAPMA” C.A., MonbLua
HimeyunHa (3aTBEpAXEHO: «36€epiraTi B OpuUriHa/IbHIA ynakoBLi
[ONA 3aXMCTY Bif, CBiTNa@»; 3anpONOHOBaHO: «YMOBW
36epiraHHsa ans bulk 40/10 mr npu Temnepatypi 15-
25°C». Takox po3sgin 3.2.P.8.1. Pe3siome Woao
CTabiNIbHOCTi Ta BUCHOBKW AOMNOBHEHO
TemnepatypHUMy yMoBamMu 36epiraHHs TabneTok
Hepo3dgracoBaHuX A/18 A03yBaHHA 40 Mr + 10 mr.
19. | AYPOKCETUN TabneTku, BKpUTI Aypo6iHao IHAis Aypob6iHgo ®apma IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/12973/01/01
NNiBKOBOIO dPapma Nta. FOHIT VI, Bnok | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | niosisizae
060/10HKOH0, M0 250 Nt D hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO A0
mr; no 10 TabneTok IHCTPYKLii AN Me4MYHOro 3aCTOCyBaHHS
y 6nicTepi, no 1 nikapcbKoro 3acoby A0 po3ainy "MicLe3HaxomKeHHs
6nictepy B BMPOGHMKA Ta agpeca MicLs NpoBaXeHHs Moro
KapTOHHI KOopoo6Li AisnbHOCTI" (pegaryBaHHs Ha3Bu po3giny).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB 3 AaTu
3aTBEPAKEHHS
20. | AYPOKCETWUN TabNeTkn, BKPUTI Aypob6iHa0 IHgis Aypob6iHgo Papma IHais BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3MiHK 3a He UA/12973/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NAiBKOBOO dapma Nra. OHIT VI, Bnok | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenmom | nidnsi2ae
060/10HKOI0, Mo 250 Nt D thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
mr; no 10 TabneTok nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
y 6nicTepi, no 1 IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS Ha nigcrTasi
6nictepy B perynsipHo OHOBJ/IIOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHI Kopoo6Li nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLIiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT AN MEeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHi peakwi"
BiANOBIAHO [0 OHOBMEHOI iHOpMaL,i 3 6e3nekn
Lito40i peqyoBuHN (LeddypoKCUMy akceTusy) 3rifHo 3
pekomeHgauismm PRAC.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 MicALiB nicns
3aTBEPAKEHHS
21. | AYPOKCETUN TabneTkn, BKPUTI Aypo6iHgo IHAis Aypob6iHgo ®apma IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/12973/01/02
NAiBKOBOO dapma Nra. OHIT VI, Bnok | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
060/10HKOH0, N0 500 Nt D hapmakoHarnagy (iHwi 3miHn). 3MiHWM BHECEHO A0
mr; no 10 TabneTok IHCTPYKLi 418 MeAMYHOro 3aCToCyBaHHSA
y 6nicTepi, no 1 NiKapcbKoro 3acoby A0 po3ainy "MicLe3HaxomKeHHs
6nictepy B BMPOGHMWKa Ta agpeca MicLs NpoBaXeHHs Moro
KapTOHHI Kopoo6Li AiSNbHOCTI" (pegaryBaHHs Ha3Bu po3giny).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB 3 gatu
3aTBEPAKEHHS
22. | AYPOKCETUN TabneTkun, BKPUTI Aypo6iHao IHAis Aypob6iHgo ®apma IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/12973/01/02
NNiBKOBOIO dPapma Nta. FOHIT VI, Bnok | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | niosisizae
060/10HKOH0, o 500 Nt D thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui

mr; no 10 TabneTtok
y 6nicTepi, no 1
6nictepy B
KapTOHHI KOopoo6Li

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iMKEeHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MegnyHoro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Oco6nvBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO [0 OHOBEHOI iHGhopMaL,ii 3 6e3nekn
Lito40i pevyoBuHN (LeddypoKCUMy akceTuy) 3rifHo 3
pekomeHgauismm PRAC.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
TepMmiH BBELEHHS 3MiH - NPOTArom 6 MicALiB nicns
3aTBEPAKEHHS
23. | ALUETUNIUNCT TabneTku wmnydi no TOB Ykpaina BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu bes UA/18609/01/01
EiH-TEBA 600 vr; no 10 «TeBa Hepo3dacoBaHoro | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
TabneTtok y Ty6i; no YkpaiHa» NPOAYKTY, NEPBUHHE hapmakoHarnagy (iHwi 3mMiHn). OHOB/IEHHS TEKCTY
1 Ty6i y KapTOHHiIN Ta BTOPUHHE MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNakoBOK
Kopoo6Li nakyBaHHs: Mepkne nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
'M6X, HimeuuunHa; MicALiB nicna 3aTBepaKEHHs
KOHTPOb Cepil,
[03BiN Ha BAMYCK
cepii: Mepkne M'v6X,
HimeyunHa
24. | ALUL® NOpOLLOK AN CaHpo3 CnoseHisa BUNYyCK cepil: HiMeuunHa/ | BHeCEHHSs 3MiH 40 peecTpauiiHux maTepianis: 3MiHN 6e3 UA/6568/02/01
FAPSYUI OpasIbHOIo PO3UUHY dapmach Cantac Papma LLiBeiiuapis | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
HAMIA MER, no 600 mr;no 3r 1oTikan3 'm6X, HimeuumnHa; thapmakoHarnagy. BeegeHHs abo 3miHn go
NNMOH NOpPOLLKY B a.a. BMPOGHMK in bulk, y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
nakeTuky; no 6 TECTyBaHHS, (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
nakeTukiB y nakyBaHHs: thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KapTOHHI Kopoo6Li Ninpgochapm MvbX, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
HimeyumnHa; KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
BMPOGHMK in bulk, 3fjificHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
TecTyBaHHs, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
nakyBaHHs: 3amb0oH 3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
CeiT3enaHg /114, KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
LLBeiuapis thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKa, BignoBigaibHOI 3a
hapmakoHarnag,.
[Oitova pepakuia: Juergen Maares / KOpreH Maapec.
MponoHoBaHa pepakuis: Kotal Mohamed Ali / Kotan
Moxamep Ani.
3MiHa KOHTaKTHMX AaHNX YNIOBHOBaXKEHOT 0CO6U
3asBHVKA, BiANOBiAa/IbHOI 32 dhapMakoHarnsga.
25. | ALUL® NOPOLUOK ANs CaHpo3 CnoBeHis BMNYyCK cepil: HimeuunHa/ | BHECEHHs 3MiH [0 peecTpauiiHux matepianis: 3MiHW 6e3 UA/6568/02/02
FAPSUMI OpasibHOro Po3ynNHY dapmacb Cantortac dapma LLiBeiiuapis | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
HAMIA MES, no 200 mr; no 3r oTikan3 'mM6X, HimeuunHa; hapmakoHarnagy. BeegeHHs abo 3amiHn fo
NNMOH NOPOLLKY B a.a. BMPO6HMK in bulk, y3araJlbHeHUX AaHux nNpo cuctemy hapmakoHarisgy
nakeTuky; no 20 TeCTyBaHHS, (BBEAEHHSA y3araslbHEHMX AaHUX Npo cucTemy
nakeTukiB y nakyBaHHs: thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
KapTOHHI KOpOOL; Ningodhapm MvbX, Bi4MNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
HimeyumnHa; KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuka ans
BMPOGHMK in bulk, 3ailicHeHHA hapMakoHarnsagy B YKpaiHi, SKLL0 BoHa
TeCTyBaHHs, BigMiHHA Big, yNOBHOBaXXEHOT 0COOM, BifNoBigabHOI

nakyBaHHs: 3aM60H
Csit3enang N1a,
LLIBeliyapis

3a 3AjiicHeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi MacTep-
(halina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BiANoBifaIbHOT 3a
hapmakoHarnag,.
[itoya pepakuisn: Juergen Maares / KOpreH Maapec.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MponoHoBaHa pepakuis: Kotal Mohamed Ali / Kotan
Moxamepn Ani.
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0Co6u
3as1BHVKA, BignoBiga/IbHOI 3a ddapMakoHarnsga.
26. | AUL® TIOHI TabneTku Wunydi no CaHpo3 CnoseHisa BUNYyCK cepil: HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/15591/01/01
NMOH 600 mr, no 1 Papmacb Cantotac dapma | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
Tabnetui y cawe; no l0TiKan3 'm6X, HimeuunHa; thapmakoHarnsgy. BeegeHHs abo 3miHv o
6, 10 abo 20 cawe y n.o. BUPOBHMLTBO in y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHI KOPOOL bulk, nakyBaHHs, (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cucTemy
TeCTyBaHHS: thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
Xepmec dapma BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
vm6X, HimeuunHa KOHTaKTHOI 0c06Y 3 thapmakoHarnsagy 3asBHuka anas
3pificHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.
[Oitova pepakuisn: Juergen Maares / KOpreH Maapec.
MponoHoBaHa pepgakuis: Kotal Mohamed Ali / Kotan
Moxamepq Ani.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT 0cObun
3asBHMKa, BiANOBiAaNbHOI 3a (hapmakoHarnsag.
27. | BAHEOUVH Ma3b no 5ra6o 20 r CaHpo3 CnoBeHisa BignosigansHuii 3a ABcTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/3951/01/01
y Ty6i; no 1 Ty6i B dapmach BUNYyCK cepil: HimeuunHa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
KapTOHHI KOopoo6Li toTiKan3 CaHpo3 'mbX - thapmakoHarnagy. 3MiHa YyactoTv Ta/abo TepMmiHiB
a.a. Bnpo6Huya nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
OinbHUUA niKkapcbknx 3acobiB - 3MiHa 4acToTK Ta TEPMIHIB
AHTUWiHekuiHI TN3 NMoAaHHA PerysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku:
Ta XiMiuHi Onepadu;i
KyHane (AIXO M3 [Litova pegakuisn: Yactota nogaHHs perynsipHo
KyHanb), ABCTpis; OHOB/IIOBAHOrO 3BITY 3 6e3nekn 13 pokis.
Nek KiHueBa garta A/1a BKIYeHHsA gaHux Ao PO3b -
PapmaueBTMYHa 01.01.2025 p.
KoMnaHis 4.4., [ata nogaHHs - 01.04.2025 p.
CnoBeHis; MponoHoBaHa pegakuis: Yactota nogaHHs
Bupo6bHMLTBO 3a perynsipHo OHOB/OBAHOrO 3BITY 3 6e3neku 9 pokis
NOBHUM LMK/IOM: KiHueBa gata Ans BK/OUYeHHs gaHux go PO36 -
Canotac Papma 03.05.2029 p.
'M6X, HimeuunHa; [ata nogaHHs — 01.08.2029 p.
KoHTposb cepii: PekomeHgoBaHO [0 3aTBEpAXKEHHS BIAMOBIAHO A0
Na6op /IC CE & nepiogNYHOCTI NOAAHHA PEryiipHO OHOBJ/THOBaHNX
Ko.KI, HimeuunHa; 3BiTIB 3 6e3nekn nikapcbkmx 3acobis y €C.
Cantotac dapma
'm6X, HimeyunHa
28. | BEMAHTEH® Kpem 5 %; no 30 r Baiiep LBeliuapis I'M 'peHsax HimeuunHa | BHeCeHHs 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu 6e3 UA/4157/01/01
a60 100 r y Ty6i; no KoHcblome MpoaykTioHe TM6X

| TMNY - 3MiHK 3 AKOCTI. FOTOBWIA JTliKAPCbKWIA 3aci6.

peyenma
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
1 Ty6i y KapTOHHiIN p Kep Al KOHTposb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
Kopoobui nepeknag MKS 3 pocilicbkoi MOBUM Ha YKpaiHCbKy
MOBY [/191 NPUBEAEHHSA Y BIAMNOBIAHICTb i3 BUMOramm
YMHHOI pegakuii Hakazy MO3 YkpaiHu Ne 426 Big
26.08.2005.
29. | BENAHTEH® Ma3b 5%;no3,5r Baiiep LLiBeliyapis M 'peHsax HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/4157/02/01
abono 30T, abo 100 | KoHcbiome MpogaykTtioHc MM6X | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
ry 1y6i; no 1 T1y6i y p Kep Al KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby (iHLi 3MiHM)
KapTOHHI Kopoo6Li - nepeknag MK$ 3 pocilicbkoi MOBY Ha yKpaiHCbKy
MOBY [/19 NPUBEAEHHS Y BiAMOBIAHICTb i3 BUMOramm
UYMHHOI pefakuii Hakazy MO3 YkpaiHu Ne 426 Big,
26.08.2005.
30. | BIOCOH TabneTku, BKPUTI TOB Ykpaina TOB "®dapma Crapt” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/15137/01/01
NNiBKOBOIO "ACIHO | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma
060/10HKO0; M0 10 YKPAIHA" BiANoBigHOCTI/ME-cepTudikar BignosigHOCTi
Tabnetok y 6nictepi; €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
nol, 2, 3a6o 10 HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
6nictepis y abo BunyyeHHs cepTudpikarta BignoBigHOCTI
KapTOHHIN nayui €Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif yXe 3aTBEepIXXEHOro BUPOOHUKa -
noJaHHa OHOBJ/IEHOro cepTudpikara BiANoBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2018-041 - Rev
03 (3atBepmxeHo: CEP 2018-041 - Rev 02) ans Adl
[LOKCcuNamiHy riiporeH cykuuHary Bif,
3aTBepxeHoro BupobHuka R. L. FINE CHEM PVT
LTD, IHgis.
31. | BPMUMOHAN Kpansi O4Hi, po3yunH TOB CnoBaubka TOB "YHIMEL CnoBaubka | BHECEHHS 3MiH 40 peecTpauiliHix maTtepianis: 3MiHu 3a UA/7532/01/01
0,2% 0,2 %; no 5 mn a6o "YHIME] Pecny6nika DPAPMA" Pecny6nika | TNy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. peyenmom
10 Mn y donakoHi- DAPMA" KOHTPO/Ib FOTOBOIO /liKapCbKoro 3acoby. 3MiHa

KpanenbHuyj; no 1
dnakoHy-
KpanesibHuULi B
KapTOHHIA Kopoo6Li

napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (3BY)XEHHS
[OMNYCTUMKX MEX) - 3BYXKEHHS AOMYCTUMMX MEX
napameTpa cneuudikauii «omilkn» y cneyudikawii
N3 npu Bunycky 3 makc. 0,2% ao makc. 0,20%.
3MiHuM | TMNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapPCbKWiA
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MiHa napamMeTpiB cneuudgikauii Ta/abo
O0NyCTUMKX MEX FOTOBOTO J1iKapCbKoro 3acoby
(BHECEHHSA 3MiH 10 [,OCLE NICMA OHOB/EHHSA
3arasibHOT CTaTTi Ha rOTOBY JliKapCbKy hopmy Yy
LoY/EBponeiicbkiit hapmakonei) - 3MiHK Ha3BK
MeToAy BUNpobyBaHHsA «Po3Mip YacT1HOK» Y
cneundikauii N3 Ha «MexaHiuHi BKIYEeHHA» ANns
Y3roKeHHs1 3 MoHorpacpieto € 2.9.53. BBefeHHsi
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3MiH NPOTAroM 6-TM MicALIB Nic/1A 3aTBepPAKEHHS
32. | BPOKCIHAK Kpanni ouHi, 0,09 %,; CeHrTicc IHais CeHricc ®apma MB.T. IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/15200/01/01
no 1,7 mn kpanenb y Papma nra. | TMny - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyernmom nidnsieae
dhnakoHi; no 1 Met. NiTa,. HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BnacHuKa
donakoHy 3 peecTpauiiiHoro NocBig4YeHHs1). 3MiHY BHECEHO B
KpanesnbHULE B IHCTPYKL,il0 415 MeAnYHOro 3acTocyBaHHS
KapTOHHI ynakoBL,i NiKapCcbKOro 3acoby WoA0 MiCLe3HaxX0mKeHHs
3asBHUKA. TepMiH BBEAEHHA 3MiH - NPOTAromM 6
MicsLiB NicNsA 3aTBEPAKEHHS
33. | BPOMOKPUMNT | nopoLuok BE3 Xopsaris TAMNI Yex IHOaacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/4876/01/01
MHY ME3UNAT | (cybcTaHuis) y Papmaxe c.p.o. pecny6nika | TMny - AQMiHICTpPaTUBHI 3MiHW. 3MiHa
nonieTnIeHoBmxX M A.0.0. HalilMeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS
naketax gns [AiSNbHOCTI BUPO6HUMKa (BK/THOYatoun, 3a
BMpPOBGHULTBA Heob6XifHOCTI, MicLe NPOBeLEeHHS KOHTPOJIO SKOCTI),
HECTepPU/IbHNX abo BnacHvka macTtep-goaiina Ha A®l, abo
niKkapcbknx hopm nocravanbHuka A®PI/BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (KLLO
3a3HavYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKaA HOBOT AOMOMIXKHOIT PEHOBVHN
(AKLLO 3a3HAYEHO Y [OCbE) 3MiHa Ha3BW BUPOOHMKA.
3MiH y agpeci BUPO6HMKa, CXxeMi BUpObHULITBA Ta
KOHTpost0 AD| He Bigbynoch.
34. | BPOHXO- Kancynm no 3,5 mr; oM LBeliuapis OM ®dapma CA LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/18520/01/01
BAKCOM AITn no 10 kancyny dapma CA | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 1 abo thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 3 6nictepu B y3arasibHeHNX AaHux Npo cuctemy hapmakoHarnsgy
KapTOHHI KOpOOL; (BBEAEHHS y3ara/lbHEHNX AaHUX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;
KOHTaKTHOI 0CcO6U 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHaA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkaovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
dhaiina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX [aHWX YOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MiHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemm
thapmakoHarisgy. 3miHa Micusi 34ilCHEHHs
OCHOBHOI AiSNIbHOCTI 3 hapMakoHarnisay.
35. | BPOHXO- Kancysm no 7 mr; no oM LLBeliuapis OM dapma CA LLBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHn 3a UA/18521/01/01
BAKCOM 10 kancyny dapma CA | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenmom
aoprochni 6nictepi; no 1 a6o thapmakoHarnagy. BeegeHHs abo 3miHn fo

no 3 6nictepu B
KapPTOHHI KOpooL;j

y3arasibHeHUX AaHUX Mpo CUCTeMyY hapMakoHarnsay
(BBEfIEHHSI y3ara/lbHEHUX AiaHUX MPO cUcTemy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay.

36. | BPOHXO- Kancynu Teepai no 7 CaHpo3 CnoseHisa KOHTpONb cepil CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/14314/01/01
MYHAN® mr; no 10 kancyn y Papmacb (e LLiBeliyapis | TMny - 3MiHKn Woa0 6e3nekn/edeKTUBHOCTI Ta peyenma
6nictepi; no 1 a6o 3 loTiKan3 MiKpoG6ionoriYHuiA), thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepu B a.n. BUMYyCK cepii: Nlek y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy

KapTOHHI Kopoo6Li dapmaueBTNYHa (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KOMnaHis 4.4., hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
CnoBeHisi; nepBuUHHE BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
Ta BTOPUHHE KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asBHuka anas
nakyBaHHs1, 3piicHeHHs hapMakoHarnsay B YkpaiHi, SKL0 BOHA
KOHTpONb cepil BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
(okpim 3a 34iicHeHHs hapmakoHarnsgy (Bkaovarum
Mikpo6ionoriyHoro), KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
BUNYCK cepil: thaiina cuctemu chapmakoHarnsgy) - 3miHa
Hosaprtic YNOBHOB&XEHOI 0CO6Y 3asBHWKa, BiANOBifa/IbHOT 3a
dapmacbloTikan hapmakoHarnag. Aitova pegakuis: Jasig JxoH
MaHydakTypuHr Nesic / DavidJohnLewis, B.Sc (Hons), Ph.D.
NNC, CnoseHis; MponoHoBaHa pegakuis: Kotal Mohamed Ali / Kotan
BMPOGHULITBO in Moxamepg Ani. 3MiHa KOHTaKTHUX AaHKX
bulk, koHTpONb YMNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
cepii: OM ®apma 3[jiCHEeHHs1 dhapmakoHarnagy. 3MiHa KOHTaKkTHOT
CA, Weeiiyapis 0Cco6W 3as1BHMKA, BiANOBIAA/IbHOT 32 34iACHEHHS
hapMakoHarnagy B YkpaiHi. Aitoua pegakuis: Opnos
B’auecnas Biktoposud / ViacheslavOrlov, M.D.
MponoHoBaHa pegakuis: TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova Zoriana. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6U 3asBHWKa, BifNOBIAAbHOI
3a 3pjficHeHHs hapmakoHarnsay B YkpaiHi. 3MiHa
MicLs 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapMakoHarnsgy. 3miHa MicLe3HaxomKeHHs
mMacTep-aiina cuctemn hapmakoHarnsay Ta moro
Homepa
37. | BYCNIPOH Tabnetkn no 5 mr; CaHpo3 CnoBeHisn Canotac dapma HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/9598/01/01
CAHAO3® no 10 TabneTok y dapmach 6X | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
6nicTtepi; no 2 oTikan3 thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nictepu B a.a. y3arasibHeHVX AaHux Npo cuctemMy dpapmakoHarnsay
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI kopo6uyj;
no 20 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;

KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHUKa gns
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHariaay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06Y 3asBHWKa, BiANOBifa/IbHOT 3a
thapmakoHarnag. ditova pegakuis: Aasig JxoH

Nesic / David John Lewis, B.Sc (Hons), Ph.D.

MponoHoBaHa pepakuis: Kotal Mohamed Ali / Kotan
Moxamepg, Ani. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6M, BigNoBiganLHOI 3a
3[jiCHEeHHs dhapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy B Ykpaini. [itoya pegakuis: Opnos
B’auecnas Biktoposuu / Viacheslav Orlov, M.D.
MponoHoBaHa pefakuis: TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova Zoriana. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Cc0o6Yu 3asiBHMKA, BiAMNOBiAa/IbHOT
3a 3pjificHeHHs hapMakoHarnsay B YkpaiHi. 3MiHa
MicLs 34iiCHEHHA OCHOBHOI AiSNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLle3HaxX0MKeHHS
macTep-haiina cuctemun chapmakoHarnsgy ta inoro
Homepa

38.

BYCMNIPOH
CAHAO3®

TabneTkn no 10 mr;
no 10 tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIA KOopoo6Li

CaHpo3s
dapmacb
toTiKan3
A.a.

CnoBeHis

Canotac Papma
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnag. fivoua pegakuis: Jasig JxoH
Nesic / David John Lewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Kotal Mohamed Ali / Kotan
Moxameg, Ani. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiCHeHHs1 chapmakoHarnagy. 3MiHa KOHTaKTHOT
0cobu 3asiBHMKA, BIANOBIAA/IbHOI 3@ 3AIiCHEHHS

3a
peyenmom

UA/9598/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
hapmakoHarnsgy B Ykpaini. [itoua pegakuis: Opnos
B’auecnas Biktoposuy / Viacheslav Orlov, M.D.
MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0coby 3asiBHUKa, BiAMNOBIAa/IbHOT
3a 34ilicCHEHHA chapmakoHarnsgy B Ykpaii. 3MiHa
Micusi 34iICHEHHA OCHOBHOI Ais/IbHOCTI 3
thapMakoHarnagy. 3miHa Micue3HaxoKeHHs
mMacTep-halina cuctemn papMakoHarnsgy Ta ioro
Homepa
39. | BYCTPUKC cycneHsisa gns "nakcoCwmi Benuka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15071/01/01
nonio iH'ekujn no 1 posi TKnsiH BpuTtaHis Bionogxikan3 C.A., PpaHLin Il Tvny - 3miHn 3 AkocTi. A®l. KoHTponb A®I. 3miHa 'y peyenmom
KOMBIHOBAH (0,5 mn/po3y); no 1 Ekcnopt Benebris mMeTodax BunpobyBaHHs A®| abo BUXigHOro
A BAKUVHA [03i y nonepeaHL0 Nimiteq (npoBeAeHHs mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
ana HanoBHEHOMY KOHTPOSIO SIKOCTI BMKOPUCTOBYETbLCS Y NpoLeci BUpo6HuuTea Ad|
APO®PINAKTUK | wnpwuyj; no 1 BaKLUMHW, BUMYCK (cyTTeBa 3miHa y
n ANDTEPII, nonepegHL0 cepili rotoBOro 6ionoriyHoMy/imyHOMOrYHOMY/iMYHOXIMIYHOMY
NMPABLA, HanoBHeHOMY npoaykKTy); MeToZi BUNpobyBaHHA abo MeTofj, y skoMy
KALLTHIOKY LINpULY Y KOMMIEKTI nakcoCmiTKnsainH BMKOPWCTOBYETbLCS BionoriuHuii peareHT Ans
(ALENONAPH 3 BOMA rosikamu B Bionoaxikans, 6ionoriuHoro A®l, a6o iioro 3amiHa). 3amiHa
un NnnacTMKoOBOMY ®paHuisa pedhepeHTHOro cTaHaapTy inameHTHoOro
KOMMOHEHT) KOHTeliHepi; no 1 (chopmyBaHHs remarnoTuHiHy (FHA) 3 cepii SWNO590A07 Ha HOBY
TA KOHTEliHepy y BaKLWHN, cepito SWNO590A09.
NONIOMIENITY | kapTOHHIli kopoobLi HanoBHEHHA BHeceHHs pegakuiiiHux 3miH go posginy 3.2.S.5.
(IHAKTUBOBA BaKLHU B LUMPWL, Reference Standards or Materials.
HA) MapKyBaHHs Ta
(AACOPBOBA nakyBaHHsi roTOBOro
HA, 3I NPOAYKTY,
3MEHLUEHM nposefeHHsA
BMICTOM KOHTPO/IO AKOCTI
AHTUrEHIB) BaKUUHW);
nakcoCmiTKnsiinH
Bionogxikans C.A.,
Benbris
(HanoBHeHHs
BaKLMHW B LUNPWL,
MapKyBaHHS i
nakyBaHHS! rOTOBOrO
NPOAYKTY,
npoBefeHHs
KOHTPO/O AKOCTI
BakLMHW)
40. | BANUUK TabneTku, BKPUTI dapmacai KaHapa BMPOGHMLITBO Kanapa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/11259/01/01
060/10HKOH0, N0 500 HC [HK. Hepo3ghacoBaHOro NutBa | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuenmom

mr; no 10 TabneTtok
y 6nicTepi; no 1
6nictepy B
KapTOHHI kopobuyj;

NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI,

3MiHU y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[08aTKOBOI AiNlbHUL BUPOGHULITBA A1 YaCTUHN abo
BCbOr0 BMPOBHMYOro NPOLECY roTOBOrO NiKapCbKoro
3aco6y (AiNbHWLUS 415 BTOPYHHOTO NakyBaHHS)
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
no 42 tabneTtkn y BWMYCK Cepil: BBe/leHHA aUlbTepHaTUBHOI NAowaakv ans
donakoHi dapmacaiiHc IHK., BTOPWHHOrO NakyBaHHs - JINTOBCLKO-HOpBE3bke 3AT
KaHapa; Hopdauem, Nlutsa
BTOPWHHE
nakyBaHHs:
JInToBCbKO-
HopBe3bke 3AT
Hopcpauewm, fintBa
41. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, CnoseHisa BUpPO6GHUK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/6227/01/01
NAiBKOBOO Aa.4a., Hoso BiANOBIgaIbHNI 3a Kutaii | Tuny - 3miHn Wwoao 6e3nekn/edekTBHOCTI Ta peyenmom | rniidns2ae
o60oHKoto, no 40 MecTo BMPOGHMLTBO "in thapmakoHarnagy. 3MiHa y KOpOTKiili xapakTepucTuui
Mr, o 7 TabneTok y bulk", nepBrHHe Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepi, no 4 BTOPVHHE IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Ha nigcTasi
6nictepu y nakyBaHHs1, perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
KapTOHHI kopobuyj, KOHTPO/b Ta BUMYCK nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
no 10 TabneTtok y cepii: KPKA, a.4., 3acToCyBaHHS NikapCcbKoro 3acoby B
6nictepi, no 3 Hoso mecTo, nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
6nictepn y CnoBeHis; OL|iHKM 3BITY 3 AOC/iAKEHb, NpoBeAEeHUX BiAMNOBIAHO
KapTOHHI kopobLyj, Brpo6HuK, 00 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
no 14 tabnetok y BiANoBiAaIbHWiA 3a 3MiHM) - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
6nictepi, no 2 KOHTpONb cepil MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
6nictepn y (thiznyHi Ta XimiyHi po3giniB "Ocob6mBOCTi 3acTocyBaHHs", "Mo6IYHI
KapTOHHIA KOopooLi MEeTOAN KOHTPOSH0): peakujii" BiANOBIAHO 4O OHOBMEHOI iHGhopMaL,i Woa0
KPKA, a.4., Hoso 6e3nekn 3aCToCyBaHHA Ajlo4ol pevyoBuHN. TepMiH
mecTo, CrnoBeHis; BBE/EHHS 3MiH - MPOTAroM 6 micauis nicns
Bnpo6HWK, 3aTBEPAKEHHS
BiANOBigabHUIA 3a
KOHTpONb cepii
(hiznyHi Ta XimiyHi
MeTOAN KOHTPO/IO):
Kemina6 g.0.0.,
CnoseHis;
BUpPO6HUK,
BiANOBIgaIbHUI 3a
BMPOGHMLTBO "in
bulk": HiHr6o
MeHoBoO TiaHkaHr
dapmMacboTUKaC
Ko., ita, Kutaii
42. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, CnoBeHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/6227/01/02
NNiBKOBOK A.4., Hoso BignoBiAabHWiA 3a Kutaii | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom niosnsicae
060/10HKO10, 1Mo 80 MecTo BUPOGHMUTBO "in thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi

Mr; Mo 7 TabneTok y
6nicTepi; no 4 abo
no 12 é6nictepis y
KapTOHHI kopobuyj;

bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs1,

KOHTPO/Ib Ta BUMYCK

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6esneku
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
no 10 tabneTok y cepii: KPKA, a.4., 3aCTOCyBaHHS Nikapcbkoro 3acoby B
6nictepi, no 3 HoBo mecTo, nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
6nictepu y CnoseHis; OLIiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
KapTOHHI kopo6uyj; Brpo6HuK, 00 nnaHy negiatpuyHux gocnigpkensb (PIP) (iHwi
no 14 tabneTtok y BiANOBIgaIbHUIA 3a 3MiHW) - 3MiHV BHECEHO A0 IHCTPYKUIT Ans
6nicTepi, no 2 abo KOHTpONb cepii MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
no 6 GnictepiB y (hiznyHi Ta XimiyHi po3ginis "Ocob6nmBoCTi 3acTocyBaHHs", "Mo6IYHI
KapTOHHIA Kopoo6Li MEeTOAMN KOHTPOJIIO): peaxuii” BignoBigHO 40 OHOBEHOT iHhopmaL,i LWwoao
KPKA, a.4., Hoso 6e3nekn 3acTocyBaHHs fil040i Pe4YoBUHU. TEepMiH
mecTo, C/oBeHis; BBE/AEHHS 3MiH - MPOTAroM 6 MicauiB nicns
Bnpo6HWK, 3aTBEPAKEHHS
BiiNOBIgaNbHWIA 3a
KOHTpOsb cepii
(thi3nyHi Ta XimiyHi
METOAN KOHTPOIO):
Kewmina6 g.0.0.,
CnoseHis;
BUpO6HUK,
BiANOBiAa/IbHWIA 32
BUPOBHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs: HiHr6o
MeHoBO TiaHkaHr
PapmacbloTukanc
Ko., ita, Kutaii
43. | BAJIbCAKOP® | Tabnetku, BKpUTI KPKA, CnoBeHis BUpPOGHYK, CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a He UA/6227/01/03
NNiBKOBOIO n.4a., Hoeo BiANoBiAa/IbHWIA 3a Kutaii | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
060/10HKO10, M0 160 MecTo BUPOGHMUTBO "in thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi

Mr; Mo 7 TabneTok y
6nicTepi, no 4 abo
no 12 énictepis y
KapTOHHI kopobuyj,
no 10 TabneTok y
6nictepi, no 3
6nictepu y
KapTOHHI kopobuyj,
no 14 tabnetok y
6nicTepi, no 2 abo
no 6 GnictepiB y
KapTOHHIA KOopoo6Li

bulk", neperHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
Bupo6HuK,
BiANOBigabHUIA 3a
KOHTpONb cepii
(hiznyHi Ta XimiyHi
MeTOAN KOHTPO/IO):
KPKA, 4.4., Hoso
mecTo, CroBeHis;
BUpPO6HUK,
BiANOBIgaIbHNI 3a
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAN KOHTPO/HO):

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i A1 MEAUYHOT0 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BIiTYy 3 AOCMiMKEHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkensb (PIP) (iHwi
3MiHK) - 3MiHV BHECEHO A0 IHCTPYKUIT Ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "Oco6nmBOCTi 3acTocyBaHHS", "M06IYHI
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaL,i LWwoao
6e3nekn 3acTocyBaHHs fjil040i Pe4oBUHW. TepMiH
BBE/EHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Kewmina6 g.0.0.,
CnoseHis;
BUpO6HUK,
BiANOBiAa/IbHWIA 32
BUPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs: HiHroo
MeHoBO TiaHkaHr
PapmacbloTukanc
Ko., ita, Kutaii
44, | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, CnoBeHis BUpPOGHYK, CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a He UA/6227/01/04
NNiBKOBOIO n.4a., Hoeo BiANoBiAa/IbHWIA 3a Kutaii | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
060/10HKOM0, Mo 320 MecTo BUPOGHMLTBO "in thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr, no 10 TabneTok bulk", nepBrHHe Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
y 6nicTepi, no 3 abo BTOPUHHE IHCTPYKLi 415 MEAUYHOT0 3aCTOCYBaHHSA Ha nigcTasi
no 6 6nictepis y nakyBaHHs, perynsipHoO OHOBJIKOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHI kopoo6Lj, KOHTPO/b Ta BUMYCK nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
no 14 tabnetok y cepii: KPKA, a.4., 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
6nictepi, no 2 abo HoBo mecTo, nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
no 4 6nictepu y CnoseHis; OLiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
KapTOHHI kopobuyj, Brpo6HuK, 00 nnaHy negiatpuyHux gocnigpkensb (PIP) (iHwi
no 15 tabnetok y BiANOBigabHUIA 3a 3MiHK) - 3MiHVM BHECEHO A0 IHCTPYKUIT Ans
6nicTepi, no 2 abo KOHTpOnb cepii MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby Ao
no 4 6nictepu y (hiznyHi Ta XimiyHi po3ginis "Oco6nmBOCTi 3acTocyBaHHS", "Mo6IYHI
KapTOHHIA KOopoo6Li MEeTOAMN KOHTPO/II0): peaxuii” BignoBigHO 40 OHOBEHOT iHhopmaLi LWwoao
KPKA, 4.4., Hoso 6e3nekn 3acTocyBaHHs fjil040i pe4oBUHW. TepMiH
mMecTo, C/oBeHis; BBE/EHHS 3MiH - MPOTAroM 6 MicauiB nicns
Bnpo6HWK, 3aTBEPAKEHHS
BiANOBIgaIbHNI 3a
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAN KOHTPOSIO):
Kewmina6 g.0.0.,
CnoseHis;
BUPOBHMK,
BiANoBiAa/IbHWIA 3a
BUPOGHMUTBO "in
bulk": HiHr6o
MeHoBO TiaHKaHr
dapmMacboTUKaC
Ko., T4, Kutaii
45. | BAPIBAKC NMOPOLLOK Ta Mepk LLiBefiuapis Brpo6HMLUTBO, CuwA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19665/01/01
BAKUWHA ANA | po34nHHMK ANs LWapn i nepBuHHe HigepnaHnan Il Tuny - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | niossieae
NPO®PINAKTUK | cycneHsii ans [oym nakyBaHHs Ta hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
M BITPAHOI iH'exuili; 1 dphnakoH 3 I1OEA aHasiTM4yHe nikapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
BICNU XXUBA nopotukom (1 fo3a) 6X TeCcTyBaHHs IHCTPYKLiT 418 MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
ATEHYAOBAH B KOMMIeKTi 3 1 BaKuMHU: MepkK HOBMMW fAHUMU 3 SKOCTi, AOKAIHIYHUMW, K/iHIYHUMM
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
A h1akoHOM 3 Wapn i foym NNC, AaHVMU Ta fJaHumn 3 dpapmakoHarnsagy - 3miHu
PO34MHHKKOM (BOAA CLUA; MapkyBaHHs BHECEHO B iHCTPYKLt0 A1 MEAMYHOIO 3aCTOCYyBaHHS
ONs iH'eKUid) B NnepBUHHOIO nikapcbKoro 3acoby B po3ainm "IMyHONOriyvHi Ta
KapTOHHI KOopoo6Li nakyBaHHs1, 6ionoriyHi BnactTueocTi" Ta "B3aemogis 3 iHW1MM
BTOPVHHE nikapcbkMKM 3acobamMu Ta iHLWi BUAW B3aeMogiid".
nakyBaHHA Ta TepmiH BBEAEHHSA 3MiH NPOTAroM 6 MicAuiB nicns
[03BiN Ha BUMNYCK 3aTBEPKEHHS
cepii BakUMHU Ta
po3UMHHMKa: MepK
Wapn i foym B.B.,
Higepnanamn
46. | BEBUKAP™ TabneTkn, BKPUTI Actennac | Higepnangn [Jencapm Mennen HigepnaHgy | BHECeHHS 3MiH [0 peecTpauiliHix martepianis: 3miHu 3a UA/3763/01/01
NAiBKOBOO dapma B.B. | Tuny - 3miHK 3 skocTi. CepTudikat peyenmom
060/10HKO0, M0 5 mr; | KOpon B.B. BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
no 10 TabneToyk y €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
6nictepi; no 1 a6o 3 HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
6nictepu B ab60 BUy4YeHHs cepTuddikarta BigNoBiAHOCTI
KapTOHHI KOPOOL €Bponeiickkii hapmakonei: gns A®l; ons BMXigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOrO BMPOGHUKA (3amiHa a60 [ONOBHEHHS) -
MoaaHHA HoBOro cepTuddikaTa BigNOBIAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2017-249 - Rev
02 ana A®I conidheHaurHy CyKuMHaTY Bif, HOBOro
anbTepHaTuBHOro BMpobHuka Glenmark Life
Sciences Limited, India
47. | BESUKAP™ TabneTtkn, BKPUTI Actennac | HigepnaHgn Oenchapm Mennen HigepnaHgy | BHECEHHs 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu 3a UA/3763/01/02
NNiBKOBOIO Papma | TMny - 3miHK 3 AkocTi. CepTucpikat peyenmom
060/10HKO10, Mo 10 HOpon B.B. BignosigHOCTI/lE-cepTudpikar BignosigHOCTI
Mr; no 10 Tabnetoyk €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
y 6nictepi; no 1 abo HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
3 6nictepu B abo BuNy4YeHHs cepTudikaTta BignoBigHOCTI
KapTOHHIA Kopoo6Li €Bponeiicbkili hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTLCA Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - HoBuii cepTudikat Big,
HOBOroO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS) -
MopaHHA HOBOroO cepTudikaTa BigNoOBIgHOCTI
€ponelicbkiin hapmakonei Ne CEP 2017-249 - Rev
02 ana A®I conidpeHaurHy cyKumHaTy Bif, HOBOro
anbTepHaTMBHOIO BUpobHMKa Glenmark Life
Sciences Limited, India
48. | BEPOLLMIPOH Kancynu no 50 mr, BAT YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/2775/01/01
no 10 kancyny "lepeoH PixTep" | TNy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3 PixTep" KOHTPO/1b FOTOBOIO NiKapCbKOro 3acoby (iHwWi 3MiHW)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

6nictepu B
KapTOHHI ynakoBLi

- nepeknag MK$ 3 pocilicbkoi MOBY Ha yKpaiHCbKy
MOBY A/191 NPUBEAEHHS Y BIAMNOBIAHICTb i3 BUMOramu
YMHHOI pegakuii Hakady MO3 YkpaiHu Ne 426 Big
26.08.2005. 3miHu | TMny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarniagy (iHuwi
3MiHKW). 3asiBneHa 3MiHa Nonsrae y BUy4YeHHi 3
TekcTy MeTogjiB KOHTPO/O AKOCTI TEKCTY
MapKyBaHHS: 3aTBepmxeHo: MapkyBaHHS.
Bignosifae HagaHoMy TEKCTY MapKyBaHHS
NePBUHHOT Ta BTOPMHHOI YNakoBKW. 3anpornoHOBaHO:
MapkyBaHHS. 3riiHO 3aTBEpPAXXEHOro TEKCTY
MapKyBaHHs1. 3MiHu | Tuny - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3aco0y (iHLi 3MiHK) - NPUBEAEHHS 3aTBEPKEHUX B
YkpaiHi MeToais KOHTPO/O AKOCTI NiKapCbKOro
3acoby [0 3aTBEpPAKEHNX MaTepianis
peecTpauiiHoro Aocbe

49.

BEPOLLUMIPOH

kancynu no 100 mr,
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBL,i

BAT
"lepeoH
PixTep"

YropmHa

BAT "lepfeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b FOTOBOr0 NiKapcbkoro 3acoby (iHLi 3MiHM)
- nepeknag MK$ 3 pocilicbkoi MOBY Ha yKpaiHCbKy
MOBY [/19 NPUBEAEHHS Y BiAMOBIAHICTb i3 BUMOramm
UYMHHOI pefakuii Hakazy MO3 YkpaiHu Ne 426 Big,
26.08.2005. 3MmiHu | TMRY - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHuW). 3asBneHa 3MiHa Nonarae y BUIy4YeHHi 3
TekcTy MeToAiB KOHTPO/IHO SKOCTi TEKCTY
MapKyBaHHS: 3aTBepmikeHo: MapKyBaHHS.
Bignosigae HagaHoOMy TEKCTY MapKyBaHHS
NepPBUHHOT Ta BTOPMHHOI YNakoBKW. 3anpornoHOBaHO:
MapkyBaHHS. 3riiHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHs. 3MiHu | TUny - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOsib roTOBOro Nikapcbkoro
3aco06y (iHWi 3MiHN) - NPMBEAEHHS 3aTBEPAKEHUX B
YKpaiHi MeTofiB KOHTPOSIIO SAKOCTI NiKapCbKoro
3acoby [0 3aTBep4KeHUX martepiasnis
PeECTpaL,iHOrO A0CbE

3a
peyerimom

UA/2775/01/02

50.

FTABAHTWVH 300

kancynu no 300 mr;
no 10 kancyn y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHIM nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 34jicHeHHs hapMakoHarisay (Bkayatum

3a
peyenmom

UA/7323/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiNOBIAA/IbHOI 32 hapmakoHarnsg,

51.

FABATA 100

kancynu no 100 mr;
no 7 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI kopo6uyj;
no 10 kancyny
6nictepi; no 1
6nictepy y
KapTOHHIA KOopoo6Li

Ankem
NabopaTto
pi3 N1Tg

IHais

Ankem labopaTopi3
nig

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0c06Y 3 thapmakoHarnsagy 3asBHuka anas
3pificHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pegakuyis: Rahul Somani. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg, B Ykpaii.

[Oitoua pepakuis: Zinchenko Liudmyla. NMponoHoBaHa
pegakuis: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
BiANoBiAanbHOI 3a hapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/16442/01/01

52.

FABATA 100

kancynu no 100 wmr;
in bulk: no 100, 500
ab6o 1000 kancyn y
nnacTVKoBili 6aHLi

Ankem
Na6opato
pi3 NiTg,

IHgis

Ankem JlabopaTopi3
nTg,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asBHUKa gns
3[jiicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHarnaay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifabHOT 3a
hapmakoHarnag,.

[itoua pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepakuis: Rahul Somani. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6U 3asBHNKa,
BiANOBiAaIbHOI 3a thapmakoHarnsg. 3miHa

UA/16443/01/01




34

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTaKTHOI 0CO6U 3asiBHIKA, BifgnoBigasibHOI 3a
hapmMakoHarnag B YKpaiHi.

[Oitova pepakuis: Zinchenko Liudmyla. NMponoHoBaHa
pegakuist: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,

BiNOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.

53.

FABATA 300

Kancynu no 300 mr;
no 10 kancyn y
6nictepi; no 1
6nictepy y
KapTOHHI kopobuyj;
no 14 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI ynakosLii

Ankem
Nab6opaTto
pi3 N1

IHais

Ankem Jlabopatopi3
Nt

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuka ans
3[jiicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BigNoBigabHOI 3a
thapmakoHarning,.

[itoua pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepakuyis: Rahul Somani. 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
thapmakoHarnsg B Ykpaii.

[itoua pepakuis: Zinchenko Liudmyla. MponoHoBaHa
pegakuis: Zhyliaiev Ihor Volodymyrovych. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKa,
BignoBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

3a
peyenmom

UA/16442/01/02

54.

FABATA 300

kancynu no 300 mr;
in bulk: no 100, 500
a6o 1000 kancyny
NAacTrKoBili 6aHLi

Ankem
NlabopaTto
pi3 ITg,

IHais

Ankem labopaTopi3
nig

IHais

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNnOBHOBaXKeHOT 0CO6M, BignoBigansbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.

[Litova pepakuia: Ambrish Kumar Shivastava.
[MponoHoBaHa pegakuyis: Rahul Somani. 3miHa

UA/16443/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTaKTHUX JaHNX YOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
thapmakoHarnsg B Ykpaii.

[Oitova pepakuis: Zinchenko Liudmyla. NMponoHoBaHa
pegakuis: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsa B YkpaiHi.

55.

FABATA 400

Kancynu no 400 wmr;
no 10 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI kopobuyj;
no 14 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI ynakoBLi

Ankem
Na6opato
pi3 NiTg,

IHgis

Ankem labopaTopi3
nTg,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiAMNOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa ans
3pjiicHEHHs hapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepakuis: Rahul Somani. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CO6M 3asBHMKa,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOI 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
hapmMakoHarnag B YKpaiHi.

[Litova pepakuis: Zinchenko Liudmyla. NMponoHoBaHa
pegakuist: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.

3a
peyerimom

UA/16442/01/03

56.

FABATA 400

Kancynu no 400 mr;
in bulk: no 100, 500
a60 1000 kancyny
NNacTMKOBIN GaHLUi

Ankem
NabopaTto
pi3 114

IHAjsA

Ankem Jlabopatopi3
Nt

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bifl YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
thapmakoHaring,.

UA/16443/01/03
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
[itoua pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepakuis: Rahul Somani. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIA&bHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.
[itoua pepakuis: Zinchenko Liudmyla. MponoHoBaHa
pegakuis: Zhyliaiev Ihor Volodymyrovych. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKa,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YKpaiHi.
57. | FAMHEKC® cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - UA/21109/01/01
DPOPTE BariHanbHi; in bulk "TNEADA NBT NTA | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
Ne 1512 (7x216): no PM NTAO" CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
7 cynosutopiiB y pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
cTpuni; no 216 (iHWi 3MiHW) - BBEAEHHS A0AATKOBOI YNaKOBKN Y
CTPUNIB y KAPTOHHIl dopmi in bulk y 3B'A3Ky 3 BUPOGHMNYOI HEOOXIAHICTIO
Kopobui
58. | TAMMHEKC® cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16292/01/01
POPTE BariHasibHi; no 7 "TNEADA NBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3acib. peyenmom
Cyno3nTopiiB y PM NTA" KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
cTpuni; no 1 ctpuny MeToAax BUNPOOYBaHHS FOTOBOIO JliKapCbKOro
Y KapTOHHIi 3aco6y (iHWi 3miHK) - CynyTHS 3MiHa - 3MiHK 3
ynakoBLi siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FTOTOBOr0
nikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHa Ha3BwK
nokasHuka sikocTi "Po3nagaHHs" Ha "Bu3HaveHHs
yacy po3M’sKLLEHHSA NiNOiNbHUX Cyno3nUTopIiB".
3MiHa BHOCMTbLCS 3 METOK0 BCTAHOB/IEHHS
BIANOBIAHOCTI HA3BM METOAMKMN (MOKa3HMKa SKOCTI)
icHytouoMy chapmakoneiiHomy metoay. 3MiHu | Tuny
- 3MiHU 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHM)
- nepeknag MK$ 3 pocilicbkoi MOBY Ha yKpaiHCbKy
MOBY /191 NPUBEAEHHS Y BIANOBIAHICTL i3 BUMOramu
YMHHOI pegakuii Hakazy MO3 YkpaiHu Ne 426 Big
26.08.2005. 3miHu | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWii 3aci6. 3MiHa po3mipy
YyNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHK) -
BBEJEHHS 404aTKOBOI ynakoBku y chopmi in bulk y
3B'A3KY 3 BUPOOHNYOI0 HEOOXIAHICTIO
59. | NOCUUHY PO34UH NS iH'EKLINA AT Narsis BCi cTagii CnoBayymHa | BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3MiHK 3a He UA/18861/01/01
BYTUNBPOMIA, | 20 mr/mn, no 1 mn B "Kasuekc" BUPOBHMYOTO / NaTtBia | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuWii 3aci6. peyernmom nionsieae
KANMUEKC amnyni; no 5 amnyn npouecy, Kpim CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo

Y YapyHKOBIl
ynakosLj; no 1 a6o 2
YapyHKOBI yNakoBKM

BMNYCKY cepil:
XBM dapma c.p.o.,
CroBayuuHa,

yMoBax 36epiraHHsi rOTOBOrO JlikapCbKoro 3acoby
(36inbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapCcbKoro 3acoby) - [11si TOproBoi ynakoBKU
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
B NauLi 3 KapTOHy (nigTBEPAXKYETLCA AaHMMN peasibHOro vacy).
BUPOGHWK, AKWiA 36inbLUeHHa TepMiHy npugatHocTi M13. Oitova
BiAnosigae 3a pepakuisi: TepmiH NpuAATHOCTI: 3 POKU.
KOHTPONb MponoHoBaHa pegakuis: TepmiH npuaaTHocTi: 5
cepii/BunNpobyBaHHs: pOKiB. 3MiHV BHECEHO B IHCTPYKLiO 4719 Me4NYHOro
AT "TpiHgekc", 3acToCyBaHHS NikapcbKoro 3acoby y po3ain "TepmiH
Nartsis; npugaTHocTi".
BUPOOBHWK, SKNiA
BignoBigae 3a
BUNYyCK cepil:
AT "Kanuekc",
Nartsin
60. | MIUUH KpucTaniuHmi Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/19790/01/01
MOPOLLIOK BO 3 0bMexeHoto I Tuny: 3miHu 3 AkocTi. A®l. CTabinbHiCTb. 3MiHa
(cybeTaHuin) y 06MexeHo BiANOBIAA/ILHICTIO nepiogy NoBTOPHMX BUNPoOGyBaHb/nepioay
MiLLIKax 10 "OAPMXIM" 36epiraHHsA abo ymoB 36epiraHHa AdI (3a
nonieTuIeHoBKX BiAgnoBiga BiICYTHOCTI y 3aTBEp)XEHOMY [JOCbE cepTudikara
ons NBHICTIO BiANOBIAHOCTI EBponeiickkili hapmakonei, wWwo
hapmaLeBTUYHOIO "®APMXI BK/IHOYAE Nepiof, MOBTOPHOTO BUMPOGYBaHHS)
3acToCyBaHHS m" (nepiog NOBTOPHOro BUNPo6byBaHHsA/Mepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy
NMOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/iKEHb Y peaslbHOMY Yaci -
3MiHa TepMiHy NEPEKOHTPOII0 Ha TepMiH
npuAaTHOCTI, Y 3B'A3KY 3 AOCNIMHKEHHAMM 3i
CTabiNIbHOCTi y peasibHOMY Yaci TepMiHy
npuAaTHOCTI.
[itoua pegakuis: TEPMIH MEPEKOHTPOIO - 36
MicsauiB. MNponoHoBaHa pegakuyis: TEPMIH
MPNOATHOCTI - 4 poku. (oHoBAeHi MKA /13 (0000))
61. | TNMMIOKODAX® TabneTkun, BKPUTI Mepk PpaHuin BMPOGHMLTBO 3@ ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3994/01/01
NNiBKOBOK CaHTe NOBHUM LMK/IOM: IcnaHis | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom niosnsicae
060/10HKO0, N0 500 c.a.c. Mepk CaHTe, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
mr; no 15 TabneTok dpaHuis; NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta

y 6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI kopobLyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHI Kopoo6Li

BMPOGHMLTBO 3a
MOBHVM LIK/IOM:
Mepk, CN, IcnaHis

IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCAifKEeHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpnyHux gocnimkers (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ziny "OcobnmnBocCTi 3acToCyBaHHA" Bi4NOBIAHO A0
OHOB/EHOI iHhopMaLii 3 6e3nekn Ail40i peyoBUHU
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(meTdhopmiHy rigpoxnopuay) 3rigHo 3
pekomeHgauismm PRAC
62. | TNMMIOKODAX® TabneTkn, BKPUTI Mepk PpaHLin BMPOGHMLTBO 3@ PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3994/01/02
NNiBKOBOIO CaHTe NMOBHMM LMK/TOM: Icnanis | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
060/10HKOH0, M0 850 c.a.c. Mepk CaHTe, thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
mr; no 15 TabneTok dpaHuis; NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
y 6nicTepi; no 2 abo BMPOGHMLITBO 3a IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHSA Ha nigcTasi
no 4 6nictepun y NOBHUM LIK/TOM: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
KapTOHHI kopo6uyj; Mepk, C1, Icnanis nikapcbKoro 3acoby, abo gocnigxeHb 3 6esnekn
no 20 TabneTok y 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
6nictepi; no 3 nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
6nictepu y OLliHKM 3BIiTYy 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
KapTOHHIA KOopoo6Li [0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby Ao
po3ziny "OcobnmnBoCTi 3aCTOCyBaHHA" Bi4NOBIAHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 4ilo40i peyoBUNHU
(meTdhopmiHy rigpoxnopuay) 3rigHo 3
pekomeHgauisimm PRAC
63. | TNMHOKODAX® TabneTkun, BKPUTI Mepk PpaHuin BMPOGHMLTBO 3@ ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3994/01/03
NNiBKOBOK CaHTe NOBHUM LMK/IOM: IcnaHis | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom niosnsicae
060/10HKO10, Mo 1000 c.a.c. Mepk CaHTe, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
mr; no 15 TabneTok dpaHuis; NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
y 6nicTepi; no 2 abo BMPOGHMLITBO 3a IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
no 4 6nictepun y NOBHUM LIK/TOM: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
KapTOHHI KOopoo6Li Mepk, C/, IcnaHis nikapcbKoro 3acoby, abo gocnigxeHb 3 6esnekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BIiTY 3 AOCMifKEeHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ziny "OcobnmnBocCTi 3acToCyBaHHA" Bi4NOBIAHO A0
OHOB/EHOT iH(hopMaLii 3 6e3nekn 440 peyoBUHU
(meTdbopmiHy rigpoxnopuay) 3rigHo 3
pekomeHgauismm PRAC
64. | TPUNNOCTA/, crpeli Ha3aNbHUIA, CTALA HimeuunHa (Bunyck cepiif) HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHW 6e3 UA/16231/01/01
® PUHO po3uuH 0,05 % no ApuHaiimit CTALA Icnanis/ | TMny - 3miHn 3 AkocTi. CepTudpikat peyenma
MAPITIM 15 mn 'y donakoHi; no Tens Al ApuHaiimitrens Arl, PymyHis/ BignosigHocTi/lE-cepTudikar BignosigHoCTI
1 chnakoHy B HimeuunHa; YopHoropis €Bponelicbkili hapmakonei/moHorpadii. MogaHHs
KapTOHHIA Kopoo6Li (BMpPOGHMLTBO HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
Hepo3acoBaHoro abo Buy4YeHHs cepTudikarta BignoBigHOCTI

NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs1,

KOHTPO/b Cepiit)

€Bponeiicbkii hapmakonei: gns A®l; ons BMXigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAyKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[0MOMIDKHOI peyoBMHM (cepTudikaT BiANOBIgHOCTI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Ypcadapm €Bponelicbkin hapmakonei) - OHOBIEHWIA

ApuHalimiTTens
'm6X, HimeuunHa;
(BMpPOGHMLTBO
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b Cepiid)
PAMAP XEJNIC KEP
CEPBICEC
MAZPUA, C.AY.,
IcnaHis;
(BMpPOGHULTBO
Hepo3dacoBaHOro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs)
XeMOMOHT 4.0.0.,
YopHoropis;
(KOHTpPONb cepiii:
Pi3NKO-XiMiYHi
BUNPOBYBaHHS)
JTABOPATOPIA 3
KOHTPOJIHO
NIKAPCBKNX
3ACOEIB CTAIA
Xemocpapm CP/1,
PymyHist; (KOHTpONb
cepiii:
MiKpo6ionoriyHi
BUNPOBYBaHHS)
MikpoBaiionoaxi
Kpamep Mv6X ,
HimeyunHa

cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKA -
HapaHHA oHoBneHoro CEP Ha A®I
KcnnomeTasoniHy rigpoxiopug, Big, 3aTBepAKeHOro
BMpo6HUKa Przedsiebiorstwo Innowacyjno
Wdrozeniowe “Ipochem” SP.Z.0.0.. A came
OHOBJ/IEHO Ha3By Ta agpecy BnacHuka CEP Ta Hassa
BUPOGHMYOT AiNbHULL Y 3B'A3KY 3i 3MUTTAM 3
KomnaHieto Polfa Warszawa S.A.. 3asBHUK
niaTBEpAXYE, WO cneundikauii roToBoro NpoayKTy
0151 BUNYCKY Ta 3akiH4eHHS TepMiHy npuaaTHOCTI
3a/MLLATLCA HE3MIHHUMK, & TaKoX 3aTBEPAKEHNI
nepiofi NOBTOPHOrO BUNPOBYBaHHSA Ail040i peYOBUHN
CcTaHoBUTb 36 MicsuiB. Mpouec BUpobHULTBA
roTOBOrO MiKapCbKOro 3acoby He BK/OUAE XOLHUX
marepianis N0ACbKOro abo TBapnHHOIO
NOXO/KEeHHA.3MiHW, BHeceHi 3MiHoo R1-CEP 2017-
054-Rev 00, He BN/MBatOTb Ha AKICTb NiKapCbKoi
cy6cTaHuii Ta/abo nikapcbkoro 3acoby. 3miHa 3a
3aMOBYYBaHHSAM BigHeceHa o Tvny IB nnwe 3
hopManibHUX NPUYKH, OCKINbKKU 3MiHW o CEP He
6ynu nogaHi npoTarom 12 micauis nicas ix
BHeceHHs. Knacudikauis 3a Tunom 1B He
I'PYHTYETbCA Ha 3aHEMOKOEHHI LLIOAO SAKOCTi. 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTIi a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPO6HULTBI API; Ans
[ONOMDKHOI peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBIEHWIA
cepTudikaT BiJ Y)e 3aTBepXeHOro BUPOGHuKa - Y
HOBIN pefakLii Ha3By BNacHWKa 3MiHEHO Ha

ZAKLADY FARMACEUTYCZNE POLPHARMA S.A..

3asBHVK NiATBEPAXYE, WO cnewumdikaLii roToBoro
nikapcbKoro 3acoby Ha BUNYCK Ta TePMiH
NPUAATHOCTI 3a/IMLLAITECSA HE3MIHHUMMU, a Takox
3aTBEPAKEHNI Nepiog NOBTOPHOrO BUNPOGYBaHHS
Aitoyoi pevoBUHM cTaHOBMTL 36 MicsLis. MNpouec
BMPOGHMLITBA rOTOBOTO /iKAPCbKOro 3acoby He
BK/IIOHAE XOAHUX MaTepianiB NioAcbKoro abo
TBaPUHHOIO NOXOKEHHS, W0 6y10 NigTBEpAXKEHO
EDQM y psgky 21 Buwe3asHaveHoro CEP. 3miHu,
BHeceHi 3miHoto CEP 2017-054-Rev 01, He
BN/IMBAIOTb Ha SIKICTb f1il040i pe4yoBUHM Ta/abo
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NiKapCbKoro 3acooby.
65. | TPUMMNOCTA/, cnpeii HasaslbHUiA, CTALA HimeuunHa (Bunyck cepiit) HiMeuunHa/ | BHeCEHHSsi 3MiH 40 peecTpaLiiHux maTepianis: 3MiHK 6e3 UA/16231/01/02
® PUHO po3uuH 0,1 % no 15 ApuHaimit CTAOA Icnanis/ | Tuny - 3miHK 3 AkocTi. CepTudikar peyenma
MAPITIM My donakoHi; no 1 Tenb Al ApuHaiimitTTens Arl, PymyHis/ BignosigHocTi/l E-cepTudikar BignosigHoCTI
dhnakoHy B HimeuuunHa; YopHoropis €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
KapTOHHI KOPOOL (BUPOGHMLTBO HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
Hepo3dacoBaHoro abo BuNy4YeHHs cepTudikarta BignoBigHOCTI

NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib cepiid)
Ypcadhapm
ApuHaiimiTTens
'M6X, HimeuuunHa,;
(BpO6GHMLTBO
Hepo3acosBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib cepiid)
PAMAP XENIC KEP
CEPBICEC
MAZPWA, C.AY.,
IcnaHis;
(BMpPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs)
XeMOMOHT 4.0.0.,
YopHoropis;
(KOHTpOJIb Cepiil:
hi3NKO-XiMiUHI
BMNPOOYBaHHS)
NNTABOPATOPIA 3
KOHTPONO
NIKAPCBKUX
3ACOEIB CTAIA
Xemodhapm CP/,
PymyHist; (koHTposb
cepiii:
MiKpo6ionoriyHi
BMNPOOYBaHHS)
MikpoBaiionomxi
Kpamep Mm6X ,
HimeyunHa

€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peqoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHUKa -
HapaHHA oHoBneHoro CEP Ha A®I
KcunomeTasoniHy rigpoxnopua Big 3aTBepaKeHOro
BMpo6HUKa Przedsiebiorstwo Innowacyjno
Wdrozeniowe “Ipochem” SP.Z.0.0.. A came
OHOBJIEHO Ha3BY Ta ajpecy BnacHuka CEP Ta Ha3Ba
BMPOGHMYOT AiNTbHUL Y 3B'A3KY 3i 3IUTTAM 3
KomnaHieto Polfa Warszawa S.A.. 3adBHUK
niaTBEPLXYE, WO cneuudikaLii roToBoro NpoayKTy
[O715 BUMYCKY Ta 3akiHYeHHS TepMiHy NpuAaTHOCTI
3a/MLWATHLCA HE3MIHHUMK, & TaKoX 3aTBEPMKEHNI
nepiog, NOBTOPHOrO BMNPOOYBaHHS fil040i peyoBUHN
cTaHoBuTb 36 MmicAuiB. Mpouec BUpobHMLTBa
roTOBOrO /liKapCbKoro 3acoby He BK/OYAE XOAHUX
martepianis OACLKOr0 abo TBAPUHHOIO
NOXOKEHHS.3MiHW, BHeceHi 3miHow R1-CEP 2017-
054-Rev 00, He BN/IMBaOTb Ha AKICTb NikapCbKol
cybcTaHuii Ta/abo nikapcbkoro 3acoby. 3miHa 3a
3aMOBYYBaHHAM BigHeceHa fo Tuny 1B nnwe 3
hopManbHUX MPUYUH, OCKINbKM 3MiHW [0 CEP He
6ynu nogaHi npoTtsarom 12 micauis nicas ix
BHeCeHHS. Knacudikauis 3a Tunom IB He
I'PYHTYETHCS Ha 3aHENOKOEHHI LL0A0 AKOCTi. 3MiHU |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTI a6o
BU/yYEHHS cepTudpikaTa BiANoOBIAHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0ONOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepXEeHOro BUpobHuKa - Y
HOBIlA pefakLii Ha3BYy BacHMKa 3MiIHEHO Ha
ZAKLADY FARMACEUTYCZNE POLPHARMA S.A..
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3asBHUK NiATBEPAXYE, WO cneuudikaLii roToBoro
NikapcbKoro 3acoby Ha BUNYCK Ta TEPMiH
NpUAATHOCTI 3aUIMLLAITLCSA HE3MIHHMMU, a TakoX
3aTBEPMAKEHWIA Nepios NOBTOPHOrO BUNPOOYBaHHS
[ito4oi pevoBUHM cTaHOBUTL 36 MicsLiB. MNpouec
BMPOGHMLITBA rOTOBOTO NiKApPCLKOro 3acoby He
BK/IHOYAE XXOAHMX MaTepiasiB Mo4CbKoro abo
TBapPUHHOTO NOXOMKEHHS, WO 6yno nigTBEpMAXEHO
EDQM y psgky 21 suwe3asHaveHoro CEP. 3miHu,
BHeceHi 3miHoo CEP 2017-054-Rev 01, He
BMNMBAOTb Ha AKICTb Ajt040i pevyoBuHN Ta/abo
NikapcbKoro 3acoby.
66. | TPUN-XEE/b Tabnetkn, no 50 Bionoriwe HimeuunHa Bionoriwe HimeuunHa | BHeceHHs 3MiH 4O peecTpauiiHnx MaTepianis: 3MiHN 6e3 UA/4268/02/01
Tabnetoky XanbMmitt XainbMmitrens | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
KOHTeliHepi efnb Xeesnb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
noninponineHosomy; M6X y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
no 1 koHTeliHepy B (BBEAEHHS y3ara/lbHEHNX AaHUX NPo cucTemy
KOpo6Li 3 KapTOHY thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.
67. | AEKPICTON® Kancynv Teepai, TOB Ykpaina KOHTpO/b BUXIAHNUX HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/20859/01/01
DPOPTE 50000 MO; no 2 «MIBE martepianis, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peyenmom
Kancynm y énictepi; YKPAIHA» BMPOGHMLITBO 3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPo6HULTBA
no 4 a6o no 6 po3unHy A®I Ta rOTOBOrO JliKapCcbKoro 3acoby, BK/4Yaumn
6nicTepiB y navui roTOBOro NPOAYKTY NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpW
(Macu HanoBHEHHS), BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby (iHLui
nepBuHHE Ta 3MiHN).
BTOPWHHE [opaBaHHA 2-ro BapiaHTy CKMISIHOMO (h/1akoHy 3
nakyBaHHs1, 6ypLUTMHOBOrO CKNa ApPYyroro Tuny, Lo
KOHTpO/b cepii Ta BUKOPWCTOBYETLCA AIK KOHTEVHep A5 36epiraHHA Ta
BUMYCK cepii: mi6e TpaHCNopTyBaHHS NPOMIXXHOrO NPOAYyKTY. Takox
6X BHECEHO He3HauHi pefakLiiiHi npasku.
ApuHaiimiTTens,
HimeuunHa,
HanoBHeHHs Ta
3aKynoploBaHHs
Kancyn:
Tpommcaopdd
'M6X eHp Ko. KrI,
HimeyunHa
68. | AEKCA/MIH® PO34MH ANns MeHapiHi Jltokcembypr BUPOGHMLTBO in ITanis BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3MiHK 3a He UA/3764/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
IH'EKT iH'exuili/indoysiii, 50 IHTepHeLw bulk, neperHHe Ta | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenmom | nidnsi2ae
Mr/2 M/1; N0 2 MN B oHan BTOPVHHE thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
amnyni; no 1 amnyni Onepeiiw nakyBaHHs, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
B KOHTYpHili OHC KOHTPO/Ib Ta BUMYCK IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS Ha nigcrTasi
YapyHKOBIli IMokcemby cepiii: A. MeHapiHi perynsipHo OHOBJ/IIOBAHOrO 3BIiTY 3 6e3nekn
ynakosui, 1 pr C.A. MaHydakTypiHr nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
KOHTYpHa YapyHkoBa NoricTikc eHp, 3aCTOCYyBaHHS Nikapcbkoro 3acoby B
ynakoBka B Cepsicec C.p.J1,, nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
KapTOHHiiA Kopo6Lj; ITanis; Anbhacirma OLIiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
abo no 5 amnyny C.n.A,, Itanis [0 nnaHy negiatpuyHux gocnimkerb (PIP) (3miHy
KOHTYpHIli Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
YapyHKOBIi opraHom) - 3MiHVM BHECEHO B iHCTPYKLi0 AN5
ynakosLj, 1 MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
KOHTYpHa YapyHKoBa po3ginis "Oco61MBOCTI 3acTocyBaHHS", "T06IYHI
ynakoBka B peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i Woao
KapTOHHI kopo6uyj; 6e3nekn 3aCTOCyBaHHS Ajil040i pe4yoBuHU. BBegeHHs
abo no 5 amnyny 3MiH NPOTArom 6 MicALiB Nicns 3aTBepPIKEHHS
KOHTYpHIl
YapyHKOBIli
ynakoBLi, 2 KOHTYpPHI
YapyHKOBI YNaKkoBKM
B KAPTOHHIli Kopobui
69. | AJEKCMEOETO KOHUEHTpaT ons BakcTep Higepnanaun BAKCTEP IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/20749/01/01
MIANH- PO34mnHY Ana XongiHr PAPMACBHIOTIKAN | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
BAKCTEP iHcpysiin, 100 mkr/mn; Bi.Bi. 3 IHAIS NPABIT thapmakoHarnagy. 3MiHa YacToTv Ta/abo TepMiHiB
no 2 mn 'y hnakoHi; NIMITEL noJaHHA perysisipHO OHOBJIIOBaHKX 3BITIB 3 6e3neku
no 5, 10 a6o 25 nNikapcbKyx 3aco6iB. 3MiHa 4acToTK Ta TEPMIHIB
h1aKoHIB y NoAaHHsA perysisipHO OHOBJIIOBAHOTO 3BITY 3 6Ge3neKu:
KapTOHHIA Kopoo6Li
[itoua pepgakuin: Yactota nogaHHsA perynsipHo
OHOB/THOBAHOrO 3BiTYy 3 6e3neku - 1 pik. KiHueBa gata
019 BKMOYEeHHA aaHux ao PO3B - 15.03.2018 p.
[ata nogaHHs - 24.05.2018 p. MNMponoHoBaHa
pefakuis: YactoTa nofaHHsa perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku - 3 poku. KiHuesa
nara ans skoyeHHa gaHnx no PO3b - 15.03.2027
p. JaTta nogaHHs — 13.06.2027 p. PekomeHA0BaHO
[0 3aTBEPKEHHS BiANOBIAHO A0 NePioANYHOCTI
NOAAaHHSA PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
nikapcbkunx 3acobis y €C.
70. | AEPMABIH Masb; no 15 r B Ty6i; TOB «®3 Ykpaina TOB «®3 «CTALA» YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a UA/14273/01/01
no 1 Ty6i y nauyj 3 «CTAOA» | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmom

KapToHy

BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb 40 MoHorpadii 4dY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHabHOT
hapmakonei aepxasu E€C (3miHa y cneumdikauisix,
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nos'si3aHa 3i 3amiHO BMMOT MoHorpadii PY abo
iHLWOT HaujoHabHOT thapmakonei fepxasu €C Ha
BMMOrM MOHorpadii €Bponeiicbkoi hapmakoner)
3anponoHOBaHO YTOYHEHHSI KOHTPOJTIO NMOKa3HUKa
"BTpaTa B Maci npu BUCYLLYBaHHI" cybcTaHLil
"Caniunnosa kucnota" BifnosigHO A0 MOHorpadii
EP, 01/2017:0366 "Salycilic acid"
71. | AEPMA3O0N cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - UA/12479/04/01
BariHanbHi no 400 "TNEADA NBT NTA | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
mr; in bulk Ne 1440 PM NTAO" CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
(5x288) no 5 pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
CynosuTopiie y (iHWi 3MiHW) - BBEAEHHS A0LATKOBOI YNaKoBKN Y
cTpuni; no 288 dopmi in bulk y 3B'A3Ky 3 BUPOGHMNYOI HEOOXIAHICTIO
CTPUN y KapTOHHIi
Kopoo6ui
72. | AEPMA30N cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/16144/01/01
BariHasibHi no 400 "TNEADA NBT NTA4 | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peyenma
Mmr; o 5 PM NTA" CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
cynosmTopiis y ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
cTpuni; no 1 aéo no (36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOrO
2 cTpunn y NiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
KapTOHHI ynakoBLi (niaTBEPOXYETLCA AAHUMW PEeasIbHOro Yacy) -
36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepoKeHo:
TepMmiH NpuAaTHOCTI 2 POKK. 3anponoHOBaHO:
TepMiH NpuaaTHoCTi 3 POKK. 3MiHN BHECEHO B
IHCTPYKLi0 ANS1 MeANYHOT0 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3gin "TepmiH npugaTHOCTI".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oToBUIA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa po3mipy
yNaKkoBKW FOTOBOr0 NiKapcbkoro 3acoby (iHLWi 3miHu) -
BBE/EHHS 40AaTKOBOI ynakoBku y chopmi in bulk y
3B'A3Ky 3 BUPOOHUYOL0 HEOOXiAHICTI0. 3MiHu | Tvny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO /liKapCbKOro 3acoby (iHLUi 3MiHK) -
nepeknag MKS 3 pocilicbkoi MOBM Ha YKpaiHCbKy
MOBY /191 NPUBEAEHHS Y BIANOBIAHICTL i3 BUMOramu
YMHHOI pegakuii Hakazy MO3 YkpaiHu Ne 426 Big
26.08.2005
73. | AXKA3 TabneTku, BKPUTI Baiiep Al HimeuunHa MepBuHHE Ta HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/5468/01/01
060/10HKOH M0 28 BTOPVIHHE | TMNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWIA 3aci6. peyenmom
Tabnetok (24 nakyBaHHs, KOHTpPO/Ib JOMOMIDKHMX peqoBUH. 3MiHa napameTpis

TabneTku CBITNO-
poxesoro + 4

KOHTPO/1b SKOCTI,
BMNYCK cepii gns

cneumdikauii Ta/abo foONyCTUMUX MEX NS
[,0MOMIDKHOT pe4OBMHM (iHLi 3MiHM) OHOB/IEHHSI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Tabnetkn (nnayebo) aKTUBHOI TabneTku; iHchopMmawii LWoao nocunaHb Ha CTaHAAPTY AKOCTI
6in1oro konbopy) y nepBuHHe Ta ANs AONOMDKHMX PeYOBUH. HasiBHe nmocunaHHa B
6nicTepi 3 BTOPUHHE 3aTBEPLKEHNX PEECTPaLiiHUX MaTepianax Ha
CaMOK/1eNKo nakyBaHHs, BUMYyCK Commission Regulation (EU) No 231/2012 3amiHeHO
cTpiyKoto, no 1 cepii gnsa Ha y3arasibHeHe NOCU/IaHHA Ha YMHHI HOPMaTWBHI
6nictepy y "nnaue6o": baiep NonoXeHHs €aponeicbkoi Komicii woao
KapTOHHIM nayui Al, HimeuuunHa; [OOMOMIKHMX PEYOBWH, Xap4yoBKX A06aBOK,
Bupo6bHuuTBO 6apBHVIKIB TOLLLO, SIKi BUKOPUCTOBYIOTLCSA O/151
Hepo3cacosaHol BMPOGHMLITBA rOTOBMX NiKAPCLKNX 3aCO6iIB.
npoaykuii Ta
npoBefeHHs
KOHTPOIO SIKOCTI
AnA «nnaue6o»:
Baiiep AT,
HimeuunHa,;
Bci cTagji
BUPOGHMLTBA A9
aKTUBHOI TabneTkn
Ta «nnayebo»:
Baiiep Balimap
r6X i Ko. KT,
HimeyynHa
74. | AUKNO®EHAK | nopoLuok My6niyHe Ykpaina Amoni OpraHikc (A IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - UA/14234/01/01
HATPIO (cybeTaHuis) y aKLioHepH [isicioH och Ymegika | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa
noABiHMX e Na6opaTtopiec lMBT. HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
nonieTuIeHoBmX TOBapucTB nrta.) LisiNbHOCTI BUpOOHMKa (BK/THOYaoun, 3a
naketax gns o] HeoObXiAHOCTI, MiCLle NPOBEAEHHS KOHTPO/IO SKOCTI),
dhapmaLeBTUYHOrO "HaykoBo- abo BracHuka macTep-thaiina Ha A®l, abo
3acTOCyBaHHSA BUPOGHNY noctavasnbHuka A®Il/BuxigHoro
WA LEHTP marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
"Bopuuaris 3aCTOCOBYIOTbCH Y BUPO6HULTBI ADI (SKLL0
CbKUii 3a3Ha4YeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
XiMiKO- BiACYTHOCTI cepTudikara BifnoBigHOCTI
thapmaues €Bponelicbkiil hapmakonei y 3aTBepakeHoMy
TUYHWIA nocbke, abo BUPOOHMKA HOBOI LONOMIXHOI pe4OBUHU
3asopg" (AKLLLO 3a3HAYEHO Y AOCbE) 3MiHA Ha3BM BUPOBHNKA,
6€e3 3MiHK Micusl BUpO6HMUTBA
75. | AUKNODEHAK- | po3unH ans iH'ekuild, TOB Ykpaina Mepkne MmeX HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16637/01/01
TEBA 75 Mr/3 ma; no 3 mn «TeBa (BUPOGHMLTBO | TMny - 3miHK 3 AkocTi. CepTucpikat peyernmom
po3unHy B amnyni; YkpaiHa» Hepo3acoBaHoro BignosigHocTi/lE-cepTudikar BignosigHOCTI

no5amnyny
6nicTepi; no 1 abo
no 2 6nictepu B
KopoobLi

NpOAYKTY, NePBUHHA
Ta BTOPVHHA
ynakoBka, [103BiN Ha
BUNYCK cepil;
KOHTPO/b SKOCTI)

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTLCA Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dpapmakonei) - OHOBEHWIA
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
nogaHHs oHosrieHoro CepTudikaty BignosigHOCTI
€Bponeiicbkiii hapmakonei CEP 1997-041 - Rev 06
(3atBepmxeHo: R1-CEP 1997-041-Rev 05) Big BXe
3aTBepAKeHOro BUpobHuka ans A®l avknodeHax,
BHACNIAOK 3MiHW Ha3BW BMPOGHMKa i3 Unique
Chemicals (nigpo3ain komnarii J.B. Chemicals &
Pharmaceuticals Ltd.) Ha J.B. Chemicals &
Pharmaceuticals Limited
76. | AUUMNHOH PO34uH NS iH CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8466/01/01
"eKuind, 250 mr/2 mn; dapmach dapmaueBTUYHA | TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuenmom
no 2 mMn B amnyni, toTiKan3 KOMMaHis 4.4. thapmakoHarnagy. 3MmiHa YyactoTv Ta/abo TepMmiHiB
no 50 amnyn y a.a. nofAaHHs perynsipHo OHOB/TIOBAHMX 3BITIB 3 6e3neku
KapTOHHIA Kopoo6Li nikapcbknx 3acobiB. 3MiHa 4aCTOTU Ta TEPMIHIB
nofaHHsA perynsipHo OHOB/HOBAHOrO 3BIiTY 3 6e3NeKu:
[itoya pepakuis: YactoTa nofaHHsa perynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekn 13 pokis. KiHueBa
narta ans BkAyeHHs gaHnx go PO3b - 22.04.2025
p. AaTta nogaHHs - 21.07.2025 p. NponoHoBaHa
pepakuis: YactoTa nogaHHsa perynsipHo
OHOB/THOBAHOrO 3BiTYy 3 6e3nekn 8 pokiB KiHueBa
nara ans sknoyeHHa gaHnx no PO3b - 03.06.2025
p. AaTta nogaHHs — 01.09.2025 p. PekomeHA0BaHO
[0 3aTBEPAKEHHS BifMNOBiAHO A0 NEPiogNYHOCTI
nofaHHs perynsipHo OHOB/TIOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y EC.
77. | AIATAMA PO34UH ANS iH EKLiN Tosapuct Ykpaina MpuaTHe YkpaiHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3miHa 3a He UA/16822/01/01
no 2 mn B amnyi, BO 3 akuioHepHe 3asBHuKa /13 (MIBM) (BnacHuka peecTpaviiiHoro peuyenmom | nidssieae
no 5 amnyn B 06MexeHo TOBapUCTBO "JlekxiMm noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
6nictepi, no 1 10 - XapkiB" 460)
6nictepy B nayui 3 Bignosiga 3MiHV BHECEHO B iIHCTPYKLiIO AN MeAUYHOro
KapTOHYy NIBHICTIO 3acTOCyBaHHS NikapcbKoro 3acoby, a came: 4O4aHO
«CICTEM po3ainu «3asaBHUK» Ta «Micue3HaxomKeHHs
DAPM» 3asBHMKa» Ta SIK HAcNigoK - Y BigNoBiAHI po3ainu

TEKCTY MapKyBaHHS BTOPUHHOT (N. 11, 17) ynakoBku
nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -
NpOTArom 6 MicsLiB nicns 3aTBepoKEHHS. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 34jicHeHHs hapMakoHarisay (Bkayatum
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay)
3MiHa YNoBHOBaXXeHOI 0CcObM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnifg. [iroya
pepakuis: JlebeguHeupb IHHa BacuniBHa.
MponoHoBaHa pepakuisa: Hosuubka IpuHa
BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifnoBigabHOI 3a
thapmakoHarnag. 3MiHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy Ta oro Homepa.
3MiHa MicLA 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
78. | AIA30/MIH® Tabnetkn no 0,1 r; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/0270/01/01
no 10 tabnetok y "papmak” Il TMny - 3MiHK 3 AkocTi. ADI. (HLWi 3MiHW) - NOAaHHSA peyenma
6nictepi; no 1 abo 2 OoHoBrieHoi Bepcii ASMF gns A®l Me6rigponiny
6nictepu y nauui Hanagusunar BupobHuyTBa MeHagiona, C.J1.,
IcnaHia 3areBepmkeHo: Version 04/2020-04-15;
3anponoHoBaHo: Version 04/2020-04-15 and
Amendment 2022-09-20, Amendment 2023-09-
27/2023-10-02.
79. | AIA30NMIH® Tabnetkn no 0,05 ; AT YkpaiHa AT "®dapmak” YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/0270/01/02
no 10 TabneTok y "papmak” Il Tuny - 3MiHK 3 AkocTi. AP, (HLWi 3MiHW) - NOAaHHSA peyenma
6nictepi; no 1 a6o 2 oHoBNeHoT Bepcii ASMF ana A®l Meb6rigponiHy
6nictepu y nauui Hanagusunar BupobHuyTBa MeHagioHa, C.J1.,
IcnaHia 3areBepaxeHo: Version 04/2020-04-15;
3anponoHoBaHo: Version 04/2020-04-15 and
Amendment 2022-09-20, Amendment 2023-09-
27/2023-10-02.
80. | AIA3O/MIH® apake no 0,05 r; no AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 6e3 UA/0270/02/01
10 gpaxe y "papmak” Il TMny - 3MiHK 3 AkocTi. ADI. (iHLWi 3MiHK) - NOAaHHS peyenma
6nictepax; no 10 oHoBsieHoT Bepcii ASMF ans A®l Me6rigponiny
Apaxe y 6nicTepi; Hanagusunar BupobHuuTBa MeHagioHa, C.J1.,
no 2 6nictepny Icnanis 3atBepgxeHo: Version 04/2020-04-15;
nauui 3anponoHosaHo: Version 04/2020-04-15 and
Amendment 2022-09-20, Amendment 2023-09-
27/2023-10-02.
81. | OIA30/IH® gpaxe no 0,1 r; no AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/0270/02/02
10 aopaxe y "papmak” Il Tvny - 3MiHK 3 AkocTi. API. (iHWi 3MiHW) - NogaHHA peyenma
6nictepax; no 10 oHoBsieHoi Bepcii ASMF gns Adl Me6rigponiHy
Apaxe y bnicTepi; Hanagusunar BupobHuLTBa MeHagioHa, C.J1.,
no 2 6nictepu y Icnanis 3aTBepgxeHo: Version 04/2020-04-15;
nauu,i 3anponoHosaHo: Version 04/2020-04-15 and
Amendment 2022-09-20, Amendment 2023-09-
27/2023-10-02.
82. | AOP3ITIM® OYHi Kpan/ii, po34nH, AT YkpaiHa PA®APM C.A. peuis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu - UA/16270/01/01
in bulk: no 100 a6o "KMNIBCbK | TMny - 3miHK 3 AkocTi. CepTudpikat
200 chnakoHiB y nn BignosigHocTi/lE-cepTudikar BignosigHOCTI
KapPTOHHI KOpoOL BITAMIHH €Bponelicbkili dhapmakonei/moHorpadii. MogaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

nn
3ABOL"

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPO6HULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2011-015 - Rev
01 (3atBepmxeHo: R1-CEP 2011-015 - Rev 00) ans
A®| nopsonamigy rigpoxsiopuay Big, Bxe
3aTBepmxeHoro BupobHuka INDOCO REMEDIES
LIMITED, India

83.

AOP3ITIM®

OYHi Kpansi, po34nH,
no 5 Mn y donakoHi
nonieTMneHoBoMy 3
KpanenbHuue Ta
KOHTpO/IEM NEepLLOro
po3KpUTTS; Nno 1
hnakoHy y nauui 3
KapToHYy

AT
"KNIBCbK
i
BITAMIHH
Vi
3ABOA"

Ykpaina

AT "KMIBCbKNM
BITAMIHHUIA
3ABOL"
(BUPOOHMLTBO 3
npoaykuii in bulk
«Padpapm C.A.»,
pevyis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOB/IEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkin hapmakonei Ne CEP 2011-015 - Rev
01 (3atBepmxeHo: R1-CEP 2011-015 - Rev 00) ans
A®| nopsonamigy rigpoxiopuay Big, BXe
3aTBepmxeHoro BupobHuka INDOCO REMEDIES
LIMITED, India

3a
peyerimom

UA/16271/01/01

84.

LYOTPAB®

Kpanni o4Hi no 2,5
MY dpriakoHi-
KpanenbHuyj; no 1
dnakoHy-
KpanesibHULi B
NPOMIXHII ynakoBLi,
LLIO BKNAAA€ETLCA B
KOpPOOKY 3 KapTOHY

HoBaprtic
®apma Al

LLisefiuapis

HoBaprtic
MaHydaktypiHr HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
I Tuny - 3miHn 3 AkocTi. CepTudpikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0 Buy4YeHHs cepTuddikarta BigNoBiAHOCTI
€Bponeiicbkin hapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepaKeHOoro BUpobHuka -
MopaHHA OHOB/IEHOrO cepTudikaTy BifNOBIAHOCTI
€Bponeiicbkii hbapmakonei Ne R1-CEP 1998-147-
Rev 08 (3atBepmxeHo: R1-CEP 1998-147-Rev 07)
Ans Oilyoi peyoBMHY TUMO/I0NY MasieaTy Bif BXe

3a
peyenmom

UA/6292/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3arBepxeHoro BupobHuka SICOR S.R.L. (BnacHuk
CEP Teva Pharmaceutical Industries Ltd.)
85. | EBPA® nnactup - BAT YropmHa Brpo6HMUTBO HimeuunHa/ | BHeCEHHs 3MiH 40 peecTpauiiHnux matepianis: 3MiHN 3a He UA/2051/01/01
TpaHcaepmasnbHa "lepeoH Hepo3dacoBaHoro YropuwuHa | TUNYy - AAMiHICTPaTVBHI 3MiHU. BunyyeHHs peyenmom | nionsizae
TepaneBTUYHA PixTep" NPOAYKTY Ta BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI A5
cuctema (TTC); no 1 nepBrHHA yrnakoBKa: A®I|, npomixXHOro NPoAyKTy abo rotosoro
nnacTvpy B NakeTi i3 NTC NomaHH NiKapcbKOro 3acoby, AibHNL AN NPOBeAeHHS
namiHoBaHoro TepaneBTUYHi nakyBaHHs1, BUPOGHYKa, BiZNOBIgaIbHOrO 3a BUNYCK
nanepy i Cuctemu AT, cepiii, MicLe NpoBeAEHHST KOHTPOIO cepii) abo
antoMiHieBOT HimeuumnHa; noctayasibHvKa BUXiAHOr0 MaTepiasy, peareHTy abo
chonbru; No 3 nakeTu BToprHHa ynakoBka [ONOMDKHOI PEHOBMHU (SKLLLO 3a3HAYEHO Y AOChE)
B MPO30poMy Ta BUNycK cepil: BunyueHHss BUPO6HMYOI AinbHML BIANOBIAAIBHOI 3@
nakeTuky 3 BAT "TeaeoH BTOPUHHY YMakoBKy Ta BUMycK cepiii N3 AHcceH
noniMepHoi NNiBku; PixTep", YropwuHa dapmaueBTrka HB, Benbris/Janssen Pharmaceutica
no 1 a6o 3 NV, Belgium Ta BUny4YeHHss BUPOOHUYOI AinbHUL
NpPO30pUX NaKeTUKM ans A®l HopenrecTpoMiH (norelgestromin) - CaHodi
(3 abo 9 nnacTupis) Ximi, dpaHuis/Sanofi Chimie, France. 3MiHu
pasom 3i BHECEHO Y po34inn "BupobHuK" Ta
cneuiasibHAMK "Micue3HaxomKeHHs1 BUPOOHMKa Ta iioro agpeca
Hakneiikamu Ha MiCLA MPOBaMKEHHS AiANbHOCTI" B IHCTPYKLitO 415
Kanengap ans ME[MYHOrO 3aCTOCYBaAHHS Y 3B'A3KY 3 BUTYYEHHAM
MO3HAYOoK Npo OfIHOTO 3 BUPOBHMKIB Ta 1K HACNIAOK - BUTyYEHHS
BUKOPUCTaHHS TEKCTYy MapKyBaHHSA yNakoBKW MiKapCbKoro 3acoby
nnactupy (TTC) y [ONA BigNOBiAHOrO BUPO6HWKA. BBEAEHHS 3MiH
KapTOHHI ynakoBL,i NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW)
nepeknag MKS 3 pocilicbkoi MOBM Ha YKpaiHCbKy
MOBY /191 NPUBEAEHHS Y BIANOBIAHICTL i3 BUMOramu
YMHHOI pepakuii Hakady MO3 YkpaiHu Ne 426 Big
26.08.2005. 3miHu | TMny - 3MiHK Woa0
6e3nekun/ehekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHK) 3asiBNeHa 3MiHa Nonsrae y BUy4YeHHi 3
TekcTy MeTogjiB KOHTPO/O AKOCTI TEKCTY
MapKyBaHHS. 3aTBepixeHo: MapkyBaHHS.
BignoBigHO A0 TEKCTY MapKyBaHHS, LU0 AOAAETLCS.
3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. 3MiHu | Tuny -
3MiHM 3 KOCTi. [0TOBWMIA Nikapcbknii 3aci6. KOHTponb
rOTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHK)
npuBeLeHHs 3aTBepMkeHnX B YkpaiHi MeTogis
KOHTPOJIH0 SAKOCTi NikapCbKOro 3acoby Ao
3aTBEPKEHNX MaTepianiB peecTpauiiHoro AoChe.
86. | EKBEMECTAH- | Tabnetku, BKpUTI ToBapuct Ykpaina Pemepika Nimiteq, Kinp BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/19570/01/01
BICTA AC NNiBKOBOIO BO 3 YTOUHEHHS1 Ha3BU J1iKapCbKOro 3aco6y B Hakasi peuyenmom
060/10HKOI0, N0 25 06MeXeHO MOS3 YkpaiHu Ne 1703 Big 10.11.2025 B npoueci
mr, no 10 TabneTok 10 BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHK 3 AKOCTI.
y bnicTepi; no 3 BignoBiga CeptudpikaT BignosigHocTi/l E-cepTudikat
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6nictepu B navuj 3 NBHICTIO BiAMNOBIAHOCTI E€BpONenchbkili
KapToHy «BYCT hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OAPMA» OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/yYEHHS cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[ONOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudikaT Bif y)Xe 3aTBepXEHOro BUPOOHUKA -
MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei CEP 2016-156-Rev 02
(3atBepmxeHo: R1-CEP 2016-156-Rev 00) gns
[litoyoi pevoBrHN EK3eMecTaH Bif, 3aTBEpAKEHOro
BMpo6HMKa Shandong Anhong Pharmaceutical Co.,
Ltd., Kutait). Pegakuis B Hakasi - EK3EMEBICTA.
BipHa peaakuis - EKBEMECTAH-BICTA AC.
87. | ENIFAPA 22,5 NOPOLUOK AN Pekopgari ITanisa BiANOBIgaIbHUI 3a CLWA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/5758/01/02
Mr NPUroTyBaHHs IHpacTpia BWMYCK Cepil: | Tuny - 3miHK 3 skocTi. CepTudikat peyenmom
pPO34MHYy NS Ximika e Tonmap IHk., CLUA; BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
NiAWKIPHUX iH'EKUil dapmaces BiANOBIgaIbHNI 3a €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
no 22,5 mr; Tika C.n.A. BTOPUHHY YNaKOBKY: HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
KOMMNAEKT MICTUTb 1 Tonmap IHk., CLUA; ab60 BUy4YeHHs cepTuddikarta BignoBiAHOCTI
NIOTOK Ta CTePUsIbHY BiANOBIgaIbHNI 3a €Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
rosnky. J1otok BMPOGHMLTBO mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
MICTUTb NakeTuK 3 wnpvua A, wnpuua BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
BOJIOrOMNOr/IMHaKun B, KiHLEBY ynakoBKy [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
M areHTom Ta Ta KOHTPO/Ib SKOCTI: €Bponelicbkin hapmakonei) - OHOBIEHWIA
nornepenHL0 Tonmap IHk., CLUA; cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
3'ejHaHy wnpuuesy BiANOBiAa/IbHWIA 32 MogaHHSA OHOBNEHOTO cepTudiikaTa BignoBigHOCTI
cucTemy: KOHTPO/b/BMNPOGYB €Bponevicbkinn hapmakonei Ne CEP 2011-274 - Rev
nornepenHL0 aHHsA cepii: Tonmap 02 (3atBepmxeHo: R1-CEP 2011-274 - Rev 01) ans
HaNOBHEHWUIA LUNPUL, IHK., CLUA, aitoyoi pevoBuHu Leuprorelin Big, Bxe
A 3 PO3YMHHUKOM, BiANOBIgaIbHUIA 3a 3aTBepaxeHoro BupobHuka PIRAMAL PHARMA
nonepegHL0 KOHTPONb/BUNPOGYB LIMITED, India
HanoBHEHWIA LWNpwL, aHHs cepii: Tonmap
B 3 nopotukom, IHK., CLUA;
cpikcyrounii BiANOBigabHUIA 3a
3'efHyBay ansa KOHTPO/b/BMNPOGYB
wnpuuiB ATab 3 aHHS cepii:
KHOMKOI. Komniekt CnekTpan Oarta
Y KAPTOHHIli KopobLi. Cepsic, IHk.,CLUA
88. | ENIFAPA 45 MI' | nopowok ans Pekoppaarti ITanisa BignoBiAabHWiA 3a CLA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/5758/01/03
NpUroTyBaHHs IHpacTpia BUNYyCK cepil: | TMny - 3miHK 3 AkocTi. CepTudpikat peuenmom
po3UnHYy AN Ximika e Tonmap IHK., CLUA, BignosigHocTi/l E-cepTudikat BignosigHOCTI
NiAWKIPHUX iH'EKUi dapmaces BiANOBIgabHUIA 3a €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 45 mr; KoMnaexkT Tika C.n.A. BTOPVHHY YNaKOBKY: HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI

MiCTUTb 1 NOTOK Ta

Tonmap IHk., CLUA;

abo BuyYeHHs cepTudikara BignoBigHOCTI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
CTEPUSIbHY TOJIKY. BiANOBIga/IbHUIA 32 €Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
JToTOK MiCTUTB BMPOBHULTBO mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
nakeTuk 3 wnpuua A, wnpuua BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
BOJIOrONOrNINHAKYM B, KiHLEBY ynakoBKy [OMOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
M areHTom Ta Ta KOHTPO/1b AKOCTI: €Bponelicbkiin hapmakonei) - OHOB/IEHWIA
nonepegHL0 Tonmap IHK., CLUA, cepTuddikaT Bif y)Xe 3aTBepIKeHOro BUPOOHUKA -
3'egHaHy LNpuULeBy BiANOBiAa/IbHWIA 32 MopaHHsA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
cucTemy: KOHTPONb/BUNPOGYB €Bponelicbkit hapmakonei Ne CEP 2011-274 - Rev
nonepegHL0 aHHs cepii: Tonmap 02 (3atBepmxeHo: R1-CEP 2011-274 - Rev 01) ans
HanoBHEHWIA LWNpWUL, IHk., CLUA; Aitoyoi peyoBrHK Leuprorelin Big Bxe
A 3 PO3YMHHUKOM, BiANOBIgaIbHUIA 3a 3aTBepaAxeHoro BupobHuka PIRAMAL PHARMA
nonepegHsL0 KOHTPO/b/BUNPOGYB LIMITED, India
HanoBHEHWIA WNpWL, aHHs cepii: Tonmap
B 3 nopotukom, IHK., CLUA,
dhikcytounit BiANoBigabHNI 3a
3'egHyBay ans KOHTPO/b/BMNPOGYB
wnpuuis Atab 3 aHHsA cepii:
KHOMKO. Komniekt CnekTpan Oarta
Y KapTOHHIlA KopobLi. Cepsic, IHk.,CLUA
89. | ENIFAPA 7,5 NOpPOLUOK AN Pekoppaarti ITania BiANOBigabHUIA 3a CLWA BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/5758/01/01
Mr NPUroTyBaHHsA IHpacTpia BWMYCK Cepil: | Tuny - 3miHK 3 AkocTi. CepTudikar peyenmom
pO3uuHy ons Ximika e Tonmap IHk., CLUA; BignosigHocTi/l E-cepTudikar BignosigHoCTI
NiAWKIPHUX iH'eKUil dapmaces BiANOBigabHUIA 3a €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
no 7,5 mr; komnnekt | Tika C.n.A. BTOPVHHY YMaKoBKY: HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
MicTUTb 1 noTOK Ta Tonmap IHk., CLUA; abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
CTepW/IbHY FOJKY. BiANOBigabHUIA 3a €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
JNloTok MicTUTb BMPOGHMLITBO marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nakeTuk 3 wnpuua A, wnpuua BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
BOJIOrOMNOr/IMHaYN B, KiHLEeBY ynakoBKy [0ONOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
M areHTom Ta Ta KOHTPO/Ib AKOCTI: €sponelicbkin hapmakonei) - OHOBEHWIA
nonepeaHL0 Tonwmap Ixk., CLUA, cepTudikar Bif, yxe 3aTBepiXeHOro BUpo6HMKa -
3'elHaHy LNpuLesy BiANOBigabHUIA 3a MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
cucTemy: KOHTPO/b/BMNPOGYB €sponevicbkin hapmakonei Ne CEP 2011-274 - Rev
nonepegHL0 aHHs cepii: Tonmap 02 (3atBepmxeHo: R1-CEP 2011-274 - Rev 01) ans
HanoBHEHWIA LWNpWL, IHK., CLUA; aitoyoi pevoBuHY Leuprorelin Big, Bxe
A 3 PO3YMHHUKOM, BiANOBIgaIbHUI 3a 3aTBepmxeHoro supobHnka PIRAMAL PHARMA
nonepegHL0 KOHTPO/b/BMNPOGYB LIMITED, India
HanoBHEHWIA WNpWL, aHHsA cepii: Tonmap
B 3 nopoLukom, IHK., CLUA;
dpikcyrounii BiANOBIgaIbHUIA 32
3'efHyBaY ansa KOHTPONb/BUNPOGYB
wnpuuis ATab 3 aHHsA cepii:
KHOMKO. Komniekt CnekTtpan Jata
Y KapTOHHIli kopobui Cepsic, IHk.,CLUA
90. | ENIKBIC TabneTkun, BKPUTI Mdpaiizep CLWA BMPOGHMLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/13699/01/01
NNiBKOBOIO IHK. KOHTPO/b AKOCTI Ta ITania/ | TNy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niosisizae
060/10HKOM0, M0 2,5 KOHTPO/b AKOCTi Npu | HimeuunHa/ | chapmakoHarnsgy. 3miHa y KOpoTkiii xapakTepucTui
Mr; no 10 TabneTok BUMYCKY Cepii: Ipnangis NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
y 6nicTepi; no 2 BpicTton-Maiiepc IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS Ha nigcTasi
6nicTtepun y nauui 3 CkBi66 perynsipHo OHOBJ/IIOBAHOrO 3BIiTY 3 6e3nekn
KapToHy; no 20 MeHoheKUypuHT nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
Tabnetok y 6nictepi; KomnaHi AHnimiTeq, 3aCTOCyBaHHS Nikapcbkoro 3acoby B
no 1 6nictepy y KomnaHi, CLUA, nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
nauvj 3 KapToHy nakyBaHHs, OLIiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
KOHTPO/b AKOCTi Ta [0 nnaHy negiatpuyHux gocnimkerb (PIP) (3miHy
BUMYCK cepii: Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
KataneHTt AHarHi opraHom) - 3MiHVM BHECEHO B iHCTPYKLi0 AN5
C.p.n., Itanis; MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
nakyBaHHs, po3ainy "Mo6iyHi peakuii” BiANOBIAHO 4O OHOBNEHOI
KOHTPO/b AKOCTi Npn iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
BMMYCKy cepil Ta peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BUNYyCK cepil: BBefeHHA 3MiH NpoTAroM 9-Tu MicALiB nicns
Mdcpaiizep 3aTBEPKEHHS
MeHtothekuypyHr
Hoiunena rmoéxX,
HimeuunHa,;
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTi Npu
BUMNYCKY cepii Ta
BWMYCK Cepil:
Mcpaiizep IpnaHgis
dapmachbioTikans,
IpnaHgis; sunyck
cepii: Copas
NabopaTtopi3
AHnimiTeq Komnai,
IpnaHgis
91. | ENIKBIC TabneTkn, BKPUTI Mdpaiizep CLWA BVMPOGHMLTBO, CLiA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/13699/01/02
NAiBKOBOO IHK. KOHTPO/b AKOCTi Ta ITanis/ | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
060/10HKOH0, M0 5 Mr; KOHTPO/b SKOCTi Npu | HimeuunHa/ | chapmakoHarnsgy. 3miHa y KOpoTKiii xapakTepucTuLi
no 10 TabneTtok y BMNYCKY cepii: Ipnangis NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

6nicTepi; no 3 abo
no 6, aéo no 10
6nicTepiB y nauui 3
KapTOHy; no 14
Tabnetok y 6nictepi;
no 2 6nictepny
nauLi 3 KapToHy; Nno
20 Tabnetok y
6nictepi; no 3 abo
no 5 6nictepiB y
nauui 3 KapToHy

BpicTton-Maiiepc
CkBi66
MeHtodhekuypuHr
KomnaHi AHnimiTeq
KomnaHi, CLUA;
nakyBaHHs1,
KOHTPO/Ib AKOCTi Ta
BUNYyCK cepil:
KataneHTt AHarHi
C.p.n., Itanis;
nakyBaHHs,
KOHTPO/1b SKOCTi Npu

IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLiHKM 3BITYy 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHV BHECEHO B iHCTPYKLi0 AnS
MeAMYHOro 3acTOCyBaHHSA NMikapCbKoro 3acoby Ao
po3ziny "Mo6iyHi peakyii" BiANOBIAHO 4O OHOBEHOI
iHpopmauii LWoao 6e3nekn 3acTocyBaHHS Aikoyoi




52

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BMMYCKy cepil Ta peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BUNYyCK cepil: BBefeHHA 3MiH NpoTArom 9-Tu MicALiB nicns
Mdcpaiizep 3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHK WoAo
MeHtochekuypuHr 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHLi
Hoiunena rmoéX, 3MiHW) - 3MiHW BHECEHO B IHCTPYKLi0 418 MeguyHoro
HimeuunHa,; 3aCTOCYBaHHS NikapcbKoro 3acoby (419 A03yBaHHS
BVMPOGHMLTBO, 5 wmr) go po3ginis "Oco6nBOCTI 3aCTOCYBaHHSA",
nepBuHHE Ta "Mo6ivHI peakui™ Wwoao yHidikayii iHpopmaii ans
BTOPUHHE [IBOX [103yBaHb Ta pefaroBaHo po3ainm
nakyBaHHs1, "®apmakonoriyHi BactusocTi", "Cnoci6
KOHTPO/b AKOCTi Npu 3acTocyBaHHs Ta Ao3u", "Mo6iuHi peakuii”.
BUMNYCKY cepii Ta BBefeHHs 3MiH NpoTArom 9-tm MicAuiB nicns
BWMYCK Cepil: 3aTBEPAKEHHSA
Mcpaiizep IpnaHgis
dapmachbioTikans,
IpnaHgis; sunyck
cepii: Copas
Nabopatopi3
AHnimiTeq Komnai,
IpnaHgis
92. | EPIYC® cupon, 0,5 mr/mn; no Baiiep LLisefuapis OpraHoH XeiicT B.B. Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5827/02/01
60 mn a6o no 120 KoHcblome | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
M1y ¢pnakoHi; no 1 p Kep Al KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHLi 3MiHM)
chakoHy pasom 3 - nepeknag MK$ 3 pocilicbkoi MOBY Ha YKpaiHCbKy
MipHOIO JTOXXEUKOH0 MOBY [/19 NPUBEAEHHS Y BiAMOBIAHICTb i3 BUMOramm
abo [03yunum UYMHHOI pefakuii Hakasy MO3 YkpaiHu Ne 426 Big,
LINpuLom y 26.08.2005.
KapPTOHHI KOpoOL
93. | EPOTOH® Tabnetku no 50 mr; MPAT Ykpaiva BiNOBIgaNbHWIA 3a YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4652/01/01
no 1 a6o no 2, abo "®ITOPA BMPOGHMLTBO, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom
no 4 Tabnetkn y Pm* nepBuHHE, CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
6nictepi; no 1 BTOPVIHHE napameTpiB cneyugikauii Ta/abo AoNyCTUMUX MEX
6nictepy B nayui 3 nakyBaHHs, MepBUHHOT YNaKoBKN rOTOBOrO MiKapCbKoro 3acoby
KapToHy; no 4 KOHTPO/b Ta BUMYCK (iHWi 3miHW) oHoBNEHO po3ain 3.2.P.7 Cuctema
Tabnetkn y énictepi; cepii: MPAT KOHTeliHep/ 3aKyrnoproBasibHWiA 3acib Ta
no 2 6nictepu B "®ITOPAPM", aKTyasizoBaHo cneuudikaLii Ha nepBuHHe
nauui 3 KapToHy YkpaiHa; nakyBaHHs NAiBKy NONIBIHINXNOPUAHY Ta dosibry
BiANoBiganbHUIA 3a a/ltoMiHieBY, a came: - 4o cneuudikauii Ha niiBky
BMPOGHMLTBO, NONIBIHINXTOPUAHY - A0AAHO KOHTPOSIb 3a M. «MBY»,
nepBuHHeE, «YMOBW 36€epiraHHs i 3aCTepPEeXHi 3ax0an»;
BTOPWHHE BWJTy4YEHO NokasHuK «3cigaHHsa nig yac nporpisy Mo
nakyBaHHs, OOBXVHI 0 WunpwHi»; 3amiHa n. «ToBLMHA Ta
KOHTpO/b AKOCTi: AT LnprHa» Ha n. «Po3Mip, MM»; BHECEHI pefaKLiliHi
"ly6HUhapm”, npaskn (YTOYHEHHS Ha3B NOKa3HWKIB Ta A0MYCTUMUX
YkpaiHa; MeX). - A0 cneumdikaLin Ha g onbry antoMiHieBy -

BignoBiAabHWiA 3a
BUNYCK cepil, He
BK/IKOYa0YM

[04aH0 KOHTPO/Ib 3a M. «MBY», BuyyeHo
nokasHukK «MpUCBOEHe HaliMeHyBaHHA», «Ha3Ba
3aTBEPMKEHNX MOCTaYa/IbHUKIB, BUPOGHUKIB»,
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTPO/b/BMNPOGYB «3pa3ok ApykoBaHNX MaTtepianis. KonbopoBa rama
aHHsA cepii: MPAT LPYKY, MaJTIlOHKM TUCHEHHSA Ta ApyKy», «Bubip
"OITOPAPM", npo6», «AKICTb agresii»; 3amiHa n. ToBWMHA Ta
YkpaiHa LLinprHa Ha n. «Po3mip, MM»; BHECEHI peaKLiliHi
npaBKW (YTOYHEHHS Ha3B NOKa3HWKIB Ta AONYCTUMUX
MeX). 3MiH SKICHOro Ta KiflbKiCHOro cknagy He
BiAbynocb. 3MiHM BHOCATLCA 3 METOH YHidpikaw,i
[OKyMeHTaU,i 4718 KOHTPO/O NepBUHHOTO
nakyBaHHSI.
94. | EPOTOH® Tabnetku no 100 wmr; MPAT YkpaiHa BiANOBIgaIbHUIA 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4652/01/02
no 1 a6éo no 2, abo "PITOPA BUPOGHMLTBO, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuenmom
no 4 Tabnetkm y PM" nepBuHHeE, CucTemMa KoHTelHep/3aKynopioBasibHUiA 3aci6. 3miHa
6nictepi; no 1 BTOPUHHE napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
6nictepy B nayui 3 nakyBaHHs, NepBUHHOT YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby
KapToHy; Mo 4 KOHTPO/b Ta BUMYCK (iHwWi 3miHW) oHoBNEHO po3gin 3.2.P.7 Cuctema
Tabnetku y 6nictepi; cepii: MPAT KOHTelHep/ 3aKyrnoproBasibHWiA 3acib Ta
no 2 6nictepu B "®ITOPAPM", akTyasnizoBaHo cneumaikauii Ha nepBrMHHe
nauui 3 KapToHy YkpaiHa,; nakyBaHHs NAiBKy MNONIBIHINXN0PUAHY Ta hosbry
BiANoBiAaIbHWIA 3a anoMiHieBy, a came: - fo cneuudikauii Ha niBky
BUPOGHMLTBO, NONIBIHINXTOPUAHY - A0AAHO KOHTPOSIb 3a M. «MBY»,
nepBuHHeE, «YMOBW 36epiraHHs | 3aCTEPEXHI 3ax0an»;
BTOPWHHE BUJTy4YEHO NokasHuK «3cigaHHsa nig yac nporpisy Mo
nakyBaHHs, [0BXUHI M0 WrpwWHi»; 3aMiHa n. «ToBLMHA Ta
KOHTPONb AKOCTi: AT LLnpnHa» Ha n. «Po3mip, MM»; BHECEHI pefakuiiHi
"Nly6Hnchapm", npaBkn (YTOUHEHHS HA3B MOKA3HWKIB Ta AOMYCTUMMX
YkpaiHa; MeX). - A0 cneuudikaLii Ha qoNbry astoMiHIeBY -
BiANOBIAaIbHUI 3a [0[aHo KOHTPOsib 3a M. «MBU», BUi1yYeHo
BWMYCK cepii, He nokasHuku «lprcBoeHe HaliMeHyBaHHA», «Ha3Ba
BK/THOHAI0YM 3aTBEPAKEHNX NOCTAYa/IbHUKIB, BUPOOHUKIB»,
KOHTPONb/BUNPOGYB «3pas3oK ApykoBaHUX maTtepianiB. Konboposa rama
aHHs cepii: NMPAT APYKY, MaUTIOHKN TUCHEHHA Ta ApyKy», «Bubip
"PITOPAPM", npo6», «AKiCTb agresii»; 3amiHa n. ToBWMHA Ta
YkpaiHa LLnpuHa Ha n. «Po3Mip, MM»; BHECEHI pefakLiliHi
npaBKn (YTOYHEHHS Ha3B MOKa3HWKIB Ta JONyCTUMUX
MeX). 3MiH SKICHOro Ta KifibKiCHOro cknagy He
BiAbynocb. 3MiHN BHOCATLCA 3 METOI YHidpikaw,i
[OKyMeHTaU,ii 4719 KOHTPO/0 NepPBUHHOTO
nakyBaHHS.
95. | ECBEPITOKC Tabnetku no 3,2 wmr, LWanep & HimeuyunHa LWanep & Bprommep HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/11978/01/01
no 20 TabneTok y Bprommep Mv6X & Ko. KI | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
6nicTepi; no 2, abo vb6X & thapmakoHarnagy. BeegeHHs abo 3amiHn fo
no 3, a6o no 5, abo Ko. KI

no 10 6nictepiB y
KapTOHHIA Kopoo6Li

y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asBHUKa gns
3[jiicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiMiHHA Bifl YNOBHOBaXeHOI 0cO6M, BiANOBIAa/IbHOI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3a 3pjicHeHHs hapMakoHaraay (BKIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
dhaiina cuctemu chapmakoHarnagy). 3miHa
YMOBHOB&XEHOT 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,.
[itoua pegakuis: Dr. Richard Ammer. MNponoHosaHa
pepakuis: Knayaia Xexkens / Claudia Henkel. 3miHa
KOHTaKTHUX JaHWNX YMOBHOBaXEHOT 0CObM 3asaBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
96. | EXIHALIEA PO3YnH NS iH'EKLRA Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a UA/7368/01/01
KOMMO3UTYM | no 2,2 mn B amnyii; Xanbmitt Xainbmitrens | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
(o3 no 5 amnyny enb Xeesnb Xeenb M'v6X thapmakoHarnagy. BeegeHHs abo 3miHn fo
KOHTYPHIl vM6X y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
YapyHKOBIi (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
ynakoBLi; no 1 a6o hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
N0 2 KOHTYPHI BiANOBIA&UIbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
4apyHKOBi YNakoBKu KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa Ans
B KOPOOLii 3 KAPTOHY; 3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
no 2,2 mn B amnyni; BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
no 5 amnyny 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTYPHili KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
YapyHKOBIli thaiina cuctemu chapmakorarnsgy) - 3miHa
ynakosLij; no 20 KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
KOHTYPHUX BiANoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.
YapyHKOBUX
yMakoBOK B KOpoobLi
3 KapTOHY
97. | 30OKAPAIC® TabneTkun, BKPUTI MeHapiHi NMokcembypr Bupo6HuuTBO in ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/6736/01/01
N0C 30/12,5 NNiBKOBOIO IHTepHeLwu bulk, kiHuese HimeuunHa | TNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkunii 3acib. peyenmom
o60onoHKoto; no 14 oHan nakyBaHHs1, BUMYCK KOHTpO/b roTOBOro nikapcbkoro 3acoby. 3miHa y
Tabnetok y 6nictepi; | Onepenw cepii: MeTofax BUNpPOOYyBaHHS rOTOBOTO JTiKapCbKOro
no 1 a6o 2 6nictepu OHC A. MeHapiHi 3acoby (He3HayHa 3MiHa y 3aTBEepPPKEHNX MEeToAaxX
Y KapTOHHiIli kopobui | Jllokcemby MaHydakTypiHr BUNPOBYBaHHS)
pr C.A. NoricTikec eHa He3HayHa 3MiHa y 3aTBep)KeHOMY MeTofi

Cepsicec C.p.J1,,
ITanis;
KoHTponb cepiii:
A. MeHapiHi
MaHydakTypiHr
NoricTikec eHa
Cepsicec C.p.J1,,
ITanis;
[Jowmne
thapmaueyTiui
C.n.A,, ltanis;

BMNpo6yBaHHSA «KinbKicHe BU3HAYEHHS
30cheHoNpuny KanbLjio, rigpoxaopoTiasngy Ta
LOMILLIOK», @ CaMe: OHOBJ/IEHO OAMHULIIO
BMMIPIOBaHHSA KifIbKOCTi AOMILLIOK SQ26333,
SQ26874, 6eH30AHOT KUCNOTK Ta 4-amiHO-6-
xnopbeHsony-1,3-ancynsgoHamig Big Mr 4o
BifiCOTKa MI/M/1 B OCHOBHOMY CTaHAapTHOMY PO34UHi
[OMILLOK.3MiHKM | TUNy - 3MiHM 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpOsib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeTofax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHUX MeToAax BUNpobyBaHHS) He3HayHa
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3MiHa y 3aTBEpAKEHOMY MeTOZi BUNpPoOyBaHHS

€BpodhiHc bionab
C.p.n, Itanis;

Bupo6HuyTBO in
bulk, kiHuese
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:
MeHapiHi-®oH
XenpgeH M'vbX,
HimeyunHa

«KinbkicHe BU3Ha4YeHHs 3000eHONpuUy KanbLito,
rigpoxnopoTiasugy Ta AOMILLOK», a came: OHOB/IEHO
dopmyny Ans po3paxyHky BMicTy SQ26333,
SQ26874 i 6eH30MHOI KUCOTW. 3MiHU | TUNY - 3MiHK
3 5IKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MmeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX meTofax
BMNPOOYBaHHSA) HE3HaYHa 3MiHa Y 3aTBEpPAKEHOMY
MeTogi BUNpobyBaHHs «KisbkicHe BU3HAUYEHHS
30dpeHonpuNy KasbLito, rigpoxnopoTiasugy Ta
[OMILLOK», & caMe: OHOB/IEHO chopmyny Ans
po3paxyHKy BMICTYy 4-amiHO-6- xnop6eH3on-1,3-
avcynbdoHamigy. 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPO6HULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKaA -
OHOBJ/IEHHS cepTudikaTy BifnoBIAHOCTI
€Bponelicbkii hapmakonei Bif yxe 3aTBepAKeHoro
BMpPOOHUKa Aitouoi pevoBuHY FigpoxnopoTiasngy
Cambrex Profarmaco Milano Srl 3 Bepcii R1-CEP
2004-307 — Rev 04 Ha Bepcito R1-CEP 2004-307 —
Rev 06. A®I ligpoxnopoTia3ug, ska signosigac CEP
Rev. 05, He po3noBctogxyBanacs, a fOKyMeHTaLjilo
6yn0 oHOBMEHO 6e3nocepeaHbo 3 rev.04 go rev. 06.
3arsepaxeHo: R1-CEP 2004-307 — Rev 04
3anponoHoBaHo: R1-CEP 2004-307 — Rev 06. 3miHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWMIA NMikapcbkuii 3acib.
3MiHV Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNlbHULI, Ha K 34iCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) - AoAaBaHHA
Eurofins Biolab S.r.l, Italy / €spocpiHc Bionab C.p.n,
ITanisa, Wwo posmiwieHa 3a agpecoro Via Reno 2,
53036 Poggibonsi (SI), Italy / Bia PeHo 2, 53036
Mopxi6oHci (Cl), ITania B AKOCTi anbTepHaTUBHOI
OiNbHULI Bi4NOBIAaNBHOI 38 KOHTPOJIb Cepii rOTOBOro
NiKapcbKkoro 3acoby. 3miHu | Tuny - 3MiHM 3 SIKOCTI.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYHOTbCA Y BUPO6HMLTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBEpIXEHOro BUPOOHUKA -
OHOBJ/IEHHS cepTudikaTy BifnNOBIAHOCTI
€Bponelicbkiin hapmakonei Bif yxe 3aTBepKeHoro
BMpPOOHUKa Ajtouoi pevoBuHY FigpoxnopoTiasngy
IPCA Laboratories Limited 3 Bepcii R1-CEP 2004-
013 — Rev 04 Ha Bepcito R1-CEP 2004-013 — Rev
05. 3atBepaxeHo: R1-CEP 2004-013 — Rev 04.
3anponoHoBaHo: R1-CEP 2004-013 — Rev 05. 3miHu
| Tuny - 3miHK 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYHOTbCA Y BUPO6HMLTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKA -
OHOBJ/IEHHS cepTudikaTy BifnNOBIAHOCTI
€Bponelicbkiin hapmakonei Bif yxe 3aTBepKeHoro
BMpPOOHUKa Ajitouoi pevoBuHY FigpoxnopoTiasngy
IPCA Laboratories Limited 3 Bepcii R1-CEP 2004-
013 — Rev 05 Ha Bepcito R1-CEP 2004-13 — Rev 06.
FAK HacniAoK OHOBMEHO aapecy BUPOOHNYOT AiNbHULL
3 IPCA Laboratories Limited, P.O. Sejavta, IND —
457 002 Ratlam, Madhya Pradesh Ha IPCA
Laboratories Limited, P.O. Sejavta, IND — 457 001
Ratlam, Madhya Pradesh. 3minu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKA -
OHOBJ/IEHHS cepTudikaTy BifnNOBIAHOCTI
€Bponelicbkiil hapmakonei Bif yxe 3aTBepAKeHoro
BMpPOOHUKa Ajitouoi pevoBuHY FigpoxnopoTiasngy
Cambrex Profarmaco Milano Srl 3 Bepcii R1-CEP
2004-307 — Rev 06 Ha Bepcito R1-CEP 2004-307 —
Rev 07. 3MmiHu Il Tuny - 3miHn 3 AkocTi. API. (iHLwi
3MiHW) - OHOBMIEHHSI MacTep-thaiiny (ASMF) Ha
Aitody peyoBuHy 3ocheHonputy KanbLito Big
CXBaJIEHOTO BUPOBHMKA [1il0H0T peyoBUHY
Lusochimica S.p.A., po3TalloBaHoro 3a afpecoto
Via Giotto 9 - 23871 Lomagna (LC), ITanis.
3aTtBepmkeHo: ASMF APPLICANT PART: Version
Number 12.1 date 26/03/2021; ASMF RESTRICTED
PART: 13.0 date 08/11/2021.
3anponoHoBaHo: ASMF APPLICANT PART: Version
Number 13.0 date 28/09/2023; ASMF RESTRICTED
PART: 14.0 date 28/09/2023. 3minu Il Tvny - 3MiHn 3
AKOCTi. A®I. (iHWi 3MiHW) - OHOBNEHHS MacTep-
thaiiny (ASMF) Ha gitouy peyoBuHy 3odeHonpuny
KasbLijito Bif, CXBa/IEHOTO BUPOOHMKa AitoyoT
peyoBuHM Lusochimica S.p.A., po3TaloBaHoro 3a
agpecoto Via Livornese, 897 - 56122 Pisa - La
Vettola (PI), ITanis.
3aTtBepmkeHo: ASMF APPLICANT PART: Version
Number 12.0 date 04/05/2020; ASMF RESTRICTED
PART: 13.0 date 08/11/2021.
3anponoHoBaHo: ASMF APPLICANT PART: Version
Number 13.0 date 29/09/2023; ASMF RESTRICTED
PART: 14.0 date 29/09/2023.

98.

30HIK

Kancynv TBepai no
25 wmr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI ynakosLi

TOB
"TNEQ®A
PM NTAO"

YKpaiHa

KYCYM XENTXKEP

NBT NTA4

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
Onuc Ta cknag (iHwi 3MiHW) 3MiHK B po3aini «Onuc»,
a came BUIyYeHHs dopasun «po3Mipom Ned». 3MiHn
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "/likapcbka chopma”
(oCHOBHI (hi3nKO-XiMiYHI BNacTuBoCTi). BBeAeHHs
3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPMKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneungikaLiii Ta/abo
[OMYCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapinioro NokasHvika, Takoro sk 3anax Ta CMax,
abo igeHTndikauis 6apBHMKIB Y/ CMaKOBUX
[06aB0oK)) BUTyYEHHs1 NokasHuka "CepefHs maca
BMICTY kancynun" 3i cneumdikauii M3

3a
peyenmom

He
nidnsieae

UA/19526/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
99. | 30HIK Kancysm Teepai no TOB YkpaiHa KYCYM XENTXKEP IHgjsa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu 3a He UA/19526/01/02
50 wmr; no 14 kancyn "TNEADA NBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom | niossizae
y 6nictepi; no 2 abo PM NTAO" Onuc Ta cknag (iHwi 3MiHW) 3MiHW B po3ini «Onuc»,
no 4 6nictepu B a came BUTyYeHHs dpasmn «po3mipom Neds». 3MiHu
KapTOHHI ynakoBLi BHECEHO B iHCTPYKL,it0 415 MEAMYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3gin “flikapcbka hopma”
(ocHOBHI thi3uko-ximiyHi BNacTUBOCTI). BBeAeHHSA
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO /1iKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aB0K)) BUyYEHHS NokasHuka "CepefHs maca
BMICTY kancynu" 3i cneumdpikauii M3
100. | 3OHIK Kancysnm Teepai no TOB Ykpaina KYCYM XENTXKEP IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/21061/01/01
25 mr in bulk: Ne "TNEQPA MBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib.
5880 (14x 420): no PM NTA" Onuc Ta cknag, (iHwWi 3MiHK) 3MiHK B po34ini «Onuc»,
14 kancyny a came BUy4YeHHs dopasn «po3mipom Ned». 3MiHn |
6nictepi; no 420 TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
6nictepiB y KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
KapTOHHI KOopoo6Li napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (BUTyYeHHs
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
nokasHuka, Takoro sik 3anax Ta cmak, abo
iaeHTudiKauis 6apBHUKIB YN CMaKoOBUX J06ABOK))
BWJTyYEHHS NokasHuka "CepegHs maca BMICTY
Kancynu" 3i cneumdikauii FN3
101. | 30OHIK Kancynu Teepgi no TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/21061/01/02
50 wmr in bulk: Ne "TNEADA NBT NTA4 | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
5880 (14x 420): no PM NTAO" Onuc Ta cknag (iHwWi 3MiHW) 3MiHW B po3ini «Onuc»,
14 kancyny a came BuUIyYeHHs dopasn «po3Mipom Ned». 3MiHu |
6nictepi; no 420 TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
6nictepis y KOHTpOsb rOTOBOrO NikapcbKoro 3acoby. 3MiHa
KapTOHHIA Kopoo6Li napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
rOTOBOrO NikapCbKOro 3acoby (BUTyYeHHs
HEe3Ha4YyHOro NokasHuka (Hanpukiag 3actapisioro
rokasHuKa, Takoro sk 3anax Ta cmak, abo
iaeHTudiKaLin 6apBHUKIB YN CMaKOBUX A06aBOK))
BWUyYEHHS MokasHuka "CepefHs maca BMICTy
kancynu" 3i cneumdikauii 13
102. | IK3UM TabneTku, BKPUTI Ckait O6'egHaHi CeHc labopatopic IHAjisA BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/19050/01/01
NNiBKOBOIO dapma ApabCbki MeT. 1T4. BMNPAB/IEHO TEXHIYHI MOMW/IKMA, & CaMe: HEBIpPHY peyenmom
060/10HKo0, No 400 B3-TOB Emipatu 6yKBY Ta HENoTpibHe NoaBOEHHS GykB y Nn. 11

mr, no 10 TabneTok
y 6nicTepi, no 1

«HalimeHyBaHHS | MiCLLe3HaXOKEHHSI BUPOBHUKA
Ta/abo 3asBHUKa» TEKCTY MapKyBaHHA BTOPUHHOI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

6nictepy B
KapTOHHI ynakoBLi

YMakoBKU NiKapCbKOro 3acoby, a Takox HemnoTpi6He
NoABOEHHS BYKB Y N. 5 «HaliMeHyBaHHS BUPOGHMKa
i, 3@ HEOOXiAHOCTI - 3asBHMKa» TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM NiKapCbKoro 3acoby, —
ponylLueHi npu npoueaypi 3miHn (Hakaz MO3
Ykpainm Nel1516 Big 03.10.2025 p.).
3ATBEPI)KEHO:
3asBHuk: Ckaii Papma B3-TOB
MpumiweHHs Ne 708S, Moaepx 7, HaykoBwii Mapk
[y6aii (HNA), Bexa- MiBgeHHa, Haykosuii Mapk
Ly6aii, ly6aii, O6’egHaHHi Apabebki Emipatu
3AMPOMNOHOBAHO:
3anBHuK: Ckaii ®apma B3-TOB
MpumiweHHAa Ne 708S, MoBepx 7, HaykoBuii Mapk
Ay6aii (HNA), Bexa- MiBaeHHa, HaykoBuii Mapk
Ayo6aii, fiy6aii, 06’egHaHi Apa6ebki EmipaTu
3a3HayeHe BUMpaB/IeHHSA BignoBigae marepianam
peecTpaLiiHoro 10ChLE.

103.

IMYHOPO

PO3YUH NS iH'EKLN,
300 mkr (1500
MO)/2 mni; mo 2 Mny
nonepegHL0
HanoBHEHOMY
LUNPULL 3 FOIKOO
[O15 BBEEHHA, no 1
LLUNPULLY B KAPTOHHIi
Kopoo6Li

KEZPIOH
C.M.A.

ITanis

KEOPIOH C.INM.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby
(3miHa B ymMOBax 36epiraHHs rOTOBOr0 /iKapCbKOro

3aco6y abo nicnst PO34YNHEHHSA/BIAHOBNEHHS). 3MiHN

B YMOBaXx 36epiraHHs roTOBOro NikapCbKoro 3acoby.
[itova pepakuisn: 36epiratv y XonoanbHUKY (npu

Temnepatypi Big 2 °C go 8°C).

He 3amopoxysaTtu. 36epirati nonepegHLo
HanoOBHEHWIA LLINPUL, B OPUTiHA/bHI KapTOHHIl
Kopob6Lji AN 3axXMCTy Big CBiTNa.
MponoHoBaHa pepakuisi: 36epiratv y XonoaWIbHNKY
(npu Temnepartypi Big 2 Ao 8°C). He 3aMopoxyBaTu.
36epirati nonepefHbO HAMOBHEHWIA LUNPULL B
opuriHasibHili KapTOHHIV KOpOO6Li 41 3aXUCTY Big,
cBiTna. Nepepn 3acTocyBaHHAM NiKapCbKoro 3acoby
Ta NPOTAroM MOro TepMiHy NpuAaTHOCTI nonepeaHbLo
HanoBHEHWIA LLNPUL, MOXHAa 36epiraTv Npy KiMHaTHIi
Temneparypi, Wwo He nepesuye 25 C, npotarom 30
AHiB nocnink. IMicns uboro nepioay Nikapcbkunii 3acio
cnig 3umwmTK. Micna 36epiraHHa Nikapcbkoro 3acoby
npu KiMHaTHIli TemnepaTtypi 3a60pPOHSAETLCA 0r0
nofasnblue 36epiraHHsA B X0N04WIbHUKY. [aHi woa0
AaTy noyatky 36epiraHHsa nikapcbkoro 3acoby npm
KIMHaTHIA TeMnepaTypi cnif 3a3Havati Ha
opuriHasbHili ynakoBLj NikapCbKoro 3acooy y
cneujasibHOMY BigBeAeHOMY AJ15 LibOro MicLyj.
3MiHV BHECEHO B IHCTPYKLiIO AN MeAU4HOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3gin "Ymosu

3a
peyenmom

He
nionsieae

UA/19741/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
36epiraHHA" Ta K HACMigoK - y . 9 TekcTy
MapKyBaHHS1 BTOPMHHOT YNakoBKM MiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicALiB
nicNs 3aTBEPAKEHHS.
104. | ITONPUA- Tabnetku no 50 mr, AT Ykpaina CaHeka CnoBaubka 3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI. 3a UA/17458/01/01
DPAPMAK no 10 TabneTtok y "papmak” dapmacbtoTikan3 AT | Pecnybnika 3MiHa y napameTpax crneundikauiii Ta/abo peyenmom

6nicTepi, no 1 abo
no 4 a6o no 10
6nictepis B
KapTOHHY nauky

[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikauisx Ha
A®I, ab0 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, o
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(mopaBaHHA abo 3amiHa (3a BUHSATKOM aKTUBHOT
peyoBUHM 6i0NOrYHOIO abo IMyHO/IOMYHOro
NOXOMKEHHS) napameTpa cneundikauii 3
BiANOBIAHUM MEeTOA0M BMNPOOYBaHHS 3a
pesynbTatamu focnifmxeHb 3 6e3nekn abo AkocTi) -
3MiHa y meTogax KoHTposo A®I 3a NOKa3HMKOM
«CynpoBigHi AOMiLLKW» BUPOGHWKaA 13y 3B'A3KY 3
ineHTudikauiero gomiwku C itonpuay ans
BMpo6HMKa APl Symed Labs Limited.
3arBepaKeHo:

MeToan KoHTposto po3gin 3.2.5.4.2.
CynpoBifHi AOMILLKM
Bigomi foMilkun B nokasHuky «CynposigHi
LOMILLIKM»:

[Jowmiwkmn A i B - npy BUKOPUCTaHHI cybcTaHLi
BMpOo6HULTBa Symed
[Jowmiwkn A1, B1i C - npy BUKOPUCTaHHI cybcTanLi
BMpo6HMLTBa Cadila
3anponoHoBaHo:

MeToau KoHTpornto po3gin 3.2.S.4.2.
CynpoBiZHi AOMILLKV
Bigomi gomiwku B nokasHuky «CynpoBigHi
OOMILLIKM»:

Jowmiwkn A'i B i C - npy BUKOPUCTaHHI cy6cTaHLii
BMpo6HULTBa Symed
Oomiwkm Al, B1i C - npu BUKOPUCTAHHI cybCcTaHLji
BMpo6HuuTBa Cadila
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(DonoBHEHHS1 abo 3amiHa nokasHuka cneuucpikauii 3a
pe3ynbTatamu JocnimpkeHb 3 6e3nekn abo AKOoCTi (3a
BUHATKOM J1iKapCbKMX 3ac06iB
6i0N10r4YHOro/iMyHO/I0TYHOTO NOXOMKEHHS)) - 3MiHA Y
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

mMeTogax KOHTposto /13 3a NokasHUKom «CynpoBigHi
LOMiLLKM» AN BUpo6HMKa APl Symed Labs Limited.
HopmyBaHHsA BMICTY Aomiwok B /13 Ta AdI He
BiAOyBaEeTbCA.
3arBepaKeHo:
MeToan KOHTpoNo
CynpoBifHi AOMILLK/
Bigomi fomilwkn B nokasHuky «CynposigHi
LOMILLIKM»:
[Jowmiwkmn A i B - npy BUKOPUCTaHHI cybCTaHLi
BMpOGHULTBA Symed
[Jowmiwkmn A1, B1i C - npy BUKOPUCTaHHI cybcTaHLi
BUpo6HUUTBa Cadila
3anponoHoBaHo:
MeToau KoHTponto
CynpoBifHi AOMILLKM
Bigomi foMilkun B nokasHuky «CynposigHi
LOMILLIKM»:
[Jowmiwkmn A i B i C - npy BUKOPUCTaHHI cy6cTaHLi
BUpOGHMLTBa Symed
[Jowmiwkn A1, B1i C - npy BUKOPUCTaHHI cybcTanLii
BMpo6HMLTBa Cadila
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro fAikapcbKoro 3acoby (iHuwi
3MiHW) - OHOB/IEHHS BXe 3aTBEPKEHNX METOLIB
KOHTPON0 siKoCTi 13, a came BUKIALEHHS TEKCTY
[lep>XaBHO MOBOIO 3TifJHO Cy4aCHVX BUMOr Ta
BHECEHHS YTOYHeHb no TekcTy MKHA /13 BignosigHO
0o posginis 3.2.P.5.1. Ta 3.2.P.5.2.
3MiHn |l Tuny - 3MiHn 3 akocTi. A®L. (iHwi 3miHK) (B.I.
(x) 1N
oHoBieHHss DMF Ha A®I iTonpuay rigpoxnopug Big,
3aTBepmAxeHoro BupobHuka Symed Labs Limited,
India 3 Bepcii AP/2ITN-001-06/2017-10-05 no Bepcii
AP/2ITN-001-09/2020-03-05, 3 BignosigH1nMmn
3MiHamMu agpecy BUpo6HuUTBa Ad| Ta iHTepmeaiaTty
Ta foAaBaHHsA npouecy CyLWiHHA nicnsa etany ITH-I
(po3gin 3.2.5.2.2.).
3arBepaKeHo:
Bepcis DMF AP/2ITN-001-06/2017-10-05
3.2.5.2.1. Bupo6Hukmn
Manufacturing facility of API:
SYMED LABS LIMITED (UNIT-II),

Plot No. 25/B, Phase-lll,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

I.D.A, Jeedimetla,
Hyderabad — 500 055,
Telangana, INDIA
Manufacturing facility of imtermediate:
(SANTHRO):

SYMED LABS LIMITED (UNIT-IV),
Survey No. 163, 163/A & 164/A,
Pitampally (Village), Chityal (Mandal)
Nalgonda (District)-508 114
Telangana, India
3anponoHoBaHo:

Bepcis DMF AP/2ITN-001-09/2020-03-05
3.2.S.2.1. Bupo6Hukn
Manufacturing facility of API:
SYMED LABS LIMITED (UNIT-I1),
Plot No. 25/B, Phase-lll,

IDA, Jeedimetla (Village),
Quthbullapur (Mandal),
Medchal-Malkajgiri (Dist)- 500 055
Telangana, INDIA
Manufacturing facility of imtermediate:
(SANTHRO):

SYMED LABS LIMITED (UNIT-VI),
Sy. No. 744 & 745 and 750 to 753,
Mandolla gudem (Village)
Choutuppal (Mandal)
Yadadri District-508252
Telangana, India

105.

IPEM

NOPOLLIOK AN1si
PO34UMHY NS iH'EKLR
no 1000 mr; 1
(p/1aKOH 3 MOPOLLUKOM
y kopo6ui

AHaHTa
Megikeap
nro.

Benvka
BpuTtaHis

Bpykc CTepicaiieHc
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHn Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiili xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKEHb, NpoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBEOKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOr0o
3acTOCyBaHHA NiKapCbKoro 3acoby B po3zisn
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHdhopMaLii 3 6e3nekn
[ilo4oi peyoBrHN. BBeeHHS 3MiH NpoTArom 3-x
MicALiB Nicna 3aTBepAKEHHS

3a
peyenmom

He
nidnsieae

UA/18318/01/01

106.

NoryeT

Kancynu 2 mnpg

dapmacai

KaHaga

BMPOGHMLTBO

Kanaga/

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3MiHu

6e3

UA/17496/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
aKTUBHUX KNITWH HC IHK. Hepo3dacoBaHoro NntBa | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NMikapcbkuii 3acib. peyenma
(KYO); no 30 abo no NPOAYKTY, NEePBUHHE 3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
75 kancyny Ta BTOPUHHE [04aTKOBOI fiTbHUL BUPOBHMLTBA A5 YacTUHN abo
chnakoHax; no 15 nakyBaHHs, BCbOr0 BMPOOHNYOro NPoLEeCy roToBOro NiKapcbkoro
Kancyn y énictepax, KOHTPO/b SIKOCTI, 3aco6y (AinbHMULA AN BTOPUHHOTO NakyBaHHS)
no 1 6nictepy B BUMNYCK cepil: BBefeHHA anbTepHaTUBHOI NIOLWAAKM AR
KapTOHHI KOopooLi dapmacaiiHc IHK., BTOPUHHOTO NakyBaHHs - JINTOBCbKO-HOpBe3bke 3AT
KaHaga; Hopcpauewm, Nintea. Lia 3miHa CTOCYETbCA A03YBaHHSA
Kancyn no 2 mnpga. KYO, OcKinbku TiNbku B LibOMY
BTOPWHHE [03yBaHHi € 6icTepHa ynakoska. [11a fo3ysaHHs 4
nakyBaHHs: mnpa KYO — He AoAaeTbCsa AinsHKa BTOPUHHOIO
JlnToBcbKo- nakyBaHHs, OCKi/Ibku thiakoHn 6e3 fgoaaTkoBoi
HopBe3bke 3AT KOPO6KM
Hopcpauewm, NlutBa
107. | KAHTAB Tabnetku, no 8 wmr; HOBEN TypeuunHa HOBE/N INAY TypeyunHa | BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHun 3a UA/13920/01/01
no 14 tabnetok y INAY CAHAI BE | TMny - 3miHK 3 AkocTi. CepTudpikat peuenmom
6nicTepi; no 2, aéo CAHAI BE TIIKAPET A.LL. BiANoBigHOCTI/ME-cepTudikar BignosigHOCTi
4,abono 7 TIOXAPE €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
6nictepiB y TA.LL. HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
KapTOHHI ynakosLi abo BuNyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif y)Xe 3aTBEPIAXXEHOr0 BUPOOHUKA
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2013-256 - Rev
03 (3atBepmkeHo: R1-CEP 2013-256 - Rev 02) ans
A®| KaHOecapTaHy UMIeKCeTUN Bif 3aTBEPAKEHOTO
BUpo6HMKa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China.
108. | KAHTAB Tabnetku no 16 wmr; HOBEN TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13920/01/02
no 14 tabneTtok y INAY CAHAI BE | TMny - 3miHn 3 AkocTi. CepTudpikat peuenmom
6nicTepi; no 2, aéo CAHAI BE TIZPKAPET A.LL. BiANoBigHOCTI/ME-cepTudikar BignosigHOCTi
4,abono 6 TIOXAPE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
6nictepiB y T A.LL. HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI

KapTOHHI ynakosLi

abo BunyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, y)Xe 3aTBepaAXXEHOro BUPOOHUKaA
noJaHHa OHOBJ/IEHOro cepTudpikara BiANoBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2013-256 - Rev
03 (3atBepmkeHo: R1-CEP 2013-256 - Rev 02) ans
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
A®| kaHAecapTaHy LMIeKCeTUN Bif, 3aTBEPMAKEHOIO
BUpo6HMKa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China.
109. | KAHTAB Tabnetku no 32 mr; HOBE TypeuunHa HOBE/N INAY TypeyunHa | BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/13921/01/01
no 14 tabnetok y INAY CAHAI BE | TMny - 3miHK 3 AkocTi. CepTudpikat peuenmom
6nicTepi; no 2, aéo CAHAI BE TIIKAPET A.LL. BiANoBigHOCTI/ME-cepTudikar BignosigHOCTi
no 4, abo no 6 TIOXXAPE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
6nictepiB y TA.LL. HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
KapTOHHI ynakosLi abo BuNyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, y)Xe 3aTBEPIXXEHOr0 BUPOOHUKA
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2013-256 - Rev
03 (3atBepmxeHo: R1-CEP 2013-256 - Rev 02) ans
A®| KaHOecapTaHy UMIeKCeTUN Bif 3aTBEPAKEHOTO
BUpo6HMKa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China.
110. | KAHTAB Tabnetku, 16 HOBEN TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14433/01/01
nnoc mr/12,5 wr; no 14 INAY CAHAI BE | TMny - 3miHK 3 AkocTi. CepTudpikat peuenmom
TabneTok y 6nictepi; | CAHAI BE TIOIKAPET A.LL. BignosigHocTi/lE-cepTudikar BignosigHOCTI
no 2 a6o 6 6nictepia | TIOXKAPE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
Y KapTOHHii T A.LL. HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI

ynakoBLi

abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTbCH Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif yXe 3aTBEepAXXEHOro BUPOOHUKA -
noJaHHa OHOBJ/IEHOro cepTudpikara BiANoBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2011-309 - Rev
05 (3atBepmkeHo: R1-CEP 2011-309 - Rev 04) ans
Ad| KaHOecapTaHy UunekceTuny Bif BXxe
3aTBepxeHoro Bupo6bHvka Zhejiang Huahai
Pharmaceutical Co., Ltd., China. 3minu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BVMKOPUCTOBYHOTLCA Y BUPO6HMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkinn hbapmakonei Ne CEP 2013-256 - Rev
03 (3atBepmxeHo: R1-CEP 2013-256 - Rev 02) ans
A®| KaHOecapTaHy UnnekceTun Bif 3aTBEPA)KEHOIO
BMpOo6HMKa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China. 3miHu | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
thapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BifnosigHOCTi abo
BW/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
noJiaHHA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2000-091 - Rev
07 (3atBepmxeHo: CEP 2000-091 - Rev 06) ana Adl
rigpoxnopotiasuay Bif 3aTBEPKEHOINO BUPOOHMKA
Unichem Laboratories Limited, India.

111.

KAHTAB
nnoc

Tabnetku, 32
mr/12,5 mr no 14
TabneTtok y 6nicrepi;
no 2 abo 6 6nictepis
Y KapTOHHii
ynakoBLi

HOBEN
INAY
CAHAI BE
TIIXKAPE
TA.LL.

TypeuunHa

HOBE/ INAY
CAHAI BE
TIOIKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBEPAXEHOr0 BUPOOHUKA -
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponelicbkit hapmakonei Ne CEP 2011-309 - Rev
05 (3atBepmxeHo: R1-CEP 2011-309 - Rev 04) ans
A®| kaHaecapTaHy LWIEKCETUNY Bif BXe
3aTBepxeHoro Bupo6bHvka Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkiin hapmakonei: ana A®l; ans BuxigHoro

3a
peyenmom

UA/14434/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2013-256 - Rev
03 (3atBepmxeHo: R1-CEP 2013-256 - Rev 02) ans
A®| KaHOecapTaHy UnnekceTun Bif 3aTBEPA)KEHOIO
BMpO6HMKa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China. 3miHu | TUnY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepIXEHOro BUPOOHUKA -
noJiaHHs OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2000-091 - Rev
07 (3atBepmxeHo: CEP 2000-091 - Rev 06) ana Adl
rigpoxnopotiasuay Bif 3aTBEPKEHOINO BUPOOHMKA
Unichem Laboratories Limited, India.

112.

KAOTOMNMPUN

TabneTkn no 25 mr,
no 10 tabnetok y
6nictepi; no 2
6nictepu B nauui

NAT
"Kuismegn
penapar"

YkpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT 418 MeANYHOro 3aCTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHW1 Npenapat (3MiHa He noTpebye
HaflaHHsA XXOAHMX HOBMX AOAATKOBUX AaHKX). 3MiHN
BHECEHO A0 IHCTPYKUiT A8 Mean4Horo
3acToCcyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"apmakonoriynHi BnactmeocTi”, "Moka3aHHs",
"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco61BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta o3un”, "MNepeno3yBaHHsA", “Mo6iYHi
peakujii" BigNoBigHO A0 pethepeHTHOro NikapCbKoro
3acoby Captopril 25 mg Tablets Bristol Laboratories
Ltd.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micas

3a
peyenmom

He
nionsieae

UA/7638/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3aTBepMKeHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW). 3MiHV BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3giny
"Mo6ivHI peakuil™ WoA0 BaX/IMBOCTI 3BiTYyBaHHSA Npo
nob6iyHi peakujii. BBeieHHs 3MiH NpoTArom 6-Tn
MicsILiB Micns 3aTBepAKEHHS!
113. | KAPBOMNATHA KOHUEHTpaT ons EBEBE ABCTpis BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4960/01/01
H "EBEBE" pO34nHYy AN Papma EBEBE ®apma HimeuunHa I Tuny - 3miHK 3 AkocTi. CepTudikar peyenmom
iHdpysin, 10 mr/mn; lec.m.6.X. lec.m.6.X. Haor. KT, BignosigHocTi/l E-cepTudikar BignosigHoCTI
no 5 mn (50 mr), a6o Hdor. KI ABCTPIsi; NOBHWIA €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
no 15 mn (150 mr), LMK BUPOBHULTBA: HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
a6o no 45 mn (450 ®APEBA YHTepax abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
mr), abo no 60 mn 'M6X , ABCTpis; €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
(600 mr) y donakoHi; KOHTpONb cepii marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
no 1 donakoHy B (mopatkosi BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
Kopoobui LinbHUUj): Nabop N1C [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
CE & Ko. KT, €sponelicbkin hapmakonei) - OHOBEHWIA
HimeuuunHa; MM cepTudikaT Bif y)Xe 3aTBepIXeHOro BUPOOHUKa -
Mikpo6ionoriwec noJiaHHA OHOB/IEHOTO cepTuddikaty BignoBigHOCTI
Mptochnabop M6X, €ponelicbkili hapmakonei CEP 2002-091-Rev 08
ABCTpist Bif 3aTBEpAXeHOro BUpo6Hmka Heraeus
Deutschland GmbH & Co. KG, HimeuyurHa gitoyoi
peyoBUHM KapbonnaTtuH, B 3B'A3Ky 3i 3MIHOH Ha3BU
BMpOGHUKa (3aTBEpaXeHo: CEP 2002-091-Rev 07
Heraeus Deutschland GmbH & Co. KG;
3anponoHosaHo: CEP 2002-091-Rev 08 Heraeus
Precious Metals GmbH & Co. KG, HimeyunHa)
114. | KBETUPOH 100 | TabneTku, BKpUTI TOB Ykpaina TOB "®dapma Ctapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8372/01/02
NNiBKOBOIO "ACIHO | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, Mo 100 YKPATHA" thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr; no 10 TabneTok y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
y 6nictepi; no 1, 3 (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
abo 6 6nicTepis B hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
KapTOHHIN nauui BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BifnoBifanbHOI 3a hapmakoHarnsa
115. | KBETUPOH 200 | TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/8372/01/03
NNiBKOBOIO "ACIHO | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOt0, No 200 YKPATHA" thapmakoHarnsgy. BeegeHHs abo 3miHu o

mr; no 10 TabneTok
y 6nictepi; no 1, 3

y3aras/lbHeHWX faHux Npo cucTemMy hapmakoHarnsay
(BBEAEHHSI y3ara/lbHEHNX [aHUX NPO CUCTEMY
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
abo 6 6nicTepis B hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
KapTOHHII navui BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiNOBIAA/IbHOI 32 hapmakoHarnsg,
116. | KBETUPOH 25 TabneTku, BKPUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8372/01/01
NNiBKOBOIO "ACIHO | TMny - 3MiHK Woao0 6e3nekn/edeKTUBHOCTI Ta peyernmom
060/10HKOI0, Mo 25 YKPATHA" thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 30 TabneTok y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
y 6nicTepi; no 1 (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
6nictepy B hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
KapTOHHII nayui BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0c06YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganLHOI
3a 3fjiicHeHHs hapmakoHarniagy (Bkiyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiNOBiAA/IbHOI 32 hapmakoHarnsg,
117. | KENTIKAH Kancynu TBepai, no deppep IcnaHis Peppep IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/10643/01/01
15 kancyny IHTepHaui IHTepHauioHasb, | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenmom
6nictepi; no 2 OHa/Tb, C.A. thapmakoHarnagy. 3MiHa YacToTv Ta/abo TepMiHiB
6nictepn y C.A. noJaHHsA perysisipHo OHOBJIHOBaHWX 3BITIB 3 6e3neku
KapTOHHI KOpOOL NiKapcbKnx 3acobiB - 3MiHa 4acToTV Ta TEPMIHIB
nofaHHA perynspHoO OHOB/IIOBAHOIO 3BITY 3 6e3neku:
[itoua pepakuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku - 13 pokis.
KiHueBa gata A4nsa BKIOUYEHH gaHux go PO36 -
01.01.2025 p.
[Jarta nogaHHa - 01.04.2025 p.
MponoHoBaHa pegakuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku - 8 pokis
KiHueBa gata A4nsa BKIOUYEHH: gaHux go PO3b -
03.03.2026 p.
[arta nogaHHa — 01.06.2026 p.
118. | KETOHAN® TabneTkn, BKPUTI CaHpo3 CnoBeHis BMPOBHMUTBO in CnoseHis/ BHECEHHS 3MiH 40 peecTpaviiHnx martepianis: 3MiHn 3a UA/8325/04/01
POPTE NNiBKOBOIO dapmach bulk, nepeuHHe Ta Monbwa | Tuny - 3miHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
060/10HKOt0, MO 100 toTiKan3 BTOPVHHE thapmakoHarnagy. BeegeHHs abo 3miHu o
mr; no 20 TabneTtok a.a. nakyBaHHS, y3ara/ibHeHUX flaHnX Npo cucTemy dhapmakoHarnsgy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
y dhnakoHi; no 1 KOHTPO/b cepii (BBEAEHHS Yy3araslbHEHVX AaHUX Npo cuctemy
dhnakoHy B (okpim hapmakoHarnsgy, aMmiHa yrnoBHOBaXeHOi 0cobu,
KapTOHHiiA Kopo6Lj; MiKpOo6ioNoriYHoro): BiNOBIAabHOI 3a 34iiCHEHHSA thapMakoHarnsay;
no 10 Tabnetok y Hosaprtic KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuKa Ans
6nictepi; no 1 PapmacbloTikas 3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, SiKLo BOHa
6nictepy B MaHyhakTypuHr BiAMIHHa Bif YNOBHOBaXeHOI 0cobMu, BifnoBigasIbHOT
KapTOHHI KOopooLi NNC , CnoseHis; 3a 3pjficHeHHs hapMakoHarnsay (Bkiyakum
KOHTpONb cepil KOHTaKTHI faHi) Ta/abo 3MiHV Y po3MilLeHHi MacTep-
(Mmwe chaiina cuctemu chapmakoHarnsgy). 3miHa
MiKpoG6ionoriYHuiA), YMOBHOB&XEHOT 0C06Y 3asBHVKa, BigNoBigabHOT 3a
BUNycK cepii: Nlek thapmakoHarnag,.
dapmaueBTNUYHa [itoya pepakuis: Jasig [xoH Nesic /
KOMMaHis 4.4. DavidJohnLewis, B.Sc (Hons), Ph.D. NponoHoBaHa
CnoBeHis; pepakuis: Kotal Mohamed Ali / Kotan Moxamep Ani.
BMPOGHMLITBO 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0cobu,
Hepo3dacoBaHoi BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsay.
NPOAYKLUIT, KOHTPO/b 3MiHa KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBiLabHOT
cepii: ek C. A., 3a 34ilicHEHHA thapMakoHarnsay B YkpaiHi. [itova
MonbLua pepakuis: OpnoB B'suecnas BikTtopoBuy.
MponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova Zoriana. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Cc0o6Yu 3asiBHMKA, BiAMNOBiAa/IbHOT
3a 3pjificHeHHs hapMakoHarnsay B YkpaiHi. 3MiHa
MicLs 34iiCHEHHA OCHOBHOI AiSNIbHOCTI 3
chapmakoHarnsgy.
3MmiHa MicLe3HaxoMKeHHs MacTep-haiina cucremm
chapmakoHarnsigy Ta iioro Homepa.
119. | KITPYAA® KOHLeHTpaT Ans Mepk LLiBeiuapis BMPOGHUK IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16209/01/01
pPO34MHYy NS Wapn i Hepo3dhacoBaHOl HigepnaHan | Tuny - 3MiHK 3 skocTi. ADI. MNpoekTHUIA NpocTip Ta peuenmom
iHdpysin, 25 mr/mn, [oym NPOAYKLii, KOHTPO/b / Benbria/ nicnapeecTpauiiHiii IPOTOKON yNpaBAiHHA 3MiHaMK.
no 4 mn IAEA SAKOCTi Ta HimeuunHa BripoBampkeHHSs 3MiH, Lo nepeabaveHi y
KOHLeHTpaty y rmM6X TecTyBaHHS 3aTBEPAKEHOMY MPOTOKOi YNPaBAiHHSA 3MiHamu
chnakoHi; no 1 cTabinbHoCTI, (BNpoBagKeHHs 3MiHW ANns
dhnakoHy 3 nepBUHHE 6ionoriyHoro/iMyHos0r4HOT0 NiKapcbKoro 3acoby)
npenapaTom B nakyBaHHsA: MCJ, 3MiHa NogaHa 3 MeTo BNPOBaMKEHHS 3MiH,
KapTOHHI KOPOOL IHTepHeLHN nepegbaveHnx 3atsepmkeHnm B EMA NpoTOKOIOM

M6X/MCA IpnaHgis
(Kapnoy), IpnaHgis;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
ctabinbHocTi: MC/,
IHTEepHeLwHN
M6X/MCA IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
cTabinbHOCTI
roToBOroO

ynpas/liHHA 3MiHaMK1 ANS 4ilo40oi peyoBUHN
nem6ponizymab. MponoHyeTbCA AoAaTN HACTYMHI
BMPOGHWYI canTu:

- MSD Biotech B.V. (OSS), Vollenhovermeer 2, 5347
JV Oss, The Netherlands, Bignosigae 3a
BMPOGHMLTBO poboyoro 6aHky knituH (Working Cell
Bank, WCB) Ta Ii0ro TecTyBaHHs;

- Charles River Laboratories Inc., 466 Devon Park
Drive, Wayne, Pennsylvania 19087, USA,
BiANOBiAgae 3a TeCcTyBaHHA GaHKy KiTUH (cepii
WCB), BurotosneHux Ha MSD Biotech B.V. (OSS),
Vollenhovermeer 2, 5347 JV Oss, The Netherlands;
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

nikapcbKoro 3acooby,
BUK/IIOYAOUN
TecTyBaHHS
akTmeBHocTi ELISA
(akTnBHICTb Ta
ineHTndikauis): H.B.
OpraHoH,
HigepnaHaw;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
cTabinbHOCTI
roTOBOrO
nikapcbKoro 3acoby:
MC/ biotek B.B.,
HigepnaHgu;
KOHTPO/Tb AKOCTi Ta
TecTyBaHHSA
CTabifIbHOCTI
roToBOro
niKkapcbKoro 3acoby,
BUK/THOHAI04M
TecTyBaHHSA
akTnsHocTi ELISA
(axkTuBHICTbL Ta
ineHTudbikauis):
MC/ biotek B.B.,
HigepnaHgu;
TecTyBaHHSA
CTabiNbHOCTI:
TecTyBaHHS
LiNicHOCTI 3aKpUTTS
KOHTEliHepy:
HysicaH MM6X,
HimeyumnHa;
BTOPWHHE
nakyBaHHS Ta
MapKyBaHHS, A03BiN
Ha BUMYCK cepii:
OpraHoH XelicT 68,
Benbris; abo
Mepk LWapn i Joym
B.B., Higepnanan

- Charles River Laboratories Germany GmbH, Max-
Planck-Str. 15A-B, 40699, Erkrath Unterfeldhaus,
Germany, BignoBigae 3a TecTyBaHHS 6aHKy KIITWH
(cepii WCB), BurotoneHunx Ha MSD Biotech B.V.

(OSS), Vollenhovermeer 2, 5347 JV Oss, The
Netherlands;

- Charles River Laboratories Ireland Limited,
Carrentrila, Ballina, F26 D786, Ireland, Bignosigae 3a
TecTyBaHHA 6aHKy KniTuH (cepii WCB),
BUroTOBMEHMX Ha MSD Biotech B.V. (OSS),
Vollenhovermeer 2, 5347 JV Oss, The Netherlands;
- MSD Biotech B.V., Kloosterstraat 6, 5349 AB Oss,
The Netherlands, Bignosigae 3a 36epiraHHs 6aHky
KniTnH (WCB), BurotoneHoro Ha MSD Biotech B.V.
(OSS), Vollenhovermeer 2, 5347 JV Oss, The
Netherlands;

- MSD International GmbH, Buildings 200 300 400,
Piercetown Dunboyne, A86 HD21, Ireland,
BiAgnoBigae 3a 36epiraHHsA 6aHky knituH (WCB),
BUroToBneHoro Ha MSD Biotech B.V. (OSS),
Vollenhovermeer 2, 5347 JV Oss, The Netherlands;
- Azenta US Inc., 2910 Fortune Circle W, Suite E, ,
Indianapolis, Indiana 46241, USA, Bignosigae 3a
36epiraHHA 6aHKy KniTuH (WCB), BUrOTOB/IEHOTO Ha
MSD Biotech B.V. (OSS), Vollenhovermeer 2, 5347
JV Oss, The Netherlands;

- Bioreliance Corporation, 9610 Medical Center
Drive, Rockville, MD 20850-3349, USA, Bignosigae
3a 36epiraHHs 6aHky K1iTMH (WCB), BUroTOB/IEHOTO
Ha MSD Biotech B.V. (OSS), Vollenhovermeer 2,
5347 JV Oss, The Netherlands.
3MmiHu |l TUny - 3MiHK 3 sKocTi. A®L. MpoekTHWiA
npocTip Ta nicnapeecTpauiliHniA NpPOToKoN
ynpaBniHHA 3MiHaMW. BHECEHHS 3MiH Yy
nicnsipeecTpauiiHnii NPOTOKO/ ynpaBiHHA 3MiHaMK
ana A®l - 3miHa nogaHa 3 MeTO0 3anpoBaKeHHs
NPOTOKO/Y YNPaB/liHHA 3MiHaMK Mics
3aTBepAXeHHs. [lo BNpoBagKeHHs MPOMOHYTLCA
BMPOOHUYI AiNbHUL 415 AiI0YOT PEYOBUHN:

- LOAAaTKOBUIA BUPOGHMUMIA caiiT poboyoro 6aHky
KniTnH (Working Cell Bank, WCB) (MSD Biotech
B.V., Vollenhovermeer 2, Oss, The Netherlands

(Oss));

- BOJAaTKOBI BUPOOHMWYI AiNbHULI ANS TECTYBaHHSA
WCB (OSS Ta Tpu nabopatopii Charles River
Laboratories (CRL)) gns TectyBaHHs napTin WCB,
BUrotoBneHnx B OSS; - noaatkosi BUPOOHUYI
AinbHUUi Ans 36epiraHHs cepili WCB, BUpO6/1eHuX B
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
OSS (MSD Biotech B.V. Kloosterstraat 6, MSD
International GmbH t/a, MSD lIreland (Dunboyne
Biologics), Azenta US, Inc. Ta Bioreliance
Corporation).
120. | KIEKCAH®300 | po3uuH ANs iH'eKwiid TOB Ykpaina PAMAP XENC IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/10143/01/01
no 10 000 aHTK-Xa "CaHodi- KEAP CEPBICI3 YropuwwHa/ Il Ty - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6. peyenmom
MO/mn; Ne 1 (no 1 ABeHTIC MALPWVA, C.AY., HimeuunHa 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
6araTo1030BOMY YkpaiHa" IcnaHis; CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
dnakoHy no 3 M1 B CaHochi-ABeHTic roTOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHI Kopo6Lii) [Loliunang 'vm6X, [0AaBaHHS AiNbHWLI, Ha SIKili 3A4iCHIOETLCS
HimeuuunHa; KOHTPO/Ib AKOCTI/BUNPOBYBaHHA cepii ANns
anbTepHaTMBHA 6i0N0riYHOro/iMyHO/IOMNYHOrO JliKapCbKOro 3acoby, Ta
OinbHUUS ans 6yAb-AKOI AiTbHNL, Ha SKili 3aCTOCOBYETHLCS
TecTyBaHHsa N3 3a 6ioNOorivyHMiA/iMyHONOrYHMI MeToA, BUNPOGYBaHHS)
OKpeMnmn BBefeHHs [08aTKOBOI a/ibTEPHATUBHOI [i/TbHULL
nokasHukamun: AHTUW- AnA TecTyBaHHA /13 3a OKPeMUMUN NMOKa3HUKaMW:
thakTop XA AHTU-(haKTop Xa akTUBHICTb i AHTU-ChakTop lla
aKTUBHICTb | AHTUY- aKTUBHICTb), a came: XiHoiH 3pT. (YaHiksenbab,
chakTop lla Miwkonbu, 3510, YropwuHa) / Chinoin Zrt.
AaKTUBHICTb: (Csanyikvoelgy, Miskolc, 3510, Hungary).
XiHoiH 3pT.,
YropuwmHa
121. | KNIBAC 10 TabneTku, BKPUTI TOB Ykpaina TOB "®apma Crapt” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/12971/01/01
NNiBKOBOIO "ACIHO | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO10, 1Mo 10 YKPATHA" thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mr; no 10 TabneTok y3arasibHeHVX AaHux Npo cuctemy dpapmakoHarnsgy
y 6nictepi; no 1 abo (BBEAEHHSA y3araslbHEHMX AaHUX Npo cucTemy
3, abo 9 6nicTepis y hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
KapTOHHIM nayui BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIA&/IbHOI 32 hapmakoHarnsag,
122. | KNIBAC 20 TabneTkn, BKPUTI TOB Ykpaina TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasiB: 3MiHK 3a UA/12971/01/02
NNiBKOBOIO "ACIHO | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuyenmom
060/10HKO0, Mo 20 YKPAIHA" thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

Mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3, abo 9 bnicTepis y
KapTOHHIN navuj

y3arasibHeHVX faHux Npo cuctemMy hapmMmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsaay 3asiBHuKa ans
3ailicHeHHA hapMakoHarnsagy B YKpaiHi, SKLL0 BoHa
BigMiHHA Bifg YNOBHOBaXXEHOI 0CO6M, BifgnoBiganbHOI




72

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3a 3pjicHeHHs hapMakoHaraay (BKIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIA&/IbHOT 32 hapmakoHarnsg
123. | KNIMAKT- Tabnetku; no 50 Bionoriwe HimeuyunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/2945/01/01
XEENb Tabnetok y Xanbmitt Xainbmitrens | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
KOHTeliHepi; no 1 enb Xeesnb Xeenb M'v6X thapmakoHarnagy. BeegeHHs abo 3miHn fo
KOHTEliHepy y vM6X y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
KOpOO6LIi 3 KapTOHY (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
BiANoBiAanbHOI 3a hapMakoHarnsg B YkpaiHi.
124. | KNIMEQUKC TabneTkun, BKPUTI BAT YropmHa BAT "l'epfeoH YropumHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19265/01/01
NNiBKOBOIO "l'epeoH PixTep" | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | niosisizae
060/10HKOH0, 2 Mr/1 PixTep" thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
Mr; no 28 TabneTok NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
y 6nicTepi; no 1 abo IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
3 6nicTepun pa3om i3 perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
KapTOHHUM nikapcbKkoro 3acoby, abo gocnigkeHb 3 6e3neku
cdhyTnapom gns 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
36epiraHHsa 6nictepa nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
Y KapTOHHIl kopoobLi OLiHKM 3BIiTY 3 AOCMifKEeHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHb (PIP) (iHLwi
3MiHK) 3MiHW BHECEHO A0 IHCTPYKLii A9 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAaM B3aemogiii", "Oco6nnBOCTi 3aCTOCyBaHHA"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
LYol pevyoBuHW. BBeAeHHSA 3MiH NPOTATroM 6-Tn
MiCSILiB NicNs 3aTBEPAKEHHS.
125. | KOAENCWH Tabnetkn, no 10 TOB Ykpaina TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasiB: 3MiHK 3a UA/11812/01/01
Tabnetok y 6nictepi; "ACIHO | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuyenmom
no 1 6nictepy B YKPATHA" hapmakoHarnagy. BeegeHHs abo 3miHn fo

nauui 3 KapToHy

y3arasibHeHVX faHux Npo cuctemMy hapmMmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsaay 3asiBHuKa ans
3ailicHeHHA hapMakoHarnsagy B YKpaiHi, SKLL0 BoHa
BigMiHHA Bifg YNOBHOBaXXEHOI 0CO6M, BifgnoBiganbHOI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3a 3pjicHeHHs hapMakoHaraay (BKIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIA&/IbHOT 32 hapmakoHarnsg
126. | KOEH3M PO34MH NS iH'EKLi; Bionoriwe HimeuyunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/6999/01/01
KOMMO3UTYM | no 2,2 mn B amnyii; Xanbmitt Xainbmitrens | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
no 5 amnyny enb Xeesnb Xeenb M'v6X thapmakoHarnagy. BeegeHHs abo 3miHn fo
KOHTYPHIl vM6X y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
YapyHKOBIi (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
ynakosui; no 1 thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
KOHTYPHIl BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
YapyHKOBIli yrMakoBLi KOHTaKTHOI 0co6M 3 chapmakoHarnsaay 3asiBHuKa anis
B KOPOOLIi 3 KAPTOHY; 3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
no 2,2 mn B amnyni; BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
no 5 amnyny 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTYPHili KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
YapyHKOBIl thaiina cuctemu hapmakoHarnsgy) 3miHa
ynakosLii; no 2 KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
KOHTYPHIi YapyHKOBI BiANoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.
ynakoBkun B KOpooOLi
3 KapToHy; Nno 2,2 MmN
B amnyni; no 5
amnys y KOHTYpPHii
YapyHKOBIli
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK y KOPO6L;j
3 KapTOHY
127. | KOP CYIC PO34UH NS iH'EKLNA Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4277/01/01
KOMMNO3UTYM | no 2,2 mn B amnyni; XainbMitt Xainbmitrens | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
H no5awmnyny enb Xeenb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3miHn go
KOHTYpHIli rmM6X y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
YapyHKOBIi (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
ynakoBLi; no 1 a6o thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
no 2, aéo no 20 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTYPHUX KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
YapyHKOBMUX 3fjiicHeHHs chapMakoHarnsgy B YkpaiHi, KO0 BOHA
yMakoBOK y KOpo6Lj BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3 KapTOHY 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.
128. | KOCONT BK Kpansi O4Hi, po34nH; CaHTeH PiHnaHais BMPOGHMUK, DiHnaHpis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/18106/01/01
no 10 mn y cpnakoHi AT BiNOBIgaNbHWIA 3a ITanisa BUMNpPaB/IEHO TEXHIYHY NOMUAKY y n. 12. HOMEP peyenmom
3 103aTOpOM Ta BMNYCK cepil: PEECTPALIVHOIO MOCBIAYEHHSA TekcTy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KpWLLKOtO; no 1 CaHTeH AT, MapKyBaHHS1 BTOPUHHOI YNaKoBKW /iKapCbKOro
donakoHy 3 PiHNAHAIA; 3acoby, fonyLeHy npu npoueaypi nepepeectpaw;i
[03aTtopom Ta BUPOBHMK, (Haka3 MO3 Ykpainn Ne 1028 Big 27.06.2025 p.), a
KPYLLIKOIO 3 BifjNOBIgaIbHWI 3a camve [ofaHo ABOKparnkKy Micas 3Haka Homepa:
KOHTpONeM nepLuoro BMPOBGHULTBO in- 3arBepmkeHo: P. n. B YkpaiHi Ne 3anponoHosaHo: P.
PO3KUTTA B bulk, nepsunHHy Ta n. B YkpaiHi Ne: 3a3HaueHe BunNpaB/fieHHs Bignosigae
KapTOHHI KOopooLi BTOPUHHY YNaKOBKY, marepianam peecTpauiiHoro Jocbe
BUNPOBYBaHHSA
L1040 SKOCTI:
Ty6inokc ®apma
C.M.A., ITanis
129. | KPYPOBIT Tabnetkun no 50 mr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/16396/01/01
no 14 tabneTok y dapmaues dapmavleBTUYHNI | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom
6nicTepi; no 2 a6o 4 TUYHWIA 3aBog, ElC KOHTpOs1b roTOBOrO NikapcbKoro 3acoby. 3miHa y
6nictepn B 3aBoj MeTofax BMNpPOOyBaHHS rOTOBOTO JliKapCbKOro
KapTOHHI ynakoBL,i EriC 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX METOoAAX

BMNPOOYBaHHSA) HE3HAUHI pefaKLiiiHi 3MiHW B
crneundikauii Ta meToai kKoHTposto /13 3a
nokasHnkoM «Onuc», 6e3 3MiHW KpUTepiIto

NPUAHATHOCTI. BBEAEGHHA 3MiH NPOTAroM 6-Tu

MicALiB NicnsA 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK 3

AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb

roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax

BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAaX

BMNPOBYBaHHA) HE3HAUHI pefakLiiiHi 3MiHWM B MeToSi
BMNPOoByBaHHA «Po3mipn». BBeAEeHHS 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMAKEHHS. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MikapcbKkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro

3acoby (He3HayHa 3MiHa y 3aTBEpPKEeHMX MeTofax

BMNPOOYBaHHSA) He3HAUHI pefakLiiiHi 3MiHN B

cneuudikauii Ta meToai BunpobysaHHs 13 3a

NOKa3HUKOM «laeHTudikauis Aitoyoi pevoBuHU

(BEPX) (Ha ocHOBI Yacy yTpumyBaHHs)». BBeAeHHSA
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii

3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(DonoBHEHHS1 abo 3amiHa nokasHuka cneuucpikauii 3a
pe3ynbTatamu JocnimpkeHb 3 6e3nekn abo AKoCTi (3a
BUHSATKOM J1iKapCbKMX 3ac06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOMKEHHS)) 3aMiHa
napameTpa crneuudikadii 3 BignoBigHM METOLOM
BUMNPOOYBaHHA, a came: 3aMiCTb METOAY
«laeHTudikauis gitouoi peyosmHM (TLLX)»
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

BNPOBaXYETbCSA HOBUIN MeTOZ, «laeHTrdikauis
gitoyoi pevosuHy (BEPX) (Ha ocHoBi Yacy Y®-
cnekTpy)». BBeAeHHsA 3MiH NpPOTArom 6-Tn micauis
nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWI1 Nnikapcbkuii 3aci6. KOHTPOb rOTOBOr0
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX METOAaX
BMNPO6YBaHHA) BHECEHHSA 3MiH A0 MeToay
BMNpobyBaHHA /13 3a nokasHukom «KinbkicHe
BU3HayeHHs (BEPX)», a came gofaHo TepMiH
NpUAATHOCTI PO3YMHIB, A0AAHO PO3paxyHKOBY
chopmyny AN BUSHAYEHHS BMICTY [1i040i PEHOBUHM
B Mr/TabneTky. BBefeHHs 3MiH NPOTArom 6-Tu
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCcbKOoro 3acoby (3BYXXEHHS JOMYCTUMUX MeX)
3BY)XEHHSA [OMYyCTUMMX MEX napameTpa
cneuudikauii Tecty «CynposigHi gomiwku (BEPX)»,
a came Cymu [OMILLIOK 3 He GinbLue 1,0% fo He
6inblue 0,60%. BBeeHHS 3MiH NPOTAroM 6-Tn
MicALiB NicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPO6YBaHHS) 3MiHa B MeTOAi BUNpo6yBaHHSA 13
3a nokasHukom «CynposigHi gomilkm (BEPX)», a
came foaHO TepMiH 36epiraHHs PO34yHIB,
KopuryBaHHs 3HadeHHss RRF ana gomiwku CLS-IMP-
CHox. BBegeHHs 3MiH npoTsarom 6-Tv MicsLiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPoByBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNPOOYBaHHA) HE3HAYHI
peAakuiiHi 3MiHU B MeTOAj BUNpoGyBaHHS
«Po34nHeHHs (YP-cnekTpodhoToMeTpis)». BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTodax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
pefakuiiiHi 3MiHWM B MeTofi BunpobyBaHHa «CepeaHs
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
mMaca». BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns

3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkwMii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3miHa y MeToAax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIXKEHNX METOAAX
BMNPOOYBaHHA) He3HaYHI pefakuiiiHi 3MiHVM B MeTofi
BUNPOByBaHHA «OAHOPIAHICTL Macu». BBefeHHA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
pefakLiiiHi 3MiHW B MeToZi BUNPo6yBaHHS
«CTupaHicTb». BBeAEHHA 3MiH NPOTAromM 6-tn
MicALiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK 3
AkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX METOAAX
BMNPOOYBaHHA)BHECEHHS 3MiH 40 MeToay
BUNPO6YBaHHsA /13 3a NoKa3HWKOM «BMmicT Boau
(TuTpyBaHHs 3a meTogom Kapna diwepa)», a came
3MiHW Y BU3HAYEHHI TUTPY BOAM (3MEHLLIEHA KiNbKICTb
BO/JM OUULLEHOT), 3MIHEHO KifIbKICTb NapasenbHnx
TUTPYBaHb 3paska 3 TPbOX [0 ABYX. BBeAEHHS 3MiH
NpoTArom 6-Tu MicALIB NiCAs 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO liKapCbKOro
3aco0y (He3Ha4yHa 3MiHa y 3aTBepMKEeHNX MeTodax
BMNPOBYBaHHS) He3HaYHI peaakLiiiHi 3MiHu B MeTogi
BMNpobyBaHHA «OAHOPIAHICTb AO30BaHVX OANHULb
(po3paxyHkoBO-BaroBuii MeTof)». BBefeHHs 3MiH
NpPOTArom 6-T1 MICALIB NiCNA 3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
peaakuiiiHi 3MiHM fo cneumdikauii Ta metoay M3 3a
nokasHukom «MikpobionoriyHa unctota». BeegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO

NikapcbKoro 3acoby (BUy4eHHs MeToay
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BUMPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHUI METOA) BUAAINTY MOX/IUBICTb
BMKOHAHHSA TeCTiB «laeHTudpikauisa aitouoi
peyoBuHW», «KinbkicHe BU3HAYEHHS», «CynpoBigHi
LOMILLKM» Ta «OAHOPIAHICTE 4030BAHNX OAVNHULLbY
mMeTofom YEPX 3a HasisBHOCTi a/flbTEPHATUBHOIO
meToay BEPX. BBeAeHHs 3MiH NpoTArom 6-tu
MicsILiB Nicns 3aTBepPKEHHS.
130. | KPYPOBIT Tabnetkn no 100 wr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/16396/01/02
no 14 tabneTok y dapmaues dapmavleBTUYHNI | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom
6nictepi; no 2 a6o 4 TUYHWIA 3aBog, ElC KOHTpO/1b roTOBOrO NikapcbKoro 3acoby. 3miHa y
6nictepn B 3aBoj MeTofax BMNpPOOyBaHHS rOTOBOTO JliKapCbKOro
KapTOHHI ynakoBL,i EriC

3acoby (He3HayHa 3MiHa y 3aTBEepPKEHNX MEeTOoAAaX
BMNPOOYBaHHSA) HE3HAUHI pefaKLiiiHi 3MiHW B
crneundikavii Ta meTogi kKoHTposto /13 3a
nokasHnkoM «Onuc», 6e3 3MiHW KpUTepito
NPUAHATHOCTI. BBEAEGHHA 3MiH NPOTAroM 6-Tu
MicALiB NicnsA 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAaX
BMNPOOYBaHHA) HE3HAUHI pefakLiiiHi 3MiHWM B MeTofi
BMNPOBYyBaHHA «Po3mipn». BBeAEeHHS 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MiKapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpKEeHMX MeTofax
BMNPOOYBaHHA) HE3HAUHI pefakLiiiHi 3MiHN B
cneuudikauii Ta meToai BunpobysaHHs 13 3a
NOKa3HUKOM «laeHTudikauis Aitoyoi pevoBuHU
(BEPX) (Ha ocHOBI Yacy yTpumyBaHHs)». BBefeHHSA
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(DonoBHEHHS1 abo 3amiHa NnokasHuka cneuucpikauii 3a
pe3synbTatamu JocnimpkeHb 3 6e3nekn abo AKOoCTi (3a
BUHSATKOM J1iKapCbKMX 3aC06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOMKEHHS)) 3aMiHa
napameTpa crneuudikadii 3 BignoBigHM METOLOM
BUMNPOOYBaHHA, a came: 3aMiCTb METOAY
«lgeHTudikanis gitouoi peyosmHu (TLLX)»
BNPOBaXYETbCSA HOBUIT MeTOZ, «laeHTrdikais
gitoyoi pevosuHy (BEPX) (Ha ocHoBI Yacy Y®-

cnekTpy)». BBeAeHHs 3MiH NpOTArom 6-Tu Micsuis
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
[oTOBWI1 Nnikapcbkuii 3aci6. KOHTPOb rOTOBOr0
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAaX
BMNPO6YBaHHA) BHECEHHSA 3MiH A0 MeToay
BMNpobyBaHHA /13 3a nokasHukom «KinbkicHe
BU3HayeHHs (BEPX)», a came gofaHo TepMiH
NpUAATHOCTI PO3YMHIB, AOAAHO PO3paxyHKOBY
chopmyny AN BUSHAYEHHS BMICTY [1i040i PE4OBUHM
B Mr/TabneTky. BBefeHHs 3MiH NPOTArom 6-Tu
MicsALiB NicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapcbKOoro 3acoby (3BYXXEHHS JOMYCTUMUX MeX)
3BY)XEHHSA [OMYyCTUMMX MEX napameTpa
cneuudikauii Tecty «CynposigHi gomiwku (BEPX)»,
a came Cymu AOMILLOK 3 He GinbLue 1,0% fo He
6inblue 0,60%. BBegeHHS 3MiH NPOTAroM 6-Tn
MicsALiB NicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPO6YBaHHS) 3MiHa B MeTOAi BUNpo6yBaHHSA 13
3a nokasHukom «CynposigHi gomiwkm (BEPX)», a
came foaHO TepMiH 36epiraHHs PO34yHIB,
KopuryBaHHs 3HadeHHss RRF ana gomiwku CLS-IMP-
CHox. BBefeHHs 3MiH npoTsarom 6-Tv MicsLiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNPOOYBaHHA) HE3HAYHI
peAakuiiHi 3MiHU B MeTOAj BUNpoGyBaHHS
«Po34nHeHHs (YP-cnekTpodhoToMeTpis)». BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
pefakuiiiHi 3MiHM B MeTogi BUnpobyBaHHA «CepeaHs
mMaca». BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBWI1 NNiKapCbKMii 3aci6. KOHTpob roToBOrO
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nikapcbKkoro 3acoby. 3miHa y MeToaax

BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX METOAAX
BMNPOOYBaHHA) He3HaYHI pefakuiiiHi 3MiHVM B MeTofi
BUNPOByBaHHA «OAHOPIAHICTL Macu». BBefeHHA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
pefakLiiiHi 3MiHW B MeToZi BUNPo6yBaHHS
«CTupaHicTb». BBeAEHHA 3MiH NPOTAromM 6-tu
MicALiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3
AkocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MmeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPXKEHNX METOAAX
BMNPOOYBaHHA)BHECEHHS 3MiH 40 MeToay
BUNPO6YBaHHsA /13 3a NoKa3HWKOM «BMmicT Boau
(TMTpyBaHHSA 3a meTogoM Kapna diwepa)», a came
3MiHW Y BU3HAYEHHI TUTPY BOAM (3MEHLLEHA KiNbKICTb
BO/JM OUULLEHOT), 3MIHEHO KifIbKICTb NapasenbHnx
TUTPYBaHb 3paska 3 TPbOX [0 ABYX. BBeAEHHS 3MiH
NpoTArom 6-Tu MicALIB NiCAs 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3aco0y (He3Ha4Ha 3MiHa y 3aTBepMKXEHNX MeTodax
BMNPOBYBaHHS) He3HaYHI peaakLiiiHi 3MiHM B MeTogi
BMNpobyBaHHA «OAHOPIAHICTb AO30BaHVX OANHULb
(po3paxyHkoBO-BaroBuii MeTof)». BBefeHHs 3MiH
NpoOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
peaakuiiiHi 3MiHM fo cneumdikauii Ta metoay M3 3a
nokasHukom «MikpobionoriyHa unctota». BeegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib rOTOBOrO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (BUy4eHHA MeToay
BUMPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHUI METOA) BUAAINTY MOX/IUBICTb

BWMKOHAHHSA TecTiB «lgeHTudpikauisa aitoyoi
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
peyoBuHW», «KinbkicHe BU3HaYeHHS», «CynpoBigHi
LOMILLKM» Ta «OAHOPIAHICTE 4030BAHNX OAVNHULLbY
mMeTofoMm YEPX 3a HasisBHOCTi a/flbTepPHATUBHOIO
meToay BEPX. BBeAeHHs 3MiH NpoTArom 6-tu
MiCAILiB nicns 3aTBEPOXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BKNKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
NiKapCcbKoro 3acoby (iHLUi 3MiHN) BUAANEHHA PO3MIpY
cepii ans gosyBaHHsA 100 mr - 100 000 TabneTok
(3aTBEpmxeHo: 1 000 000 TabneTok). BBeaeHHs 3MiH
NpoTArom 6-Tn MiCALIB MiCNA 3aTBEPAKEHHS.
131. | NIATEBPIO/ kancysnm no 200 mr; Mepk LLiBeiuapis MCJ, IHTepHeLIHN CronyyeHi BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/19184/01/01
LAGEVRIO™ no 40 kancyny Wapn i M6X (Pinis LWratn | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
nAALWL [oym MyepTto-Piko) TOB, Amepukun/ thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
IOEA CnonyJeHi Wtatn KaHaga y3arasibHeHVX faHux Npo cuctemMy papMakoHarisgy
6X Amepuikn; MareoH (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
IHk., KaHapa; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
MareoH IHK., BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KaHapga; WWapn KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa a/s
MekemkiHr 3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
Cepgicec, JIIC, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAA/IbHOI
CnonyueHi LWtatn 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
Amepuiku; MarteoH KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dapmacbloTikan3 thaiina cuctemm chapmakoHarnsgy). 3miHa
IHK., Cnony4yeHi KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M 3as1BHYKA,
Ltatn Amepuku, BiANOBIAa/bHOI 3a hapmakoHarnifg B YkpaiHi.
Mepk Wapn i Joym
NNC, CnonyueHi
Ltatn Amepuku,
Mepk Wapn i Joym
NNC, CnonyueHi
Ltatn Amepuku,
Mepk Wapn i Joym
NNC, CnonyueHi
Ltatn Amepuku
132. | NEBACENT PO34uH NS iHdy3il, AHaHTa Benuka €ponaiic IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13203/01/01
500 mr/100 mn; no Megikeap BpuTaHis XenTtkeap MBT. 174. | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
100 mn B Nra.

KOHTeliHepi; no 1
KOHTEliHepy B
NONIBIHINXTOPUAHIT
nniBLi B kopobui

hapmakoHarnsigy. BHeceHHsi abo 3miHa(K) fo
3060B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
noceiAYeHHs, BKIOYaroun MnaH ynpasniHHA
pu3nKamm (3acToCyBaHHSI TEKCTY, KA NOrOMKeHNIA
3 KOMMNETEHTHUM OpraHom) 3asBHUKOM HagaHo
OHOB/EHWIA MnaH ynpaBniHHA pu3nkamm Bepcia 1.2.
3MiHU BHECEHO [0 YacTvH: | «3arasibHa
iHcpopmauis» Il «Cneyudikauia 3 6e3neku» Il «MnaH
3 thapmakoHarnsagy» V «3axoam 3 MiHimizau,i
pu3ukiB» VI «Pe3tome niaHy ynpasaiHHS pyu3vkamu»
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
VIl «Jopatkn» (gogatkm 2,3,10,11,12) y 3B’A3KY 3
OHOB/IEHHAIM cneuudikauii 3 6e3nekn Ta
[04aBaHHAM A04ATKOBUX 3aX04iB 3 MiHiMi3auit
pu3ukis. Pestome MNnaHy ynpasiiHHA pu3vikamm
Bepcis 1.2 fofaetbes.
133. | IEBO®DJIOKCA | Tabnetku, BKpUTI TOB YkpaiHa TOB YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a He UA/14395/01/01
LUWNH- 060/10HKOH0, Mo 500 "ACTPA® "ACTPA®APM" | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
ACTPA®APM Mr; o 7 TabneTok y APM" thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi

6nicTepi; no 1 abo
no 2 6nictepu y
KOpo6Li 3 KapTOHY

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLiHKM 3BITYy 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” BigNoBiAHO A0 OHOBMEHOT
iHchopmawii 3 6e3nekun gjroyoi pevyoBnHN. BBeaeHHA
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPOKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
IHCTPYKUIT 4719 MEANYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby y po3ainu: "dapmakonoriyHi
BnactmsocTi", "lMokasaHHsA" (iHchopmauis 3 6e3nekn),
"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaa”,
"3[aTHICTb BNAMBATU Ha LWUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMKN
MexaHizmamu", "Cnocib 3acTocyBaHHs Ta fo3mn"
(iHdbopmavisa 3 6e3nekn), "LiTn" (YTOUHEHHS
iHcbopmawii), "Mepeno3syBaHHs", "Mo6iuHI peakwyi”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,ii 3 6e3nekn
Lito4oi pevoBuHW. BBeAEHHSA 3MiH NPOTATroM 6-Tn
MicALIB MicnsA 3aTBepKEHHS. 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKUIT ANs
MEeAMNYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
po3gain "MobiuHi peakyji” Wo40 BaXINBOCTI
3BiTyBaHHS Npo No6iYHi peakLii, a Takox y po3ainm
"Ynakoska" Ta "Micue3HaxomKeHHs BUPOBHMKa Ta
agpeca MicLs NpoBa)KEHHS Oro Ais/IbHOCTI"
(y3rofpKeHo pi3HOUUTAHHS 3 [iYUM peecTpaLiiHum
noceigyeHHsM). BBeieHHsA 3MiH NpOTAromM 6-Tn
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Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
nocsioYeHHs1

Ne Hassa Popma sUMYCKY 3assHUK Kpaina
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa
3acoby ynakoska)
MicsILiB Micns 3aTBepApKEHHSs!
134. | NEBO®JIOKCA | Tabnetku, BKpUTI TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14395/01/02
LIVH- 060/10HKOH0, Mo 250 "ACTPA® "ACTPAPAPM" | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nidnsieae
ACTPA®APM Mr; no 7 TabneTok y APM" thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
6nictepi; no 1 a6o nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
no 2 6nictepu y IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
KOpOO6Lii 3 KapTOHY perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBEOKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTPYKLi AnA
MEeAMNYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
po3gain "Mo6iyHi peakuyii” BigNoBigHO 4O OHOBMEHOI
iHbopmawii 3 6e3neku Aitoyoi pevyoBuHU. BBegeHHSA
3MiH NPOTAroM 6-TU MICALLIB MiCNA 3aTBEPMKEHHS.
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHM) 3MiHY BHECEHO A0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu: "dapMakonorivHi
BnactusocTi", "Moka3aHHs" (iHhopMmaLisa 3 6e3neku),
"MpoTunoka3saHHs", "B3aemogis 3 iHWmmu
nikapcbkMun 3acobamu Ta iHWi BUau B3aemogiii",
"Oco61MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog, BariTHOCTi abo rogayBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNopTOM abo iHWKMKN
MexaHiamamm”, "Cnoci6 3acTocyBaHHs Ta fo3un"
(iHchopmauis 3 6e3nekn), "OiTn" (yTOUHEHHS
iHchopmawii), "Mepeno3syBaHHs", "Mo6IYHI peakwui”
BiANOBIAHO [0 OHOBMEHOI iHdhopMaLii 3 6e3nekn
Ailo40i peyoBrHN. BBEAEHHS 3MiH NpOTArom 6-Tu
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM) 3MiHN BHECEHO A0 iHCTPYKLi ANs
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3gin "Mo6iuHi peakyji" Woa0 BaXNNBOCTI
3BiTyBaHHS NPOo MOGIYHI peakwji, a TakoX y po3ginu
"YnakoBka" Ta "Micue3HaxoxkeHHs BUPOGHMKa Ta
agpeca MicLsa NpoBaKEHHS MOro gisifibHOCTI"
(y3rofpKeHo pi3HOYUTaHHSA 3 AiYUM peecTpaviitHum
nocBig4YeHHsM). BBeeHHA 3MiH NpOTArom 6-1u
MicsLiB NicNsA 3aTBEPAKEHHS
135. | IETPOMAPA® | TabneTku, BKpUTI AT Ykpaina YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a
NNiBKOBOIO "papmak” | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peuenmom
060/10HKO0, M0 2,5 Onuc Ta cknag. 3miHa y cknagi (40NoMiKHUX

He UA/4698/01/01
nionsieae

AT “dapmak”
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nauu;j 3
KapToHYy

peyoBUHax) roTOBOrO /iKapCbKoro 3aco6y (iHLwi
[ONOMDKHI peqyoBUHY) - 3amiHa OfHIET fOMNOMDKHOT
PEYOBUHM Ha iHLWWY 3 TUMU caMUMW
OYHKLIOHA/TBHMW XapakTepyucTkamm Ta Ha TOMy
camMoMy PiBHI — 3aMiHa M/1iBKOBOrO MOKPUTTSA
SepisperseTM Dry 3214 Jaune Ha Sepisperse Dry
Yellow R Big 3aTBEpAXEHOr0 BUPO6HUKA Seppic,
France, 3 BignoBigH1Mu 3miHamu B po3gin «Cknagy»
MKSA N3.
3arsepmkeHo: Cknag, 1 TabneTtka MiCTUTb:
[JonomixHi peyoBuHM: MNniBKoBa 060/10HKA:
SepisperseTM Dry 3214 Jaune*** - ***Cknap,
SepisperseTM Dry 3214 Jaune:
rigpokcunponinmMeTnALEentonosa, Lenonosa
MiKpoKpucTaniyHa, TuTany giokeug, (E 171),
pu6odnasiH (E 101). 3anponoHoBaHo: Cknag 1
Tabnertka MiCTUTb: - [JONOMiXHI peyoBuHK: MNniBkoBa
060/10HKa: Sepisperse Dry Yellow R ***
***Cknag, Sepisperse Dry Yellow R:
rigpokcunponinmMeTuLEentonosa, Lenonosa
MiKpokpucTaniyHa, pubodnasiH (E 101). 3miHu
BHECEHO B iHCTPYKL,it0 419 MEAMYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain "Cknag” (40noMikHi
peyoBuHN). BBegeHHs 3MiH NpoTAroMm 6-Tn MicALIB
nicns 3aTBepKeHHs

136.

niB.52®

Tabnetku, no 100
Tabnetok y
NNacTMKOBIN 6aHLUi;
no 1 6aHui B
KapTOHHI KOopoo6Li

Ximanas
BenHec
Komnawi

IHais

Ximanas BenHec
KomnaHi

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknin 3aci6.
3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
(BK/KOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
NiKapcbKoro 3acoby (iHwWi 3MiHW) - 3MiHa po3mipy
cepii roToBOro Nikapcbkoro 3acoby. 3arsepmxeHo: 1
300 000 TabneTok.
3anponoHoBaHo: 1 900 000 TabneTok.

6e3
peyenma

UA/2292/01/01

137.

NIBA30

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 1 Mr:
no 7 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 14 tabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI kopobLyj;
no 15 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopoo6Lli

Pekoppaarti
AineHpg,
nrtp

IpnaHgis

BMPOGHUK
Hepo3dacoBaHoro
npoaykry: M'ep
dabpe MegikamaH
MpoAoKCOoH,
®paHLisi; BUPOBHWK,
KNI 3AiCHI0E
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
Bignosigae 3a
KOHTPO/b AKOCTi Ta
BUNYyCK cepil:
Pekopparti IHgacTpia
Ximika e

PpaHuia/
ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
Il Tuny - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo 3miHa(n) fo
3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro
nocBigYEHHS, BKIOYatoun MnaH ynpaeniHHA
pvi3vkamm (3acTocyBaHHS 3MiH(M), Ki(a)
BMMaraTb(€) NOAaNbLIOro 06I'pyHTYBaHHA HOBUMMN
[0AaTKOBUM AaHVMK, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkU BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
3ansHukom Pekopparti Aineng, /114, IpnaHgis
OHOBJ/IEHO M/1aH YNpaBiHHA pU3rKaMu Ha nigcTasi
HaXOMKEHHSA [0AAaTKOBUX KNIHIYHUX AaHWX WOA0
BI/l-iHhikoBaHMX 3a pe3ynbTaTtamu LOCNiHKEHHS
REPRIEVE "MNitaBactatuH 415 npoginakTuku

3a
peyenmom

UA/11963/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
dapmaceBTika CepueBO-CyAVHHMX 3aXBOpIoBaHb Npu BIT-iHdekuii".
C.n.A.,, Itania 3MiHV BHeceHi A0 YacTuHu Il «Crneundikauis 3
6e3nekn». Pestome MNYP Bepcisa 8.0 gogaeTbes.
138. | NMNIBA30 TabneTku, BKPUTI Pekopgaari IpnaHgis BMPOGHUK ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/11963/01/02
NNiBKOBOIO AineHpg, Hepo3acoBaHOro ITania Il Tuny - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
060/10HKOI0, NO 2 MT: nrtg npoaykry: M'ep thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
no 7 TabneTtok y dabpe MegikamaH 3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
6nictepi; no 1 [MpOoAOKCOH, NocBiAYEHHS, BKIOYatouy MnaH ynpasiHHA
6nictepy B ®paHLisi; BUPOBHWK, pvi3vkamm (3acTocyBaHHS 3MiH(M), ki(a)
KapTOHHI kopobuyj; AKWIA 34jiiCHI0E BMMaraTb(€) NoJabLIOro 06I'pyHTYBaHHA HOBUMMN
no 14 Tabnetok y nepBuHHe Ta [08aTKOBUM Ai@HNMK, L0 MatloTb HagaBaTucs
6nictepi; no 2 BTOPVHHE KOMMETEHTHUM OpraHoOM, OCKi/IbKU BUMaraeTbCcs
6nictepu B nakyBaHHs1, CyTTEBA OLliHKa KOMMETEHTHVM OpraHom).
KapTOHHI kopobuyj; Bignosigae 3a 3ansHUkom Pekopparti Aineng, /T4, IpnaHgis
no 15 tabnetok y KOHTPO/b AKOCTi Ta OHOBJ/IEHO M/1aH YNpaBiHHA pu3nKaMu Ha nigcTasi
6nictepi; no 2 BWMYCK Cepil: HaAXOMKEHHS A0AATKOBMX KNiHIYHUX AaHWUX WOoA0
6nictepu B Pekopparti IHoacTpia BI/l-iHchikoBaHMX 3a pe3ynbTaTtamu LOCNiHKEHHS
KapTOHHI kopobuyj; Ximika e REPRIEVE "MitaBactatnH A4ns npodinaktnkn
no 20 TabneTok y dapmaceBTika CepLeBO-CyAVHHMX 3aXBOpIoBaHb Npu BIT-iHdekuii".
6nictepi; no 5 C.n.A., Itania 3MiHV BHeceHi A0 YacTuHu Il «Crneundikauis 3
6nictepis B 6e3nekn». Pestome MNYP Bepcisa 8.0 gogaeTbes.
KapPTOHHI KOpoOL
139. | NMIBA3O TabneTku, BKPUTI Pekoppaari IpnaHgis BUPOGHUK PpaHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHN 3a UA/11963/01/03
NNiBKOBOIO Ainenpg, Hepo3g)acoBaHoOro ITanis Il TMnNy - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, NO 4 Mr: nrg npoaykry: MN'ep thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
no 7 Tabnetok y dabpe MepikamaH 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
6nictepi; no 1 MpOAIOKCOH, nocBiAYeHHs, BKIoYaroun MnaH ynpasniHHA
6nictepy B ®paHList; BUPOBHWK, pu3nKamMm (3acTocyBaHHSA 3MiH(1), aki(a)
KapTOHHI kopobLyj; AKWIA 34jiACHI0E B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBYMUN
no 14 tabneTok y nepBrHHE Ta [OAATKOBUM JaHUMK, WO MatoTb HagasaTucs
6nictepi; no 2 BTOPWHHE KOMNETEHTHUM OpraHoM, OCKI/TbKV BUMaraeTbCs
6nictepu B nakyBaHHs, CyTTEBA OLjiHKA KOMNETEHTHUM OpraHom).
KapTOHHI kopo6Lyj; Bignosigae 3a 3aasHukom Pekopparti Aineng N1a, IpnaHgis
no 15 Tabnetok y KOHTPO/Tb AKOCTi Ta OHOBJIEHO N/1aH YNpaB/iHHA pU3MKaMu Ha nigcrasi
6nicTepi; no 2 BUNYyCK cepil: HaAXOKEeHHS A0AaTKOBMX KNIHIYHUX AaHWUX WoA0
6nictepu B Pekopgaarti IngacTpia BIN-iHthikoBaHWX 3a pe3ynbTaTamu fOCAIMKEHHS
KapTOHHIA Kopoo6Li Ximika e REPRIEVE "MiTaBactaTvH 18 npodinakTnku
dapmacesTika cepLeBO-CYAMHHMX 3axXBOpoBaHb Npu BIN-iHdekwuii".
C.n.A,, Itanis 3MiHKn BHeceHi o YacTuHu Il «Cneuundikauis 3
6e3nekn». PestomMe MYP Bepcis 8.0 goaaeTbes.
140. | NMIBAK® Tabnetkn ans AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 6e3 UA/10649/01/01
CMOKTaHHS 3i "papmak” | TMny - 3MiHn 3 AkocTi. ADI. KoHTposnb A®L. 3miHa y peyenma

CMakoM aHicy i
M'aTu; no 10
TabneTtok y 6nicrepi;
no 2 6nictepu B
nauuy; no 6
Tabnetok y bricrepi;

mMeToAax BunpobyBaHHs A®Il abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(iHwWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUM
3amMiHy abo fonoBHeHHS) APl abo
BUXiAHOTO/NPOMiXXHOr0 NPOAYKTY) MPUBEAEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

no 2 6nictepv B
nadui; no 10
TabneTtok y 6nicrepi;
no 1 a6o 4 6nictepu
B nauuj

cneuudikaLii/MeToAiB KOHTPOJIIO Ail04Ooi peYOBUHN
Nizouumy rigpoxnopus y BignoBigHiCTb [0
opuriHanbHVX JOKYMeHTIB BUpobHrka BOUWHUIS
ENTHOVEN B.V., HigepnaHan 3a nokasHUkom
«lpeHTudpikauis» -3amiHeHO MeToANKY BU3HAUYEHHS
Ha MeToAMKY BUPOGHMKA AitoH0i pevoBUHM
(3aTBepmxeHo: AdY, €D, 2.2.25; 3anponoHOBaHo:
JP 2.24). 3miHn | TUny - 3MiHKW 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea AP (iHWwi 3MiHN y MmeTodax
BMNpOGYyBaHHSA (BK/IHOYatoumn 3amiHy abo
[onoBHeHHs) AP abo BUXIAHOTO/NPOMIXHOro
nNpoaykTy) NpuBeAeHHs crneumdikayii/meTogis
KOHTPO/O Ajtoy0i peyoBuHu Jlisouumy rigpoxnopug y
BiANOBIAHICTb A0 OPUTIHA/TBHUX [OKYMEHTIB
BMpo6HMka BOUWHUIS ENTHOVEN B.V.,
Higepnangy 3a nokasHukom “BTpaTa B maci npu
BUCYLLYBaHHI" 3BY)X€HO HOpPMYyBaHHSA 3 < 6,0% A0 <
5,0%. 3minu Il TUny - 3miHn 3 aKocTi. API. (iHwi
3MiHM) oHOBEHHs Bepcii ASMF Ha A®I Nizounmy
rigpoxnopwug Bupo6Huka boyxboiic EHTxoBeH Bi.Bi.,
Higepnangy / BOUWHUIS ENTHOVEN B.V.,
Higepnavgu 3 Bepcii ASMF-AP&RP Date: 15-7-2016
0o Bepcii ASMF-AP&RP Date: 08-DEC-2023 for S.
4.2 (JP monograph) and S.4.3 (microbiological
mtthods) 1-Nov-2024

141.

NISAK®

Tabnetkn ans
CMOKTaHHS 3i
CMaKoM LUoKonagy;
no 6 TabneTok y
6nictepi; no 2
6nictepu B navuj 3
KapToHy; no 10
TabneTtok y 6nicrepi;
no 1, 2 a6o 4
6nictepu B navuj

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPO6HMLTBA ADI
(iHWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUmM
3amiHy abo fonoBHeHHs1) APl abo
BWXi4HOro/NMPOMIKHOrO NPoAyKTY) NpUBeAeHHs
cneuudikaLii/MeToAiB KOHTPOJIIO Ailo4oi peYOBUHN
Nizouumy rigpoxnopuz y BignoBigHICTb 0
opuriHanbHVX JOKYMEHTIB BUpobHrka BOUWHUIS
ENTHOVEN B.V., HigepnaHan 3a nokasHUkom
«lpeHTudpikauis» -3amiHeHO MeToANKY BU3HAUYEHHS
Ha MeToAMKY BUPOGHUKA Ail040i peHOBUHU
(3aTBepmxeHo: AdY, €D, 2.2.25; 3anponoHOBaHo:
JP 2.24). 3miHn | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHwi 3MiHM y meTodax

6e3
peyenma

UA/10650/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

BMNPOGYBaHHSA (BK/IHOYatoumn 3amiHy abo
[0noBHEHHS) AP abo BUXIAHOTO/NPOMIXHOro
nNpoaykTy) NpuBeAeHHN crneymdikayii/meTogis

KOHTPO/O Ajto40i peyoBuHu Jlisouumy rigpoxnopug y
BiANOBIAHICTb A0 OPUTIHA/TBHUX [OKYMEHTIB
BMpo6HMka BOUWHUIS ENTHOVEN B.V.,

Higepnangy 3a nokasHukom “BTpaTa B maci npu
BUCYLLYBaHHI" 3BY)X€HO HOpPMYyBaHHSA 3 < 6,0% A0 <
5,0%. 3minu Il TMny - 3miHn 3 aKocTi. API. (iHwi
3MiHM) oHOBEHHs Bepcii ASMF Ha A®I Nizounmy
rigpoxnopwug Bupo6Huka boyxboiic EHTxoBeH Bi.Bi.,
Higepnangy / BOUWHUIS ENTHOVEN B.V.,
HigepnaHvgu 3 Bepcii ASMF-AP&RP Date: 15-7-2016
0o Bepcii ASMF-AP&RP Date: 08-DEC-2023 for S.
4.2 (JP monograph) and S.4.3 (microbiological
mtthods) 1-Nov-2024

142.

NISAK®

Tabnetkn ans
CMOKTaHHS 3i
CMaKoM anesibCuHy;
no 6 TabneTok y
6nictepi; no 2
6nictepu B navuj 3
KapToHy; no 10
TabneTtok y 6nicrepi;
no 1, 2 a6o 4
6nictepn B navuj

AT
"papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLieCi BUPO6HMLTBA ADI
(iHwWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUmM
3amiHy abo fonoBHeHHS) AdD| abo
BWXi4HOro/MpOMKHOIo NPoAyKTYy) NpuBeAeHHs
cneuudikaLii/MeToAiB KOHTPOJIIO Ailo4oi peYOBUHN
Nizouumy rigpoxnopuz y BignoBigHICTb [0
opuriHanbHVX JOKYMEHTIB BUpobHrka BOUWHUIS
ENTHOVEN B.V., HigepnaHan 3a nokasHUKom
«lpeHTudpikauis» -3amiHeHO MeToANKY BU3HAYEHHSA
Ha MeToAMKY BUPOOHUKA Ail040i peYOBUHU
(3aTBEpmxeHo: AdY, €D, 2.2.25; 3anponoHOBaHo:
JP 2.24). 3miHn | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHwi 3MiHM y meTogax
BMNpOGYyBaHHSA (BK/IHOYatoumn 3amiHy abo
[onoBHeHHS) A®| abo BUXIAHOTO/NPOMIXHOro
nNpoaykTy) NpMBeAeHHs crneumdikayjii/meTogis
KOHTPO/IO Ajtoy0i peyoBuHu Jlisouumy rigpoxnopug y
BIANOBIAHICTb A0 OPUTIHA/TBHUX [AOKYMEHTIB
BMpo6HMKa BOUWHUIS ENTHOVEN B.V.,
Higepnangy 3a nokasHukom “BTpaTa B Maci npu
BUCYLLYBaHHI" 3BY)XX€HO HOPMYyBaHHs 3 < 6,0% A0 <
5,0%. 3minu Il Trny - 3miHn 3 akocTi. API. (iHwi
3MiHM) oHOBNEHHS Bepcii ASMF Ha A®I Nizounmy
rigpoxnopwug Bupo6Huka Boyxboiic EHTxoBeH Bi.Bi.,
Higepnangn / BOUWHUIS ENTHOVEN B.V.,

6e3
peyenma

UA/10651/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

Higepnavgu 3 Bepcii ASMF-AP&RP Date: 15-7-2016
0o Bepcii ASMF-AP&RP Date: 08-DEC-2023 for S.
4.2 (JP monograph) and S.4.3 (microbiological
mtthods) 1-Nov-2024

143.

NISAK®

Tabnetkn ans
CMOKTaHHS 3i
CMaKoM MaJIMHu; Mo
10 Tabnetok y
6nictepi, no 1, 2 abo
4 6nicTepu B nayi

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTofax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPOGHMLTBA ADI
(iHWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUM
3amiHy abo fonoBHeHHs) Ad| abo
BWXi4HOro/MPOMIKHOro NpoAyKTy) NpuBeAeHHs
cneuudikaLii/MeToAiB KOHTPOJIIO Ailo40i peYOBUHM
Nizouumy rigpoxnopuz y BignoBigHICTb [0
opuriHanbHVX JOKYMEHTIB BUpobHrka BOUWHUIS
ENTHOVEN B.V., HigepnaHan 3a nokasHUKom
«lpeHTudpikauis» -3amiHeHO MeTOANKY BU3HAYEHHS
Ha MeToAMKY BUPOGHUKA Ail040i peYOBUHU
(3aTBepmxeHo: Y, €D, 2.2.25; 3anponoHOBaHo:
JP 2.24). 3miHn | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AP (iHwi 3MiHM y meTogax
BMNpOGYyBaHHSA (BK/IHOYatoumn 3amiHy abo
[onoBHEHHS) AD| abo BUXIAHOTO/NPOMIXHOro
nNpoaykTy) NpMBeAeHHs crneumdikayjii/meTogis
KOHTPO/IO Ajtoy0i peyoBuHu Jlisouumy rigpoxnopug y
BIANOBIAHICTb A0 OPUTIHA/TbHUX [OKYMEHTIB
BMpo6HMKa BOUWHUIS ENTHOVEN B.V.,
Higepnangy 3a nokasHukom “BTpaTa B Maci npu
BUCYLLYBaHHI" 3BY)XX€HO HOPMYyBaHHs 3 < 6,0% A0 <
5,0%. 3minu Il Trny - 3miHn 3 akocTi. API. (iHwi
3MiHM) oHOBNEHHS Bepcii ASMF Ha A®I Nizounmy
rigpoxnopug Bupo6Huka Boyxboiic EHTxoBeH Bi.Bi.,
Higepnangyn / BOUWHUIS ENTHOVEN B.V.,
HigepnaHvgu 3 Bepcii ASMF-AP&RP Date: 15-7-2016
0o Bepcii ASMF-AP&RP Date: 08-DEC-2023 for S.
4.2 (JP monograph) and S.4.3 (microbiological
mtthods) 1-Nov-2024

6e3
peyenma

UA/16033/01/01

144.

NIM®OMIO3O0T

Kpanni opasbHi, No
30 My donakoHi-
KpanenbHuyj; no 1
donakoHy-
KpanenbHuui y
KOpoO6Lii 3 KapTOHY

Bionoriwe

Xainbmitr

enb Xeenb
rm6X

Himeyunna

Bionoriwe
Xainnbmitrens
Xeenb M'm6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTucpikat
BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb 40 MoHorpadii 4dY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHabHOT
hapmakonei gepxasun E€C (3miHa y cneuudikawii

6e3
peyenma

UA/6673/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
HethbapmakoneiiHoro A®| 4na NnpuBefeHHs y
BiANOBIAHICTL A0 BUMOr AdY abo €BponeiicbKoi
thapmakonei, abo iHLWOoI HauioHa/IbHOI dhapmakonel
nepxasu €C) - lonomixkHa peyoBMHa/BUXIAHWIA
MaTepian gns BupobHuuTBa APl - npuBeAeHHS
cneyudpikauii Juglans regia mother tincture y
BiANOBIAHICTb A0 BUMOT MOHOrpadii
HAB(monograph for the raw material mother
tincture) Ta 3arasnbHOI MOHOrpadii BiANOBIAHO A0
yHHUX HAB i Ph. Eur. 3miHa B cneumdikauii 3
BnacHoi MoHorpadii KomnaHii (COM) Ha HAB
145. | NIMPOMIO3OT | pO3uunH ANS iH'EKLNA, Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a UA/2054/01/01
H IH'EKLI no 1,1 mn B amnyni; Xanbmitt Xainbmitrens | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
no 5 amnyny enb Xeesnb Xeenb M'v6X thapmakoHarnagy. BeegeHHs abo 3miHn fo
KOHTYPHIl vM6X y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
YapyHKOBIi (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
ynakoBLi; no 1 a6o hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
no 2, a6o no 20 BiANOBIA&UIbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTYPHUX KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa Ans
YapyHKOBUX 34ilicHeHHa hapMakoHarnsagy B YKpaiHi, SKLL0 BOoHa
ynakoBOK B KOpoOLi BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3 KapTOHY 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
Bi4NoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.
146. | NIHEKC® Kancysnm TBepAi; no CaHpo3 CnoBeHisn Nek CnoseHis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/14267/01/01
32 kancynuny dapmach $apmaueBTUYHA | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
donakoHi; no 1 oTikan3 KOoMnaHia 4.4., thapmakoHarnagy. BeegeHHs abo 3amiHn fo
hnakoHy B a.a. CnoBeHis (BUnycK y3arasibHeHVX AaHux Npo cuctemy dpapmakoHarnsgy
KapTOHHI kopobuyj; cepii); ek (BBEAEHHSA y3ara/lbHEHNX AaHUX Npo cuctemy
no 8 kancyny dapmaLeBTUYHA thapmakoHarnsgy, 3miHa ynoBHOBaXxeHoI 0cobu,
6nicTepi; no 2, abo KoMnaHis 4.4., BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
no 4, abo no 6 CnoseHis KOHTaKTHOI 0co6M 3 chapMakoHarnsaay 3asiBHuKa ans
6nictepiB y (BMPOGHMLTBO in 3[jiicCHEHHS chapMakoHarnsay B YkpaiHi, K0 BOHA
KapTOHHI KOopoo6Li bulk, nakyBaHHs) BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKA, BiANOBifabHOT 3a
hapmakoHarnag,.
[itoya pepakuis: Juergen Maares / FOpreH Maapec.
MponoHoBaHa pepgakuis: Kotal Mohamed Ali / Kotan
Moxamepq Ani. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsg.
147. | NIHOTOP® Tabnetku no 5 mr; Papma Vopaanist dapma Vopaanist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/10221/01/01
no 14 TabneTtok y IHTepHeLwl IHTepHeLLeHan | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

6nictepi; no 2
6nictepn y
KapTOHHiiA Kopo6Li

eHan
Komnami

Komnawi

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasIbHOI 3a
hapmakoHarnsg,.

[Litoua pepakuis: Maysoon Belbisi. MponoHoBaHa
pefakuis: Doaa Hassouneh. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6YW 3as1BHNIKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
hapmakoHarnsagy. 3miHa micus 34iACHeHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsay.

148.

NIHOTOP®

Tabnetkn no 10 mr;
no 14 tabnetok y
6nicTepi; no 2
6nictepu y
KapTOHHIA KOopooLi

Papma
IHTepHeLw
eHan
KomnaHi

VoppaHis

dapma
IHTepHeLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: Maysoon Belbisi. NMponoHosaHa
pepakuis: Doaa Hassouneh. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHIIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iCHeHHS
OCHOBHOI fiS/IbHOCTIi 3 (hapmakoHarnsgy.

3a
peyerimom

UA/10221/01/02

149.

NIHOTOP®

TabneTkn no 20 mr;
no 14 tabneTtok y
6nictepi; no 2
6nictepu y
KapTOHHIA Kopoo6Li

Papma
IHTepHeLw
eHan
KomnaHi

Voppakis

Papma
IHTepHeLLeHan
KomnaHi

Voppakis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarasgy, 3mMiHa yNnoBHOBaXXEHOI 0cobu,

3a
peyenmom

UA/10221/01/03
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifnoBigabHOI 3a
hapmakoHarnag,.
[itoua pepakuis: Maysoon Belbisi. NMponoHoBaHa
pepakuis: Doaa Hassouneh. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIA&bHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay.
150. | MALIHET® TabneTku, BKPUTI TOB Ykpaina Mi6e M6X HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15840/01/01
NNiBKOBOIO «MIBE ApuHaiimitTenb | TMny - 3miHK 3 AkocTi. CepTucpikat peyernmom
060/10HKOI0, N0 0,03 | YKPAIHA» BignosigHocTi/l E-cepTudikar BignosigHoCTI
Mr/2 wr; no 21 €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
Tabnetui y 6nictepi; HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
no 1 a6o no 3, abo abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 6 6nictepis B €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI KOopoo6Li marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHUKa -
noJilaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP 2018-122-Rev 04
(3aTBepaxeHo: R1- CEP 2018-122-Rev 03) gns A®I
X/TOPMaAVHOHY aueTaTy Bif yKe 3aTBEpAKEHOro
BMpOo6HMKa Farmabios SPA, ltaly
151. | MEBrAPONIH KpucTaniyHmi AT Ykpaina MeHagioHa, C.J1. IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/17363/01/01
(MEBI1gPO/MIH | nopoLuok «Papmar» Il TMny - 3MiHK 3 AkocTi. ADI. (HLWi 3MiHW) - NoAaHHSA
y (cybeTaHuis) y oHoBrieHoi Bepcii ASMF ans A®l Me6rigponiny
HANAAU3UNA MilLKax noABiHMX Hanagusunar BupobHuyTBa MeHagiona, C.J1.,
T) nonieTuNeHoBmX IcnaHis. 3aTtBepmkeHo: Version 04/2020-04-15 and
ans Amendment 2022-09-20 3anponoHoBaHo: Version
thapmaueBTUYHOTO 04/2020-04-15 and Amendment 2022-09-20,
3aCTOCYBaHHS Amendment 2023-09-27/2023-10-02.
152. | MErFAJIC TabneTkn, BKPUTI Makneogc IHgis MAKNEOAC IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu 3a UA/19947/01/01
NNiBKOBOIO dapmach PAPMACBIOTUKAN | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuyenmom
060/10HKOI0 NO 20 loTuKanc C NIMITEL thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Mmr; no 1 a6o 2 a6o 4 Nimiteq y3araJlbHeHUX AaHux nNpo cuctemy hapmakoHarnsgy

Tabnetku y 6nictepi;
no 1 6nictepy y
KapPTOHHIN ynakoBLUi

(BBEAEHHS Y3arasIbHEHMX AaHUX NPO cUCTEMY
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BifNoBiga/IbHOI 3a 34iICHEHHST dhapMakoHarnsay;
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
BiAMiHHa Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjicHeHHs hapMakoHaraay (BKIyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
(haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
3pificHeHHs1 hapMakoHarnsay B YkpaiHi. Jitoua
pefakuis: MHiTeubka J1lo6oB BanepiisHa.
MponoHoBaHa pepakuis: Kyunba TeTsaHa BacunisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0co6u
3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, B
YkpaiHi. 3MiHa HoOMepa macTep-ghaiina cuctemm
chapmakoHarnsgy
153. | MEAAKCA KOHUEeHTpaT Ans Megak HimeuunHa BMPOGHVIK, LLO HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx matepianis: 3MiHN 3a He UA/4884/02/01
pO3uuHy ons le3enblua BignoBigae 3a Yecbka | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
iHcpysii, 5 mr/mn; no T dorop BUNYyCK cepil, Pecny6nika thapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHO B
10 mn (50 mr) abo KiHiwe MapKyBaHHsA Ta IHCTPYKL,il0 415 MeAnYHOro 3acTocyBaHHS
20 mn (100 wmr), abo Lneujans BTOPUHHE nikapcbKoro 3acoby A0 po3ainis "®apmakosnioriyHi
40 mn (200 mr) y npenapat nakyBaHHs: Megak BnacTtmsocTi”, "Ocob/IMBOCTi 3aCTOCYBaHHS",
dnakoHi; no 1 e M6X lesenbwadT dhrop "Mob6iyHi peakui”, a came pegaryBaHHsa Ta
chnakoHy B KniHiwe YTOYHEHHS B TEKCTi 3a3Ha4YeHnx po3ainis. TepmiH
KapTOHHIA KOopoo6Li Lneuiansnpenapat BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
e M6X, HimeuunHa; 3aTBEPL)KEHHSA
BMPOGHVK, L0
Bignosigae 3a
BMPOGHMLITBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBUHHE
nakyBaHHs,
MapKyBaHHA Ta
BTOPVHHHE
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHsA cepii:
OHkomep,
MeHbIIEKYEPIHT,
a.c., Yecbka
Pecny6nika
154. | MEQOMEHEM NOpOLLOK AN Mepokemi Kinp Mepokemi Jlimiteq Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/11738/01/02
PO34UHY ON1s1 iH'EKLLNA nTa Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3aci6. peuenmom
abo iHdpysinno1r, 1 (iHwWi 3miHW) - OHoBREeHHs po3gainy 3.2.P. Meropene
hN1akoH 3 NMOPOLLUKOM with sodium carbonate (Sterile Antibiotic DS) Big
Y KapTOHHIli kopobLi BMpPO6GHMKa NpoMiXHOro npoaykty Shandong Anhong
Pharmaceutical Co., Ltd., Kutaii
155. | METUNNPEOHI | TabneTkn no 4 wr; TOB Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3183/01/01
30/10H-®C no 10 TabneTok y "ACIHO | Tuny - 3miHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenmom
6nictepi; no 3 YKPAIHA" hapmakoHarisgy. BeegeHHs abo 3miHn Ao
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6nictepu y nauui y3arasibHeHVX faHux Npo cuctemMy papMakoHarisay
KapTOHHIi (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOT 0cobw,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka gns
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CObM 3asBHMKa,
BiANOBIAa/IbHOI 32 hapmakoHarnsag,
156. | METUNNPEOHI | TabneTkn no 8 mr; TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3183/01/02
30/10H-®C no 10 tabnetok y "ACIHO | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
6nicTepi; no 3 YKPAIHA" chapmakoHarnisigy. BeegeHHs abo 3miHu go
6nictepu y nauui y3arasibHeHVX faHux Npo cuctemMy papMakoHarisgy
KapTOHHIi (BBEAEHHS y3ara/lbHEHNX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CO6M 3asBHMKa,
BiNOBIAA/IbHOI 32 hapmakoHarnsg,
157. | METUPOM NMOPOLLOK Ta EnEnCi Ipysia K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/20233/01/01
PO3YMHHWK ANs Pomdpapm KOMMNAHI C.P.J1. | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peuenmom
po3UnHYy AN KomnaHi (BUpOGHMLTBO Ta 3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
iH'ekyjin, no 500 mry | [xopmxus nepBuHHE [04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHU abo
chnakoHi 3 nakyBaHHs BCbOr0 BMPOBHMYOro NPoLECy roTOBOro NiKapcbkoro
nopoLuKom, no 7,8 PO3YMHHYKA, 3aco6y (AiNbHWLUSA 415 BTOPUHHOTO NakyBaHHS) -

M1 PO3YMHHVKA B
amnyni; no 1
nakoHy Ta 1
amny/i B KapTOHHIN
nauui

KOHTPO/b (Di3NKO-
XiMiYHMX NOKa3HWKIB
nikapcbKoro 3acoby

Ta BUNYCK cepiT;
BUPOGHMLTBO Ta
nepBuHHe
nakyBaHHs
(nopowwuok);
BTOPUHHE
nakyBaHHs,
KOHTPONb
MiKpO6ionoriyHmx Ta
6ioNorivyHMX
NOKa3HVKIB
NiKapcbKoro 3acoby)

3amiHa BUpPO6HUYOI AiNbHML BTOPUHHOTO NaKyBaHHS
N3 BnpobHuka K. T. POM®APM KOMMAHI C.P.1.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepKeHHSA. 3MiHW | TUny - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbkuWii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJt0 AKOCTi TOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo fAofaBaHHA AiNbHUL, Ha SKii
3[iICHIOETLCA KOHTPO/b/BUNPOBYBaHHSA cepi) -
3amiHa ginbHWL Ha SKil 34IACHI0ETLCA KOHTPO/Tb
AKOCTi (KOHTPO/Ib MiKPO6ioNoriyHMX Ta 6ionoriyHnx
noKasHUKiB nikapcbKoro 3acoby) M3 BnupobHuka K.T.
POM®APM KOMIMAHI C.P.J1. BBeAE€HHSA 3MiH
NPOTArom 6-Tv MiCAILB MicNs 3aTBepPAKEHHS. 3MiHK |
TMny - AAMIHICTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Ta/abo agpecyn Micus NPOBaMKEHHS AiSNbHOCTI
BMpO6GHUKa/iMnopTepa roToBoro JlikapcbKoro 3acooy,
BK/IKOYA0UM AiNbHULI BUNYCKY cepii abo micue
NPOBELEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, He BK/IOYauM
BUMYyCK cepiid) - 3MiHa agpecy BUPOBHNYOI AinbHUL
BMpo6Huka K.T. POM®APM KOMIMAHI C.P.J1.
BifnoBiganbHOI 3a "BUPOOHULTBO Ta NepBUHHE
nakyBaHHs (MOPOLUOK)", Y 3B'A3KY 3 NPUBEAEHHAM [0
OHoBrieHoro ceptudikata EudraGMP. Bupo6Huyi
AiNbHULI, Ha3BKM Ta yci BUpo6HMYI onepavji
3a/IMLLATHCH HE3MIHHUMMU.
158. | METOOXKEKT® | po3uuH NS iH'eKuiid, Megak HimeuunHa BMPOGHVK, L0 HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/5873/01/02
50 mr/mn no 0,15 mn | lesenblia Bignosigae 3a | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuyenmom | niossizae
(7,5 wr), a6o no 0,20 T dorop BTOPVIHHE KOHTPO/1b rOTOBOrO MikapcbKkoro 3acoby. 3miHa y
mn (10 wmr), abo no KniHiwe nakyBaHHs1, MeToAax BUMPOOYBaHHS FOTOBOrO JliKapCbKOro
0,25 mn (12,5 wmr), LWneuianb MapKyBaHHS, 3aco6y (He3HayHa 3MiHa y 3aTBEpPKEeHMX MeTofax
a6o no 0,30 mn (15 npenapar KOHTPO/b/BMNPOGYB BMNPOOYBaHHA) HE3HAYHI 3MiHW 40 aHaNITUYHOI
mr), a6o no 0,35 mn e M6X aHHs cepii Ta 3a meToankn (BEPX) KinbkicHOro BusHaueHHs
(17,5 mr), abo no BUNYyCK cepil: MeToTpekcaTty Ta CynpoBigHux gomiwok: JogaHo
0,40 mn (20 mr), abo Mepak lesenbwadt npuMITKy: «O6’eMM Ta KifbKOCTi, HaBEAEH HUXYe,
no 0,45 mn (22,5 dhrop KniHiwe peKOMEHAYIOTLCA A1 PYTUHHOIO aHanily Ta MoXyTb

mr), abo no 0,50 mn
(25 wmr), abo no 0,55
mn (27,5 mr), abo no
0,60 mn (30 mr)
PO3UMHY y
nonepeaHL0
3anoBHeHOMY
wnpuui; no 1
LUINpULYy pas3oM i3
BOY0BaHO
iH'EKL|iHOIO TO/IKOIO
B KOHTYPHOMY
YyapyHKOBOMY
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

Lnevjanbnpenapat
e M6X, HimeyuuHa;
BMPOGHVK, L0
Bignosigae 3a
BMPOGHMLITBO
nikapcbKoro 3acooby,
nepBuHHE
nakyBaHHs1,
KOHTPO/b/BMNPOGYB
aHHsA cepii:
OHkoTek ®apma
MpogakwH MbX,
HimeuunHa,

BMPOGHVK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHs:
LUteremaHH MM6X &
Ko. KI'., HimeuunHa;

Mepak lesenbwadt
dorop KniHiwe
Lnevujansnpenapat
e M6X, HimeuunHa

6yTV ckopuroBaHi 3a NoTpe6u. 3a noTpeodu,
po3paxyHoK pe3yfibTaTtiB MOXe 6yTu CKOPUTrOBaHWA,
06 BpaxyBaTyh 3MiHV Bary Ta/abo 06’eMIB i
KOHLeHTpaLili. PeareHTy Ta 06nafHaHHS 3
€KBiBA/IEHTHMM XapakTepucTukamy MoXxyTb 6yTu
BMKOPUWCTaHi 3aMiCTb TUX, L0 NepesivyeHi TyT».
MOXNUBICTb KOPUTyBaHHA KOHLLEHTpauii 6ydepHoT
coni Ta/abo TBAH 6yna y3arasibHeHa B OKpemMmoMy
nyHKTi. KinbKicTb WNpULIB, L0 BUKOPUCTOBYBA/INCS
nig, vac niaroToBKM 3paskis, 6yna BuganeHa,
OCKI/TbK/ BaXX/IMBOIO IHhOPMALLIEIO € KISIbKICTb 3paska
(200 mKsT), SiKy NOTPIBGHO B3ATU. KiNbKiCTb 3pa3kiB He
3miHIoBanacs. [logaTkoBo 3rafyeTbCst AOMOMiIXHA
iHchopmavis Wwoao NigroToBKM 3paskis. Takox
3a3HavYaEeThCs, WO Aeski peAakLiliHi 3MiH1 6ynu
BHECEHI [0 onuciB MeTogis iaeHTudikauii (YP),
6GakTepiasibHNX eHOO0TOKCUHIB Ta 3HaYeHHs pH.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
[oTOBWI NikapcbKuii 3aci6. KOHTPOb rOTOBOTO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikalii Ta/abo AONYCTUMKX MEX FTOTOBOrO
NiKapcbKoro 3acoby (3BY)XEHHs1 OMYCTUMUX MEX)
3BY)EHHS AOMYCTUMMX MEX crieumdpikalii TepmiHy
npugaTtHocTi 13 3a nokasHNKoM «Jlomiluka A» 3
0,5% pgo 0,2 %. BigTenep BmIicT fomiwku A byae
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KOHTPO/IOBATUCS B MeXax HEeBIJOMUX [OMILLIOK 3
nimitom 0,2% Ha TepMiH NpugaTHocTi. BBeAeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTI
ab0 ymoBax 36epiraHHsi rOTOBOTO J1ikapCbKOro
3ac006y (36i1bLIeHHs TePMiHY NPUAATHOCTI FOTOBOTO
nikapcbKoro 3aco6y) - 151 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHMMK peasibHOro Yacy) Ans
TOProBOi yNakoBKW (NiATBEPLKYETLCA AaHUMU
peanbHOro 4acy), -NMofOBXEHHA TePMiHY
npugatHocTi N3 3 2x pokie fo 30 micAuiB. 3MiHK
BHECEHO B po34in "TepMiH npuaaTHocTi” B
IHCTPYKLU,iO ANS1 MeANYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBeeHHA 3MiH NPOTAroM 6-Tn
MicsLiB Micns 3aTBepApKEHHSs!
159. | METPO- PO3YUH ANS1 iH'EKLLIN; Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/2055/01/01
AQHEKC- no 1,1 mn B amnyni; Xannbmitt Xannemitrenb | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
IH'ENb no 5 amnyny enb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
KOHTYpHili rmM6X y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
YapyHKOBIli (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
ynakoBuj; no 1, no 2 hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
a60 20 KOHTYPHUX BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
YapyHKOBUX KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
yMakoBOK y KOpo6Lj 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
3 KapToHYy BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmMakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKa,
BiANOBiAA/IbHOI 32 hapmakoHarnsg, B YkpaiHi
160. | MINAPOHAT® Kancysnu Teepgi no AT Natsis AT "IpiHaekc" Natsis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 6e3 UA/16049/01/01
250 wmr; no 10 "I'piHAekc" BMNPAaB/IEHO TEXHIYHY NOMUAKY Y N. 14 "KaTeropis peyenma
Kancyn y énictepi; BifjNyCKy" TEKCTY MapKyBaHHA BTOPUHHOI YNakoBKu
no 2, 4 a6o 6 ons Ne40 ta Ne60, pgonyuieHy npu npoueaypi 3mMiHu
6nicTepis B nauuj 3 (Haka3 MO3 YkpaiHu Ne 1516 Big 03.10.2025 p.)
KapToHYy 3artBepkeHo: BignyckatoTb 3a peLenTtom.
3anponoHoBaHo: BignyckatoTb 6e3 pelenTa.
3a3HaueHe BUNpaB/IEHHN BignoBigae maTepianam
peecTpaLiiHoro AochbeE.
161. | MOHTEN TabneTku, BKPUTI My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHN 3a UA/16297/01/01
NNiBKOBOIO akuioHepH akuioHepHe | TMny - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
o60noHKoto, no 10 e TOBap1CTBO HalimeHyBaHHs Ta/abo agpecu MicLa NPOBaMKEHHS
Mr, Mo 7 TabneTok y TOBapuCTB "HaykoBo- LisiNbHOCTI BUpO6HMKa/iMnopTepa rotoBoro
6nicTepi; no 4 0 BUPOOHNYNI LEHTP NiKapCcbKoro 3acoby, BKIOHaUn AiTbHULj BUNYCKY
6nictepu B nauuj 3 "HaykoBo- "BopLyariBcbkuii cepii abo micue NpoBefeHHS KOHTPO/IH SKOCTI.
KapToHYy BMPOGHUY XimiKo- (aisnbHIiCTb, 3a AKy BigNoBigae BUPOOHUK/iMIopTep,
WA LEeHTP dhapMaLeBTUYHWI BKJ/1HOYAK0OUM BUMYCK Cepild) - 3MiHa agpecu
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
"Bopuaris 3aBog" (thacyBaHHs BMPOGHMKA BiAgNoBifasIbHOr0O 3a BUpObHULTBO in bulk
CbKUli i3 popmu "in bulk” "Synthon Hispania S.L.", IcnaHis, a came
XimikO- BMPO6HUKa CiHTOH npusefeHHs fo ceptudikara EudraGMDP.
thapmaues XicnaHis C.J1., Brpo6Huya AinbHUUS, Ha3Ba Ta yci BUPO6HUYI
TUYHWIA IcnaHis) onepauii 3annwatTbCa HE3MIHHUMUW. 3MiHu | Tuny -
3asopg" 3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifgnosigHOCTi abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[ONOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepIXEHOro BUPOOHUKA -
MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiit hapmakonei No. R1-CEP 2012-115-
Rev 03 (3atBepmkeHo: Ne R1-CEP 2012-115-Rev
01) ana Oitoyoi pevoBUHM MOHTesyKacTy HaTpito Bif,
3aTBepmAKeHoro Bmpo6Huka "Dr.Reddys Laboratories
Limited", IHgjs1.
162. | MOHTENYKAC TabneTku, BKPUTI My6niyHe Ykpaina BUPOGHMLTBO, IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - UA/16207/01/01
T NAiBKOBOO aKLioHepH aHani3 Ta BMnycK I Tuny - 3miHK 3 AkocTi. CepTudikar
060/10HKOH0, Mo 10 e cepiii: BignosigHocTi/l E-cepTudikar BignosigHoCTI
mr, in bulk: no 50 TOBapucTB CiHTOH XicnaHis €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
000 Tabnetok* y o] C.N. HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
noagiliHomy "HaykoBo- abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
nonieTuneHoBomy BUPOBHUY €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
nakeri; in bulk: no 37 | wii uenTp marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
000 Tabnetok* y "Bopuuaris BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
noagiliHomy CbKUii [ONOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
nonieTmneHosomy XiMiKO- €sponelicbkin hapmakonei) - OHOBMEHWIA
nakeri; in bulk: no 27 | dapmaues cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKa -
500 TabneTtok* y TUYHWIA MogaHHA OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
noagiiHomy 3asopg" €sponevicbkin hapmakonei No. R1-CEP 2012-115-

nonieTNeHoBoMy
naketi; in bulk: no 20
500 TabneTok* y
noagiliHomy
nonieTMneHoBoMy
nakeri; in bulk: no 15
500 Tabnetok* y
noagiliHomy
nonieTmneHosomy
nakeri; in bulk: no 11
500 TabneTtok* y
noAsiiHomy

Rev 03 (3atBepmkeHo: Ne R1-CEP 2012-115-Rev
01) ana Oitoyoi pevoBuHM MOHTeyKacTy HaTpito Bif,
3aTBepmAKeHoro Bmpo6Huka "Dr.Reddys Laboratories

Limited", IHais. 3miHun | TNy - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus

NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapcbKoro 3acoby, BKYaoun AiNbHULI

BUMYCKy cepii abo MicLe NpoBeAeHHSA KOHTPO/THO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
3MiHa agpecun BUPOOHUKA BiANOBIAa/IbHOMO 3a
BMPOBHMLTBO, aHauli3 Ta BUMyck cepiii in bulk
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nonieTuaeHoBoMy "Synthon Hispania S.L.", IcnaHisi, a came
naketi; in bulk: no 8 npuBefeHHsA o ceptudikata EudraGMDP.
500 Tabnetok* y Brpo6Hnya finbHuus, Ha3Ba Ta yci BUPO6HUYI
noagiiHomy onepadii 3a/1MLWanTbC HE3MIHHUMMU.
nonieTMneHoBoMy
nakeri; in bulk: no 6
500 TabneTok* y
noagiliHomy
nonieTuneHosomy
nakeTi
*nonycTuve
BiAXWNeHHa +15%
163. | MOHTE/TYKAC | TabneTkn XyBasibHi My6niuHe YkpaiHa BVMPOGHMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/16207/02/01
T no 4 wr; akuioHepH aHasi3 Ta BuUMycK | TMny - 3miHK 3 AkocTi. CepTudpikat
in bulk: no 42 000 e cepiii: BignosigHocTi/lE-cepTudikar BignosigHoOCTI
Tabnetok* y TOBapuCTB CiHTOH XicnaHis €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
noagiliHomy o] C.J. HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
nonieTmneHosomy "HaykoBo- abo BunyyeHHs cepTudpikarta BignoBigHOCTI
nakeri BMPOGHUY €Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
in bulk: no 31 500 WA LEHTP mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
Tabnetok* y "Bopuuaris BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
noagiliHomy CbKUii [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
nonieTuneHoBomy XiMiKO- €Bponelicbkiin hapmakoner) - OHOBIEHWIA
nakeri hapmaues cepTnaikaT Bif y)Xe 3aTBepAKeHOro BUpobHMuKa -
in bulk: no 23 500 TUYHWIA MoaaHHA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
Tabnetok* y 3aBof" €Bponeiicbkiit hapmakonei No. R1-CEP 2012-115-

noasiiHomy
nonieTNeHoBoMy
nakeri

in bulk: no 17 500
Tabnetok* y
noagiliHomy
nonieTmneHosomy
nakeTi

in bulk: no 13 000
Tabnetok* y
noagiliHomy
nonieTMneHoBoMy
nakeri

in bulk: no 10 000
Tabnetok* y
noasiiHomy
nonieTuneHoBoMy
nakeri

in bulk: no 7 500
Tabnetok* y
noagiliHomy
nonieTMaeHoBoMy

Rev 03 (3atBepmxeHo: Ne R1-CEP 2012-115-Rev
01) ana fditoyoi peyoBMHM MOHTENYKACTy HaTpilo Bif,
3aTBepmKeHoro Bupo6Huka "Dr.Reddys Laboratories

Limited", IHais. 3miHun | Tvny - AgMiHiCTpaTuBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus

NpoBaPKeHHA AiSIbHOCTI BUpobHUKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKAYaUM AiNbHUL

BMNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPO/TIO
AKOCTI. (4iSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPIlf) -
3miHa agpecy BUpPOGHMKA BifnoBigabHOMo 3a
BMPOGHULITBO, aHaJli3 Ta BUMYycK cepili in bulk
"Synthon Hispania S.L.", IcnaHisi, a came
npuBefeHHs fo ceptudikata EudraGMDP.
BupobHMya AinbHUUSA, Ha3Ba Ta yci BUPOGHUYI
onepauii 3a1waKTbCst HE3MIHHUMM.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nakeTi
in bulk: no 6 000
Tabnetok* y
noagiiHomy
nonieTMneHoBoMy
nakeri
*aonyctive
BigXnNeHHs +15%
164. | MOHTENYKAC TabneTkn XyBasbHi My6niuHe Ykpaina BVMPOGHMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/16207/02/02
T no 5 wmr; aKuioHepH aHanis Ta BMnycK | Tuny - 3miHK 3 skocTi. CepTudikat
in bulk: no 34 000 e cepiii: BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
Tabnetok* y TOBapucTe CiHTOH Xicnanis €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
noagiliHomy o] C.N. HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
nonieTuneHoBomy "HaykoBo- ab60 BUy4YeHHs cepTudpikara BigNoBiAHOCTI
nakeri BMPOGHUY €Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
in bulk: no 25 500 WA LEHTP mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
Tabnetok* y "BopLuaris BMKOPUCTOBYHOTbCA Y BUPO6HMLTBI API; Ans
noagiiHomy CbKUli [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
nonieTuaeHoBoMy Ximiko- €Bponelicbkin hapmakonei) - OHOBIEHWIA
nakeri hapmaues cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
in bulk: no 19 000 TUYHWIA MopaHHA oHOBNEHOrO cepTudpikaTta BiANOBIAHOCTI
Tabnetok* y 3aBofa" €Bponeiicbkin hapmakonei No. R1-CEP 2012-115-

noagiliHomy
nonieTmneHosomy
nakeTi

in bulk: no 14 500
Tabnetok* y
noagiliHomy
nonieTMneHoBoMy
nakeri

in bulk: no 11 000
Tabnetok* y
noasiiHomy
nonieTuneHoBoMy
nakeri

in bulk: no 8 500
Tabnetok* y
noagiliHomy
nonieTmneHosomy
nakeTi

in bulk: no 6 500
Tabnetok* y
noagiliHomy
nonieTMneHoBoMy
nakeri

in bulk: no 5 000
Tabnetok* y
noAsiiHomy

Rev 03 (3aTBepmxeHo: Ne R1-CEP 2012-115-Rev
01) ana fditoyoi peyoBmHM MOHTENYKACTY HaTPIlo Bif,
3aTBepmkeHoro BupobHuka "Dr.Reddys Laboratories

Limited", IHgia. 3miHW | TUNY - AOMiHICTPATUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus

NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NikapcbKoro 3acoby, BKIYaUN AiNbHALL

BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/THO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMWK/IMNOpPTEp, BK/OYaUM BUMYCK CEpiid) -
3miHa agpecy BUPOGHMKA BifnoBiAaIbHOTO 3a
BMPOGHMLTBO, aHaUTi3 Ta BUMycK cepili in bulk
"Synthon Hispania S.L.", IcnaHis, a came
npusefeHHs ao ceptudikata EudraGMDP.
Brpo6HMya AinbHUUS, Ha3Ba Ta yci BUPO6HUYI
onepawji 3an1waTbCs He3MiIHHUMK.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nonieTneHoBoMy
nakeri
*nonycruve
BigXnneHHst £15%
165. | MYUUTYC Kancynu no 150 mr; Makneoac IHais Makneogc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/5589/01/01
no 6 kancyny Papmacsk PapmacboTukanc | Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta peyenmom
cTpwni; no 2 abo no toTMKanc Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHv o
5 cTpunis y Nimiteq y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHI ynakosLi (BBEAEHHSA y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0c06Y 3 thapmakoHarnsagy 3asBHuka anas
3pificHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
3pificHeHHs1 hapMakoHarsgy B YkpaiHi. Jitoua
pefakuis: MHiTeubka /ltobos BanepiisHa.
MponoHoBaHa pegakuis: Kyunba TeTsHa BacunisHa.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0co6u
3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, B
YkpaiHi. 3MiHa HOMepa mMacTep-ghaiina cuctemm
dhapmakoHarnsgy.
166. | MYLUUTYC kancynu no 300 mr; Makneogc IHgis Makneogc IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/5589/01/02
no 6 kancyny dapmach dapmacbloTukanc | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
cTpuni; no 2 abo no loTUKanc Nimiten thapmakoHarnagy. BeegeHHs abo 3amiHn fo
5 cTpunis y Nimiteq y3arasibHeHVX AaHux Npo cuctemy dpapmakoHarnsgy

KapTOHHI ynakoBLi

(BBEEHHSA y3arasibHEHUX JaHMX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;

KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
3pificHeHHs hapMakoHarnsay B YkpaiHi. fitoua
pegakuisi: MHiTeubka J1lo6oB BanepiiBHa.
MponoHoBaHa pepakuis: Kyunba TeTsaHa BacunisHa.

3MiHa KOHTaKTHUX AaHNX KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBiAa/IbHOT 3a hapmakoHarnsz B
YkpaiHi. 3MiHa HoOMepa mMacTep-haiina cuctemm
dhapmakoHarnsay.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

167.

HABOTA

MOPOLLIOK A/1A
PO34UHY ON51 iH'EKLLA
no 100 oauHuup; 1
h1aKoH Y KapTOHHIlA
nauui

TOB
"TOTIC®A
PMA
reymn"

YkpaiHa

[eliBoOH
dapmacbioTikan Ko.
nra.

MiBgeHHa
Kopes

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAA/TbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnsg. [itoya pegakuis: JlanwmHa
AHacTacis €sreHisHa. [TponoHoBaHa pegakuis:
KpaBueHko OnekcaHgpa BagumisHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiNOBIAA/IbHOI 32 hapmakoHarnsg,

3a
peyenmom

UA/19266/01/01

168.

HA3AJIOHI'®

cnpeii HasaslbHUiA,
Ao3osaHuii 0,05%
no 10 r y dpriakoHi;
no 1 cpnakoHy y
navu,i

TOB
"BANIAPTI
H
DPAPMA"

YKpaiHa

TOB "Mikpocpapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknin 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOro JlikapCbKoro 3acoby

(36inblLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 ToproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMW PEAsIbHOIO Yacy) -

36ibLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBYUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBep)KeHO:
TepMiH NpuaaTHOCTI. 3 poKK
3anponoHoBaHo: TepMiH NpuaaTHoCTi. 4 poku. 3MiHK

BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHS

nikapcbkoro 3acoby y po3ain “TepmiH npugaTHocTi".

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics

3aTBEPLKEHHS

6e3
peyenma

nionsieae

UA/10620/01/01

169.

HASA/IOHI®

cnpeii HasasTbHUIA,
no3oBaHuii 0,05%,
no 10 r y dpnakoHi,
no 1 dpnakoHy y
nauui

TOB
"BAJNTAPTI
H
PAPMA"

YKpaiHa

BMPOGHMLTBO,
nakyBaHHs1,
KOHTPO/b AKOCTI:
TOB "Mikpochapm®,
YKpaiHa,;
BWMYCK cepil:
TOB "BAJTAPTIH
SAPMA",
YkpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo

CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo

[ofaBaHHsA BUPOOHNKa, LLO BiAMNOBifa€e 3a BBE3EHHS

Ta/abo BMnyck cepii) - He Bktoyaroun
KOHTPO/b/BUNPOGYBaHHSA cepii. 3MiHa BUPOOHMKa,
LLIO BiAMNOBifa€e 3a BUNYCK cepii roTOBOr0 NiKapCbKoro
3ac00y BHOCUTLCS Y 3B'A3KY 3 ONTUMI3aLji€0
npouecis: 3MiHW BHECEHO B IHCTPYKL,i1O AN
MEeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y

6e3
peyenma

niosnsicae

UA/10620/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
po3ginu "BupobHuk", "MicLe3HaxomKeHHs
BMPOOHMKaA Ta afpeca MicLis NPOBaPKEHHS 1i0ro
AisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHs1 yNakoBOK BBefileHHs1 3MiH NpoTsrom 6-
TU MiCALIB 3 AaTW 3aTBEPIKEHHS.
3MiHn | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHu). 3MiHM BHECEHO B
TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKW NiKapCbKoro
3acoby y nyHkTn 1, 3, 11, 16, 17 Ta B TekcT
MapKyBaHHA NEPBUHHOT YNaKoBKN y NMyHKTN 1, 2, 6
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB 3 AaTu
3aTBEPKEHHS.
170. | HA3AJIOHI® cnpeii HasaslbHUiA TOB YkpaiHa BVMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 He UA/19084/01/01
Kigc 0,025%, no 10 mny "BANAPTI nakyBaHHs, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peyenma niosnsieae
chnakoHi; no 1 H KOHTPO/b AKOCTI: CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
dhnakoHy y nauui PAPMA" ToBapucTBoO 3 ymoBax 36epiraHHsi roTOBOrO JlikapcbKoro 3acoby
06MeXeHo (36iNbLLUEHHA TEPMiIHY NPUAATHOCTI TOTOBOrO
BiANOBIAALHICTIO nikapcbKoro 3acoby) - 115 TOprosBoi ynakoBku
"Mikpodpapm", (nigTBEPOKYETLCA AaHUMK peasibHOro vacy) -
YkpaiHa; 36i/1bLUEHHS TEPMiHY NPUAATHOCTI FOTOBOr0
BWMYCK Cepil: NiKapcbKoro 3acoby 3 2-X pokiB A0 3-X PokiB. 3MiHW
TOB "BAJNTAPTIH BHECEHO B iHCTPYKLi0 A5 MEANYHOrO 3aCTOCYBaHHS
PAPMA", niKkapcbKoro 3acoby y po3ain "TepMiH npuaaTHOCTI".
YkpaiHa BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
171. | HA3AJ/IOHI® cnpeii HasaslbHUiA, TOB Ykpaina BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 He UA/19084/01/01
Kiac 0,025 % no 10 My "BANAPTI nakyBaHHs, | TNy - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma nionsizae
chnakoHi, no 1 H KOHTPO/b AKOCTI: 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
dhnakoHy B nauuj DPAPMA" ToBapucTso 3 CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI

0bMexeHor
Bi4nNoBiAaIbHICTIO
"Mikpodpapm",
YKpaiHa;
BUNYyCK cepil:
TOB "BAJIAPTIH
PAPMA",
YKpaiHa

roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHKKa, LU0 BiANOBifa€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - He BkAovaroumn
KOHTPONb/BMNPOGYBaHHSA cepii - 3MiHa BUPOGHMKa,
LLIO BiANOBIAAE 3a BUMYCK cepil roTOBOro NikapCbKoro
3ac06y BHOCUTbLCS Y 3B'AA3KYy 3 ONTUMI3aLieto
npouecis: 3MiH/ BHECEHO B iHCTPYKLiO 4115
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po34inn «BUPoGHUK», «MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBafXXeHHs Moro
BLiSiNbHOCTI» 3 BigNoBigHMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBOK. BBeieHHs1 3MiH NpoTArom 6-
TN MiCALB NicNa 3aTBEPMKEHHS. 3MiHW | Tuny -
3MiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsay (iHwi 3miHn) 3MiHUM BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOT YMakoBKMN MiKapCbKoro
3acoby y nyHkTn 1, 8, 13, 15, 16, 17 Ta B TEKCT
MapKyBaHHA NePBUHHOT YNaKOBKM Y MYHKT 1.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micas
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3aTBEPKEHHSA
172. | HA/ITE3IH® TabneTku, BKPUTI KPKA, CnoseHisa BiANOBigabHUIA 3a CnoseHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/8938/01/01
NAiBKOBOO Aa.4a., Hoso BMPOGHMLTBO "in IHAisa BUMNpPaB/IEHHS TEXHIYHOI NOMUAKW 3rigHO N.2.4. nn.4 peyenma
060/10HKOI0, M0 275 MecTo bulk", nepBuHHy Ta po3giny VI Hakazy MO3 Ykpainu Ne 426 Big 26.08.05
mr, no 10 TabneTok BTOPUHHY YNaKoBKY, i3 3miHamn B MKA /13, gonyLieHoi npy nepeHeceHHi
y 6nictepi; no 1 abo KOHTPO/Ib Ta BUMYCK iHchopmawii i3 opuriHasibHNX MaTepianis
2 6nictepu B cepii: KPKA, a.4., peecTpadiiiHoro gocke y Cneuudikadii npy Bunycky
KapTOHHIA KOopoo6Li HoBo mecTo, 3a NoKa3HWKOM «OHOPIAHICTb A030BaHMX
CnoBeHis; OAMHULb», @ caMe B Ha3Bi MOKa3HVKa 3a3HavyeHo
BiANoBiAa/IbHWIA 3a «OHOPIAHICTb A030BaHMX OAUHULb — OAHOPIAHICTb
BUPOGHMLTBO "in BMICTYy» 3aMiCTb KOPEKTHOro «OHOPIAHICTb
bulk", nepsuHHy Ta [030BaHVX OANHNLb — PO3paxyHKOBO-Barosuii
BTOPVHHY YNakKoBKY: meToA». 3a3HaueHe BUMpPaB/IeHHS BignoBiAae
tOHiuem marepianam peecTpauiiHoro focke (po3ain
Na6opatopiec 3.2.P.5.1. Cneundpikauis)
NimiTeq, IHAis;
BiANOBIgabHUIA 3a
KOHTpONb cepii
(piznyHi Ta XimiyHi
METOAN KOHTPO/IO):
Nab6eHa 4.0.0,
CnoseHis
173. | HAJITE3IH® TabneTku, BKPUTI KPKA, CnoseHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/8938/01/02
POPTE NAiBKOBOO Aa.4a., Hoeo bulk", nepBuHHe Ta IHAis/ BUMNpPaB/IEHHS TEXHIYHOI NOMUAKW 3rigHO N.2.4. nn.4 peyenmom
060/10HKOI0, Mo 550 MecTo BTOPVHHE Cepbis po3ainy VI Hakazy MO3 YkpaiHun Ne 426 Big, 26.08.05
mr; no 10 TabneTok nakyBaHHs, i3 3miHamn B MKA /13, gonyLieHoi npy nepeHeceHHi
y 6nictepi, no 1 abo KOHTPO/Ib Ta BUMYCK iHchopmawii i3 opuriHanibHNX MaTepianis
no 2 6nictepu y cepii: KPKA, a.4., peecTpadiiiHoro gocke y Cneuudikaii npy Bunycky
KapTOHHIA Kopoo6Li HoBo mecTo, 3a NOoKa3HWKOM «OfHOPIAHICTb A030BaHMX
CnoBeHis; OAMHULb», @ caMe B Ha3Bi MOKa3HVKa 3a3HaveHo
BMPOGHMLTBO "in «O[HOPIAHICTL 4030BaHUX OAWHUL — OAHOPIAHICTD
bulk", nepsrHHe Ta BMICTY» 3aMiCTb KOPEKTHOro «OAHOPIAHICTb
BTOPUHHE [030BaHVX OAMHNLb — PO3paxyHKOBO-BaroBuii
nakyBaHHs: FOHiuem MeToA». 3a3HayeHe BUMNpaB/IeHHs Bignosigae
Na6opatopiec marepianam peecTpauiiHoro focke (po3ain
Nimitea, IHgis; 3.2.P.5.1. Cneuudoikauis)
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
XEMO®APM AL,
Cepbist; KOHTPONb
cepii (disnyni Ta
XiMiYHi meToamn
KOHTpO/10): JlabeHa
4.0.0, CnoseHis
174. | HATPIHO Kancynu Teepgi no AT Ykpaina AT "KWUIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/2091/01/01
ANKNO®EHAK- | 25 wmr; no 10 kancyn "KMNIBCbK BITAMIHHUIA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
KB y 6aicTepi; no 3 2 3ABO4" dpapmakoHarnsay. 3miHa y KOpoTKiii XxapaKTepucTuLL
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

6nictepu B nauuj

BITAMIHH
un
3ABOS"

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 IHCTpYKUIiT Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ainis: "Oco6nnBOCTI 3acTocyBaHHA", "MO6IYHI
peakuii" Wwoao 6e3nekn 3acTocyBaHHA Aitoyol
peyoBMHM anknodeHak BigNoBigHO A0
pekomeHAaLiii PRAC. BBefieHHs 3MiH NpOTArom 6-Tu
MicsLiB Micns 3aTBepApKEHHSs!

175.

HEYPOKEM 100

kancynu no 100 mr,
no 10 kancyn y
6nictepi, no 1
6nictepy y
KapTOHHI ynakosLi

Ankem
NabopaTto
pi3 NlTg

IHais

Ankem labopaTopi3
nig

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmMakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

Litova pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pegakuyis: Rahul Somani. 3miHa
KOHTaKTHUX JaHWX YOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.

[Oitoua pepakuis: Zinchenko Liudmyla. NMponoHoBaHa
pegakuis: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYIKA,
Bi4NoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/16646/01/02

176.

HEYPOKEM 150

Kancynu no 150 mr,
no 10 kancyny
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBLi

Ankem
Na6opato
pi3 NiTg,

IHgis

Ankem JlabopaTopi3
nTg,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX gaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BifNoBiga/IbHOI 3a 34iICHEHHST hapMakoHarnsay;

3a
peyerimom

UA/16646/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns

3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa

BiAMiHHa Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI

3a 3AjicHeHHs hapMakoHaraay (BKIyarum

KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-

thaiina cuctemu chapmakoHarnagy). 3miHa

YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a

hapmakoHarnag,.

[itoua pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepakuis: Rahul Somani. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CObM 3asBHMKa,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOI 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.

[Oitova pepakuis: Zinchenko Liudmyla. NMponoHoBaHa
pegakuist: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiNOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.

177.

HEYPOKEM 75

Kancynu no 75 mr,
no 10 kancyn y
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBLi

Ankem
Nab6opaTto
pi3 N1

IHais

Ankem Jlabopatopi3
Nt

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnng,.

[itoua pepakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepakuis: Rahul Somani. 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaii.

[itoua pepakuis: Zinchenko Liudmyla. MponoHoBaHa
pegakuis: Zhyliaiev Ihor Volodymyrovych. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKA,
BignoBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

3a
peyenmom

UA/16646/01/01

178.

HE®ANBXUK

PO3YUMH ANs iH'EKLiA
20 mr/2 mn; no 2 mn
B amnyni; no 5

amMnyn Ha nigaoHi B
KapTOHHI ynakosLii

BIOKOAE
KC

PpaHuis

Bupo6HMLTBO:
JENBDAPM TYP,
®paHuis;
BignoBiganbHuii 3a
BWMNYCK cepil:

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOoTKiii XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi

3a
peyenmom

He
nionsieae

UA/6564/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
BIOKOJEKC, perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
PpaHuis

nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTpYKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "MobiuHi peakwuii" (3arasibHi NOPyLLUEHHS Ta
peaxuii B MicLli BBE,€HHS- HEBIAOMO 6i/lb y Micuj
BBE/leHHS) BiANOBIAHO 40 OHOBMEHOI iHChopMmaLii
oo 6e3nekn 3acToCcyBaHHS fjit040i PEHOBUHM.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHW) - 3MiHWN BHECeHO A0 IHCTpyKLii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainy "OcobnnBoCTi 3acTocyBaHHs" (BiANOBIAHO
[10 OHOB/EHOT iH(hopMaLii Woao 6e3nekn
3aCTOCYBaHHS AOMNOMIXHOT PEYOBUHU - CMNOJYKU
HaTpito). TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
posginis "®apmakonoriyHi BnactueocTi",
"HecymicHicTb". TepMiH BBE4EHHS 3MiH - MPOTAroM 6
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTMBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHW) - 3MiHN BHECEHO A0 3aTBEPKEHOTO
TEKCTYy MapKyBaHHS yNakoBKW iKapCbKoro 3acoby
CTOCOBHO OHOBJ/IEHHS TEKCTY 3a3Ha4eHOoro Ha
BTOPWHHINA ynakosui n. 1, n. 2, n. 3, 0. 4, n. 5, n. 6, n.
8,n.9,n. 11,n. 12, n. 13, n. 14, n. 15, n. 17, Ha
nepBUHHIA ynakosui n. 3, n. 4, n. 6, (BUIyYeHHS
iHchopMmawii, 3a3Ha4eHOT aHrMICbKOK Ta POCICHKO
MOBamu 3 TEKCTY MapKyBaHHS yMakoBOK NikapCbKoro
3ac06y), TakoX BUTYYEHHS TEKCTY IHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
3a3HayYeHoro pocilicbkol MOBOK. TepMiH BBEAEHHS
3MiH - NPOTArOM 6 MICALIB NIiCNA 3aTBEPLYKEHHS.
3MiHn | TURYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy (iHwi 3miHW) - 3MiHW BHECEHO
[0 IHCTPYKUiT AN MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainy “MNobiyHi peakuii”
LoA0 iHhopmaL,ii CTOCOBHO BaXX/IMBOCTI

NoBiAOMNEHHSA NP0 NO6IYHI peakuii Ta BiACYTHICTb
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
eheKTUBHOCTI Yepe3 ABTOMaTN30BaHy
iHchopMmailiHy cucTeMy chapmakoHarnsgy Ta
YTOUHEHHS nepeknagy TEKCTY 3a3Ha4eHoro po3ainy.
TepMmiH BBeZLlEHHS 3MiH MPOTAroM 6-Tv MicALIB micns
3aTBEPAKEHHS.
179. | HIMIA refb Ans TOB Ykpaina KYCYM XENTXKEP IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/12014/01/01
APTPOrE/lb 30BHiLLUHBbOIO «[NIEADPA NBT NTL | Tuny - AgMiHICTpaTVBHI 3MiHU. 3MiHa Ha3BM
3acTocyBaHHs, 10 PM NTAO» nikapcbkoro 3acoby (A.2. Ib)
mr/r; in bulk: no 30 r 3MiHV BHECEHO LLIOA0 Ha3BM NiKapCbKoro 3acooby.
B /laMiHOBaHil Ty6i; 3aTtBepaxeHo: HIMIA® (NIMID®). 3anponoHoBaHo:
no 200 Ty6 y HIMIA APTPOTIENb
KapTOHHIN ynakoBsLi; (NIMID ARTHROGEL) BBEAEHHSA 3MiH NPOTSArom 6-
no100rB TU MicALIB NicNs 3aTBEPMKEHHS
NlaMiHOBaHii Ty6i; no
100 Ty6 y KapTOHHiIl
ynakoBLij
180. | HIMIA, renb ons TOB Ykpaina BUPOGHMLTBO, YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/7649/01/01
APTPOIE/lb 30BHILUHLOTO «[NIEA®PA nepBuHHe IHAjisa | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenma
3acTocyBaHHs, 10 PM NTAO» nakyBaHHs, nikapcbkoro 3acoby (A.2. IB)
mr/r; no 30 r abo BTOPVIHHE 3MiHV BHECEHO LLLOA0 Ha3BM NiKapcbKoro 3acoby.
100 r B asntoMiHi€eBiIi nakyBaHHs, 3aTtBepaxeHo: HIMIA® (NIMID®). 3anponoHoBaHo:
abo namiHoBaHii KOHTPO/Ib AKOCTI, HIMI4 APTPOIE/b
Ty6i; no 1 Ty6i y BUNycK cepii abo (NIMID ARTHROGEL) BBEZieHHS 3MiH NPOTSArom 6-
KapTOHHI ynakosLii BMPOGHMLITBO TV MiCALIB MiCNA 3aTBEPAXXEHHS
npogykuii in bulk:
KYCYM XENTXKEP
MNBT NTA, Ingis;
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BMNYCK cepii 3
npoaykuii in bulk:
TOB «MEA®APM
NT0», YkpaiHa
181. | HbIOPEKCAH® | Tabnetku; no 25 abo | Bbionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 6e3 UA/17415/01/01
no 50 TabneTok y Xannbmitt XannoMmitrenb | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
KOHTeliHepi enb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
noninponineHosomy; M6X y3arasibHeHNX AaHux Npo cuctemy hapmakoHarnsgy

no 1 KOHTelHepy B
KOpo6Lii 3 KApTOHY

(BBEAEHHSA y3arasIbHEHNX [AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;

KOHTaKTHOI 0CcO6U 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkaovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX aHVX KOHTaKTHOT 0CO6Y 3as1BHNKA,
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YKpaiHi.
182. | OKCAMNIH® TabneTku, BKPUTI TOB Ykpaina BUPOGHMLTBO, IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/11096/01/01
NNiBKOBOIO «FNEQPA nepBuHHe YKpaiHa | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nidnsieae
o60onoHkKoto, no 300 PM NTO» nakyBaHHs1, thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
mr; no 10 TabneTok BTOPWHHE NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
y 6nicTepi; no 3 nakyBaHHs, IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
6nictepu y KOHTPO/Ib AKOCTI, perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
KapTOHHI ynakoBLi BUNycK cepii abo nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
BMPOBHULITBO 3acToCyBaHHS NikapCcbKoro 3acoby B
npogaykuii in bulk: nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
KYCYM XENTXKEP OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
MNBT NTA, Ingis; [0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
BTOPWHHE Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBEOKEHNM
nakyBaHHs, opraHoMm). 3MiHM BHECEHO [0 iHCTPYKUiT ANns
KOHTPO/b SIKOCTI, MEeAMNYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
BUMYCK cepii 3 po3gin "3actocyBaHHs y Nepiog BariTHOCTi abo
npogykuii in bulk: roflyBaHHs rpyAat" BignoBigHO [0 OHOB/IEHOT
TOB "KYCYM iHchopmawii 3 6e3nekun gjroyoi pevoBnHU. BBeaeHHA
®APM", YkpaiHa; 3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBepAKEHHS
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK cepii 3
npogykuii in bulk:
TOB «[MEA®APM
NTO», YkpaiHa
183. | OHOPIO Tabnetkn no 5 mr; CaHpo3 CnoBeHisn nepBUHHa Ta HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3MiHW 3a UA/12448/01/01
no 10 TabneTok y dapmach BTOPVHHA yNnakoBkKa, PymyHis/ | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
6nictepi; no 2, abo oTikan3 KOHTPO/b, A,03BIN HA MonbLua/ thapmakoHarnagy. BeegeHHs abo 3amiHn fo
no 3, abo no 6, abo a.4a. BWMYCK cepil: TypeuyunHa | ysarasbHeHVX AaHux Npo cucTemy hapmakoHarnsgy
no 9 6nictepiB y Canotac Papma (BBEAEHHSA y3ara/lbHEHNX AaHUX Npo cuctemy
KapTOHHIA Kopoo6Li 'M6X, HimeuunHa; hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
KoHTponb: C. K. BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
Canpo3 C. P. /1., KOHTaKTHOI 0co6M 3 chapMakoHarnsaay 3asiBHuKa ans
PyMmyHisi; nepBrHHa 3[jiicCHEHHS chapMakoHarnsay B YkpaiHi, K0 BOHA
Ta BTOPUHHA BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
ynakoBKa, KOHTPO/b, 3a 34iiCHEHHA thapmakoHarnsgy (BKovaum
[,03BiN Ha BMNYyCK KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
cepii: ek C. A., thaiina cuctemu chapmakoHarnsgy) - 3miHa
MonbLua; YMOBHOBaXEHOI 0C06YM 3asBHMKA, BiANOBifabHOT 3a
BMPOBHULITBO hapmakoHarnag. ditova pegakuis: Juergen Maares /
Hepo3g)acoBaHOro KOpreH Maapec. NponoHoBaHa pegakuis: Kotal
NPOAYKTY: Mohamed Ali / Kotan Moxamepg, Ani. 3miHa
CaHpos 'pyn KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0CObM 3asBHUKA,
Carnvk YpyHnepi BiANOBiAabHOI 3a thapmakoHarnsag,
lnaknapi CaH. Be
Tik. A.C., TypeuumHa
184. | NAHIFACTPO® TabneTkn CaHpos CnoBeHis Jlek CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3MiHK 3a UA/13512/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20

3acoby ynakoska) nocsio4YeHHs1
racTpope3nCTeHTHI dapmach thapmaneBTUYHa TypeuunHa/ | TNy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
no 20 mr; no 7 toTikan3 KoMnaHis a.4., PymyHis/ thapmakoHarnagy. BeegeHHs abo 3MmiHn fo
Tabnetok y 6nictepi; a.4a. CnoBeHis (BUNycK MonbLa y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
no 2 abo 4 6nicrepu cepil; ynakoBka, (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
B KapTOHHIlA BUNYyCK cepil); thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
Kopo6ui; no 14 BMPOGHMLTBO "in BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;
Tabnetok y 6nictepi; bulk", ynakoBka, KOHTaKTHOI 0co6M 3 hapmakoHarnsaay 3asiBHuKa ans
no 1 a6o 2 6nicrepu TeCTyBaHHs: 3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
B KapTOHHIii KOpO6L leHBeoH Inak CaHaii BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Be TikapeT A.C., 3a 3AjiicHeHHs hapMakoHaraay (BKIyatoum
TypeuunHa,; KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
TecTyBaHHA: C.K. thaiina cuctemu chapmakoHarnsgy) 3MiHa
CaHpo3 C.P.N., YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
PyMyHisi; KOHTpOnb chapmakoHarnsg,
MiKkpOGionoriyHoi [litova pepakuis: Aasig JxoH flesic /
ynctoTu: HoBapTic DavidJohnLewis, B.Sc (Hons), Ph.D. NponoHoBaHa
Carnuk lNga Be pepakuis: Kotal Mohamed Ali / Kotan Moxameg Ani.
Tapim YpyHnepi 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobMm,
CaHaii Be TikapeT BiANOBIA&UIbHOI 3a 34iiCHEHHS hapmakoHarnsaay.
A.C., TypeyunHa, 3MiHa KOHTaKTHOT 0CO6M 3aAaBHUKA, BiANOBIAANbHOT
BUPOBHMUTBO "in 3a 3fjiicHeHHsT hapMakoHarnagy B YkpaiHi. [itoua
bulk", TecTyBaHHs: pegpakuis: Opnos B'auecnas BikropoBuy.
CaHpos 'pyn MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
Carnuk YpyHnnepi MukonaiBHa / Tanasova Zoriana. 3MiHa KOHTaKTHUX
Inaknapi CaH. Be [aHNX KOHTaKTHOI 0Cc0o6Yu 3asiBHMKA, BiAMOBiAa/IbHOT
Tik. A.C,, 3a 3[jificHeHHs hapMakoHarnsay B YkpaiHi. 3MiHa
TypeuuunHa, Slek MicLs 34iiCHEHHA OCHOBHOI AisNIbHOCTI 3
C.A,, Monblua thapmakoHarnsgy. 3MiHa MicLle3Hax0oMKeHHS
(nepBuHHe i mMacTep-alina cuctemy papmMakoHarnsay Ta moro
BTOPWHHE Homepa.
nakyBaHHs,
KOHTPO/b cepil,
BUMNYCK Cepil;
NepBUHHE i
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii)

185. | MAHIFACTPO® Tabnetku CaHpo3 CnoseHisa Nex CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13512/01/02
racTpope3nCTEHTHI Papmacb hapMaueBThYHA TypeyuunHa/ | TMNY - 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
no 40 wmr; no 7 loTiKan3 KoMnaHis 4.4., PymyHis/ thapmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; a.a. CnoBeHis (BunycK Monbwa y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy

no 2 a6o 4 6nicrepn
B KapPTOHHIl
Kopobui; no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
B KapTOHHI kopo6Lyi

cepii; ynakoBka,
BUMYCK cepii);
BUPOBHMUTBO "in
bulk", ynakoBka,
TeCTyBaHHS:
leHBeoH lnak CaHait
Be TikapeT A.C.,

(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;

KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas

3piicHeHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA

BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganLHOI
3a 34jiicHeHHs dhapmakoHarisay (Bkayalum
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
TypeuumnHa; KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
TecTyBaHHs: C.K. (paiina cuctemu chapmakoHarnsgy) 3miHa
Canpos C.P.J1., YNOBHOBaXEHOT 0CO6YM 3aABHWKA, BiANOBifa/IbHOT 3a
PyMyHisi; KOHTpOsb chapmakoHarnsg,.
Mikpo6ionoriyHol [litova pepakuisn: Oasig IxoH flesic /
uncToTn: HoBapTic DavidJohnLewis, B.Sc (Hons), Ph.D. lNMponoHoBaHa
Carnuk lliga Be pegakuis: Kotal Mohamed Ali / Kotan Moxameg, Ani.
Tapim YpyHnepi 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
CawHali Be TikapeT BiNOBifa/1bHOT 3a 34iICHEHHSA hapMmakoHarnsgy.
A.C., TypeuuunHa; 3MiHa KOHTaKTHOT 0C06M 3asBHMKA, BifMnoBigasIbHOT
BUPOGHMLUTBO "in 3a 3AjiicHeHHs1 hapMakoHarnaay B YkpaiHi. Jitoua
bulk", TecTyBaHHs: pepakuis: Opnos B'auecnas Bikroposuy.
CaHpos pyn MponoHoBaHa pegakuin: TaHacoBa 3opsiHa
Carnuk YpyHnepi MukonaiBHa / Tanasova Zoriana. 3MiHa KOHTaKTHUX
Inaknapi CaH. Be [aHVX KOHTaKTHOI 0CO6U 3asBHWKA, BiANOBIAabHOI
Tik. A.C,, 3a 3pjificHeHHs hapmakoHarnsay B YkpaiHi. 3MiHa
TypeuuuHa; flek MicLS 34iACHEHHA OCHOBHOI AisifIbHOCTI 3
C.A,, Monblua thapmakoHarnagy. 3MiHa MicLie3Hax0MKeHHS
(nepBuHHE i mMacTep-halina cuctemn hapmakoHarnsgy Ta moro
BTOPWHHE Homepa.
nakyBaHHs,
KOHTpO/b cepii,
BUNYCK cepil;
nepBUHHE i
BTOPWHHE
nakyBaHHs1, BUNYyCK
cepii)
186. | MAPALUUTPOH NMOPOLLIOK ANsi TOB YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/20333/01/01
opasibHOro posuunHy; | "MNpeacras | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
no 13,60 r B cawe; HULTBO hapmakoHarnsay. 3miHa y KopoTkiil XapaKTepucTuLli
no 10 cawe B nauuj BAYM niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
DPAPM IHCTPYKLi A8 MeAMYHOro 3aCTOCYBaHHS Ha niacTasi
rMBX"

perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo sk pesynbtat
OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHMUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAM B3aemogiit", "OcobnmnsocTi
3actocyBaHHs", "Mob6iuHi peakuii" BigNoBigHO A0
OHOB/IEHOI iHChopMaLii 3 6e3neku Ajto40i pevyoBUHM
(napaueTtamony) 3rigHo 3 pekoMeHgauismum PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 Micauis nicas
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3aTBEPKEHHS.

187.

NMEMETPO

niocpinizat ana
pO3UnHy Ans
iHcpysiii no 100 mr, 1
dhnakoH 3
nioghinizatom y
KapTOHHIA KOopooLi

letepo
Nab63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHn Wwoao 6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HaflaHHSA XOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKLIiT 415 MeAnM4YHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Oco6numBi 3axoamn 6e3nekn”, “Baaemogist 3 iHLLIMMMN
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaar”, "Cnocib 3actocyBaHHA Ta fo3mn”
Bi4NoBIAHO A0 iHdopMaLil Loa0 MeaNYHOro
3acToCyBaHHA pedhepeHTHOro NikapCbKoro 3acoby
(ALIMTA), a Takox y po3gin "YnakoBka" (y3rogpkeHo
pi3HOUMTaHHS 3 AilouKM peecTpauiiHmM
noceigyeHHAM). BBeAeHHsA 3MiH NpOTAromM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS.

3a
peyenmom

He
nidnsieae

UA/17432/01/01

188.

NMEMETPO

niodpinizat ana
pO3unHy Ans
iHcpysiii no 500 mr, 1
dnakoH 3
nioghinizatom y
KapTOHHIA Kopoo6Li

letepo
Nab63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XxapakTepucTuyi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HaJaHHA XXOAHMX HOBUX [0AATKOBUX AaHUX) 3MiHW
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco6numBi 3axoamn 6e3nekn”, “"Baaemogist 3 iHLLIMMMN
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aemMogiid",
"3acTocyBaHHS y nepiog BariTHOCTi ab0o roAyBaHHs
rpyaAar”, "Cnocib 3actocyBaHHA Ta fo3mn”
Bi4NOBIAHO A0 iHdopMaLil LoA0 MeaNYHOro
3acTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(ALIMTA), a TakoxX y po3gin "Ynakoska" (y3rofhxkeHo
pi3HOUMTaHHSA 3 AilouKM peecTpauiiHim
noceigyeHHAM). BBeAeHHs 3MiH NpOTAromM 6-Tn
MiCALB MiCNA 3aTBEPMKEHHS.

3a
peyenmom

He
nidnsieae

UA/17432/01/02

189.

NEPTYCUH

cupon no 50 r abo
no 100 r y chrakoHi
cknsHomy; no 1
hnakoHy B nayi 3
KapTOHy; no 100 r

TOB
"TepHodcha
pwm*

Ykpaina

TOB "TepHothapMm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu
| TMNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWIA 3aci6.
KOHTpo/1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX

rOTOBOrO JliKapcbKoro 3acoby (iHWi 3MiHK) BBEAEHHSI

6e3
peyenma

UA/8883/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
abono200ry nepiognMYHOCTI BUNPOGYBaHHS A/15 MOKa3HMKa
donakoHi «Mikpo6ionoriyHa yncToTa», a came: «He PyTUHHWIA
nonimepHomy; no 1 TeCT: AOMYyCKAETLCA MPOBOAUTM KOHTPOb NepLLOT Ta
dhakoHy B navi 3 KOXHOI N'ATOI HacTynHoi cepii 13, ane He pigwe
KapToHy; no 50 r abo HiXX 1 cepis Ha pik».
no100ry
donakoHax CKASTHUX
190. | MNIACKNEAVH® | kancynu; no 15 Na6opaty PpaHuis Na6opatyap PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/13173/01/01
300 Kancyny énicrepi; ap EkcnaHcbeHe I Tuny - 3miHK 3 AkocTi. A®I. BupobHuuteo. 3miHa peyenma
no 1 a6o no 2 EkcnaHcbe BMPOGHMKA BUXIAHOr0/NPOMIKHOTO
6nicTepn B KOPOOL HC npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
3 KapToHYy BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHMKaA
(Bkntovaroun, ge HeobxigHO, MicLe NPOBeAEeHHS
KOHTpO/t0 sIKOCTi) ADI (3a BigCYTHOCTI cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBEpAXEHOMY [0ChE)(3anponoHOBaHN BUPOOHUK
HanexuTb A0 TiEl caMmoi BUPOBHUYOT rpynu
nigNPUEMCTB, WO 11 3aTBEPAXEHWIA) - [loAaBaHHSA
BMpO6HUYOI ainaHkm BUNGE (United States),
BiANOBIAA/IbHOT 38 BUPOOHULTBO BUXIAHOI PEHOBUHMU
(KOHUEeHTpaTy COEBOI 071ii), LLIO BUKOPUCTOBYETHCA Y
npoueci BUpobHULTBA Aito4oi pevoBuHK (onii coi
HEOMW/II0BaHI CNosykK). 3anponoHoBaHWiA BUPOGHMK
HaNexuTb 40 TiEi camoi BUPOBHNYOT rpynu
nigNPUEMCTB, LU0 i1 3aTBepAKEHN BUPOOHUK.
191. | NMPANMAPIIH PO34uH ANst iHQy3ilA, ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 3a He UA/20907/01/01
42 mr/mn no 100 mn BO 3 06MEXEHO 3asBHuKa /13 (MIBIM) (BnacHvka peecTpawiiiHoro peyenmom | niosnsizae
y naawyi; no 1 06MexeHo Bif4nNoBiAa/IbHICTIO noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
NAAWL Y nayLi 10 hipma "Hosohapm- 460). 3MiHM BHECEHO B iHCTPYKLitO ANS1 MEAUYHOTO
Bignosiga BiocnHTes" 3aCTOCyBaHHS NikapcbKoro 3acoby, a came: 4O4AHO
JIbHICTIO po3ainu «3asaBHUK» Ta «Micue3HaxomKeHHs
«CICTEM 3asBHMKa» Ta SIK HacNigokK - y BigNoBigHI po3ainu
DPAPM» TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT

yNaKkoBKM NMikapCbKoro 3acoby. TepmiH BBEEHHS
3MiH - NPOTAroM 6 MicsLIB NiCNSA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka anas
3pificHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BignoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BignoBigasbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

thapmakoHarnag. fitova pegakuis: IrHatiok Bita
MwkonaiBHa. MNponoHoBaHa pefakuis: HoBuLbka
IpuHa BikTOpiBHA. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
hapMakoHarnsag. 3mMiHa MicLe3HaxoKeHHsA MacTep-
dhaiina cuctemu chapmakoHarnsagy Ta iioro Homepa.
3MiHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHN BHECEHO Y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI (NyHKTK 7, 11, 12, 17)
yNakoBOK NikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH - NpOTSArom 6 MicsiLiB MicAsi 3aTBEPAKEHHS.

192.

MPAMIMNMEKCO/
IC

Tabnetku no 0,25
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nayuj 3
KapToHYy

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HafaHHsA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 iHCTPYKLIiT 415 MeAM4YHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakoTepaneBTuyHa rpyna. Kog ATX" (wozo
Ha3Bu 6e3 3MiHu kogy ATX), "dapmakonoriyHi
BnactueocTi", "MokasaHHsA" "MpoTunokasaHHs",
"B3aemogijs 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog, BariTHOCTi
abo rogyBaHHSA rpyaaro”, "34aTHicTb BNIMBATU HA
LIBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMKn mexaniamamu”, "Cnocib 3acTocyBaHHs
Ta gosu", "Oitn", "MepenosysaHHs", "Mo6ivHi
peaxuii” 3rigHo 3 iHhopMaLi€elo WoA0 MeANYHOTOo
3acToCyBaHHA pedhepeHTHOro NikapCbKoro 3acoby
(MIPAMNEKC®, Tabnetku no 0,25 mr ta 1 mr).
MpeacTaBneHi 3miHW B iHGhopMaLil 3 6e3nekun Woao
BHECEHHS 3MiH Ta [ONOBHEHb Ha NiACTaBi iHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby MIPAMEKC®, Tabnetku no 0,25
Mr Ta 1 Mry posginax npoekTy iHCTPYKUii ans
MeAMYHOro 3acTocyBaHHsA "®apmakoTepaneBTuyHa
rpyna. Kog ATX" (lwofo Ha3su 6e3 3miHu Kogy ATX),
"®apmakonoriyni BnactusocTi”, "MokasaHHs"
"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTI 3acTocyBaHHs", "3acTocyBaHHs y

3a
peyenmom

He
nidnsieae

UA/15526/01/01
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n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3acoby

nepiog, BaritTHocTi abo rogyBaHHs rpyaa”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKN
mMexaHismamu", "Cnoci6 3acTocyBaHHs Ta 403K,
"Oitn", "Mepego3yBaHHA", "Mo6iYHI peakuil™ MOXyTb
6yTV pekoMeHAOBaHi A0 3aTBEPAKEHHS Ta BHECEHHS
B IHCTPYKL,i0 415 MEANYHOTO 3aCTOCYyBaHHS
nikapcbKoro 3acoby BeegeHHst 3MiH NpoTAroM 6-Tu
MicsLiB 3 AaTu 3aTBEPKEHHS. 3MiHN | TNy - 3MiHK
oo 6e3nekn/edyeKTMBHOCTI Ta hapmakoHarnagy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
BuJavi peecTpauiiHoro NoCBigYEHHS, BK/THOHA0UM
MnaH ynpaBniHHA py3vikamu (iHWi 3MiHu)
3asaBHMKOM HafaHO OHOB/IEHWIA MnaH ynpasBniHHSA
pusmkamm Bepcisa 3.2 3MiHN BHECEHO [0 YacTuH: |
«3arasibHa iHthopmalis Npo nikapcbkuii (i) 3aci6
(3aco6u)» Il «Cneyudikauis 3 6e3neku» Il «MnaH 3
thapmakoHarnsgy (Bkauatoumn nicnapeectpauiiiti
[ocnimkeHHs 3 6e3nekn)» IV «lMnaHu wogo
nicnspeecTpauiiHnx focnimkeHb e(peKTUBHOCTI» V
«3axoay 3 MiHiMi3auii pu3nkis (BKI1HOYAKOUUN OLLIHKY
ehekTMBHOCTI 3axofiB 3 MiHiMi3avii pu3uki)» VI
«Pe3oMe nnaHy ynpasniHHA pusnkamu» VI
«[lopaTtkm» (gogatku 1-8) y 3B'A3Ky 3 OHOB/IEHHAM
cneuudikauii 3 6e3neku Aito4oi pe4yoBUHM
KNiHAAMILVWH BiANOBIAHO A0 aKTyanbHOI
pedrepeHTHOI iHhopMaLlil, @ TakoX y 3B'A3KY i3
3miHOW dhopmaTy BignoBigHO A0 BMMoOr 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
[MnaHy ynpaB/iHHS pu3nkamun Bepcist 3.2 A0Aa€EThCS.

193.

MNPAMIMEKCON
IC

Tabnetku no 1 wmr;
no 10 tabnetok y
6nicTepi; no 3
6nictepu B navuj 3
KapToHy

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
NBHICTHO
"IHTEPXI
M

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT A8 MeANYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHW1 Npenapat (3MiHa He noTpebye
HaflaHHs XXOAHMX HOBMX AOAATKOBUX AaHKX). 3MiHN
BHECEHO [0 IHCTPYKLIT 4159 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3aiu
"®apmakoTepanesTuyHa rpyna. Kog ATX" (wogo
Ha3Bu 6e3 3miHu kogy ATX), "®apmakonorivHi
BnactusocTi", "Moka3aHHsA" "MpoTunokasaHHs",
"B3aemogis 3 iHWVMK fTikapcbkuMK 3acobamu Ta

3a
peyenmom

He
nionsieae

UA/15526/01/02




113

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
iHWi BUAn B3aemogiin”, "Ocob6mBoCTi

3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BariTHoCTi
abo rogyBaHHsA rpyaar”, "3aatHicTb BMBATU HA
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMKU MexaHi3amamu”, "Cnoci6 3acTocyBaHHs
Ta gos3un”, "Aitn", "MepeposysaHHs", "Mo6iYHi
peakuii" 3rigHo 3 iHhopmaLi€lo Woa0 MeaNyHOro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(MIPANEKC®, Tabnetkv no 0,25 mr ta 1 mr).
MpepcTaBneHi 3miHW B iHhopma,ii 3 6e3neku Woao
BHECEHHS 3MiH Ta JONOBHEHb Ha NiACcTaBi IHCTPYKLT
015 MeNYHOro 3acTocyBaHHSA ped)epeHTHOro
nikapcbkoro 3acoby MIPAMEKC®, Tabnetku no 0,25
Mr Ta 1 Mry posginax NpoekTy iHCTPYKUii ons
Me[MYHOro 3acTocyBaHHA "®dapmMakoTepanesTuyHa
rpyna. Kog ATX" (oo Ha3su 6e3 3miHu kogy ATX),
"®apmakonoriyHi BnactnsocTi”, "MokasaHHS"
"MpoTunokasaHHa", "B3aemogis 3 iHWmmu
nikapcbkrMu 3acobamu Ta iHWi BUan B3aemogiii",
"Oco61MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo roayBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWKMKN
mexaHismamu', "Cnoci6 3acTocyBaHHs Ta 403K,
"[itn", "Mepeno3syBaHHs", "No6i4HI peakuii" MOXyTb
6yTN pekOMeHA0BaHi 40 3aTBePA)KEHHS Ta BHECEHHS
B IHCTPYKL,iIO 418 MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby BeefeHHst 3MiH MPOTAroM 6-Tu
MicALiB 3 AaTu 3aTBEPIKEHHS. 3MiHU | TUNy - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpavjiiiHOro noceifgyeHHs, BK/IoYaum
Mnax ynpaBniHHA pu3vkamu (iHWi 3MiHW)
3asaBHMKOM HaflaHO OHOBJIeHWUV MNnaH ynpasniHHSA
pusmkamm Bepcisa 3.2 3MiHN BHECEHO [0 YacTuH: |
«3aranbHa iHthopmaLis npo nikapcbkuii (i) 3acié
(3acobun)» Il «Cneuundpikauis 3 6esnekm» Il «MnaH 3
thapmakoHarnagy (Bkouvakum nicnsapeectpaviiiti
[ocnimkeHHs 3 6e3nekun)» IV «MnaHu wogo
nicnapeecTpauiiHnx focnimkeHb epekTUBHOCTI» V
«3axoau 3 MiHiMi3aLii pu3nKiB (BKIHOYAOUN OLHKY
ethbekTMBHOCTI 3ax0AiB 3 MiHiMi3avi pu3vikis)» VI
«Pe3tome nnaHy ynpasniHHA pusmkamu» VI
«[opatkm» (nonatku 1-8) y 3B’A3Ky 3 OHOB/IEHHAM
cneuungikaLii 3 6e3neku Ailo4oi peyoBNHU
KNiHAAMILWH BiAMOBIAHO A0 aKTyanbHOI
pedrepeHTHOI iHdhopMaLil, @ TakoX Yy 3B'A3KY i3

3MiHOW dhopmaTy BignoBsigHo A0 BuMor Evaluation
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

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). Pestome

MnaHy ynpaBniHHS py3nkamu Bepcis 3.2 A0Aa€ETbCs.

194.

MPOrPA®®

Kancysu TBepgi no
0,5 wr; no 10 kancyn
y 6nicTepi; no 5
6nictepis B
antoMiHieBOMy
nakeTi; no 1 nakety
B KAPTOHHIli Kopobu,i

Actennac
dapma

KOpon B.B.

HigepnaHngm

AcTennac lpnavg
Ko. Jita

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHSI
AISNbHOCTI BUPOOHMKA (BK/THOYatoun, 3a
HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPOSTIO SIKOCTI),
abo BflacHuka macTep-tpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCcTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLWLO
3a3HayYeHo y fOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMNOMIKHOI PEYOBUHN
(AKLLLO 3a3HAYeHO Yy A0CbE). 3MiHa Ha3BM BUPOOHUKA
A®I Takponimyc. BupobHuua ginbHuus, agpeca ta
BCi BUPOGHMYI onepavii 3anmwatTbes 6e3 3MiH.
[itoua pepakuis: Astellas Pharma Tech Co., Ltd.,
Toyama Technology Center, Japan. MNponoHoBaHa
pefakuis:

Astellas Pharma Inc. Toyama Technology Center,
Japan

3a
peyerimom

UA/4994/02/01

195.

MPOrPA®®

Kancynm Teepgino 1
mr; no 10 kancyny
6nictepi; no 5
6nictepis B
a/1IlOMiHIEBOMY
nakeTi; no 1 nakety
B KApPTOHHIli Kopobu,i

Actennac
Papma

KOpon B.B.

HigepnaHngm

AcTennac lpnavg
Ko. Jitg

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu
| TMNy - AQMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AiSNbHOCTI BUPOOHMKA (BK/THOYatoun, 3a
HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPOSIO SKOCTI),
abo BrlacHuka macTep-tpaiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCH Y BUPOOHMUTBI ADI (AKLWLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BifnosigHoCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMNOMIKXHOI PEYOBUHN
(KO 3a3HAaYEHO Y A0CbE). 3MiHa Ha3BW BMPOGHMKA
A®I Takponimyc. BupobHuua ginbHuus, agpeca ta
BCi BUPOGHMYI onepavii 3anuwarTbes 6e3 3MiH.
[Litoua pepakuisn: Astellas Pharma Tech Co., Ltd.,
Toyama Technology Center, Japan. NponoHoBaHa
pefakuis:

Astellas Pharma Inc. Toyama Technology Center,
Japan

3a
peyerimom

UA/4994/02/02

196.

MPOrPA®®

Kancynv TBepgi no 5

AcTtennac

Higepnanan

AcTtennac IpnaHg,

Ipnangis

BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3MiHK

3a

UA/4994/02/03
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
mr; no 10 kancyn y dapma Ko. Nitg | Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
6nictepi; no 5 HOpon B.B. HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
6nictepis B LiSNbHOCTI BUpO6OHMKa (BK/THOYaKoun, 3a
antoMiHieBOMY HeoObXiAHOCTI, MicLle NPOBEAEHHSI KOHTPOJTIO SIKOCTI),
nakeri; no 1 nakety abo BrlacHuKa mMacTep-thaiina Ha A®l, abo
B KapTOHHIii KOpO6L noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHMUTBI ADI (AKLLO
3a3Ha4YeHo y [A0ChbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMNOMDKHOT PEYOBUHM
(AKLLLO 3a3HAYeHO Yy A0CbE). 3MiHa Ha3BM BUPOOHUKA
A®| Takponimyc. BupobHuua ginbHuus, agpeca ta
BCi BUPOGHUYI onepavii 3anmwatTbes 6e3 3MiH.
[itoua pepakuis: Astellas Pharma Tech Co., Ltd.,
Toyama Technology Center, Japan. lNponoHoBaHa
pefakuis:
Astellas Pharma Inc. Toyama Technology Center,
Japan
197. | PAMI Tabnetkun no 2,5 wmr; CaHpo3 CnoBeHis Nek C. A, MNonbla Monbwa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/11299/01/01
CAHAO03® no 10 TabneTok y dapmach (BUpOGHMLTBO 3a | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
6nictepi; no 3 toTikan3 NOBHUM LMK/IOM); thapmakoHarnagy. BeegeHHs abo 3miHn fo
6nictepu B a.a. Nex C. A, Monba y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy

KapTOHHIA KOopooLi

(nakyBaHHs, BUMYCK
cepii)

(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;

KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsagy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: fasig [xoH flesic /
DavidJohnLewis, B.Sc (Hons), Ph.D. MNponoHoBaHa
pepakuis: Kotal Mohamed Ali / Kotan Moxameg Ani.

3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy.
3MiHa KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBIAAaIbHOT
3a 34jiicHeHHs hapmakoHarnagy B YkpaiHi. [ioua
pepakuis: Opnos B’auecnas Bikroposuy /
ViacheslavOrlov, M.D. MponoHoBaHa pefakLis:
TaHacoBa 3opsHa MukonaisHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
dhapmakoHarnagy B YkpaiHi. 3miHa micus
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cuctemm
hapMakoHarnsay Ta moro Homepa.

198.

PAMI
CAHA03®

Tabnetkn no 5 mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

CaHpo3
Papmacsk
l0TiKan3

A4

CnoBeHisa

Nek C. A, MNonba
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);

Nek C. A, MNonba

(nakyBaHHs, BUMYyCK

cepii)

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0c06Y 3 thapmakoHarnsagy 3asBHuka anas
3pificHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[litova pepakuisa: Aasig JkoH Jlesic /
DavidJohnLewis, B.Sc (Hons), Ph.D. MNMponoHoBaHa
pegpakuis: Kotal Mohamed Ali / Kotan Moxameg, Ani.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
3MiHa KOHTaKTHOT 0COOM 3asBHUKA, BiANOBIgaNIbLHOT
3a 3[jiicCHeHHs1 hapMakoHariaay B YkpaiHi. Jitoua
pegakuisi: Opnos B'ssuecnas Biktoposuy /
ViacheslavOrlov, M.D. NponoHoBaHa pefakuis:
TaHacoBa 3opsiHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOI 0cobu
3as1BHMKA, BiAnoBigasibHOI 3a 34iNCHEHHSI
hapmakoHarnsgy B YkpaiHi. 3miHa micus
3[iACHEHHS OCHOBHOI AifNbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-aiina cucremm
hapmakoHarnsgy Ta /ioro Homepa.

3a
peyenmom

UA/11299/01/02

199.

PAMI
CAHAO3®

TabneTkn no 10 mr;
no 10 tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

CaHpo3
dapmacb
toTiKan3
Aa.a.

CnoBeHisa

Nek C. A., Nonbwa
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);

Nek C. A., Nonbwa

(nakyBaHHs, BAMYCK

cepii)

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bifl YyNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MilLeHHi MacTep-

3a
peyenmom

UA/11299/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
hapmakoHarnag,.

[itoua pepakuis: Jasig [koH Jlesic /
DavidJohnLewis, B.Sc (Hons), Ph.D. lNponoHoBaHa
pepakuis: Kotal Mohamed Ali / Kotan Moxameg Ani.

3MiHa KOHTaKTHMX JaHnX YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy.
3MiHa KOHTaKTHOT 0cobM 3asiBHMKA, BifMNOBIgasIbHOT
3a 3AjiicHeHHs hapmakoHaragy B YkpaiHi. Jitoua
pepakuis: Opnos B’sauecnas Biktoposuy /
ViacheslavOrlov, M.D. lNMponoHoBaHa pefakuis:
TaHacoBa 3opsiHa MukonaiBHa / Tanasova Zoriana.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0co6u
3a8BHUKA, BiAMOBIAaIbHOI 3a 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa micua
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.
3miHa MicLe3HaxomkeHHs MacTep-haiina cucremm
chapmakoHarnsgy Ta iioro Homepa.

200.

PAMI
CAHA03®
KOMMO3UTYM

Tabnetkun no 5 mr/25
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA KOopooLi

CaHpo3
dapmachb
toTikan3

i

CnoBeHisa

Brpo6HMUTBO
Hepo3acosBaHoro
NpoAyKTy, A03BiN Ha
BMNYCK cepii: Jlek C.
A., MonbLua;
MNepBuHHa Ta
BTOPUHHA YNaKoBKa,
[03BiN Ha BAMYCK
cepii: lek C. A.,
MonbLya;
Bupo6HMuTBO 3a
MOBHUM LK/IOM:
Cantotac dapma
'vm6X, HimeuunHa

MonbLua/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
thapmakoHarnag. ditova pegakuisn: Aasig JxoH
Nesic / DavidJohnLewis, B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Kotal Mohamed Ali / Kotan
Moxamepg, Ani. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6M, BigNoBiganLHOI 3a
3[jiCHeHHs dhapmakoHarnsgy. 3MiHa KOHTaKkTHOT
0cobu 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy B Ykpaini. [itoya pegakuis: Opnos
B’auecnas Biktoposuy / ViacheslavOrlov, M.D.
MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova Zoriana. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0c0o6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a 3pjificHeHHs hapMakoHarnsay B YkpaiHi. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AiffIbHOCTI 3

3a
peyenmom

UA/4259/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
thapmakoHarnagy. 3MiHa MicLle3Hax0MKeHHS
macTep-haiina cuctemu chapmakoHarnsgy Ta inoro
Homepa
201. | PEKOBE/b PO34UH NS iH'EKLIA deppiHr [Janis BVMPOGHMLTBO, HimeuunHa/ | BHeCEHHS 3MiH A0 peecTpauiiHux maTepianis: 3MiHN 3a UA/17969/01/01
no 12 mkr/0,36 m; dapmaues nepBuHHe Benvkobput | TMny - 3MiHK 3 AkocTi. APl. BUpo6bHMLUTBO. 3MiHM peuenmom
CKNSAHUIA TMKan3 nakyBaHHs, aHisi/ I3painb BMNPOGYBaHb ab0o AOMNYCTUMUX MEX Y NPOLECi
6araTo030BUiA AIC NPOMiKHUI BMpO6HMLTBa A®I, L0 BCTAHOB/IEHI y cneuudikavisx
KapTpuapk o6’emom 3 KOHTPO/b B NpoLeci (iHWi 3miHW) 3amMiHa iCHYHYOro NiYnAbHUKA KNITUH
mn (ckno tuny 1) 3 BMPOGHULITBA «Vi-Cell XR» Ha HoBuit «Vi-Cell BLU» , wo

NopLUHEM i3
6pomMbyTUNIOBOrO
Kayuyky Ta
06XVMHOI0
atOMiHIEBOIO
KPWLLIKOHO 3
BK/TAJKOI0 3 KayuykKy,
NOMILLIEHWI Y
LINPUL-pYyYKy, no 1
LINpUL-pyYL Y
KOMM/IEeKTi 3 3
CTePUIbHUMM
ronkamu gns
iH'exuili (3
Hepxasitoyoi cTani)
Y KapTOHHIli kopobLi

(MikpobionoriyHui,
3arasibHKi Ta
hyHKL,iOHaNbHWI),
KOHTPO/b SIKOCTI
(mikpoGionorivyHmi):
Bettep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
NPOMiXHUI
KOHTPO/1b B MPOLIECI
BMpPOOHULTBA
(mikpobionoriunHwmin),
KOHTPO/b SIKOCTI
(mikpoGionorivHwmi),
Bi3yaslbHUiA
KOHTPO/b:
BetTep ®apma-
®epTiryHr FM6X i
Ko. KT, HimeyuunHa;
NPOMiXHUI
KOHTPO/b B NpoLEeCi
BMPOGHULITBA
(mikpoGionorivHwmi),
KOHTPO/b AKOCTI
(mikpobionoriuHwmi),
Bi3yaslbHWiA
KOHTPOSb:
BetTep ®apma-
®epTiryHr TM6X i
Ko. KT, HimeuuuHa;
Bi3yasibHUiA
KOHTPONb:
Bettep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
BMPOGHMLITBO
(36ipka wnpwu-
PYYKM ANS iH'EKUN),
MapKyBaHHS,

BUKOPWCTOBYETLCA B NPOLLEC BHYTPILUHBOrO
TecTyBaHHA «Mammalian Cells Upstream Suite»).
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

BTOPWHHE
nakyBaHHs:
®eppiHr
KoHTponnes
TepaneBTikc
Nimites,
BenukobpuTaHis;
BMPOOHULTBO
(36ipka wnpwu-
PYuKM ANs iH'eKuii),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs:
PeppiHr
KoHTponnesn
TepaneBTikc
Nimitepn,
BenukobpuTaHis;
KOHTPO/b SIKOCTI
(6ionorivyHunif):
Bio-TexHonoaxi
[xeHepan (I3painb)
nra., 13painb;
BiiNOBIgaNbHWIA 3a
BWMYCK cepil,
KOHTPO/b SIKOCTI
(XiMiYHW Ta
TOYHICTb
[03YBaHHSA):
®eppiHr FTM6X,
HimeyunHa

202.

PEKOBE/Ib

PO3YUMH NS iH'EKLN
no 36 mkr/1,08 mn;
CKNSAHWI
6arato030Bui
KapTpuaK 06’emom 3
M (ckio Tuny 1) 3
NopLUHEM i3
6pomM6byTNI0BOrO
Kayuyky Ta
06XUMHOI0
atOMiHIEBOIO
KPWLLIKOIO 3
BK/1AZKOIO 3 KayuykKy,
NOMILLIEHWA Y
LINpUL-pyuUKy, no 1
LINpUL-pyYL y
KOMM/IEKTi 3 9

PeppiHr
Papmaues
TUKan3
AIC

[JaHis

BUPOGHMLTBO,
nepBuHHe
nakyBaHHs,
NPOMiXHUI
KOHTPO/b B NPOLECi
BMPOGHULITBA
(MikpoGionorivHuiA,
3arasibHuii Ta
hyHKL,iOHANbHWIA),
KOHTPO/b SIKOCTI
(mikpobionoriuHwmi):
BetTep ®apma-
®epTiryHr TM6X i
Ko. KT, HimeuuuHa,;
NPOMiKHUI
KOHTPO/1b B MPOLLECI
BMPO6GHULITBA

Himeyunna/
Benukobput
aHis/ 13painb

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK 3 akocTi. A®l. BUpo6bHMLTBO. 3MiHK
BMNpOGYyBaHb abo AOMYCTUMUX MeX Y NPoLEeCi
BMpo6HUUTBA APl L0 BCTAHOBMEHI Y cneuudikaisx
(iHLWi 3miHM) 3amiHa iCHY4O0ro NiunsIbHUKa KNiTWUH
«Vi-Cell XR» Ha HoBwi4 «Vi-Cell BLU» , wo
BMKOPWCTOBYETLCA B NPOLLEC BHYTPILLHLOrO
TectyBaHHA «Mammalian Cells Upstream Suite»).

3a
peyenmom

UA/17969/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
CTEPUTbHUMU (mikpobionoriunHwmi),
rosikamu ons KOHTPO/b SIKOCTI
iH'eKLii (3 (Mikpo6ionorivHui),

HepXasitoyoi cTai)
Y KapTOHHIli kopobLi

Bi3yasibHUiA
KOHTPONb:
BetTep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
NPOMiKHUIA
KOHTPO/1b B MPOLIECI
BMpOOHULTBA
(Mikpo6ionorivHwui),
KOHTPO/b SIKOCTI
(mikpobionorivHwmi),
Bi3yasibHUA
KOHTPO/b:
BetTep ®apma-
®epTiryHr FM6X i
Ko. KT, HimeuunHa;
BizyasibHUiA
KOHTPOSb:
BetTtep ®apwma-
®epTiryHr TM6X i
Ko. KI', HimeuuuHa;
BMPOGHMLTBO
(36ipKka wnpwuu-
PYyYKn ANs iH'eKuil),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs:
deppiHr
KoHTponnes
TepanesTikc
Niviteg,
BenukobpuTaHis;
BMPOGHMLITBO
(36ipka wnpwu-
pYYKmM Ans iH'eKuii),
MapKyBaHHs,
BTOPWHHE
nakyBaHHs:
®eppiHr
KoHTponnes
TepaneBTikc
Nimites,
BenukobpuTaHis;
KOHTPO/b SIKOCTI
(6ionori4yHwmi):
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Bio-TexHonoaxi
[xeHepan (I3painb)
Nta., 13paine;
BiANOBiAa/IbHWIA 32
BUNYyCK cepil,
KOHTPO/b AKOCTI
(XiMiYHWIA Ta
TOYHICTb
[03yBaHHsA):
®eppiHr FTM6X,
HimeyunHa
203. | PEKOBE/1b PO3YnH NS iH'EKLRA deppiHr [Janis BVMPOGHMLTBO, HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx matepianis: 3MiHN 3a UA/17969/01/03
no 72 mkr/2,16 mn; dapmaues nepBUHHE Benukobput | Tuny - 3miHK 3 AkocTi. A®l. BUpo6HMLTBO. 3MiHK peyenmom
CK/ISIHWI TMKan3 nakyBaHHs, aHisi/ 13painb BMNPO6YBaHb ab0 AONYCTUMUX MEX Y NPOLECi
6arartof030Buit AIC NPOMiXHUI BMPO6HMLTBAa API, L0 BCTAHOB/EHI y cneuudikavisx
KapTpuax 06’emom 3 KOHTPO/b B NMpOLEeCi (iHWi 3miHM) 3amiHa iCHY4YO0ro NiunIbHUKA KNITWH
M (ckno tuny ) 3 BMPOGHULITBA «Vi-Cell XR» Ha HoBwit «Vi-Cell BLU» , w0

nopLuHeM i3
6pombyTunoBoro
Kayuyky Ta
06XNMHOI0
a/TlOMIHIEBOIO
KPWLLIKOHO 3
BK/TAZIKOIO 3 KayuykKy,
NOMiLLIeHW Y
LUNPpUL-pYyUKy, no 1
Lunpl/lu,-py_qu,i y
KOMMNANEKTi 3 15
CTepUIbHUMM
ronkamu gns
iH'exuili (3
HepXaBitouol cTasli)
Y KapTOHHIl kopoobLi

(mikpobionoriuHuni,
3arasibHUi Ta
PYHKLiOHANbHWIA),
KOHTPO/b AKOCTI
(mikpobionorivHwmi):
BetTep ®apma-
®epTiryHr FM6X i
Ko. KT, HimeuuunHa;
NPOMiXHUI
KOHTPO/b B NPOLECi
BMPOGHULITBA
(mikpobionorivHwmi),
KOHTPO/b AKOCTI
(mikpobionoriuHwmi),
BizyaslbHWiA
KOHTPOSb:
BetTep ®apma-
®epTiryHr MTM6X i
Ko. KI', HimeuunHa;
NPOMiKHUI
KOHTPO/1b B MPOLLECI
BMPOGHULITBA
(mikpobionoriuHwmi),
KOHTPO/b SIKOCTI
(mikpobionoriunHwin),
Bi3yasibHUiA
KOHTPONb:
Bettep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
Bi3yaslbHUiA

BMKOPWCTOBYETLCA B MPOLECI BHYTPILLHLOTO
TecTyBaHHA «Mammalian Cells Upstream Suite»).
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTPO/b:
BetTep ®apma-
®epTiryHr FM6X i
Ko. KT, HimeuunHa;
BMPOBHULTBO
(36ipka wnpwu-
PYYKM ANS iH'EKUiN),
MapKyBaHHS,
BTOPWHHE
nakyBaHHS:
PeppiHr
KoHTponnesn
TepaneBTikc
Nimitepn,
BenukobpuTaHis;
BMPOGHMLTBO
(36ipKka wnpwuu-
PYUKV ANSA iH'EKLNA),
MapKyBaHHs,
BTOPWHHE
nakyBaHHs:
deppiHr
KoHTponnes
TepanesTikc
Niviteg,
BenukobpuTaHis;
KOHTPO/b AKOCTI
(6ionoriyHnif):
Bio-TexHonomxi
[xeHepan (I3painb)
nra., 13painb;
BiANOBIgaIbHUIA 3a
BUMNYCK cepil,
KOHTPO/Ib SIKOCTI
(XiMiuHWI Ta
TOYHICTb
[03yBaHHsA):
deppiHr FTM6X,
HimeyunHa

204.

PENI®® NPO

KPEM pekTabHWiA;
nol5ra6ono30ry
Ty6i, no 1 Ty6i 3
ansikatopom y
KapTOHHII navui

Baiiep
KoHcblome
p Kep Al

LLiBeiuapis

NIEO ®apma
MaHydakTypiHr
ITani CPN

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbkuMii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (BHECEHHS 3MiH [0
[0CbE NiCNs OHOBMIEHHS 3arasibHOI CTaTTi HA FOTOBY
nikapcbky thopmy y AdY/EBponeiichkii
thapmakonei) - HesHauHi 3MiHKM y crieundikalisx Ta
L0MYCTUMMX MeXax roTOBOTO JIiKapCbKOro 3acoby,

be3s
peyenma

UA/10318/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

BHECEHHS 3MiH [0 PEECTPALiiHOr0 AOCHE BifMNoBiAHO
[0 NOSIOXEeHb OHOBNEHOT 3arasibHOT MOHOrpadil
€Bponeiicbkoi Papmakonei, a came:

- f0faBaHHs NMOCUIaHHA Ha EBPONeicbKy
dapmakoneto, MOTOYHY peAakLilo BUAaHHS, MeToaiB
Y KOMOHLi «MeTOoA, BUNPOGYBaHHS» Ta A0[aBaHHS
NPUMITKN «@»; - HE3HAYHI pefakuiiHi 3MiHN y
dhopmyntoBaHHAX Aeskux BUNpobyBaHb. 3MiHM | TUny
- 3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (40NOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3 BigNOBiAHUM
mMeTogoM BUNpobyBaHHA) [lofaTkosa Bigoma
Aomilka 11-keTocnosnyka AofaeTbCs A1s NPOAYyKTiB
po3naay th/lyoKOPTO/IOHY NiBanaty 3i BCTAHOBIEHNM
nimitom < 1.0% B cneundikaLii Ha TepMiH
npuaaTHoCTi. 3MiHK | TUNY - 3MiHK 3 siKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNpobyBaHHs) - HesHauHi
3MiHM B MeTofax KOHTposto sikocTi 13, B meTogax
KOHTponto BEPX 3a nokasHukamu «AHani3
h/TlyOKOPTO/IOHY niBanaTy Ta nigokaiHy
rigpoxnopugy», «AHania 6eH3110BOro CNMpTy» Ta
«MpopaykTn po3nagy tyoKopTOIOHY nisanary,
nigokaiHy rigpoxnopuay» yTOYHIOETbCA AKICTb
CTaHAapTHMX 3paskiB Ta 3MIHIOETbCS Temnepartypa
npoBefieHHsA aHanisy B ymMoBax
XpomaTtorpacdpyBaHHsl. B meTog koHTponto BEPX 3a
nokasHukoMm «MpoaykTn po3nagy dp1yoKopTONoHY
nisanary, nigokaiHy rigpoxnopunay» BBOAUTLCA
po3paxyHOK HeBM3HaYeHNX NPOAYKTIB Aerpagauii. B
MeTOZ, KOHTPOJIO 3a MOKa3HUKOM
«MikponeHeTpavis» fofaeTbCcsa AeTasbHia
iHchopmaLis WwoA0 NPoBeAEHHS BUMPOOYBaHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHS roTOBOrO
nikapcbKoro 3acoby (OHOBEHHS Npoueaypu
BUNPOBYBaHHA /19 NPUBEAEHHS Y BIANOBIAHICTD 3i
3MiHEHOI0 3arasibHOK cTatTeto AdY abo
€Bponelicbkoi hapmakonel) - OHOB/EHHS
npoueaypu BUNpo6yBaHHA MiKpOGiONOriYHOI YNCTOTH
/13 BigNOBIgHO A0 OHOB/IEHOI 3arasibHOI
MoHorpadii €sponelicbkoi ®apmakonei. 3miHu Il
T™MNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (3mMiHa 3HaxoaUTLCA
nosa 3aTBeppKEHNMUN JONYCTUMUMU MEXamMm
cneundikauiii) - Po3LIMpeHHs 3aTBEPXEHUX
NoKa3HWKIiB A/151 3ara/ibHNX NPOAYKTIB po3naay Ans
th/TyOKOPTO/IOHY NiBanaTy Yy 3B'A3Ky i3 4oAaBaHHAM
BifOMOI fOMILLIKN 11-KETOCMNOMYKW [0 NPOAYKTIB
po3nazgy Ta 3MiHa NimiTiB BMiCTY BOAM.
3aTBepakeHo:

Degradation products (fluocortolone pivalate) HPLC
Fluocortolone max. 1.0 % Fluocortolone-17-
carboxylic acid max. 1.0 %

Any unspecified degradation products max. 0.5 %
Sum of all degradation products max. 2.0 %
Water (flat weighing glass method)

63.7 to 70.4 g per 100 g cream (95 to 105 %)
3anponoHoBaHo:

ACTIVE SUBSTANCES DEGRADATION
PRODUCTS
Fluocortolone pivalate:

HPLC Fluocortolone < 1.0%
Fluocortolone-17-carboxilic acid < 1.0%
11-keto compound < 1.0%

Any unspecified degradation product < 0.5%
Total degradation products < 3.0%

Water content (g/100 g)

63.9 — 70.6 (95% — 105%)

205.

PEMI®EMIH®

Tabnetku; no 20
TabneTtok y 6nicrepi;
no 3 aéo no 5
6nictepiB y
KapTOHHI KOopoo6Li

LWanep &
Bprommep
6X &
Ko. KI

Himeyunna

LWanep & Bprommep
M6X & Ko. KI

Himeyunna

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHn Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0c06YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganLHOI
3a 3AjiicHeHHs hapmMakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pegaxkuis: Dr. Richard Ammer. MponoHoBaHa
pegakuis: Knaygia XeHkens / Claudia Henkel. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BignoBigabHOI 3a hapmakoHarnsg. 3MiHa micus
3[iACHEHHSI OCHOBHOI AifNIbHOCTI 3

6e3
peyenma

UA/20470/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
dhapmakoHarnsgy.
206. | PEHA/TTAH® PO3YUH ANS1 iH'EKLLIN; MpusatHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/1530/02/01
no 5 mn B amnyi; akuioHepH akuioHepHe | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nidnsieae
no 5 a6o 10, a6o e TOBapUCTBO thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
100 amnyn y nayui 3 | ToBapucTs "Jlekxim-XapkiB" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapToHy; Nno 5 Mmn B 0 "Jlekxim- IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
amnyni; no 5 amnyn XapkiB" perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
y 6nictepi; no 1 abo nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
2 bnicTepn y nauui 3 3aCTOCYBaHHS Nikapcbkoro 3acoby B
KapTOoHY; Mo 2 M/ B nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
amnyni; no 5 a6o 10, OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
abo 100 amnyn y [0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
nauLi 3 KapToHy; Nno Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBEOKEHNM
2 mn B amnyni; no 5 opraHom)
amnyn y énictepi; no 3MiHM BHECEHO [0 IHCTPYKLii 4158 MeguyHoro
1 a6o 2 6nictepu y 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
nauui 3 KapToHy "MpoTunokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHA",
"Mepepno3yBaHHa" Ta "lMobiuHi peakwyii” Wwoao
6e3neky 3acToCcyBaHHA Ail040i PeYOBMHU METaMi30nN
BiANOBIAHO A0 pekomeHaaLin PRAC. CynyTHs 3MiHa
- 3MiHu Wopao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
nocBiAYEHHS, BKIOYaroun MnaH ynpasniHHA
pr3nkamMm (3acToCyBaHHA TEKCTY, SKUIA NOrOAKeHui
3 KOMMETEHTHM OpraHom). 3asiBHNKOM HagaHo
OHOB/ieHUI MnaH ynpasniHHA pu3nkamu sepcia 1.4.
3MiHM BHECEHO [0 YacTuH: | «3arasibHa
iHbopmauis», I «Cneumdikauia 3 6e3nekus», V
«3axoay 3 MiHimi3auii pusukie», VI «Pestome nnaHy
ynpasniHHA pusmkamu», VIl «doaatku» y 38'a3Ky 3
BBEJEHHAM A04AaTKOBMX 3aX0iB 3 MiHiMi3auiT
pu3ukiB AN npobremu 3 6esnekn «MopyLleHHs 3
60Ky CMCTEMM KPOBI, arpaHynouuTo3» Ha MigcTasi
pekomeHgauii PRAC, 1o po3mileHi Ha odpiliiHoMy
caiti EMA.
207. | PE®AKTO A® niodpinizar ana Mdpaiizep CLWA BMPOGHMLITBO IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15929/01/01
pPO34MHYy NS Eiiy.Ci.Mi. niocpinizaty 3a HimeuunHa | TMnNy - 3miHK 3 AkocTi. APl. CTabinbHICTb. 3MiHa peuenmom
iH ekuin no 250 MO, Kopnopei NOBHUM LMK/IOM; nepiogy NoBTOPHMX BUNPOGYBaHb/nepioay
1 cpnakoH 3 LUH KOHTPO/b AKOCTI 36epiraHHa abo yMoB 36epiraHHa A®I (3a

niocpinizatom y
KomnekTi 3 1
nonepeaHLo
HanoBHEHNM
LUNPULIOM 3
PO3YMHHKKOM Mo 4
M/ (HaTpito xnopuz
(9 mr/mn), Boga ans

PO3UMHHKKA (OKpIM
LOCNIDKEHHST CUNn
TEPTS NOPLUHS),
BTOPWHHE
nakyBaHHs
PO3UMHHKKA Y HabIp
3 npenapaTowm;
BiANOBIgaIbHUI 3a

BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lwo
BK/IOYA€E Mepios MOBTOPHOro BUNPO6YBaHHS) (3MiHa
y 3aTBEepAKEHOMY MPOTOKONI CTabinbHOCTI) - 3MiHa Yy
3aTBEPKEHOMY NPOTOKOAI NicNsApeecTpaLiiHoro
BMBYEHHS CTabi/IbHOCTi 4151 AiH0H0T PeYOBUHM
Moroctocog alfa, a came BuganeHHs 60-mica4HOro
TepMiHy npw 36epiraHHi B yMoBax TpuBaaoro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

iH ekuin), 1 BWMYCK cepii: BaeT 36epiraHHs -70°C+10°C. 3miHa BHOCUTLCS Y 3B'A3KY

ajantepom ans dapma C.A., 3 TUM, WO 60-MicsiuHNIi TEPMiH BUXOAUTb 3a MeXi

chnakoHy, 1 Icnanis; 3apeecTpoBaHOro TepmiHy 36epiraHHa AdI, sakuii

cucTeMoro Ans asbTepHaTNBHA CTaHOBWTb 48 micALiB. 3MiHa He BNMBAE Ha SAKICTb

iHdy3il, 2 na6oparopis ans un 6esneky J13.

TamMnoHamm 3i TecTyBaHHS

cnmpTtom, 1 npenapary 3a

nnactvpem Ta 1 NOKa3HUKOM

MapsieBolo "CTepubHICTb":

NOAYLLEYKOI B NabopaTopis

KapTOHHIA Kopoo6Li Biona6, C./1.,

IcnaHis;
BMPOGHMLTBO

PO34MHHVKA B
LUNpULAXx, KOHTPO/b
AKOCTi PO3YMHHMKA:
BetTep ®apma-
®epTuryHr NM6XxX &
Ko. KT, HimeuunHa;
BMPOBHULTBO
PO34MHHKKA B
LUNPULAX, KOHTPOSIb
AKOCTi PO3UMHHUKA
(okpim gocnimpKeHHs
repMeTUYHOCTI):
BetTep ®apma-
®epTuryHr NM6X &
Ko. KT, HimeuunHa;
BizyasibHUiA
KOHTPONb
PO3YMHHMKA,
KOHTPO/b SIKOCTI
PO34nHHYKKa (OKpiM
LOCAIMKEHHSI
repMeTUYHOCTI,
cunm TepTa
nopwHs): Bettep
Papma-PepTUryHr
v6X & Ko. KT,
HimevunHa;
BizyasibHUiA
KOHTPONb
PO3YMHHMKA,
KOHTPO/b SIKOCTI
PO34MHHYMKa
(mocnigkeHHs
repMeTUYHOCTI,
cuImn TepTs




127

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nopuHs)): Bettep
Papma-PepTUryHr
Mv6X & Ko. KT,
HimeyynHa
208. | PE®AKTO Ad® niodpinizat ana Mdpaiizep CLWA BMPOBHULITBO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15929/01/02
pO34nHYy AN Eiy.Ci.Mi. nioghinizaty 3a HimeuunHa | TMny - 3MiHKW 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom
iH ekuiii no 500 MO, Kopnopeii MOBHWM LWK/IOM; nepiogy NoOBTOPHMX BUMPOGYBaHb/nepiogy
1 cpnakoH 3 LUH KOHTPO/b AKOCTI 36epiraHHs abo ymoB 36epiraHHa AdI (3a

nioghinizatom y
KomnnekTi 3 1
nonepeaHLo
HanoBHEHNM
LUMPULIOM 3
PO3YMHHKKOM No 4
M (HaTpito xnopug,
(9 mr/mn), Boga ans
iH ekuin), 1
afanTepom ans
chnakoHy, 1
cucTeMoro ans
iHdpysii, 2
TamnoHamm 3i
cnupTtom, 1
nnactmpem Ta 1
Map/1eBoI0
noAyLLIEYKoL B
KapTOHHI Kopoo6Li

PO34nHHKKa (OKpiM
[OCNIMHKEHHS cunn
TepTs NOPLUHS),
BTOPUHHE
nakyBaHHs
PO34MHHMKA Y HaBIp
3 npenaparom;
BiANoBiAa/IbHWIA 3a
BUNYyCK cepii: Baet
dPapma C.A.,
IcnaHis;
anbTepHaTnBHa
nab6oparopis gns
TecTyBaHHSA
npenapary 3a
NMOKa3HUKOM
"CTepwWIbHICTb":
Nab6opaTtopis
bionab, C./.,
IcnaHis;
BMPOBHULITBO
PO34YMHHVKA B
LUNpULAX, KOHTPOSIb
AKOCTi PO3YMHHMKA:
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa;
BMPOGHMLITBO
PO34MHHVKA B
LUNpYLAX, KOHTPO/b
AKOCTI PO3YMHHUKA
(okpimM gocnimKeHHs
repMeTUYHOCTI):
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yasIbHWiA
KOHTPONb
PO3YMHHWKA,
KOHTPO/b AKOCTI

BiACYTHOCTI Y 3aTBEpPAKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Wwo
BK/IIOYAE nepios, MOBTOPHOr0 BUNPO6YBaHHSA) (3MiHa
y 3aTBEpAKEHOMY MPOTOKONI CTabinbHOCTI) - 3MiHa Yy
3aTBEpAXEHOMY NPOTOKOAI Mic/sApeecTpavyiiHoro
BMBYEHHS CTabisIbHOCTI 4151 Ai040T peYOoBUHU
Moroctocog alfa, a came BuganeHHs 60-Mica4HOro
TepMiHy npu 36epiraHHi B yMoBax TpuBasioro
36epiraHHs -70°C+10°C. 3MiHa BHOCUTLCS Y 3B’A3KY
3 TUM, WO 60-MiCa4HNI TEPMiIH BUXOAUTb 3a MeXi
3apeecTpoBaHOro TepMiHy 36epiraHHs Ad®l, akuii
CTaHOBUTb 48 MmicsUiB. 3MiHa He BNMBAE Ha SAKICTb
un 6esneky J13.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

PO34UnHHYKKA (OKpIM
LOCNIMKEHHSA
repMeTUYHOCTI,
cunmn TepTa
nopLuHs): BeTtep
Papma-dPepTuryHr
v6X & Ko. KT,
HimeuuunHa,;
Bi3yasibHUA
KOHTPONb
PO3YMHHMKA,
KOHTPO/b AKOCTI
PO3YMHHVMKA
(mocnimkeHHs
repMeTUYHOCTI,
cunmn TepTa
nopLuHs)): Bettep
Papma-dPepTuryHr
v6X & Ko. KT,
HimeyunHa

2009.

PE®DAKTO A®

niogpinizat gns
PO34nHy AnA

iH ekuili no 1000
MO, 1 chnakoH 3
niogpinizatom y
KOMM/eKTi 3 1
nonepegHL0
HanoBHEHNM
LUNpULOM 3
PO3UYMHHMKOM MO 4
M (HaTpito xnopug,
(9 mr/mn), Boga ans
iH ekuin), 1
aganTtepom gns
donakoHy, 1
cucTemoro Ans
iHdpysii, 2
TamrnoHamm 3i
cnupTtom, 1
nnactupem 1a 1
Map/1eBoto
NoAYLLEYKOIO B
KapTOHHIA KOopooLi

Mdpaiizep

Eiu.Ci.Mi.

Kopnopeii
LH

CLWA

BMPOGHMLITBO
niodhinizaty 3a
NOBHUM LVIK/TOM;
KOHTPO/b AKOCTI
PO34UHHYKKA (OKpiM
[OCNIMKEHHS cnnn
TepTs NOpLUHSA),
BTOPWHHE
nakyBaHHs
PO34MHHMKA Y Habip
3 npenapaTom;
BiANOBigabHUIA 3a
BWMYCK cepii: BaeT
dapma C.A.,
Icnanis;
anbTepHaTuBHa
nab6oparopis gnsa
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepubHICTb":
Na6opaTopis
Bionab, C./1.,
Icnanis;
BMPOGHMLITBO
PO34MHHVKA B
LUNpYLAX, KOHTPO/b
SAKOCTi PO3YMHHMKA:

IcnaHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMNY - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NoBTOPHMX BUNPoOGyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHsa AdI (3a
BiICYTHOCTI y 3aTBEp)XEHOMY [IOCbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IOYA€E Mepiof, MOBTOPHOro BUNPO6yBaHHS) (3MiHa
y 3aTBepXeHOMY NPOTOKONi CTabiNbHOCTI) - 3MiHa Y
3aTBEpPKEHOMY NPOTOKOAI Mic/sipeecTpaviiHoro
BMBYEHHS CTabiNIbHOCTI A5 Ail04O0I PeYOBUHM
Moroctocog alfa, a came BuganeHHs 60-Mica4HOro
TepMiHy npu 36epiraHHi B yMoBax TpMBa/10ro
36epiraHHA -70°C+10°C. 3miHa BHOCUTBLCA Y 3B'SA3KY
3 TVM, WO 60-Mica4HNI TEPMiH BUXOAUTb 3a MEeXi
3apEECTPOBAHOro TepMiHy 36epiraHHa AdI, sakuii
CTaHoBWTb 48 micAuiB. 3MiHa He BNAMBAaE Ha SAKICTb
yn 6e3neky N13.

3a
peyerimom

UA/15929/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

BetTtep ®apwma-
®epTuryHr rméx &
Ko. KI', HimeuuunHa;

BMPOGHMLTBO
PO34MHHMKA B
Lnpuuax, KOHTPosb
AKOCTi PO3YUMHHUKA
(okpim gocnimKeHHs
repmMeTUYHOCTI):

BetTtep ®apwma-
®epTuryHr rméx &
Ko. KT, HimeuuunHa;

Bi3yasibHUiA
KOHTpONb
PO3UMHHMKA,

KOHTPO/b SIKOCTI

PO3UMHHKKA (OKPIM
OOCTiKEHHSA
repMeTUYHOCTI,
cunm TepTa
nopLHs): Bettep
Papma-PepTuryHr
v6X & Ko. KT,
HimeuuunHa;
Bi3yasibHUiA
KOHTpONb
PO3UYMHHMKA,
KOHTPO/Ib SIKOCTI
PO3YMHHYKa

(BocnipkeHHs

repMeTUYHOCTI,

cunm TepTa
nopLHs)): Bettep
Papma-PepTuryHr
v6X & Ko. KT,
HimeyunHa

210.

PE®DAKTO A®

niodpinizat gns
pO34nHy Ans

iH eKuiii no 2000
MO; 1 chnakoH 3
niocpinizatom y
KomnekTi 3 1
nonepeaHL0
HanoBHEHNM
Lnp1uom 3
PO3YMHHKKOM Mo 4
M/ (HaTpito xnopuz
(9 mr/mn), Boga ans

Mdpaiizep

EiAy.Ci.Mi.

Kopnopeii
LUIH

CLWA

BMPOGHMLTBO
niocpinizaty 3a
NOBHUM LIK/TOM;
KOHTPO/b SIKOCTI
PO3UMHHKKA (OKPIM
LOCNIDKEHHST cUnn
TepTs NopLUHS),
BTOPWHHE
nakyBaHHs
PO34YMHHYKKA Y Habip
3 npenapaTowm;
BiANOBIga/IbHUI 3a

Icnanis/
Himeyunna

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TUNy - 3MiHK 3 AkocTi. A®l. CTabiNbHICTb. 3MiHa
nepiogy NoBTOPHWX BUMPOGyBaHb/nepiogy
36epiraHHa abo ymMoB 36epiraHHa A®I (3a
BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BIANOBIAHOCTI EBpoNeiichbkili hapmakonei, Lwo
BK/IOYA€E Mepios MOBTOPHOro BUMPO6YBaHHS) (3MiHa
y 3aTBepAKEHOMY MPOTOKONI CTabinbHOCTI) - 3MiHa Yy
3aTBEPAKEHOMY NPOTOKOAI NicNsApeecTpaLiiHoro
BMBYEHHS CTabiNIbHOCTi AN1S1 Ail040T PeYOBUHM
Moroctocog alfa, a came BuganeHHs 60-mica4HOro
TepMiHy npw 36epiraHHi B yMoBax Tpusasaoro

3a
peyenmom

UA/15929/01/04
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

iH ekuin), 1 BWMYCK cepii: BaeT 36epiraHHs -70°C+10°C. 3miHa BHOCUTLCS Y 3B'A3KY

ajantepom ans dapma C.A., 3 TUM, WO 60-MicsiuHNIi TEPMiH BUXOAUTb 3a MeXi

chnakoHy, 1 Icnanis; 3apeecTpoBaHOro TepmiHy 36epiraHHa AdI, sakuii

cucTeMoro Ans asbTepHaTNBHA CTaHOBWTb 48 micALiB. 3MiHa He BNMBAE Ha SAKICTb

iHdy3il, 2 na6oparopis ans un 6esneky J13.

TamMnoHamm 3i TecTyBaHHS

cnmpTtom, 1 npenapary 3a

nnactvpem Ta 1 NOKa3HUKOM

MapsieBolo "CTepubHICTb":

NOAYLLEYKOI B NabopaTopis

KapTOHHIA Kopoo6Li Biona6, C./1.,

IcnaHis;
BMPOGHMLTBO

PO34MHHVKA B
LUNpULAXx, KOHTPO/b
AKOCTi PO3YMHHMKA:
BetTep ®apma-
®epTuryHr NM6XxX &
Ko. KT, HimeuunHa;
BMPOBHULTBO
PO34MHHKKA B
LUNPULAX, KOHTPOSIb
AKOCTi PO3UMHHUKA
(okpim gocnimpKeHHs
repMeTUYHOCTI):
BetTep ®apma-
®epTuryHr NM6X &
Ko. KT, HimeuunHa;
BizyasibHUiA
KOHTPONb
PO3YMHHMKA,
KOHTPO/b SIKOCTI
PO34nHHYKKa (OKpiM
LOCAIMKEHHSI
repMeTUYHOCTI,
cunm TepTa
nopwHs): Bettep
Papma-PepTUryHr
v6X & Ko. KT,
HimevunHa;
BizyasibHUiA
KOHTPONb
PO3YMHHMKA,
KOHTPO/b SIKOCTI
PO34MHHYMKa
(mocnigkeHHs
repMeTUYHOCTI,
cuImn TepTs
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nopuHs)): Bettep
Papma-PepTUryHr
Mv6X & Ko. KT,
HimeyynHa
211. | PE®AKTO Ad® niodpinizat ana Mdpaiizep CLWA KOHTPO/b AKOCTi Npu IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15929/01/05
pO34nHYy AN Eiy.Ci.Mi. BWMNYCKY Cepiii Ta HimeuunHa | TMny - 3MiHKW 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom
iH ekuiii no 3000 Kopnopeii npu JoCAimKeHHi nepiogy NoOBTOPHMX BUMPOGYBaHb/nepiogy
MO; 1 nonepefHbO LUH cTabinbHOCTI, 36epiraHHs abo ymoB 36epiraHHa AdI (3a
HaNOBHEHWUIA LUNPUL, MapKyBaHHS, BiACYTHOCTI Y 3aTBEpPAKEHOMY [0ChE cepTudikaTa
i3 niochinizatom y BTOPUHHE BiANOBIAHOCTI EBponeiickkili hapmakonei, Wwo
BEpXHili kamepi Ta nakyBaHHs, BUMYCK BK/IIOYAE nepios, MOBTOPHOr0 BUNPO6YBaHHSA) (3MiHa
PO3YMHHMKOM MO 4 cepii: Baet ®apma y 3aTBEPXEHOMY NPOTOKONI CTabinNbHOCTI) - 3MiHa Y
M1y HUXHI Kamepi, C.A., IcnaHis; 3aTBEpAXEHOMY NPOTOKOAI Mic/sApeecTpavyiiHoro
1 wrok nopuHs, 1 BMPOBHULITBO BMBYEHHS CTabisIbHOCTI 4151 Ai040T peYOoBUHU
cuctema ans niKapcbKoro 3acooby, Moroctocog alfa, a came BuganeHHs 60-mica4yHoOro
iHdpysii, 2 TamnoHn KOHTPO/b AKOCTI: TepMiHy npu 36epiraHHi B yMoBax TpuBasioro
3i cnupTom, 1 BetTtep ®apwma- 36epiraHHs -70°C+10°C. 3MiHa BHOCUTLCS Y 3B’A3KY
nnactup, 1 mapnesa ®epTuryHr NM6X & 3 TUM, WO 60-MiCa4HNI TEPMiIH BUXOAUTb 3a MeXi
nogyweyka ta 1 Ko. KI', HimeuunHa; 3apeecTpoBaHOro TepMiHy 36epiraHHs Ad®l, akuii
KOBMaYoK y BizyasibHWiA CTaHOBUTb 48 MmicsUiB. 3MiHa He BNMBAE Ha SAKICTb
KapTOHHI KOopoo6Li KOHTPO/b yun 6e3neky N13.
nikapcbKoro 3acooby,
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby:
BetTep ®apma-
®epTuryHr rmex &
Ko. KI', HimeuuuHa;
Bi3yasibHUiA
KOHTPONb
niKapcbKoro 3acooby,
KOHTPO/b SIKOCTI
niKkapcbKoro 3acoby:
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yasIbHWiA
KOHTPONb
niKkapcbKoro 3acoby:
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
212. | PUHNT® TabneTkun, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/21111/01/01
060/10HKOI0, Mo 150 «TNEQPA MBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib.
mr; in bulk: Ne2500 PM NTA» CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa

(10x250) TabneTok:
no 10 TabneTok y
cTpuni, no 250
CTPUNIB Y KAPTOHHIl

pO3Mipy ynakoBK/ roTOBOrO /liKapCbKoro 3acoby
(iHWi 3miHW) - peecTpauis 404AaTKOBOT YNakoBKuU AN
N3y dopmi in bulk y 38'A3Ky 3 BUPOOHUUOIO
HEeoOXiAHICTO
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Kopo6ui
213. | PUHNT® TabneTku, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/7658/01/01
060/10HKO0, Mo 150 «NIEA®PA NBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknin 3aci6. peyenmom
Mr; no 10 TabneTok PM NTO» CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
y cTpuni; no 1 a6o pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
10 cTpunis B (iHwWi 3miHW) - peecTpauis f0AaTKOBOI ynakoBku A1
KapTOHHIA KOopooLi N3y doopmi in bulk y 38'A3Ky 3 BUPOGHNYOHO
HeOoO6XiAHICTIO. 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIN NikapcbKnii 3aci6. KOHTPOb rOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHn) - nepeknag MKA 3
pocilicbkoi MOBY Ha yKpaiHCbKy MOBY AN
npuBeAeHHS Y BiANOBIAHICTb i3 BUMOramy YAHHOI
pepakuii Hakazy MO3 Ykpainu Ne 426 Big
26.08.2005.
214. | PNENTNA® TabneTkun, BKPUTI 3AT YropumHa 3AT YropuwHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4044/01/01
o6ornoHkoto, no 1 mr, | dapmaues dapmavleBTUYHNI I Tuny - 3miHn 3 AkocTi. CepTudpikat peyenmom
no 10 Tabnetok y TUYHWIA 3aBop, ElC BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
6nictepi, no 1 a6o 2, 3aB0[ €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
abo 6 6nictepiB y EriC HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI

KapTOHHIA Kopoo6Li

ab0 Buy4YeHHs cepTuddikarta BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif y)Xe 3aTBepKEHOro BUpobHMKa.
MopaaHHA oHOBMEHOrO cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkint hapmakonei R1-CEP 2002-151-Rev
07 (nonepepHs Bepcia R1-CEP 2002-151-Rev 06)
ana A®| pucnepufoH Bif, 3aTBEPAXXEHOrO
BUPOGHMKA, Y 3B’AA3KY i3 3MIHOI0 Ha3BW BUPOBHMKaA
A®| 3 JUBILANT GENERICS LIMITED, India, Ha
JUBILANT PHARMOVA LIMITED, India. BBegeHHs
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPIXEHHS.
3MiHu | TUny - 3MiHK 3 AKkocTi. A®l. CTabinbHICTb.
3MiHa nepioly NOBTOPHWX BMNpobyBaHb/nepioay
36epiraHHa abo yMoB 36epiraHHa A®I (3a
BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lwo
BK/IOYA€E Mepios MOBTOPHOro BUMPO6GYBaHHS) (3MiHa
y 3aTBEpPXEHOMY NPOTOKONI CTabiNbHOCTI).
BunpasneHHs kogy NOCMNaHHA Ha BifMnoBigHWIA
MeTog, BUNpobyBaHHSA (Npu LibOMY MeTof, He
3MIHMBCS) NPY OHOBJIEHHI cneuudikauit
pocnigpkeHHs ctabinbHocTi B ASMF AP ansa
npuBeAeHHA y BiANOBIAHICTb 40 MOHorpadii 1559
EP ctocoBHO pucnepugoHy. OHoBeHa Bepcis
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

2024. 3atBepmkeHo EGIS/Risperidone/AP/11.2/07-
2020 3.2.S.7.1 Test method code for Related
Substances: Ph.Eur. 2.2.29. 3anponoHoBaHo:

EGIS/Risperidone/AP/11.3/10-2024
3.2.5.7.1 Test method code for Related Substances:

H003663-007 based on Ph.Eur. 2.2.29. 3minu | Tvny

- 3miHu 3 aKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy

NOBTOPHMX BMNPOGYBaHb/nepioy 36epiraHHsA abo
ymoB 36epiraHHs A®| (3a BigCyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BUNPOOYBaHHS) (3MiHa y
3aTBEpPAXEHOMY NPOTOKONI CTabiNbHOCTI).

BuaaneHHs KinbkicCHOro BU3HaYeHHs B pO3paxyHKy

Ha 6e3BOJHY PeYOBWHY NPV OHOBMEHHI cneuundikawii
[ocnigpkeHHst ctabinbHocTi B ASMF AP ansa

npuBeAeHHs y BiANOBIAHICTb A0 MOHorpadii 1559
EP ctocoBHO pucnepugoHy. OHoBEeHa Bepcist
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-

2024. 3atBepoxeHo: EGIS/Risperidone/AP/11.2/07-

20203.2.8.7.1 ...

Assay: - calculated on anhydrous substance -
calculated on dried substance. 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024
3.2.5.7.1 ... Assay: - calculated on dried substance.
3MiHu | TUNYy - 3MiHK 3 skocTi. A®L. CTabiNbHICTb.
3MiHa nepiofly NOBTOPHMX BUNpoGyBaHb/nepioay
36epiraHHsA abo ymoB 36epiraHHs A®I (3a
BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BiNOBIAHOCTI €Bponelickkili hapmakonei, LWwo
BK/IOYA€E Mepios MOBTOPHOro BUMPO6YBaHHS) (3MiHa
y 3aTBepAXEHOMY MPOTOKONI CTabiNbHOCTI).
BupaneHHs Bu3HaveHHs BMICTy Boau B API
MeTogom Kapna ®iwepa 3 npoTokony crabifibHOCTi
npv OHOBMEHHI cneundikaLii 4OCNiKEeHHS
ctabinbHocTi B ASMF AP ans npuBefeHHs y
BiANOBIAHICTb A0 MoHOrpadii 1559 EP ctocoBHO
pucnepuaoHy. OHoBrieHa Bepcis ASMF AP mae
Homep EGIS/Risperidone/AP/11.3/10-2024.
3aTtBeppxeHo: EGIS/Risperidone/AP/11.2/07-2020
32871
Moisture content: - Karl Fischer method - Loss on
drying method 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024 3.2.5.7.1
Moisture content: - Loss on drying method

215.

PINENTNA®

TabneTku, BKPUTI
060/10HKOHD, M0 2 Mr,
no 10 TabneTtok y

3AT
dapmaues
TUYHUIA

YropwmHa

3AT

dapmaLeBTUYHNIA

3aBog ElC

YropuwmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI

3a
peyenmom

UA/4044/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6nictepi, no 1 a6o 2, 3aB0[ €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
abo 6 6nicTepiB y EriC HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI

KapTOHHiiA Kopo6Li

abo BuNy4YeHHs cepTudpikarta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuguikar Bif y)Xe 3aTBep4KEHOro BUPOOHMKa.
MopaaHHsA OHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2002-151-Rev
07 (nonepeaHs Bepcia R1-CEP 2002-151-Rev 06)
ana A®| pucnepuaoH Bif, 3aTBEPAXEHOro
BMPOGHMKA, Y 3B’AA3KY i3 3MiHOK Ha3BU BUPOGHMKA
A®| 3 JUBILANT GENERICS LIMITED, India, Ha
JUBILANT PHARMOVA LIMITED, India. BBegeHHA
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK 3 aKkocTi. A®Il. CTabiNbHICTb.
3MiHa nepioly NOBTOPHMX BMNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BIICYTHOCTI y 3aTBEP)KEHOMY [JOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Wwo
BK/IIOYAE nepio, MOBTOPHOro BUNPO6YBaHHSA) (3MiHa
y 3aTBEpPAXEHOMY NPOTOKOAI CTabiNIbHOCTI).
BunpaBneHHs kogy NOCUMIaHHA Ha BignoBigHWiA
MeTog, BUNpobyBaHHSA (Npu LibOMY MeTof, He
3MIHVBCS) NPWY OHOBJ/IEHHI creumdikavi
[ocnigpkeHHst ctabinbHocTi B ASMF AP ansa
npuBefeHHs y BiANOBIAHICTb A0 MOHorpadii 1559
EP ctocoBHO pucnepugoHy. OHoBEHa Bepcist
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
2024. 3atBepaxeHo EGIS/Risperidone/AP/11.2/07-
2020 3.2.S.7.1 Test method code for Related
Substances: Ph.Eur. 2.2.29. 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024
3.2.5.7.1 Test method code for Related Substances:
H003663-007 based on Ph.Eur. 2.2.29. 3minu | Tviny
- 3MiHN 3 AkocTi. A®l. CTabinbHiCTb. 3MiHa nepioay
NOBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpPAXEHOMY [0Cbe cepTudpikara BignoBiAHOCTI
€Bponelicbkiii hapmakonei, Lo BKIoYae nepiog,
NOBTOPHOrO BMNPO6YyBaHHS) (3MiHa y
3aTBepAKEHOMY NPOTOKONI CTabiNbHOCTI).
BuaaneHHs KinlbKiCHOro BU3HaYeHHs B PO3paxyHKy

Ha 6e3BOJHY pPeyOBMHY NPV OHOBJ/IEHHI crevuudikawii

pocnigpkeHHs ctabinbHocTi B ASMF AP ansa
npuBefEeHHs y BIANOBIAHICTb A0 MoHorpadii 1559
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

216.

PINENTNA®

3AT

EP ctocosHo pucnepugoHy. OHoBneHa Bepcisi
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
2024. 3ateepaxeHo: EGIS/Risperidone/AP/11.2/07-

20203.2.8.7.1 ...

Assay: - calculated on anhydrous substance -
calculated on dried substance. 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024
3.2.S.7.1 ... Assay: - calculated on dried substance.
3MiHn | TURY - 3MiHK 3 aKkocTi. A®Il. CTabiNbHICTb.
3MiHa nepioly NOBTOPHMX BMNpo6yBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BIICYTHOCTI y 3aTBEP)KEHOMY [JOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Wwo
BK/IIOYAE nepiof, MOBTOPHOro BUNPO6YBaHHS) (3MiHa

y 3aTBEpAXEHOMY MPOTOKONI CTabiNbHOCTI).

BupaneHHs BU3HaueHHs BMIiCTy Boau B AdI
MeTogom Kapna ®iwepa 3 NpoToKosy cTabinbHOCTI
Npn OHOB/EHHI cneundikauii 4oCifKEHHS
cTabinbHocTi B ASMF AP ans npvBefeHHs y
BignoBigHICTb A0 MOHorpadii 1559 EP cTtocoBHO
pvicnepuaoHy. OHoBneHa Bepcis ASMF AP mae

Homep EGIS/Risperidone/AP/11.3/10-2024.
3aTtBepmxkeHo: EGIS/Risperidone/AP/11.2/07-2020

32871
Moisture content: - Karl Fischer method - Loss on
drying method 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024 3.2.S5.7.1
Moisture content: - Loss on drying method

TabneTku, BKPUTI
0060/10HKOH0, No 3 Mr,
no 10 TabneTok y
6nictepi, no 1 a6o 2,
abo 6 6nicTepis y
KapTOHHIA KOopooLi

Papmaues
TUYHWIA
3aBof,
ErIC

YropwmHa

3AT

dapmaueBTUYHNI

3aBog ElC

YropuimHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€sponelicbkiii hapmakonei R1-CEP 2002-151-Rev
07 (nonepegaHs Bepcia R1-CEP 2002-151-Rev 06)
onsa A®| pucnepuaoH Big, 3aTBepAXEHOro
BMPOGHMKA, Y 3B'A3KY i3 3MIHOK Ha3BW BUPOGHMKa
A®| 3 JUBILANT GENERICS LIMITED, India, Ha
JUBILANT PHARMOVA LIMITED, India. BBefeHHs

3a
peyenmom

3MiH NPOTAroM 6-TU MiCALLIB MiCNA 3aTBEPMKEHHS.

UA/4044/01/03
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
3MiHu | TUny - 3MiHM 3 akocTi. A®Il. CTabinbHiCTb.

ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
2024. 3atBepaxeHo: EGIS/Risperidone/AP/11.2/07-

3.2.5.7.1 ... Assay: - calculated on dried substance.

BiICYTHOCTI y 3aTBEp)XEHOMY [OCbE cepTudikara

BK/IOYA€E Mepiof, MOBTOPHOro BUMNPO6YBaHHS) (3MiHa

3MiHa nepiogy NOBTOPHUX BUNPOBGYBaHb/Nepiogy
36epiraHHa abo ymoB 36epiraHHsa AdI (3a
BiICYTHOCTI y 3aTBEp)KEHOMY [OCbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IOYA€E Mnepiof, NOBTOPHOro BUNPO6yBaHHS) (3MiHa
y 3aTBEep)KEHOMY NPOTOKOAi CTabifibHOCTI).
BvnpaBneHHsA Kody NocunaHHsA Ha BignoBiaHWiA
mMeToz BUNpobyBaHHSA (Mpy LibOMY METOZ He
3MIHVBCS) NMPU OHOBJIEHHI crieumdikawi
pocnigpkeHHs ctabinbHocTi B ASMF AP ansa
npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii 1559
EP ctocosHo pucnepugoHy. OHoBneHa Bepcisi
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
2024. 3atBepmxeHo EGIS/Risperidone/AP/11.2/07-
2020 3.2.S.7.1 Test method code for Related
Substances: Ph.Eur. 2.2.29. 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024
3.2.S.7.1 Test method code for Related Substances:
H003663-007 based on Ph.Eur. 2.2.29. 3MiHu | Tuny
- 3MiHN 3 AkocTi. AL, CTabinbHiCTb. 3MiHa nepiogy
NMOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®I (3a BifCyTHOCTI Y
3aTBEP)KEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei, LWo BKIoYaE nepiog,
NOBTOPHOrO BUNPOOYBaHHS) (3MiHa y
3aTBEpPKEHOMY NPOTOKOAI CTaBINbHOCTI).
BuaaneHHs KinbKiCHOTro BU3HaYeHHs B pO3paxyHKy
Ha 6e3BOJHY PEYOBUHY NPV OHOBMEHHI cnewudikawii
pocnigpkeHHs ctabinsHocTi B ASMF AP ansa
npuBeAeHHS Yy BiANOBIAHICTb A0 MoHOrpadii 1559
EP ctocoBHO pucnepugoHy. OHoBeHa Bepcist

2020 3.2.5.7.1 ...

Assay: - calculated on anhydrous substance -

calculated on dried substance. 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024

3MiHu | TURYy - 3MiHM 3 akocTi. A®Il. CTabinbHICTb.
3MiHa nepiogy NOBTOPHUX BUNPOBGYBaHb/Nepiosy
36epiraHHa abo ymoB 36epiraHHsa AdI (3a

BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo

y 3aTBEPXEHOMY NPOTOKONI CTabiNbHOCTI).

meTogom Kapna ®iwepa 3 NpoToKosy cTabifibHOCTI

BuganeHHs Bu3HavYeHHs BMiCTy Boaun B AdI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
NPV OHOB/EHHI cneundikauii 4OCTiIKEHHS
cTabinbHocTi B ASMF AP onsi npuBefeHHs y
BiANOBIAHICTb A0 MOHOrpadii 1559 EP cTocoBHO
pvicnepugoHy. OHoBneHa Bepcist ASMF AP mae
Homep EGIS/Risperidone/AP/11.3/10-2024.
3aTtBepmxkeHo: EGIS/Risperidone/AP/11.2/07-2020
32S8.71
Moisture content: - Karl Fischer method - Loss on
drying method 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024 3.2.S.7.1
Moisture content: - Loss on drying method
217. | PNENTNA® TabneTkn, BKPUTI 3AT YropLumHa 3AT YropuwuHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a UA/4044/01/04
o6osoHKol, no 4 mr, | ®apmaues dapmavleBTUYHNI | Tuny - 3miHK 3 skocTi. CepTudikat peyenmom
no 10 tabnetok y TUYHWIA 3aBog, ElC BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
6nictepi, no 1 a6o 2, 3aB0[ €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
abo 6 6nictepiB y EriC

KapTOHHIA KOopooLi

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikarta BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif yXXe 3aTBepKEHOro BUpobHMKa.
MopaHHA oHOBNEHOrO cepTudikaTta BiANOBIAHOCTI
€Bponelicbkinn hapmakonei R1-CEP 2002-151-Rev
07 (nonepepHs Bepcia R1-CEP 2002-151-Rev 06)
ans A®| pucnepuoH Bif, 3aTBEPAXEHOrO
BMPOGHMKA, Y 3B’AA3KY i3 3MiHOI Ha3BU BUPOGHMKA
A®| 3 JUBILANT GENERICS LIMITED, India, Ha
JUBILANT PHARMOVA LIMITED, India. BBefeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKkoCTi. A®l. CTabinbHICTb.
3MiHa nepioly NOBTOPHMX BMUNpoGyBaHb/nepioay
36epiraHHa abo ymMoB 36epiraHHs A®I (3a
BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BIANOBIAHOCTI EBpoNeiichbkili hapmakonei, Lwo
BK/IOYA€E Mepios MOBTOPHOro BUMPO6YBaHHS) (3MiHa
y 3aTBEpXeHOMY NPOTOKONi CTabifIbHOCTI).
BunpasneHHs kogy NOCMNAaHHA Ha BifMnoBigHWIA
MeTog BUNpobyBaHHSA (Npu LibOMY MeTof He
3MIHMBCS) NPY OHOBJIEHHI cneuudikauit
nocnigpkeHHs ctabinsHocTi B ASMF AP ansa
npuBeLeHHs Yy BiANOBIAHICTb A0 MoHorpadii 1559
EP ctocoBHO pucnepugoHy. OHoBfeHa Bepcis
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
2024. 3atBepmkeHo EGIS/Risperidone/AP/11.2/07-
2020 3.2.S.7.1 Test method code for Related
Substances: Ph.Eur. 2.2.29. 3anponoHoBaHo:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

EGIS/Risperidone/AP/11.3/10-2024
3.2.5.7.1 Test method code for Related Substances:
H003663-007 based on Ph.Eur. 2.2.29. 3minu | Tvny
- 3miHu 3 sKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy

NOBTOPHMX BMNpOGYBaHb/nepiosy 36epiraHHsA abo
ymoB 36epiraHHs A®| (3a BigCyTHOCTI y
3aTBEPKEHOMY [1OCbE cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,

NOBTOPHOrO BUNPOOYBaHHS) (3MiHa y

3aTBEpPAKEHOMY NPOTOKONI CTabiNIbHOCTI).
BuaaneHHs KinbkicCHOro BU3HaYeHHs B pO3paxyHKy
Ha 6e3BOJHY PeYOBWHY NPV OHOBMEHHI cneuudikaii
[ocnigpkeHHst ctabinbHocTi B ASMF AP ansa
npuBeAeHHs y BiANOBIAHICTb A0 MOHorpadii 1559
EP ctocoBHO pucnepugoHy. OHoBEHa Bepcist
ASMF AP mae Homep EGIS/Risperidone/AP/11.3/10-
2024. 3atBeppxeHo: EGIS/Risperidone/AP/11.2/07-
20203.2.8.7.1 ...

Assay: - calculated on anhydrous substance -
calculated on dried substance. 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024
3.2.5.7.1 ... Assay: - calculated on dried substance.
3MiHu | TUNYy - 3MiHK 3 skocTi. A®L. CTabiNbHICTb.
3MiHa nepiofly NOBTOPHMX BUNpoGyBaHb/nepioay
36epiraHHsA abo ymoB 36epiraHHs A®I (3a
BiCYTHOCTI Y 3aTBEpIKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI €Bponelickkili hapmakonei, Lo
BK/IOYA€E Mepios MOBTOPHOro BUNPO6YBaHHS) (3MiHa
y 3aTBepAXEHOMY MPOTOKONI CTabiNbHOCTI).
BupaneHHs Bu3HaveHHs BMICTYy Boau B API
MeTogom Kapna ®iwepa 3 npoTokony crabifibHoCTi
npw OHOBEHHI cneundikaLii 4OCNiKEeHHS
ctabinbHocTi B ASMF AP ans npuBefeHHs y
BiANOBIAHICTb A0 MOHOrpadii 1559 EP ctocoBHO
pucnepuaoHy. OHoBrieHa Bepcis ASMF AP mae
Homep EGIS/Risperidone/AP/11.3/10-2024.
3aTtBeppxeHo: EGIS/Risperidone/AP/11.2/07-2020
32871
Moisture content: - Karl Fischer method - Loss on
drying method 3anponoHoBaHo:
EGIS/Risperidone/AP/11.3/10-2024 3.2.5.7.1
Moisture content: - Loss on drying method

218.

CAMITON®

TabneTku, BKPUTI
NNiBKOBOIO
o060510HkKot0, No 500
mr; in bulk: 3024
(4x756) TabneTtku:
no 4 Tabnetkn y

TOB
«TNEQPA
PM NTA»

YkpaiHa

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
CucTema KOHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ rOTOBOTO JlikapCbkoro 3acoby
(iHWi 3MiHW) - BBEAEHHA 00AATKOBOI YNakoBKM Y
dopmi in bulk y 3B'3Ky 3 BUPOBGHMYOI HEOOXIAHICTHO

UA/21112/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6nictepi; no 756
6nictepiB y
KapTOHHiii Kopo6Lli
219. | CAMITON® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16969/01/01
NNiBKOBOIO «NEAPA NBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbkuMii 3aci6. peyenmom
o060n10HkKot0, Nno 500 PM NTO» CucTemMa KoHTelHep/3akynopioBasibHUIA 3aci6. 3miHa
Mr; No 4 TabneTkm y pO3Mipy ynakoBK/ roTOBOTO JlikapCbkoro 3acoby
6nictepi; no 1 (iHWi 3MiHW) - BBEEHHA [,OAATKOBOI YNakoBKW Y
6nictepy y dopmi in bulk y 38'A3Ky 3 BUPOGHMNYOI HEOOXIAHICTIO
KapPTOHHIN ynakoBLUi
220. | CENNIEHA3A® PO3YUH AN151 iH'EKLNA, 6ioCuH HimeuunHa Baccepbyprep HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8796/02/01
50 mkr/mn, no 10 ma | ApuHaimit ApuHarimiTTenbBepk | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenmom
abono 20 mny Tenb v6X, HimeuunHa thapmakoHarnsgy. BeegeHHs abo 3miHu o
donakoHi; no 10 6X (BUPOGHULTBO y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
h1aKoHIB y Hepo3dacoBaHoro (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
KapTOHHiiA Kopo6Lli NPOAYKTY, NepBUHHE chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
nakyBaHHS; BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
BTOPUHHE KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka anas
nakyBaHHs); 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BTOPVIHHE BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
nakyBaHHs Ta 3a 34iicHeHHs hapmakoHarnsgy (Bkavarum
BWMNYCK cepii: 6iocnH KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
ApuHaiimitTTens (paiina cuctemu chapmakoHarnsgy) 3miHa
'mM6X, HimeuunHa KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmMakoHarnag B YKpaiHi.
[itoua pepakuisi: OniliHnk HaTanis |BaHiBHa.
MponoHoBaHa pegakuis: MaHomx Kymap. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsas, B YkpaiHi
221. | CIBPABA PO34MH ANs iH'EKLN, HosapTic LLiBeliyapis BUPOGHMLTBO, ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3MiHu 3a He UA/20570/01/01
284 mr/1,5 mnno 1,5 OBepci3 KOHTPO/b AKOCTI ITania/ Il TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom | niosisizae
MJ/1 PO3YUHY Y IHBeCTMEH (4acTkoBuit), CnoseHis/ thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTuLi
nonepegHL0 TC Al nepBrHHE LLiseliyapisi/ NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
HanoBHEHOMY nakyBaHHs, HimeyunHa/ | iHCTPYKUiT 415 MEAUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
wnpuui; no 1 BTOPVHHE HOBMMW JaHUMU 3 AKOCTI, OKAIHIYHUMU, KNiHIYHUMK
nonepeaHL0 nakyBaHHS1, BUNYCK [aHuMKn Ta faHnmu 3 hapmakoHarnsgy - 3miHu
HanoBHEHOMY cepii: HoBapTic BHECEHO [0 IHCTPYKLUIT 4518 MeANYHOro

Lwnpuuy B 6nicTepi;
no 1 6nictepy y
KapTOHHIA KOopooLi

dapmacbloTukan
MaHyhakTypiHr
m6X, ABCTpis;
Brpo6HMLTBO,
KOHTPO/Ib SIKOCTI
(yacTkoBwUiA),
nepBuHHe
nakysaHHs: KopgeH
dPapma C.n.A,
ITanis; BTOpUHHE
nakysaHHs: KopgeH

3aCcTOCyBaHHSA MikapcbKoro 3acoby A0 po3ainy
"Cnoci6b 3acTocyBaHHs Ta A031" (BHECEHO
iHhopmaLLito 00 TEXHIKM NOKPOKOBOro
npoBefeHHs NiALLKIPHOT iH'eKUT likapcbkoro 3acoby).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

dapma C.n.A,,
ITanis; KoHTpob
AKOCTI (YaCTKOBWA):
HoBaprtic
PapmacbroTuKan
MaHyhakTypiHr
mM6X, ABCTpis;
KoHTposib sKocCTi
(4acTkoBuif): Nek
PapmacbloTukanc
4.4., CnoseHis;
KoHTponb sikocTi
(4acTkoBwMiA):
Hosapric
dapmacbioTukan
MaHyhakTypiHr
NNC, CnoseHis;
KoHTponb sikocTi
(4acTkoBwMiA):
HosapTic ®apma
LLTeiH Al,
LLiBefuapis;
KoHTposib sKocCTi
(4acTkoBuiA): Yenab
C.p.n., Itanis;
BTopuHHe
nakyBaHHs:
Papmsior dapma
NopxucTik TM6X,
HimeuunHa,;
BTopuHHe
nakysaHHs: Honc
Xenckep Itania
C.p.n., Itanis;
KoHTposib sKocCTi
(4acTkoBuiA):
HoBaprtic
PapmacbroTuKan
MaHyhakTypiHr
JINC, CnoseHis

222,

CIMYNEKT®

niodpinizat ana
pO3UnHy Ans
iH'ekujin/iHdoy3ii, no
20 wvr; 1 donakoH 3
nioghinizatom y
KOMNeKTi 3
PO34MHHKKOM (5 M
BOAM ANS iH'EKUii) B

Hosapric
dapma Al

LLiBeiiuapis

BUPOGHMLTBO,
KOHTPO/b AKOCTi 3a
BUK/IOYEHHAM
nokasHuka TecT Ha
aKTMBHICTb/3B'A3yBa
HHS (KiSTbKiCHe
BU3HAYEHHS),
nepBuHHe

Leiiuapis/
AscTpisi/
®paHuia/

ITania/
CnoseHis/
HimeyuunHa/
IcnaHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0c06Y 3 hapmakoHarnsgy 3asiBHuka ans

3a
peyenmom

UA/17146/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
amny/sii, B KAPTOHHIN nakyBaHHs1, 3pificHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
Kopobui; 1 diakoH 3 BTOPVHHE BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
nioghinizatom B nakyBaHHs 3a 34ilicHeHHsA thapmakoHarnsay (Bkivaoum

KapTOHHI KOopoo6Li

nikapcbKoro 3acoby
Ta BTOPVHHE
nakyBaHHs1, BUMYCK
cepii po34MHHNMKa:
HosapTic ®apma
LLiTeiH Al,
LLiBefiuapis;
KoHTposib sKocCTi
nikapcbKoro 3acoby:
HoBapTic ®apma Al
LLiBeiiuapis;
BMPOGHMLTBO,
KOHTPO/Ib IKOCTI,
nepBuHHE
nakyBaHHs
po3unHHKKa: Takega
ABcTpia [M6X,
ABCTPIfi; KOHTPO/b
AKOCTi PO3YMHHMKA:
ATEC pas IME[,
ABCTpis;
BVMPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
PO3YMHHWKA,
BTOPWHHE
nakyBaHHs
niKkapcbKoro 3acoby:
Jenbdapm [ipKoH,
®paHLis;
BMPOGHMLTBO,
KOHTPO/b AKOCTi 3a
BUK/IOYEHHAM
NoKa3HWKiB TECT Ha
aKTMBHICTb/3B'A3yBa
HHS (KiSTbKiCHe
BU3HAYEHHS) Ta
yucToTa MeTofom
SDS-PAGE y
BiZJHOB/IOBA/TbHNX
ymoBax, NepBuHHe
nakyBaHHs
niKkapcbKoro 3acoby:
MateoH Itanis

KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0CObM 3asiBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20

3acoby ynakoska) nocsio4YeHHs1
C.n.A., Itanis;
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby
3a MOKa3HNKOM TecT
Ha
aKTMBHICTb/3B'A3yBa
HHS (KiSTbKiCHe
BU3HAYEHHS):
Hosaprtic
PapmacboTukan
MaHydakTypiHr
NNC, CnoseHis;
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby
3a NOKa3HUKOM
yuctota MeToaom
SDS-PAGE y
BiZIHOB/OBa/IbHNX
ymoBax: €BpodiHC
Biona6 CP/1, ITanis;
BUMYCK cepil
roToBOro
niKkapcbKoro 3acoby:
Hosaptic ®apma
M6X, HimeuunHa;
BMNycK cepil
roTOBOrO
nikapcbKoro 3acoby:
Hosapric
PapmacboTrKa,
C.A., IcnaHis

223. | CIHMETOH TabneTku, BKPUTI OPIr'AHO OAE EBepTomxeH Naiidh IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10667/01/01
o060510HKot0, No 500 CWH CaeHcus fimiteq, BMMPaBAEHO TEXHIYHY NOMUIIKY B TEKCTI MapKyBaHHS peyenmom
Mr; no 10 TabneTok NAVOCA yMakoBKM MikapcbKoro 3acoby, ska 6yna gonylieHa
y 6nictepi; no 1 abo EHCU3 npu NpoLeaypi BHECEHHS 3MiH A0 peecTpaviiHux
no 3, aéo no 10 (E® 3ET 1) marepianis (Hakaz MO3 Ykpainu Ne 1440 Big,
6nicTepiB y naui 3 16.09.2025), a came y n. 2. KI/IbKICTb AJIKO4OIl
KapTOHY PEYOBWIHW BTOPUHHOI Ta NEPBUHHOT YNaKoBKu

nikapcbkoro 3acoby 3asHayeHo (mg).
3a3HauyeHe BUNpaB/IEHHS BignoBigae maTepianam
peecTpaLiiHoro AocheE.

224, | COPLUE®® rpaHynun ans AJIKAOI Pecny6nika KOHTPO/b AKOCTI, Pecnybnika | BHeceHHs 3MiH 40 peecTpauiiHnux matepianis: 3MiHN 3a UA/11157/01/01
OpaJsIbHOT cycneHsit, O AL MiBHiYHA BUNYyCK cepil: MiBHiYHA | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
100 mr/5 mn; gns 60 Ckon'e MakefoHist ANKANOIQ AL MakefoHist thapmakoHarnagy. BeegeHHs abo 3amiHn fo
M/ cycneHsii: no 32 Ckon'e, Pecny6nika y3arasibHeHVX gaHux Npo cuctemy papmakoHarnsgy
[ rpaHynaTy y MiBHiYHa (BBEAEHHSA y3araslbHEHNX AaHUX Npo cucTemy
donakoHi 3 MakefoHis; hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,

N1acTMKOBOIO BMPOGHMLTBO, BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
rpafynosaHoto nepBuHHe Ta KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
nineTKol Ta MipHUM BTOPVHHE 3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
CTakaH4MKOM B nakyBaHHs: BiAMiHHa Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
KapTOHHI kopo6uyj; ANKANOIL AL 3a 3AjicHeHHs hapMakoHaraay (BKIyarum
ons 100 mn Ckon’e, Pecny6nika KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
cycnensii: no 53 r MiBHiYHa MakefoHis dhaiina cuctemu chapmakoHarnagy) - 3miHa
rpaHynary y YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a
dhnakoHi 3 thapmakoHarnag. ditoya pegakuis: Aue
NNacTUKOBOKO Ky3amaHoBcki / Ace Kuzmanovski. MponoHoBaHa
rpagyioBaHo pefakuist: IBoHa TpneHocka Anekcoscka / lvona
nineTKol Ta MipHUM Trpenoska Aleksovska. 3MiHa KOHTaKTHUX JaHWX
CTakaH4MKOM B yMNOBHOBaXeHOT 0cobwu, BigNoBifaibHOT 3a
KapPTOHHI KOpooL;j hapmakoHarnsg
225. | CNUPT po3unH 70 %, no TOB Ykpaina MM «Kinadd», YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/20109/01/01
ETWUNOBUIA 100 mn y chnakoHax «3HAK YkpaiHa, | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenmom | nidnsi2ae
70% CKNsiHMX abo AKOCTI MpAT «Bionik», nikapcbKoro 3acoby - 3miHa Ha3BY NiKapCbKoro
nonimepHux; no 10 n JTFOKC» YKpaiHa 3acoby. 3ateepmkeHo: CMINPT MEAUYHNIA 70 %
Y KaHicTpax (MEDICAL ALCOHOL 70 %). 3anponoHoBaHo:
noniMepHMX CNWPT ETUNOBUI 70 % (ETHYL ALCOHOL 70
%)
226. | CNUPT po3unH 96 %, no TOB YkpaiHa MM «Kinadd», YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/20109/01/02
ETNNOBWIA 100 mn y dprakoHax «3HAK YkpaiHa; | TMny - AgMiHicTpaT1BHI 3MiHW. 3MiHa Ha3BU peyenmom | niosns2ae
96% CKNAAHMX abo AKOCTI MpAT «Bionik», nNiKapcbkoro 3acoby - 3MiHa Ha3Bu NiKapCbKoro
nonimepHux; no 1 n, JIFOKC» YKpaiHa 3acoby. 3aTepmkeHo: CMNPT MELUYHWIN 96%
5n,10n,20ny (MEDICAL ALCOHOL 96%) 3anponoHoBaHo:
KaHicTpax CMNNPT ETU/IOBWI 96% (ETHYL ALCOHOL 96%)
noniMepHMX
227. | CYMAMEA® Tabnetku, Lo TOB Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15994/01/01
avcneprytoTses, no «TeBa 4.0.0. | TNy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. peyenmom
125 wr; no 6 YkpaiHa» KOHTPO/1b AONOMIKHMX PeYOBUH. 3MiHa y MeTogax
Tabnetok y 6nictepi; BMNPO6YBaHHA AONOMDKHOT pEYOBMHU (HE3HAYHI
no 1 6nictepy B 3MiHM y 3aTBEPAXEHUX MeTofax BUNpobyBaHb)
Kopoo6ui MoninweHHs cnocoby NpPUroTyBaHHSA BUNPOOYBaHMX
3paskis A1 |4 ineHTudikauii apomarmsaropa
6aHaHOBWIA, LLIO BXOAWTb [0 Cknafy TabneTok, LWwo
avcneprytotees, no 125 mr, a came g1s nonerweHHs
NpUroTyBaHHs Tab/eTok KiNbkicTb 3paska i KBr 6yno
MOABOEHO, L0 HE 3MIHU/IO KOHLEHTpaL,ilo 3paska B
Tabnetkax 1%. 3MiHu | Tuny - 3miHM 3 SKOCTI.
[OTOBMIA NikapcbkuMii 3aci6. KOHTPOb AONOMIDKHUX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHS
[LOMOMDKHOI peqoBUHM (iHLWi 3MiHW) BHECEHHS
He3Ha4yHWX 3MiH 00 MeToauku Y ineHTudikauii
apomMarusaropa 6aHaHOBWA, L0 BXOAUTb A0 cknagy
TabneTok, Lo ANCNepryTbes, no 125 mr.
228. | TAHTIBEPT PO34MH 415 POTOBOT Tosapuct Ykpaina BCi cTagii uukiy YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/16355/01/01
NOPOXHUHY, 1,5 BO 3 BMPOGHMLITBA, KPiM | Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta peyenma
mr/mn; no 120 mny 06MEXEHO KOHTPOJHO SIKOCTI, dpapmMakoHarnsay. 3miHa y KOpoTKiii XxapaKTepuCTULL
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
dhnakoHi 3i ckiia abo 10 MepBMHHOIO Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
nnacTtuky; no 1 Bignosiga BTOPWHHOIO IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
hnakoHy B NHICTIO nakyBaHHs: perynspHO OHOB/IIOBAHOrO 3BiTY 3 6e3neku
KOMM/IEKTI 3 MipHUM "®apmaue ToBapucTBoO 3 nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
CTakaH4MKoM y BTWYHA 06MeXeHoI 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
KapTOHHiiA Kopo6Li ipma BiAANOBIAA/LHICTIO nicnspeecTpauiinnii nepiog, abo sk pesynbrart
"Beprekc" "®dapmaneBTuyHa OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
thipma "BepTekc”, [0 nnaxy negiatpuyHux gocnimxkers (PIP) (3MiHy
YkpaiHa; Y3ro[PKEHO 3 KOMMNETEHTHUM YTNOBHOBaXKEHUM
nepBuHHe Ta opraHom)
BTOPWHHE 3MiHN BHECEHO B iHCTPYKLil0 AN MeANYHOro
nakyBaHHs, BUMYCK 3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
cepii: "3acTocyBaHHs y Nepios BariTHOCTi abo rofyBaHHs
ToBapucTBo 3 rpyaar” BiAnoBiAHO 4O OHOBAEHOI iHGhopMaLiT Woao
06MexeHoto 6e3nekn 3acTocyBaHHs Ail040i PeYOBUHM 3rigHO 3
BiANOBIAA/IbHICTIO pekomeHgaujieto PRAC
"@apmaueBTuyHa
thipma "BepTekc”,
YKpaiHa;
BCi cTagii uukiy
BMPOGHULITBA KPiM
BUMYCKY Cepii:
ToBapucTso 3
06MEXEeHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTuyHa
KOMMaHis
"3a0poB'a", YkpaiHa
229. | TAHTIBEPT cnpeii a4ns poToBoi Tosapuct Ykpaina BUNYyCK cepil: YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/16355/02/01
NOPOXHUHN, 1,5 BO 3 ToBapucTso 3 | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
mr/m; no 30 mny 06MeXeHo 0bMexeHoto thapmakoHarnagy. 3MiHa y KOpOTKiili xapakTepucTuui
donakoHi 3i ckna abo 10 BiANOBIAA/ILHICTIO nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
3 NnacTuky; no 1 Bignosiga "papmMaueBTUYHa IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Ha nigcTasi
dhnakoHy 3i crpeit- NBHICTHO hipma "BepTekc”, perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
[,03aTOpoM Y "®papmaue YkpaiHa; nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
Kopoo6Li BTUYHA BCI cTagii uukny 3aCTOCYBaHHS Nikapcbkoro 3acoby B
ipma BMPOGHULITBA KpiM nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
"BepTtekc" KOHTPOJO SIKOCTI: OL|iHKM 3BITY 3 AOC/iAKEHb, NpoBeAEeHUX BiAMNOBIAHO

ToBapucTso 3
06MeXeHoI0
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
hipma "BepTekc”,
YkpaiHa,;

BCi cTagii uukny
BMPOGHMLITBA, KPiM
BUNYCKY cepii:
ToBapucTso 3

[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBEOKEHNM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA
rpyaar” BiANoBiAHO 4O OHOBAEHOI iH(hopMaLLiT LWOoA0
6e3nekn 3acTocyBaHHS Ail040i Pe4YOBUHU 3TigHO 3
pekomeHpauieto PRAC
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
06MeXeHOI0
BiANOBIAA/ILHICTIO
"papmMaLeBTUYHa
KOMnaHis
"3a0pos'a", YkpaiHa
230. | TAHTIBEPT Tabnetku 3i cmakom TosapucT YkpaiHa BCI cTagii uukny YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/16482/01/01
anenbCcuHy no 3 mr; BO 3 BMPOGHMLITBA, KpiM | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
no 10 tabnetok y 06MexeHo KOHTPOJO SIKOCTI, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepi; no 2 10 NMepBMHHOTO Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nictepu B nauui Bignosiaa BTOPWHHOTO IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHSA Ha nigcTasi
NbHICTIO nakyBaHHs: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
"®hapmaue ToBapucTso 3 nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
BTWYHA 06MeXeHoI0 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
ipma BiANOBIAA/ILHICTIO nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
"BepTtekc" "papmMaueBTUYHa OLiHKM 3BITYy 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
thipma "BepTekc”, [0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
YkpaiHa; nepBuHHe Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
Ta BTOPUHHE opraHom)
nakyBaHHS1, BUMYCK 3MiHM BHECEHO B iHCTPYKLi0 4151 MeANYHOro
cepii: ToBapuCTBO 3 3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
06MexeHoto "3acTocyBaHHA y nepiof BariTHOCTI abo rofyBaHHs
BiANOBiAA/IbHICTIO rpyAAt0" BignoBiAHO A0 OHOB/EHOT iHdhopMaLii Woao
"®apmaueBTuyHa 6e3nekun 3aCToCyBaHHA Ailo4oi pevyoBUHN 3rigHO 3
hipma "BepTtekc”, pekomeHgauieto PRAC
YkpaiHa; BCi cTag,i
LMKy BUPOGHULTBA
KpiM BUMYCKY cepii:
TOB "®APMEKC
rPYN", Ykpaida,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
«HUNC", YKpaiHa
231. | TAHTIBEPT Tabnetku 3i cMakom TosapucT YkpaiHa BCi cTagii uukny YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsiea UA/16483/01/01
M'aTK no 3 wmr; no 10 BO 3 BMPOGHMLITBA, KpPiM | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma €
Tabnetok y 6nictepi; | o6bMexeHo KOHTPOJO SIKOCTI, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
no 2 6nictepu B 10 NepBUHHOTIO Ta NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
navyi Bignosiga BTOPWHHOIO IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
NbHICTIO nakyBaHHs: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
"dhapmaue ToBapucTso 3 nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
BTWYHA 06MeXeHoI 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
dipma BiANOBIAA/ILHICTIO nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
"BepTtekc" "papmMaueBTUYHa OLiHKM 3BITY 3 AOCAifKEeHb, NPOBEAEHNX BiAMNOBIAHO

thipma "BepTekc”,
YkpaiHa; nepBuHHe
Ta BTOPUHHE

00 nnaxy negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nakyBaHHS1, BUMYCK 3MiHN BHECEHO B IHCTPYKUiO 41151 MeANYHOro
cepii: ToBapuCTBO 3 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
06MeXeHoto "3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHs
BiANOBIAA/IbHICTIO rPyAAt0" BigNoBiAHO A0 OHOB/EHOT iHdopMaLii Woao
"@apmaueBTnyHa 6e3nekun 3aCTocyBaHHA filo4oi pevyoBUHN 3rigHO 3
thipma "BepTekc”, pekomeHgaujieto PRAC
YkpaiHa; BCi cTag,i
LMKy BUPOGHULTBA
KpiM BUMYCKY cepii:
TOB "®APMEKC
rPYN", Ykpaixa,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MeXeHot0
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
«HUC", YKpaiHa
232. | TAHTIBEPT Tabnetku 3i cmakom TosapucT YkpaiHa BCI cTagii uukny YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/16484/01/01
eBKaninTy no 3 mr; BO 3 BMPOGHMLITBA, KPiM | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
no 10 tabnetok y 06MexeHo KOHTPOJO SIKOCTI, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepi; no 2 10 NepBMHHOTO Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nictepy B nauuj Bignosiaa BTOPWHHOTO IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHSA Ha nigcTasi
NbHICTIO nakyBaHHs: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
"®hapmaue ToBapucTso 3 nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
BTWYHA 06MeXeHoI0 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
tipma BiANOBIAA/ILHICTIO nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
"BepTtekc" "papmMaueBTUYHa OLliHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHNX BiAMNOBIAHO
hipma "BepTekc”, [0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
YkpaiHa; nepBuHHe Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
Ta BTOPUHHE opraHom)
nakyBaHHS1, BUMYCK 3MiHM BHECEHO B iHCTPYKLiO 4151 MeANYHOro
cepii: ToBapuCTBO 3 3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
06MexeHoto "3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHs
BiANOBiAA/IbHICTIO rpyAAt0" BignoBiAHO A0 OHOB/EHOT iHGhopMaLii Woao
"®apmaueBTuyHa 6e3nekun 3aCToCyBaHHA Ailo4oi pevyoBUHN 3rigHO 3
hipma "BepTekc”, pekomeHgaujieto PRAC
YkpaiHa; BCi cTag,i
LMKy BUPOGHULTBA
KpiM BUMYCKY cepii:
TOB "®APMEKC
rPYN", Ykpaixa,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
«HUC", YKpaiHa
233. | TET 36.6® NMOpPOLUOK AN MpusatHe Ykpaina MpuBaTHe YKpaiHa BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3MiHu 6e3 nionszae UA/17420/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

PANIA 3
APOMATOM
NUMOHY

OpasIbHOIO PO3YMHY,
no 23 ry cauwle-
nakeTi; no 5 aéo 10
calue-nakeTiB y
nauui

aKLioHepH
e
TOBapuCTB
0 "/lekxim-
Xapkis"

akKujioHepHe
TOBap1CTBO
"Mlekxim-Xapkis"

| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS Ha nigcrTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLIiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
po3ginis "B3aemMogis 3 iHLWIMMKW NiKapCbKnuMu
3acob6amu Ta iHLWi BUAY B3aemogiin”, "OcobnmnBocTi
3actocyBaHHs", "lNMob6iyHi peakuii” BigMoBigHO A0
OHOB/EHOT iHhopMauii 3 6e3neku Ailo4oT peyoBUHU
(napaueTtamorny) 3rigHo 3 pekomeHgauismm PRAC

peyernma

234.

TOBPALEKC®

Kpanni o4Hi; no 5 mn
y thnakoHi-
KpanenbHuui; no 1
dhakoHy-
KpanesibHULi y
KOpo6Li 3 KapTOHY

HoBaprTic
®apma Al

LLiBeiuapis

HoBaprTic
MaHydakTypiHr HB

Benbris

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikar Bif y)Xe 3aTBepa)KEHOro BUpobHMKa.
MoaaHHA OHOB/IEHOTO cepTudikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 1996-019 -
Rev 08 (3atBepmxeHo: R1-CEP 1996-019 - Rev 07)
ana A®| gekcameTasoHy Bif, BXe 3aTBEpAKEHOrO
BMpoGHMKa Sanofi-Chimie, France, sikuit 3MiHVB
Ha3sy Ha EUROAPI FRANCE, France

3a
peyenmom

UA/2448/01/01

235.

TOPACEMIA,
CAHAO3®

Tabnetku no 5 wmr;
no 10 tabnetok y
6nicTepi; no 2 abo
10 6nicTepiB y

KapTOHHIA Kopoo6Li

CaHpo3
dapmacb
toTiKan3
Aa.a.

CnoBeHisa

BMPOGHMLTBO 3a
NOBHUM LMK/IOM:
Cantotac dapma
vm6X, HimeuunHa;
BUPOGHMLTBO 3a
NOBHUM LIK/TOM:
Nek C.A., MNonba;
nepBuHHE Ta

HimeuunHa/
Monbla

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHa 4aCTOTU Ta TEPMIHIB
nofaHHs perynsipHo OHOB/IKOBAHOrO 3BIiTY 3 6GE3NeKu:

Jitouya pefakuis: YacToTa nofaHHs perynsipHo

BTOPVHHE OHOB/IKOBAHOrO 3BiTYy 3 6e3nekn 13 pokis. KiHueBa
nakyBaHHs, BUMYCK pata ansa BkoYeHHs gaHux o PO3b — 14.04.2025.
cepii: ek C.A., [Jata nogaHHs 13.07.2025. NponoHoBaHa pefakLis:
MonbLlia YacToTa nofaHHs perysisipHo OHOB/IKOBAHOIO 3BITY 3

3a
peyenmom

UA/9619/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekn 8 pokis
KiHueBa gata A5 BKIOYEHHS gaHux go PO36 -
03.06.2025. flata nofaHHs — 01.09.2025.
PekomeHA0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepiognYHOCTi NoAaHHA PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobis y €C.

236.

TOPACEMIA,
CAHAO3®

Tabnetku no 10 wmr;
no 10 tabnetok y
6nicTepi; no 2 abo
10 6nicTepiB y
KapTOHHIA Kopoo6Li

CaHpo3s
dapmacb
toTiKan3
A.a.

CnoBeHisn

BMPOGHMLITBO 3a
NOBHUM LIK/TOM:
Cantotac dapma
'm6X, HimeuunHa;
BMPOGHMLTBO 3a
MOBHVM LK/IOM:
Nek C.A., Nonbua;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUMYCK
cepii: ek C.A.,
Monbwa

HimeyunHa/
MonbLa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOB/TIOBAHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHa 4aCTOTU Ta TEPMIHIB
nofaHHsA perynsipHo OHOB/IKOBAHOrO 3BIiTY 3 6e3NeKu:

[itoya pepakuis: Yactota nogaHHs perynsipHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekn 13 pokis. KiHueBa
pata ansa BktoYeHHs gaHux go PO3b — 14.04.2025.
[ata nogaHHs 13.07.2025. NponoHoBaHa pefakuis:
YacToTa nogaHHa perynspHo OHOB/IHOBAHOIO 3BITY 3
6e3nekun 8 pokis
KiHueBa gaTa A5 BKIOUYEHHS aaHux 1o PO36 -
03.06.2025. flata nogaHHs — 01.09.2025.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMOBIAHO A0
nepiognYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHUX
3BiTIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.

3a
peyenmom

UA/9619/01/03

237.

TOPACEMIA,
CAHAO3®

Tabnetku no 20 mr;
no 10 Tabnetok y
6nicTepi; no 2 abo
10 6nicTepiB y
KapTOHHIA Kopoo6Li

CaHpo3
dapmacb
toTiKan3
Aa.a.

CnoBeHisa

BMPOGHMLITBO 3a
NOBHUM LIK/TOM:
Cantotac dapma
m6X, HimeuunHa;
BMPOGHMLTBO 3a
MOBHVM LVK/IOM:
Nek C.A., MNonbua;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii: ek C.A.,
Monbwa

HimeuunHa/
MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHa 4aCTOTU Ta TEPMIHIB
nofaHHs perynsipHo OHOB/IKOBAHOrO 3BIiTY 3 6GE3NEKU:

[itoua pefakuis: Yactota nogaHHsA perynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekn 13 pokis. KiHueBa
pata ansa BkoYeHHs gaHux go PO3b — 14.04.2025.
[Jata nogaHHs 13.07.2025. NponoHoBaHa pefakLis:
YacToTa nogaHHa peryisipHo OHOB/HOBAHOIO 3BITY 3
6e3nekun 8 pokis
KiHueBa gaTta Ansa BKIOUYEHHS gaHux fo PO36 -
03.06.2025. flata nofaHHs — 01.09.2025.
PekomeHA0BaHO [0 3aTBEPKEHHS Bi4NOBIAHO [0
nepiognMYHOCTI NOAaHHS PErynsipHO OHOB/IOBAHNX
3BITIB 3 6e3nekn nikapcbkmx 3acobiB y EC.

3a
peyenmom

UA/9619/01/04

238.

TOPACEMIZ,
CAH[I03®

Tabnetku no 50 mr;
no 10 TabneTtok y
6nicTepi; no 2 abo
10 6nicTepiB y
KapTOHHiiA KOpo6Li

CaHpo3
dapmach
loTiKan3

a.4.

CnoBeHisa

BMPOGHULITBO 3a

NOBHUM LIK/TOM:

Cantortac dapma
'vM6X, HimeuunHa;
BMPOGHULITBO 3a

MOBHUM LIVIK/IOM:

Himeuunna/
Monbwa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsigy. 3miHa 4actoTy Ta/abo TepMiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nNikapcbKnx 3aco6iB. 3MiHa YacTOTU Ta TEPMIHIB
nofaHHA perynspHO OHOBJ/IFOBAHOIO 3BITY 3 6e3neku:

3a
peyenmom

UA/9619/01/05
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
Nek C.A., NonbLa;
nepBuHHe Ta [itoya pepakuis: YactoTa nofaHHsa perynspHo
BTOPUHHE OHOBJIOBAHOrO 3BiTY 3 6e3nekn 13 pokis. KiHueBa
nakyBaHHs, BUMYCK pata ansa BktoYeHHs gaHux go PO3b — 14.04.2025.
cepii: Nlek C.A., [Jata nogaHHs 13.07.2025. NponoHoBaHa pefakuis:
MonbLa YacToTa nogaHHsa perysisipHO OHOBJ/IHOBAHOrO 3BITY 3
6e3nekn 8 pokis
KiHueBa gata A5 BKIOYEHHS gaHux go PO36 -
03.06.2025. flata nofaHHs — 01.09.2025.
PekomeHA0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NoAaHHA PerynsapHO OHOB/IOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobis y E€C.
239. | TOPACEMIA Tabnetku no 100 wmr; CaHpo3 CnoBeHis BMPOGHMLITBO 3a HimeuunHa/ | BHeCEHHs 3MiH A0 peecTpauiiHux maTepianis: 3MiHN 3a UA/9619/01/06
CAHAO3® no 10 tabnetok y dapmach NMOBHWUM LK/IOM: Monbwa | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
6nicTepi; no 2 abo toTiKan3 Cantotac ®apma hapmakoHarnagy. 3MiHa YyacToTv Ta/abo TepMmiHiB
10 6nicTepiB y a.a. 'm6X, HimeuunHa; NoJaHHSA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3nekn
KapTOHHIA KOopooLi BMPOGHMLTBO 3a nikapcbknx 3acobiB. 3MiHa 4aCTOTU Ta TEPMIHIB
MOBHVM LK/IOM: NOAAaHHA PerysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neKu:
Nek C.A., Nonbua;
nepBuHHe Ta [itoya pepakuis: YactoTa nofaHHsa perynspHo
BTOPVHHE OHOB/IHOBAHOrO 3BiTYy 3 6e3nekn 13 pokis. KiHueBa
nakyBaHHs, BUMYCK pata ansa BktoYeHHs gaHux go PO3b — 14.04.2025.
cepii: Nlek C.A., [Jata nogaHHs 13.07.2025. NponoHoBaHa pefakuis:
Monbwa YacToTa nogaHHs perysisipHO OHOBJ/THOBAHOIO 3BITY 3
6e3nekun 8 pokis
KiHueBa gaTa A5 BKIOUYEHHS aaHux fo PO36 -
03.06.2025. flata nogaHHs — 01.09.2025.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoBiAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBIOBaHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.
240. | TOPACEMIA Tabnetku no 200 wmr; CaHpo3 CnoBeHisa BMPOGHMLITBO 3a HiMeuunHa/ | BHeCEHHSs 3MiH 40 peecTpauiiHux maTepianis: 3MiHN 3a UA/9619/01/07
CAHAO3® no 10 tabnetok y dapmach NMOBHWUM LK/IOM: Monbwa | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
6nicTepi; no 2 abo toTiKan3 Cantotac ®apma thapmakoHarnagy. 3MiHa YyacToTv Ta/abo TepMmiHiB
10 6nicTepiB y a.a. vm6X, HimeuunHa; NoJaHHsA perynsipHO OHOBJ/THOBaHUX 3BITiB 3 6e3nekn

KapTOHHIA Kopoo6Li

BUPOGHMLTBO 3a
MOBHVM LVK/IOM:
Nek C.A., MNonbua;
nepBeuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: ek C.A.,
Monbwa

nikapcbknx 3acobiB. 3MiHa 4aCTOTU Ta TEPMIHIB
nofaHHs perynsipHo OHOB/IKOBAHOrO 3BIiTY 3 6GE3NeKu:

[itoua pepakuis: Yactota nogaHHs perynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekn 13 pokiB. KiHueBa
pata ansa BkYeHHs gaHux go PO3b — 14.04.2025.
[Jata nogaHHs 13.07.2025. NponoHoBaHa pefakLisi:
YacToTa nogaHHa peryispHo OHOB/IHOBAHOIO 3BITY 3
6e3nekun 8 pokis
KiHueBa gaTta Ansa BKIOUYEHHS gaHux fo PO36 -
03.06.2025. flata nofaHHs — 01.09.2025.
PekomeHA0BaHO [0 3aTBEPKEHHSA BiANOBIAHO [0
nepiognMYHOCTI NoAaHHS PErynsipHO OHOB/IOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
241. | TPANKOP® 145 | Ta6neTku, BKPUTI ABG6OTT HimeuunHa Brpo6HMUTBO IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu 3a He UA/7921/01/01
Mr NNiBKOBOIO Na6opato Hepo3dhacoBaHol PpaHuis/ | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom | niossizae
060/10HKO0, N0 145 pi3 F'm6X NPOAYKLi, KOHTPO/b IHAjisA 3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
mr, no 10 TabneTok SAKOCTI: rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4mn
y 6nicTepi; no 2 abo IpnaHacobki NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU

3 6nictepu y
KapTOHHI KOopooLi

Nab6opaTtopii PypHbE
Nimiten, lpnaHgis
abo
ABGOTT Xesnckea
MpaiiseT JlimiTeq,
IHAis;
MakyBaHHA,
KOHTPO/Tb AKOCTi Ta
BUWMYCK Cepii:
AcTpea ®POHTEH,
®paHLis

BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpO6GHMLTBA) HE3HAYHI
3MiHM Y nNpoueci BUpOGHMLTBA Ta ONKUCi npouecy
BMPOGHMLTBA 415 A0AATKOBOro BUPO6HMKA AGGOTT
Xenckea lMpaiiseT JlimiTeg, IHAiA. 3miHun | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHA roTOBOrO NiKkapcbKoro 3acoby (ans
npuBeAeHHsA Yy BiANOBIgHICTL 3 AdPY abo
€Bponeiicbkoto hapMakoneeto Ta BUyYEHHS
NOCUaHHSA Ha 3acTapisinii BHYTPILLHIA MeTop,
BMNPOGYBaHHS i 1ioro Homep)
3amiHa onucy meTtogy BunpobysaHHsA «light
scattering» y npoueci BUpo6bHULTBA NOCUTAHHAM Ha
BiANOBIAHWIA MeToA, onucaHuii y cTatTi 2.9.31 €D,
Aitoye BMAAHHA 4118 [0AaTKOBOro BUPOBHMKa
AB60TT Xenckea MNpaviseT NlimiTesn, IHAiA. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKunii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO liKapCbKOro
3acoby (4N npMBeAeHHs y BIANOBIAHICTL 3 APY a6o
€Bponeiicbkoto hapMakoneeto Ta BUyYEHHS
NOCUAHHSA Ha 3acTapisinii BHYTPILLHIA MeTop,
BMNpo6YBaHHS i lioro HoMep) 3amiHa onucy MeToay
BMNpo6yBaHHA «MikpobionoriyHa unctota» (Ta
NOCWNAHHSA Ha HOMEP BHYTPILLHLOTO [OKYMEHTa)
NnocuaHHAM Ha BiAMNoBiAHI MeToaun, onucaHi B €
(2.6.12 T2 2.6.13). MeToanKa NPOBEAEHHSA
BMNPOGYBaHHSA Ta KpuTepii NPUAHATHOCTI
3aNMWATLCA HE3MIHHUMU. Takox A0 cneuundikadii
N3 3a nokasHmkamn «OAHOPIAHICTL Macu» Ta
«Mikpob6ionoriyHa ynctoTa» BHOCUTBLCS NpumiTka (4)
npo Te, Lo YCi NOCUNaHHSA Ha MeToaM
BMNpOGYBaHHSA, onncaxi B €sp. Papm. Takox
OHOBJ/IIETLCA HYMepaLisi BHYTPILLHbOTO AOKYMeHTa 3
OM1COM METOZiB BUNPOOYBaHHA Y 3B'A3KY i3
OHOBJ/IEHHAM CUCTEMM [OKYMEHTOOO6Iry B KOMNaHii
AGGOTT, 3 BigNOBIAHMU pefakLiiHUMy 3MiHamy B
Cneuundikauii I'13. BBefeHHA 3MiH NpoTArom 6
MiCALIB NiCNsA 3aTBEPAKEHHS
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPO6YyBaHHS TOTOBOrO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
pefakLiiiHi 3MiHW Ta oaaTkoBa iHdhopmalis Ao
onucy mMeTogis BunpobysaHHs 13 B po3gini
3.2.P.5.2.3a nokasHnKaMun «POo34UMHEHHS»,
«[MpogykTn aerpagauii» Ta «KiflbkicHe BU3HAYEHHS.
BBefeHHs1 3MiH NpoTArom 6 micsAuis nicns
3aTBEpXEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) 3MiHN BHECEHO B IHCTPYKLiIO A1 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
«BrpobHMK» Ta «Micue3HaxoKeHHs BUPOOHMKa Ta
afpeca MicLs NPOBaKEHHS NOro Ais/IbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
YMakoBKM NiKapCbKOro 3acoby (BUyYeHHS
BMPOOHYKa). TakoX OHOBMEHO TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBOK JTiKapCbKOro
3acoby, 30kpema BUTy4eHO iHhopmMaLlito, 3a3HaveHy
POCIliCbKOKO MOBOIO, Ta YTOUHEHO iHchopMmalii LWoao
norotuny 3asBHUKa. BBeaeHHs 3MiH NnpoTarom 6
MiCAUIB Micnsa 3aTBepiKeHHS. 3MiHu Il Tuny - 3MiHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHSA A0A4aTKOBOT
AiNbHUL BUPOOHULTBA 19 YacTUHW abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(BinbHMUSA, SKa BUMarae NpoBeAeHHs NePBUHHOT
nepesipky BUPO6HULITBA abo Nepesipku
BUPOBHNLITBA KOHKPETHOTO FOTOBOTO /liKAPCHKOro
3aco0by) BBeleHHA 4,04aTKOBOro (a/lbTepHATUBHOIO)
BUpOGHMKa 13 - AGGOTT Xenckea MNpaiiBeT Jlimitesq,
IHAjsA, BiANOBIAA/ILHOIO 3a BUPOGHNLTBO
Hepo3dhacoBaHOT NPOAYKLi, KOHTPOMb AKOCTI. Takox
pefaryBaHHs iHchopMaLii LWoAo dyHKL,NA
3aTBEepKEHNX BUPOGHWKIB 13 IpnaHAachki
Nab6opatopii PypHbe MimiTea, IpnaHaia Ta AcTpea
®oHTeH, PpaHLis. BBegeHH:A 3MiH NpoTArom 6
MicsILiB Micns 3aTBepAKEHHS!

242,

TPAHEKCAM

PO3YUH ANS1 iH'EKLLINA,
50 mr/mnno 5 mn B
amnyni; no 5 amnyn
B KOHTYpHili
YapyHKOBIl
ynakoBLj; no 1 a6o
N0 2 KOHTYpPHi
YapyHKOBi YNaKOBKM
B nauuj

Jily]
"CTADA-
YKPAIHA"

YKpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"Jlekxim-XapkiB"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
KOHTposb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
nepeknag MKS 3 pocilicbkoi MOBUM Ha YKpaiHCbKy
MOBY [/191 NPUBEAEHHS Y BiAMNOBIAHICTb i3 BUMOramm
YMHHOI pegakuii Hakazy MO3 YkpaiHu Ne 426 Big
26.08.2005.

3a
peyenmom

UA/7884/02/01

243.

TPAYME/Ib C

Ma3b no 50 r abo no
100 ry 1y6i; no 1

Bionoriwe
Xanbmitt

Himeyunna

Bionoriwe
Xainnbmitrens

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edeKkTMBHOCTI Ta

6e3
peyenma

UA/5934/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

Ty6i B KOpOO6LUi 3
KapTOHY

enb Xeenb
rmeX

Xeenb M'm6X

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

244.

TPUKCINOP

TabneTku, BKPUTI
NAiBKOBOO
o60osoHKoto no 400
Mr; no 5 TabneTok y
6nicTepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

Mictpan
Kenitan
MeHexm
eHT
Nimiten

AHrnia

ALC JOG®AP
C.NA.

ITanis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
Onuc Ta cknag,. 3miHa abo AofaBaHHSA LWTaMniB,
NOTOBLUEHb a60 iHLNX MapKyBaHb, YK/THHaoum
3amiHy abo gogasaHHs hapb Ans MapKyBaHHSA
nikapcbkoro 3acoby (3miHa Wwramnis, NOTOBLYEHb
abo iHWNX MapKyBaHb) BUAANEHHSA TUCHEHHS 3
TabneTok, 3 BiANOBIgHMMN 3MiHamMK B po3gin «Onucs»
Cneuudpikauii 13 (Ha BUNyck Ta TepMiH
npuaatHocTi), Ta, Bi4NoBIAHO, B METOAAX KOHTPOSIHO.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Nikapcbka dpopma” (OCHOBHI (Pi3NKO-XiMiYHI
B/1ACTMBOCTI). BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepAKEHHS.

3a
peyenmom

He
nidnsieae

UA/20257/01/01

245.

YPO-BAKCOM

Kancynm no 6 mr, no
10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI KOopoo6Li

oM
dapma CA

LLiBeiiuapis

OM ®apma CA

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemm
thapmakoHarniagy. 3miHa Micus 34ilCHEHHsA
OCHOBHOI AiSNIbHOCTI 3 (hapMakoHarisay.

3a
peyenmom

UA/12599/01/01

246.

DEPMEA®

PO3UMH ANA iH'EKLi,
20 mr/mn mo 5 mn

Megiue
ApuHaiimit

Himeuunna

Brpo6HuK 6asky
amny’n,

Himeuunna

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/13237/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
pO34unHy B amnyii, Tenb anbTepHaTUBHWIA thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 5 amnyny MoTTEp BUPOGHWK, y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI Kopoo6Lli Mbx & BiANoBigabHUIA 3a (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cucTemy
Ko. KI BTOPUHHE hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
nakyBaHHs BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
(BKIOYAIOUN KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
MapKyBaHHs 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
amnyn): BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
Contochapm 3a 34ilicHeHHA thapmakoHarnsay (Bkvaoum
dapmauoiiTiwe KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
Epuolirdicce Mv6X, thaiina cuctemm chapmakoHarnsgy). 3miHa
HimeuunHa,; KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
Brpo6HuK, thapmakoHarnag B YkpaiHi. [itoua pegakuis: Lanka
BiANOBIga/IbHUIA 32 OneHa BonogvmupisHa. MNponoHoBaHa pejakLis:
BTOPVHHE Bynura Jligis OnekciiBHa. 3MiHa KOHTaKTHUX AaHnX
naxkyBaHHs KOHTaKTHOI 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
(BKNtOUAOUM hapMakoHarnsag B YkpaiHi.
MapKyBaHHsA amnyn)
Ta BUNyCK cepil:
Megiue
ApuHaiimiTTeNb
MotTep Mu6Xx & Ko.
K, HimeuunHa
247. | ®EPPYM JIEK TabneTkn XyBasbHi CaHpo3 CnoBeHis Nek CnoseHis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/0127/02/01
no 100 mr; no 10 dapmach dapmaneBTMYHa | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
TabneTok y ctpuni toTikan3 KoMnaHia 4.4. , thapmakoHarnagy. BeegeHHs abo 3miHn fo
abo y 6nictepi; no 3 a.a. CroBeHis (KOHTPO/b y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy

cTpunu abo
6nictepu B
KapTOHHI KOopoo6Li

cepii
(mikpobionoriyHwmi
KOHTPO/Ib), BUNYCK
cepii); ek
dPapmaueBTMYHa
KOMnaHis 4.4.,
CnoseHis
(nepBuHHe i
BTOPWHHE
nakyBaHHS1, BUMYCK
cepii); HosaprTic
dapmacbloTikas
MaHyhakTypuHr
NNC , CnoseHis
(BUpPOBGHMLTBO in
bulk, koHTponb cepii
(okpim
MiKpo6ionoriyHoro),
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)

(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;

KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoya pepakuis: Juergen Maares / FOpreH Maapec.
MponoHoBaHa pepakuis: Kotal Mohamed Ali / Kotan
Moxamepn Ani.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3a8BHKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
248. | ®EPPYM NIEK PO34YUH ANS iH'EKLN, CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu 3a UA/9347/01/01
100 mr/2 mn; no 2 dapmach PapmaueBTUYHA | TMNy - 3MiHK Woao 6e3nekn/edheKkTUBHOCTI Ta peuyenmom
M/1 B amnyni; no 5 oTikan3 KOoMnaHis 4.4. thapmakoHarnagy. BeegeHHs abo 3amiHn go
amnyn y énictepi; no a.a. y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
1 6nictepy y (BBEAEHHS y3araslbHEHWX AaHUX NPo cucTemy
KapTOHHiii Kopobu; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
no 2 Mn B amny’i; BiANOBIAA/TbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
no 10 amnyny KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
6nictepi; no 5 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
6nictepiB y BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
KapTOHHIA Kopoo6Li 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
hapmakoHarnag. ditova pegakuis: Juergen Maares /
HOpren Maapec. MNponoHoBaHa pegakuis: Kotal
Mohamed Ali / Kotan Moxamepg Ani. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiNOBIAA/IbHOI 32 hapmakoHarnsg,
249. | ®OKCEPO® TabneTku, BKPUTI ANKANOI Pecny6nika ANKANOIA-AL Pecnybnika | BHeceHHsi 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHK 3a UA/15271/01/01
NNiBKOBOIO 0 AL MiBHiYHa Ckon’e, Pecny6nika MiBHiuHA | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
060/10HKOH0, Mo 200 Ckon'e MakefoHis MiBHiYHa MakepoHis MakefoHis thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 TabneTok (BTOpPUHHE y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
y 6nictepi; no 1 abo nakyBaHHs); (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
2 6nictepn B ANKANOIA-AL hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0cobu,
KapTOHHIA KOopoo6Li Ckon'e, Pecny6rnika BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
MiBHiYHa MakeoHis KOHTaKTHOI 0CO6YM 3 hapmakoHarnsgy 3asBHuKa g/is
(Bunyck cepi); 3piicHeHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA
Monid Niviteg, IHAis BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganLHOI
(BUPOGHMLTBO 3a 34iicHeHHs hapmakoHarnsgy (Bkaovarum
Hepo3dacoBaHoro KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy pO3MilLeHHi MacTep-
NPOAYKTY, NEPBUHHE (paiina cuctemu chapmakoHarnsgy) 3miHa
nakyBaHHs, YNOBHOB&XEHOT 0CO6YM 3asBHWKA, BiANOBifa/IbHOT 3a
BTOPWHHE thapmakoHarnsg,.
nakyBaHHs) [Litoua pepakuin: Aue KyamaHoBcki / Ace
Kuzmanovski. MponoHoBaHa pegakuis: IsoHa
TpneHocka AnekcoBcka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXXEHOT 0CO6M, BigNoBiganLHOI 3a
hapmakoHarnsg
250. | POKCEPO® TabneTtkn, BKPUTI ANKANOI Pecny6nika ANKANOIA-AL Pecny6nika | BHeCeHHsi 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHK 3a UA/15271/01/02
NNiBKOBOIO 0 AL MiBHiuHa Ckon’e, Pecny6nika MiBHiuHa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
060/10HKOH0, Mo 100 Ckon'e MakepoHis MiBHIYHA MakefoHis MakepoHis thapmakoHarnsgy. BeegeHHs abo 3miHv o

mr; no 10 TabneTok
y 6nicTepi; no 1 abo
2 6nictepu B
KapTOHHIA Kopoo6Li

(BTOpPUHHE
nakyBaHHs);
ANKANOIA-AL
Ckon'e, Pecny6nika
MiBHiYHa MakefoHis

y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 hapmakoHarnsgy 3asiBHuka ans
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(Bunyck cepii); 3pificHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
Monid Nimiteg, IHAis BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
(BUPOGHULTBO 3a 3jjiicHeHHs1 hapMakoHarnsgy (BkYarum

Hepo3dacoBaHoro KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-

NPOAYKTY, NEePBUHHE (paiina cuctemu chapmakoHarnsgy) 3miHa
nakyBaHHs, YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 38

BTOPWHHE thapmakoHarnsag,.
nakyBaHHs) [Litoua pepakuin: Aue KyamaHoBcki / Ace
Kuzmanovski. MponoHosaHa pegakuis: IsoHa
TpneHocka AnekcoBcka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOT 0CO6M, BigNoBiganLHOI 3a
hapmakoHarnsg
251. | ®OPCAJO Kancynu Teepgi no O-p IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19194/01/01
0,5 mr; no 7 kancyn Pegpai'c Na6opaTopic /1Ta, | TMny - 3MiHKn Woa0 6e3nekn/edeKTUBHOCTI Ta peyenmom | niosnsizae

y 6nicTepi; no 4 Na6opato ®TO-7 thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui

6nictepu B pic T4 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

KapTOHHI kopobuyj;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI KopooLi

IHCTPYKLi 415 MeAUUYHOro 3aCcTOCyBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKEHb, NpoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHNM
opraHom) - 3MiHM BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby go
po3gainis “lMpoTunokasaHHs", "Oco6INBOCTI
3acTocyBaHHA", "Mo6ivHi peakuii” BignosigHO A0
OHOBEHOT iH(hopMaLlii LWoAo 6e3nekn 3acToCyBaHHS
Aito4oi pevoBrHN. TepMiH BBEAEHHS 3MiH NPOTATOM
6 MicAuiB nicna 3aTBepMKEHHS. 3MiHK | Tuny -
AgfMiHicTpaTmBHi 3MiHKU. 3miHa kogy ATX - 3MiHK
BHECEHO A0 IHCTPYKUiT A8 Mean4Horo
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
"®dapmakoTepaneBTuyHa rpyna. Kog ATX."
BiANOBIAHO A0 MiXHapoaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPKEHO — "AHTUHEONIACTMYHI Ta
iMyHOMOAyntotoui 3aco6u. IMyHOCynpecaHTu.
CenekTtuBHi imyHocynpecaHTu. Kog ATX LO4A A27.",

3anpornoHoBaHo — " AHTMHeONacTUYHI Ta
iMyHOMOAYNtoto4i 3ac06U. IMyHOCynpecaHTu.
CenekTuBHi iMyHOocynpecaHTu. Mogynsatopu
cgpiHro3uH-1-coocchaTHux pevenTopis. PiHronimog,
Kog ATX LO4A EO1." TepMiH BBEAEHHS 3MiH
npoTsArom 6 micslis nicns 3aTBepApKeHHS.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
252. | ®OCPHOCENTWN | rpaHynu gns Agicapm Bonrapis Apidhapm EAL, Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu 3a He UA/20806/01/01
K 0pasIbHOIO PO3YNHY, EAL | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom | niossizae
30rn0o80r CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
rpaHyn gns ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby
0pasIbHOrO PO3UNHY (36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
y cawe; no 1 a6o 2 nNiKapcbKoro 3acoby) - [11s ToproBoi ynakoBKu
calle B KapTOHHii (nigTBEPAXKYETLCA AaHMMK peasibHOro Yacy)
Kopoobui 36inbLUeHHa TepMiHy npugatHocTi IM13. Oitova
pegakuis: TepMiH NpMAATHOCTI: 2 Pokn
lMponoHoBaHa pepakuisi: TepmiH npugaTHocTi: 3
poku. 3MiHV BHECEHO B po3Zin "TepMmiH npuaatHocTi”
B IHCTPYKL,IO 418 MeANYHOro 3acTOCyBaHHsA
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
MicsILiB Nicns 3aTBePAKEHHS.
253. | ®Y3IIAEPM® renb2%no15rs. dapma VoppaHis dapma VoppaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3093/03/01
antoMiHieBili Ty6i; no IHTepHeLw IHTepHeLwweHan | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
1 Ty6i y KAPTOHHiIl eHan KomnaHi thapmakoHarnagy. BeegeHHs abo 3amiHn fo
Kopoo6Li KomnaHi y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa Ans
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.
[itoua pepakuis: Maysoon Belbisi. MponoHosaHa
pepakuis: Doaa Hassouneh. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fiS/IbHOCTI 3 (hapmakoHarnsgy.
254. | ®YNBEOKEKT PO34UH A5 iH ek, EnEnCi Ipysia K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/17896/01/01
250 mr/5 mn; no 5 Pomdpapm KOMMNAHI C.P.J1. | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peuenmom
My Wwnpuui Ta KomnaHi (BUpOGHMLTBO Ta 3MiHN y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
6nictepi, no 2 Lbxopoxns nepBuHHE [04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHU abo
6nictepa i3 nakyBaHHs BCbOr0 BUPOBHMYOrO NPOLECY rOTOBOTO JiKapCbKOro

LINPULLOM Ta 2 FrONKK
B KapPTOHHII nauui

nikapcbKoro 3acoby;

KOHTPOb (Pi3nKo-
XiMiYHMX NOKa3HWKIB
niKapcbKoro 3acoby

Ta BMNYCK cepiT;
BTOPUHHE

3aco6y (AiNbHWLUS 415 BTOPUHHOTO NakyBaHHS)
3amiHa BUPO6HUYOI AiNbHML BTOPUHHOTO NaKyBaHHS
N3 BupobHuka K. T. POM®APM KOMMAHI C.P./.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLI0 CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

nakyBaHHs Ta
KOHTpPO/b
6ionoriyHnx Ta
MiKpOGIOIoriYHUX
NOKa3HVKiB
niKkapcbKoro 3acoby)

[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS
KOHTPONb/BUNPOGYBaHHS cepii)
3amiHa ginbHUL Ha AKIA 34IACHIOETLCA KOHTPO b
AKOCTI (KOHTPO/b 6I0/IOFYHMX Ta MIKPOBIOOTYHMX
NoKasHUKiB Nikapcbkoro 3acoby) M13 BupobHuka K.T.
POM®APM KOMMAHI C.P.J1. 3MiHun | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPoBaXeHHs AifNIbHOCTI
BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYA0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiANbHICTb, 3a AKY
BiAANOBIAAE BUPOGHMK/IMNOPTEP, He BKIOYaoumn
BMNYCK Cepiil) 3mMiHa agpecy BUPOOHNYOT AiNbHUL
BUpo6bHuka K.T. POM®APM KOMMAHI C.P.J1.
BiANOBiA&1bHOI 38 BUPOOHULITBO Ta NEPBUHHE
nakyBaHHs likapCbKoro 3acooy.

255.

XE®EPON

kancynu no 350 mr;
no 10 kancyn y
6nictepi; no 3
6nictepm (30
Kancyn) y nauyi
KapTOHHIl

AJIKANOI
A AL

Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

ANKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmMakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,. [itova pegakuia: Aue
KyamaHoBcki / Ace Kuzmanovski. MponoHoBaHa
pegfakuis: IsoHa TpneHocka Anekcoscka / lvona
Trpenoska Aleksovska. 3miHa KOHTaKTHUX AaHUX
YMNOBHOBaXEHOT 0C06M, BignoBigansLHoI 3a
hapmakoHarnsg

3a
peyenmom

UA/0263/01/01

256.

LENb T

TabneTkn, no 50
Tabnetok y
KOHTeliHepi
nosinponiszieHoBOMYy;
no 1 KoHTeliHepy y
KOpo6Li 3 KApTOHY

Bionoriwe

Xannbmitt

enb Xeesnb
veX

HimeuunHa

Bionoriwe
XainbMmitTenb
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bifl YyNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MilLeHHi MacTep-

6e3
peyenma

UA/0020/02/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBiAabHOI 3a thapmakoHarnsag B YkpaiHi
257. | LENb T Masb no 50 r y Ty6i; Bionoriwe HimeuunHa Bionoriwe HimeuunHa | BHeceHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3MiHN 6e3 UA/0020/03/01
no 1 Ty6i B kopobui 3 | XainbmiTt XainbMmitrens | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
KapToHYy efnb Xeesnb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
M6X y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.
258. | ULENbT PO34UH ANS iH'EKLN; Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis: 3MiHu 3a UA/0020/01/01
IH'EKLIT no 2,0 mn B amnyni; XainbMitt Xainbmitrens | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 5 amnyny efnb Xeesnb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
KOHTYpHIli rmM6X y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
YapyHKOBIi (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
ynakoBLi; no 2 thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KOHTYPHI YapyHKOBI BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
yNaKkoBKM y KOPO6Li KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3 KapToHY; no 2,0 mn 3[ilicCHEHHS1 (hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
B amnyni; no 5 BiAMiHHA Bifl YyNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
amnys1 y KOHTYpPHii 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarun
YapyHKOBIli KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi MacTep-
ynakosLi; no 20 thaiina cuctemu hapmakoHarnsgy) 3miHa
KOHTYPHUX KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asiBHYKA,
YapyHKOBMUX BiANOBIAabHOI 3a hapmakoHarnfg B YkpaiHi.
yNaKkoBOK y KOpO6Li
3 KapTOHY
259. | LE®IKC kancysnu no 400 wmr; dapma VoppaHis dapma VoppaHis BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasiB: 3MiHK 3a UA/4151/01/01
no 5 kancyny IHTepHeLw IHTepHeLleHan | Tvny - 3miHK Wwopo 6e3nekn/etheKTUBHOCTI Ta peyernmom
6nictepi, no 1 eHan KomnaHi thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepy y Komnari y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy

KapTOHHIA KOopooLi

(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiAMNOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;

KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa anis
3ailicHeHHA hapMakoHarnsagy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNOBHOBaXXEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi MacTep-
doalina cuctemu chapmakoHarasgy). 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep
peecmpayiliHo2o
nocsioYeHHs1

YMOBHOB&XEHOI 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,.

[itoya pepakuis: Maysoon Belbisi. MponoHosaHa
pepakuis: Doaa Hassouneh. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6U 3asABHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLe3HaxX0oKEHHS MacTep-haiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fiSi/IbHOCTI 3 hapmakoHarnsgy.

260.

LEE®IKC

MOPOLLIOK A5
OopasibHOT cycneHsit,
100 wmr/5 mn; 1
ch/1aKoH 3 NOPOLLKOM
(ans 30 mn a6bo 60
MJ1 cycneHsii) 3
JIOXKOI0-[103aTOPOM
Y KapTOHHIli kopobLi

dapma
IHTepHeLw
eHan
Komnari

VoppaHis

Papma
IHTepHeLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnng,.

[itoua pegakuis: Maysoon Belbisi. NMponoHoBaHa
pepakuis: Doaa Hassouneh. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
thapmakoHarniagy. 3miHa Micus 34ilCHeHHs
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay.

3a
peyenmom

UA/4151/02/01

261.

LE®IKCUM-
BICTA

TabneTtkn, BKPUTI
NAiBKOBOO
06010HKO0, M0 400
Mmr, no 5 TabneTok y
6nicTepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

Mictpan
Kenitan
MeHexm
eHT
Nimiten

AHrnia

ALC JOB®AP
C.MA.

ITanis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3aci6.
Onuc Ta cknag,. 3miHa abo AofgaBaHHA LWTaMniB,
NOTOBLUEHb a60 iHLNX MapKyBaHb, YK/TH4aoum
3amiHy abo gogasaHHsA hapb AN MapKyBaHHSA
nikapcbKkoro 3acoby (3miHa Wwramnis, NOTOBLLEHb
a60 iHWNX MapKyBaHb) - BUAaNEHHSA TUCHEHHS 3
TabneTok, 3 BiANOBIAHMMN 3MiHamMK B po3gin «Onucs»
Creuundikauii 13 (Ha BUNYCK Ta TEPMiH
npuaaTHocTi), Ta, Bi4NOBIAHO, B METOAAX KOHTPOSIHO.
3MiHN BHECEHO B IHCTPYKLitO 415 MeANYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby y po3ain
"Nikapcbka popma” (OCHOBHI i3MKO-XiMiYHI
B/1ACTMBOCTI). BBEAEHHS 3MiH NPOTArOoM 6-TW MicsLiB
nicns 3aTBepyKeHHs

3a
peyenmom

He
nidnsieae

UA/19614/01/01

262.

LE®OJOKC

nopoLUoK Ansa 50 mn
OpaslIbHOI cycneHaii

Papma
IHTEepHeLwl

Vopaanist

Papma
IHTEepHeLLeHan

Vopaanist

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/4152/01/01




160

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHSs1

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

(50 mr/5 mn); 1
chnakoH 3 NOpPOLLKOM
3 NTOXKKOI0-
[03aTOpOM y
KapTOHHIA Kopoo6Li

eHan
Komnami

Komnawi

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasIbHOI 3a
hapmakoHarnsg,.

[Litoua pepakuis: Maysoon Belbisi. MponoHoBaHa
pefakuis: Doaa Hassouneh. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6YW 3as1BHNIKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
hapmakoHarnsagy. 3miHa micus 34iACHeHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsay.

263.

LE®OOOKC

nopoLuok ansa 50 mn
opasibHOT cycneHsii
(200 mr/5 mn); 1
h1aKOH 3 MOPOLLKOM
3 JIOXKOIO-
[,03aTopoM Y
KapTOHHI Kopoo6Li

Papma
IHTepHeLw
eHan
KomnaHi

VoppaHis

dapma
IHTepHeLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsagy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: Maysoon Belbisi. NMponoHosaHa
pepakuis: Doaa Hassouneh. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHIIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iCHeHHS
OCHOBHOI fiS/IbHOCTIi 3 (hapmakoHarnsgy.

3a
peyenmom

UA/4152/01/02

264.

LUPAM3A

KOHLeHTpaT ans
pO34nHy Ans
iHdpysiA, 10 mr/mn;
no 10 mntas50 mny
dhnakoHax, no 1
h1akoHy B

Eni Ninni
Hepepnen
0 B6.B.

HigepnaHau

BMPOGHMLITBO
niKkapcbKoro 3acooby,
nepBUHHA yNakoBka,

KOHTpO/Ib Ta

TecTyBaHHS

CTabifIbHOCTI

CLUA/
IcnaHis/
IpnaHgis/
ITania/
PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NikapCcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHS Ha niacTasi
pPerynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/16889/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI ynakoBL,i nikapcbKoro 3acoby: nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
Eni Ninni eHg 3aCcTOCyBaHHS NikapcbKoro 3acoby B
KomnaHi, CLUA; nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
BTOPUHHA YNaKoBKa, OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
MapKyBaHHS, 00 nnaxy negiatpuyHux gocnimxkers (PIP) (3MiHy
KOHTPO/b, BAMYCK Y3rO[XKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
cepii nikapcbkoro opraHom)
3aco6y: Nlinni C.A., 3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHoro
Icnanisa; KoHTposb 3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
AKOCTi Ta "®apmakonoriyHi BractmsocTi”, "lMobiyHi peakuii" y
TecTyBaHHSA 3B'A3KY 3 HOBMMW AaHVMW, SiKi 6y oTprMaHi B
cTabinbHoCTI pe3ynbTaTi KNiHiYHWX gocnigpkeHsb J1S-MC-JVO01.
nikapcbKoro 3acoby: PekomeHr0BaHi 40 3aTBEpAKEHHS (BKa3aTu Buf,
IMKnoH Cuctems [OOKYMEHTA): - IHCTPYKUiA A8 MeANYHOro
NNC, CWA,; 3acTocyBaHHS nikapcbkoro 3acoby (eCTD 0001)
KOHTPO/b SIKOCTI
niKkapcbKoro 3acoby:
Eni Ninni Kikceiin
Nimitea, lpnaHgis;
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby:
Yapnb3 Pisep
Na6opaTtopi3
Alipneng Nivites,
IpnaHgis; KOHTposb
SAAKOCTI JTiKapCbKOro
3acoby:
Eni Ninni Itanisa
C.N.A., ITanis;
BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
Ninni ®paHc,
PpaHuis
265. | UWUCTUHON TabneTky BKpUTI LWanep & HimeuunHa LWanep & Bprommep HimeuunHa | BHeceHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3MiHN 6e3 UA/12007/01/01
AKYT 060/10HKO10; Mo 15 Bprommep v6X & Ko. KI | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
TabneTtok y 6nictepi; v6X & thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 2 6nictepu y Ko. KI

KapTOHHI kopobuyj;
no 20 TabneTok y
6nicTepi, no 2, abo
3, abo 5 6nicTepis y
KapTOHHI KOopoo6Li

y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[jiicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNoBigabHOI 3a
dhapmakoHaring,.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
[itoua pepakuis: Dr. Richard Ammer. MNponoHoBaHa
pepakuis: Knaygia XeHkens / Claudia Henkel. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
266. | AHYMET TabneTku, BKPUTI Mepk LLiBeiuapis MepBrHHa Ta HigepnaHgy | BHeCeHHs 3MiH [0 peecTpauiliHix maTtepianis: 3miHu 3a He UA/11003/01/01
NNiBKOBOIO Wapn i BTOPVHHA yNakoBkKa, / CWA/ | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | niossizae
o60onoHkoto, no 50 [oym KOHTPO/b AKOCTI, ITanis/ thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
mr/500 wmr; no 14 IAEA TecTyBaHHS npu CiHranyp nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
Tabnetok y 6nictepi; 6X BUNYCKY, [03BiN Ha IHCTPYKLi A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
no 4 6nictepu B BMNyCK cepii: Mepk perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
KapTOHHIA KOopoo6Li LWapn i Joym B.B., nikapcbKoro 3acoby, abo gocnimxeHb 3 6esnekn
HigepnaHaw; 3acToCcyBaHHSA NikapcbKoro 3acoby B
BupobHMLTBO nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
Hepo3dacoBaHoi OLiHKM 3BITYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
NPOAYKLIT, KOHTPO/b [0 nnaHy negiatpuyHux gocnimxkersb (PIP) (3MiHy
akocTi: MNaTeoH Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
MyepTo Piko, IHK., opraHom)
MyepTo Piko, CLUA,; 3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeAnyYHOro
MC/, IHTepHeLwHn 3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
vM6X (cpinis "Oco6MBOCTI 3aCTOCyBaHHS" Ta 40 KOPOTKOT
Cinranyp), CiHranyp; XapaKTepUCTUKN NIKapCbKoro 3acoby A0 po3ainy
KoHTponb sikocTi, "Oco6nMBi 3acTepexeHHs Ta 3anobikHi 3axoan npu
TecTyBaHHS npu 3acTocyBaHHI" BiAMoOBIgHO 4O OHOBMEHOI iHChopMmaL,i
Bunycky: EypocpiHc 3 6e3neku AitoHoi pevoBUHM (MeTopMiHy
Biona6 CP/1, ITanis; rigpoxnopuay) 3rigHo 3 pekomeHgauismm PRAC.
TecTyBaHHSA BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
cTabinbHocTi: Mepk 3aTBEepPAKEHHA
Wapn i foym NNC,
CLUA; TecTyBaHHSA
cTabinbHOCTI Woa0
NTTP: NNA
[esenonmeHT, CLUA
267. | AHYMET TabneTkn, BKPUTI Mepk LLiBeiiuapis MepBuHHA Ta HigepnaHgy | BHECEHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu 3a He UA/11003/01/02
NNiBKOBOIO LWapn i BTOPUHHA ynakoBkKa, / CLWA/ | TMny - 3MiHKM Woao0 6e3nekn/edeKTUBHOCTI Ta peyenmom nidnsieae
06010HKo0, Nno 50 Loym KOHTPO/1b SKOCTI, ITania/ thapmakoHarnsgy. 3MiHa y KOpOoTKiii XxapakTepucTuui
Mr/850 mr; no 14 I1AEA TeCTyBaHHs npu CiHranyp nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Tabnetok y 6nictepi; M6X BWMYCKY, 03BN HA IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHSA Ha nigcTasi

no 4 6nictepu B
KapTOHHIA Kopoo6Li

BMNyCK cepii: Mepk
Wapn i Joym B.B.,
HigepnaHgu;
Brpo6HMUTBO
Hepo3dhacoBaHOl
NPOAYKLi, KOHTPO/b
AKocTi: MNaTeoH
MyepTo Piko, IHkK.,
MyepTto Piko, CLUA,;

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BiAMNOBIAHO
00 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBEXKEHNM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeAMYHOro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MC/, IHTepHeLUHN 3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
M6X (chinis "Oco61BOCTI 3aCTOCYBaHHA" Ta 0 KOPOTKOI
Cinranyp), CiHranyp; XapaKTepUCTUKM NiKapCbKoro 3acoby A0 po3ainy
KoHTponb sikocTi, "Oco6nMBi 3acCTepexeHHs Ta 3anobikHi 3axoan npu
TeCTyBaHHsA npu 3acTocyBaHHI" BiAMNOBIAHO A0 OHOBNEHOT iHChopMaLi
Bunycky: EypociHc 3 6e3nekn Aito4voi peyoBuHU (MeTOPMIHY
Biona6 CP/1, ITanis; rigpoxnopuay) 3rigHo 3 pekomeHgauismm PRAC.
TecTyBaHHA BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
cTabinbHocTi: Mepk 3aTBepKeHHsA
Wapn i foym NNC,
CLUA; TecTyBaHHA
cTabiNbHOCTI LWoAo
NTTP: NNA
AesenonmeHT, CLUA
268. | AHYMET TabneTkn, BKPUTI Mepk LLisefiuapis MepBrHHa Ta HigepnaHgy | BHECeHHS 3MiH [0 peecTpauiliHix martepianis: 3mMiHu 3a He UA/11003/01/03
NIiBKOBOO Wapn i BTOPUHHA YNaKoBKa, / CLWA/ | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
060/10HKO10, 1Mo 50 Loym KOHTPO/b SIKOCTI, ITania/ thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr/1000 mr; no 14 IOEA TEeCTyBaHHA npu Cinranyp NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
Tabnetok y 6nictepi; M6X BWMYCKY, 03BN HA IHCTPYKLi 415 MEAUYHOT0 3aCTOCYBaHHSA Ha nigcTasi

no 4 6nictepu B
KapTOHHI KOopoo6Li

BUNyCK cepii: Mepk
Wapn i foym B.B.,
HigepnaHgu;
BupobHuuTBO
Hepo3dacoBaHOl
NPOAYKLii, KOHTPO/Tb
AaKocTi: MNaTeoH
MyepTo Piko, IHK.,
MyepTo Piko, CLUA;
MC[, IHTepHelwHN
Mv6X (chinis
Cinranyp), CiHranyp;
KoHTpO#b sKOCTi,
TECTyBaHHS npu
Bunycky: EypodpiHc
Biona6 CP/1, ITanis;
TecTyBaHHA
cTabinbHocTi: Mepk
Wapn i foym N1C,
CLA; TecTyBaHHA
CTabiNIbHOCTI LWoA0
NTTP: NNA
[esenonmeHT, CLUA

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6/MBOCTI 3aCTOCYBaHHA" Ta 40 KOPOTKOI
XapaKTepUCTUKM NiKapCbKoro 3acoby A0 po3ainy
"Oco61BI 3acTepexeHHs Ta 3anobikHi 3axoau npu
3acTocyBaHHI" BiANOBIAHO A0 OHOBMAEHOT iHChopmaLlil
3 6e3nekn Aitovol peyoBuHM (MeTdopMiHY
rigpoxnopuay) 3rigHo 3 pekomeHgauiamm PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii npo meduYyHe 3acmocyBaHHs

B.o. HauaTLHUKA
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