MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

02 rpyzusa 2024 poky Ne 1996

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

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHs 3MiH [0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmareBTHuHOMY YyrpaBmiHHIO (Onekcangpy ['piteHky) 3abesneunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

5. KOHTpO/1b 32 BUKOHAHHAM LIbOI'0 HaKa3y IOK/IaCTy Ha 3acTyrnHuWka MiHicTpa
Enema AzamaHoBa.

MinicTp BikTop JIAIIIKO



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»

Big 02 rpyaHAa 2024 Ne 1996

3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa BionyckKy aHHs1 peecmpayiliHozo
3acoby ynakosKa) nocsioYyeHHs1
1. | TAQOBYTPONY nopoLloK (cybeTaHuis) y AT "dapmak” Ykpaina CwnuyaHb PeHaH Kutaii peecTpadist Ha 5 pokiB He UA/20685/01/01
MOHOIIAPAT QTIOMIHIEBMX NAsWKaX Ans dapwmac'ioTikan Ko., nionsieae
hapmaLeBTUYHOIO nTp,
3acTocyBaHHs

B.o. HauanLHUKA

dapmaleBTUYHOI0 YNpaB/IiHHSA

Onekcanpap I'PIHEHKO




IIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 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»

Bijg 02 rpyaHsa 2024 poky Ne 1996

Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHsA peecmpayjitiHo2o
3acoby yrnakoska) MocBi0O4Y€HHs1
1. | 3-4IHIP kancynu no 300 mr, TOB Ykpaina MAT Ykpaina nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17823/01/01
no 10 kancyny "APTEPIYM "KuiBmegnpenapa OHoBEHO iHGhopmaLito y po3ginax peuyenmom nionsieae
6nicTepi, no 1 nTar T "MokasaHHs", "B3aemogis 3 iHWumun
6nictepy y nauui YkpaiHa nikapcbkrMuy 3acobamu Ta iHLWi BUAK
(nakyBaHHs 3 in B3aemogiii", "OcobnnBOCTi 3aCTOCyBaHHS"
bulk dripmu- Ta "Mob6iuHi peakwyji" iIHCTPyKUiT Ans
BUPOGHMKa MeAMYHOro 3acTOCYBaHHSA MikapCbKoro
dapmaBixH CaHai 3acoby BignoBigHO A0 pedepeHTHOro
Be TikapeT A.C., nikapcbkoro 3acoby Omnicef (cefdinir)
TypeyuunHa) capsules, a Takox y po3gaini "MNo6iyHi
peakuii” WoA0 BaXNMBOCTI 3BiTyBaHHSA Npo
nobiuHi peakuii.
Pestome nnaHy ynpasniHHA pu3mkamu
Bepcisa 1.3 gogaeTbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.
2. | ABEHO3VH NMOPOLLOK TOB YkpaiHa KariniHr [J)keHbtoiH Kutai nepepeecTpaisi Ha HEOBMEeXeHN TepPMiH - He UA/18132/01/01
TPUPOCDHAT | (cybeTaHuis) y "®apmaveBTu Baiokemikan nionsizae
Yy noaBiliHMX YHa KOMNaHis dapmacbioTikan
ANHATPIEBA | nonieTnieHoBmx "®apKoC" Ko., NTA




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Cinlb nakeTtax gns
chapmaL,eBTUYHOro
3aCTOCyBaHHs
3. | BPIMIKA® MOPOLLIOK ANt BEP/TIH-XEMI HimeuunHa IHpacTpiac Icnanis nepepeecTpauis Ha 5 pokis 3a He UA/17683/01/01
DKEHYEWP® | inranauiii 340 mkr/12 Al dapmaceyTikac OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A peyenmom nionsieae
MKr; no 60 0o3 Anwmipan C.A. MEeAMNYHOro 3acTOCyBaHHSA NiKapCbKoro
NOpPOLLKY B 3acoby B po3sginax "®apmakoTepaneBTuyHa
iHranatopi, no 1 a6o rpyna. Kog ATX" (pefaroBaHo TEKCT po3ainy
no 3 iHransTopu B 6e3 thakTnyHoI 3mMiHn kogy ATX),
anoMiHieBOMY "®apmakonoriyHi BnactmsocTi”,
namiHoBaHoOMy "MpoTunokasaHHa", "B3aemogia 3 iHWKMMKN
nakeTi KOXXeH pa3om nikapcbkMmM 3acobamu Ta iHWi B1uam
i3 makeTukom 3 B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
ocyulyBayem B "3acTocyBaHHA y nepiof BariTHOCTi abo
KOpo6L,i 3 KapTOHY rofyBaHHA rpyaat” (pegaryBaHHs TEKCTY Ta
YTOUYHEHHS iHdhopmauii), "Cnoci6
3acTocyBaHHA Ta f031" (pegaryBaHHs
TEKCTYy Ta YTOUYHEHHS iHdhopmadi), "Mo6iyHi
peakujii" BiANoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe.
Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 6.0 fofaeTbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3i4HO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
4. | BYMIBAKAIH PO3YNH A5 iH'EKLIN, TOB YkpaiHa MAT "Tannuchapm” Ykpaina nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17950/01/01
5 mr/mn, no 10 mn B "APTEPIYM Pe3tome nnaHy ynpasniHHA py3nkamu peyenmom niosnsieae
amnyni; no 5 amnyn nTta" Bepcia 1.1 noaaetbcs

Y KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauLii

MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:




Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku

JOP30MT
nntoc

Kpanni O4Hi, PO34nH,
no 5 mn 'y cnakoHi-
KpanesnbHuULi Ta
KapTOHHI navu,i

EnEnCi
Pomdapm
Komnawi
[xopaxns

Ipysis

K. T. POM®APM
KOMIMAHI C.P.J1.

PymyHis

nepepeecTpawis Ha HeobMeXeHuin TepMiH
OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A
MeJMNYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby y po3ginax: "dapMakonoriyHi
BNacTMBOCTI", "3acTocyBaHHA y nepios
BariTHocTi abo rogysaHHs rpyaa”, "ditn",
"Mo6iuHi peakuii” BigNoBIigHO A0 iHhopmaw,i
LLLOSI0 MEAMYHOIO 3aCTOCyBaHHS
pedhepeHTHOrO likapcbkoro 3acoby (Koconr,
Kpanni o4Hi, po3unH, 20 Mr/mn+5 mr/mn)
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 1.0 gogaetbesa
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/1OBAHOIO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEpAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku

3a
peyenmom

He
nionsieae

UA/17872/01/01

KONAPEKC
MEHTON
AKTMB

NMOPOLLIOK A5t
OPa/IbHOTO PO3UUHY
no 10 nakeTukis 3
NMOPOLLKOM B
KapTOHHI KopoobLi

CTAOA
ApuHarimitTen
b Al

Himeuunna

XAJIECH
ANKANA, C.A.

IcnaHis

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoB/eHO iHdhopMaLiio y po3ginax
"B3aemogia 3 iHWKMMW NiKapCbKUMMn
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6/MBOCTI 3aCTOCyBaHHs», «Cnocio
3acTocyBaHHsa Ta gosu", "Aitn", "MobiyHi
peakuii" iIHCTPYKUii N8 MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby o040
6e3nekn 3acToCyBaHHSA NiKapcbKoro 3acoby
Ta 'y po3gini "Mo6iyHi peakui™ woao
B&X/IMBOCTI 3BITYBaHHS NPo MOGIYHI peakw;i.
PestomMe nnaHy ynpas/iHHA pu3nkamu
Bepcis 2.2 [oAaETbCS.
MepiognyHicTb NOAaHHA perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciyHsa 2007

6e3
peuyenma

nionsieae

UA/13674/01/01




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
7. | NMEHUWKNOB | kpuctaniyHwuii ToBapucTBo 3 YkpaiHa LLlaHxai ®apma Kutaii nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/18198/01/01
IP NOpOLLOK 06MeXeHo "pyn YaHnkoy niosnsieae
(cybeTaHuis) y BiANOBIAA/IbHI KoHi
noAaBiiHNX CTHO dapmacbioTikan
nosnieTuIeHoBMX "®apmaueBTun Ko., 1.
nakeTtax gns YyHa KOMMaHis
thapmaLeBTUYHOro "3p0pos'a”
3aCTOCYBaHHSA
8. | TAQA®IN TabneTkn, BKPUTI FETEPO IHais FETEPO NNAB3 IHais nepepeecTpais Ha HEOBMEeXeHN TepPMiH 3a He UA/17697/01/03
NNiBKOBOO NAB3 NIMITEL, OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenmom niosnsieae
060/10HKOI0, M0 5 Mr, NIMITEL MeANYHOro 3acToCyBaHHS NiKapCbKoro

no 10 TabneTtok y
6nicTepi, no 1 abo
no 3 6nictepu y
Kopobui

3acoby y posginax "®apmMakosiorivHi
BnactTuBOCTi", "lMpoTunokasaHHA",
"B3aemogis 3 IHWMMMW NiKapCbKUMm
3acob6amu Ta iHWi BUAY B3aemogiii",
"Oco6NMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygar”, "Cnocib 3actocyBaHHs
Ta gosu”, "Oitn", "MepenosysaHHs", "Mo6ivHi
peaxuii” BignoBigHo 0 iHhopmaui
pethepeHTHOrO /ikapcbKoro 3acoby
(CIANIC®, TabneTku, BKpUTI NNIBKOBOH
060/10HKOI0), & TaKOX OHOBJ/IEHO
iHchopmav,ito B iIHCTPYKLIT A8 MeaNYHOro
3acToCyBaHHS NiKapcbKoro 3acoby B po3gini
"Mo6iyHi peakui™ WoA0 3BITYBaHHS NpPo
noGiyHi peakuii.

PestomMe nnaHy ynpasiHHA pu3mkamu
Bepcia 1.0 gogaerbes.
MepiognyHiCTL NogaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ifHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepiognMyYHOCTI MoAaHHS perynsipHuX 3BiTiB 3




Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6e3neku.

TALADIN

TabneTtku, BKPUTI
nNiBKOBOIO
obonoHkoto, no 10
Mr, o 2 a6o no 4
Tabnetkn y 6nictepi,
no 1 6nictepy y
Kopobui

FETEPO
NAB3
NIMITEL

IHais

FETEPO JIAB3
NIMITES,

IHais

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoB/EHO iHdopMAaLLito B IHCTPYKLUi ANs
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro
3acoby y posginax "dapmakonoriyHi
BnactuBocTi", "MpoTunokasaHHsA",
"B3aemogis 3 iHWVMU fliKapCbKuMn
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun”, "Aitn", "Mepepo3sysaHHs”, "Mo6iYvHi
peakujii” BigNoBigHO A0 iHhopmawi
pethepeHTHOrO JlikapcbKoro 3acoby
(CIANIC®, TabneTkn, BKpUTI NNIBKOBOHO
000/10HKOI0), & TaKOX OHOBJIEHO
iHhopmaLLito B IHCTPYKLIT An1A MeAuYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby B po3gini
"Mo6iyHi peakuii" WoA0 3BiTyBaHHS Npo
nobGiyHi peakwii.

Pestome nnaHy ynpasniHHS pu3nkamu
Bepcia 1.0 gofaeTtbes.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6e3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/17697/01/01

10.

TALADIN

TabneTku, BKpUTI
nNiBKOBOIO
o060n0Hkoto, no 20
Mr, no 2 abo no 4
Tabnetkn y 6nictepi,
no 1 6nictepy y
Kopoobui

TETEPO
NAB3
NIMITEL,

IHAjA

FETEPO J1AB3
NIMITE[,

IHAjA

nepepeecTpais Ha HeobMeXeHuii TepMiH
OHoOBNEHO iH(hopMaL,ito B IHCTPYKLIT Ans
MeAMNYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginax "®apmakonorivHi
BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWWMU fikapCbKnmMn
3aco6amu Ta iHWi BUAn B3aemMogii”,
"Oco61BOCTI 3acTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta gos3un”, "Aitn", "Mepepno3sysaHHs", "Mo6iYHi

peakuii” BigNoBigHO A0 iHhopmavi

3a
peyenmom

He
nionsieae

UA/17697/01/02




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

pedhepeHTHOro slikapcbkoro 3acoby
(CIANIC®, TabneTkun, BKpUTI M/1iBKOBOIO
060/10HKOID), & TaKOX OHOBJIEHO
iHcbopMmaL,ito B iIHCTPYKLT A58 MeANYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby B po3gini
"Mo6iyHi peakuii" WoA0 3BiTYBaHHS NPO
noGiyHi peakuiji.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcia 1.0 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

B.o. Haua/ILHUKAa
dapManeBTUYHOr0 yIpaB/JIiHHA

Onexkcanap I'PIHEHKO




IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI

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 02 rpyans 2024 poky Ne 1996

3MIHU IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECSA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX

3ACOBIB YKPAIHN
Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioYyeHHs1
1. | ASAUUTUAWNH- | niodinizaT ans MicTtpan AHriA HaHr KyaHr TaliBaHb BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepianis: 3a UA/18117/01/01
BICTA PO3YUHY ONS1 iH'EKLLIA Kenitan dapmacbioTikan BUNPABNEHHS TEXHIYHOI NOMW/IKHK, 3rigHO N.2.4. peuyenmom
no 100 mr; 1 chnakoH | MeHemKMeHT Ko., N14. po3sgainy VI Hakasy MO3 Ykpainu Big
(20 m1) 3 mopoLkom Nimviten 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
Y KapTOHHiIli kopoobLi Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHsa TeXHIYHOT NOMUIIKN, NOB'A3aHO 3
HEBIANOBIAHICTIO (PI3HOUMTAHHS) B MEXax
OZIHOTO AOKYMEHTA, A0NYLUEHHA NOMWU/IKN B
aHaNiTUYHNX METOAVKaX 3a NOKa3HNKOM
«KinbkicHe Bu3HaueHHs» B MKA 13, a came:
B YMOBaxX XxpomaTorpadyBaHHs MOMWU/IKOBO
3HayeHo «Temneparypa 3paska: 100C»,
3amicTb «TemnepaTypa KonoHku: 100C».
BunpaBneHHs1 TeXHIYHOI NOMW/KK Bignosigae
apxiBHYM MaTepiasiam peecTpaLiiHoro Aoche.
2. | AKTPANIA® PO3YUH NS iH'EKLN, A/T HoBo [LaHis Brpo6HuK [anisa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/17171/01/01
HM 100 MO/m#n; no 3 Mn Hopgaick Hepo3ghacoBaHoro PpaHuin/ 3MiHn | TURY - 3MiHK 3 SIKOCTi. FOTOBWMIA peuenmom
PJIEKCMNEH® y kapTpuaxi; no 1 NPOAYKTY, Bpasunis/ nikapcbkuii 3aci6. KOHTponb roToBOro
KapTpuaxy y nepBuHHE KuTalicbka nikapcbKoro 3acoby (iHLwi 3MiHN)
6araTo/i030Biii nakyBaHHs; HapogHa OHoBneHHss MKA ansa nikapcbkoro 3acoby, a
0iHOpa3oBiii KOHTPO/b AKOCTI Pecny6nika came - BUKNafeHH:A TEKCTY JepXaBHO
Lwnpuu-pyLi; no 1 NpPoAyKTy B MOBOIO, 3riAHO Cy4acHnx BumMor. MKH,
abo 5 wnpuL-pyyok nepBMHHOMY BK/tOYaoUM po3ainy «Cneuundikadis» Ta
Y KapTOHHiIli kopoobLi nakyBaHHi «MeToan KOHTPONO» nepeknageHi
(kapTpunaxi YKPAiHCBLKOK MOBOIO, LLO Y3ro[XeHi i3
MeHin®) Ta cneumdikaLielo 3aaBHUKa-BUPOBHMKA, ane
BiANOBIAaIbHMI 3a CYTb 3aTBEPKEHOIO TEKCTY HE 3MIHIOETLCS.
BUMYCK cepil 3miHu fo cneumdikauii 3asBHUKa-BMPOOHUKaA

rOTOBOrO NPOAYKTY
(PnekcleH®): AIT

He BHOCW/INC.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns




n/n

Hassa
JliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

11

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Hoso Hopagick,
[aHis; BUpobHuk
BiNOBIgabHWIA 32

3aTBepPXKeHHA.

Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

rOTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/Ib SIKOCTI
rOTOBOrO NPOAYKTY
(PnekcleH®):

Hoso Hopgick

36MpaHHs,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHS
roToBOro NPOAYKTY
(dnekcleH®);
KOHTPO/b IKOCTI
roTOBOro NPOAYKTY
(dnekcleH®): AIT
Hoso Hopagick,
[OaHis;
MapkyBaHHA Ta
BTOPVHHE
nakyBaHHs
rOTOBOrO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
[aHis; BUpo6Huk
npoaykuii 3a
MOBHUM LIK/TOM:
Hoso Hopgaick
MpoatokCboH
CAC, ®paHLuis;
Brpo6HuK
Hepo3dacosaHoro
NpoAykKTY,
nepBuHHe
nakyBaHHS;
KOHTPO/b SKOCTI
NPOAYKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaXi
MeHin®);
36MpaHHs,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs

MNpoaykao
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
dapmaceyTika 4o
Bpasinb ITaa.,
Bpasunis;
Brpo6HuK
Hepo3dacoBaHoro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY
ynakoBky: HoBo
Hopgick (KnTaii)
dapmacbioTikan3
Ko., N14.,
Kutaiicbka
HapogHa
Pecny6nika
3. | ANEPIFOKOPT Masb, 1 mr/rno 15t TOBAPWCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a He UA/16036/01/01
y Ty6i; no 1 Ty6i y 03 BUPOGHMLTBA, 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssizae
KOpOO6Li 3 KapTOHY OBMEXEHO KOHTPO/b SKOCTI, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
o BUMYCK Cepii: 3MiHU Y KOPOTKIiil XapakTepucTuLj NikapcbKoro
BIANOBIAAN ToBapucTBo 3 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
bHICTIO 06MEXEHOI0 MeANYHOro 3aCToCyBaHHA
«KOPMOPAL|I BigNoBiAa/IbHICTIO reHepuYHUX/ribpnaHnx/6ionodibHNX
2| "PapmaueBTUYHA niKapcbkunx 3acobiB Nic/is BHECEHHA TiET camol
«30POB’A» KOMMaHis 3MiHM Ha pechbepeHTHWII npenaparT (3MiHa He
"3p0pos'a" noTpebye HaJaHHS XOAHNX HOBUX AOAATKOBMX
YKpaiHa; Bci ctagji OaHux) - 3MiHM BHECEHO A0 IHCTPYKUIT Ans
BMPOGHMLTBA, ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
BUMYCK Cepii: y po3ginu "®apmakosorivyHi BnacTuBocTi",
ToBapucTBO 3 "MpoTunokasaHHa", "OcobanBOCTI
06MEXEHOI0 3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BigNoBiAa/IbHICTIO BariTHoCTi abo rogyBaHHs rpyaa”, "3aaTHicTb
"®apmaueBTuyHa BM/IMBATW Ha LWBMAKICTb peakLii Npu KepyBaHHI
KOMMaHis aBTOTPaHCMNOPTOM abo iHWMMK MexaHismamu',
"3popos's”, "Cnocib 3acTtocyBaHHs Ta go3n", "Oitn",
YKpaiHa; KOHTPO/1b "Mepepno3yBaHHs", "Mo6GIYHI peakyii” 3rigHo 3
AKOCTI: iHchopmauieto LWoA0 MeaNYHOro 3aCTOCYBaHHS
ToBapucTBO 3 pedhepeHTHOrO flikapcbkoro 3acoby
06MEXEHO (PTOPOKOPT®, Ma3b, 1 Mr/r).
BiANOBIAA/LHICTIO BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
"®APMEKC 3aTBEepKEHHA
PYI", YkpaiHa
4. | AIbMIHAA Tabnetku, BKpUTI ACTPA3EHEK Lseujis BMPOGHMLITBO LLisewjs BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/20307/01/01
NNiBKOBOK A Ab TabneTok, 3MiHu Il TUNY - 3MiHK Woa0 peyenmom nionsieae
060/10HKO10, N0 60 BUNPOGYBaHHS, 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
Mr, no 14 TabneTok nakyBaHHs 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbkoro
y 6nicTepi; no 4 nikapcbKoro 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
6nictepn y 3acoby, BunycKk MeAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
KapTOHHI Kopo6Lii cepii: [JaHVMU 3 SKOCTi, AOKMIHIYHUMW, KAIHIYHUMK
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

AcTpa3eHeka Ab

JaHuMKn Ta gaHvmu 3 hapmakoHarnsagy -
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Oco6nmBoCTI 3acTocyBaHHA" Ta "Cnoci6
3aCTOCyBaHHA Ta 031" BifNoBigHO [0
Marepianis peeCTpaLiiHoro A0CbE, a TaKoX
BHECEeHi pefakLiliHi NpaBKky TEKCTY po3ainis
"®apmakonoriyHi BnactnsocTi”, "B3aemogis 3
HLUMMK NiKapCbKMMKM 3acob6amMu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Cnoci6 3actocyBaHHs Ta fo3un", "Mo6iuHi
peakuii”. BBeleHHs1 3MiH NPOTArom 6-Tn
MicsILiB Mic/1s 3aTBepAKEHHS.

ANNMbMIHAOA

TabneTku, BKpUTI
NNiBKOBOIO
060s10HKOI0, No 90
mr, no 14 TabneTok
y 6nicTepi; no 1 abo
4 6nictepn y
KapTOHHI KopooLli

ACTPA3EHEK
A Ab

LLseuis

BMPOBHULITBO
TabneTok,
BMMNPOGYBaHHS,
nakyBaHHs
nikapcbkoro
3acoby, BuUMycK
cepi:
AcTpa3eHeka Ab

LLBeuis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MinHun Il TUNY - 3MiHK WoAa0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 SKOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
AaHVMU Ta gaHumuy 3 chapmakoHarnsgy -
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Cnoci6
3acTocyBaHHA Ta A031" BiANoBigHO [0
Marepianis peecTpaLiiHoro 10Cbe, a Takox
BHECEHI pefakLiliiHi NpaBKy TEKCTY po3ainis
"®apmakonoriyHi BactuBocTi", "B3aemogis 3
HLWIMMK NiKapCcbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Cnoci6 3actocyBaHHs Ta go3n", "MobiuHi
peaxuii”. BBeijeHHs 3MiH NpOTArom 6-Tu
MicsLIB MiCNSA 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/20307/01/02

AMAHTWUH

TabneTku, BKpUTI
NNiBKOBOIO
060n10HKOt0, Mo 100
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nictepis B
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
YTOUYHEHHS peecTpaLiiiHol npoueaypu B
Hakasi MO3 YkpaiHu Ne 1828 Big 31.10.2024
- 3MiHu | TMNy - 3MiHK 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMUTBI (iHLUi
3MiHW) - BHECEHHS 3MiH [0 peecTpauiiHoro
[OCbE, a caMe 3MiHa NepiognuYHOCTI PYTUHHOMO
KOHTPOJIO NOKa3HUKIB 417 rpaHynaTy
KanibpoBaHOro Ta Macu ans TabnetyBaHHs.
3arBepkeHo: PYTUHHUI KOHTPOIb NOKa3HWKIB
0N rpaHynaTy kaslibposaHoro Ta Macu gns
TabneTyBaHHS: rpaHy/IOMETPUYHWIA cKiag,
TeKy4iCTb, HacunHa ryctuHa, 3aaTHiCTb Ao
ycaaku, ryCTuHa nicnis ycaaku Ha KOXHOT cepil.
3anponoHoBaHo: PYTUHHWIA KOHTPOb

3a
peyenmom

UA/6991/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

NoKa3HWUKIB [/18 rpaHyIAaTy KanibpoBaHoro Ta
macu ana TabneTyBaHHs: rpaHy10MeTpUYHUI
cKnag, Teky4diCTb, HacunHa ryctTuHa, 34aTHicTb
[0 ycafKu, ryCTMHa nicaia ycagkn B pexvimi
MOHITOPUHIY He pigLle, HX Ha KOXHIlA 10-1
cepii. 3MiHun | TMNY - 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI (iHLWi
3MiHW) - BHECEHHS 3MiH [0 peecTpauiiHoro
[0CbE, a came 3MiHa NPOBEAEHHS KOHTPO/I0
NnoKasHUKIiB B pyTVHI Ta Ha Bastigauii ans
TabneTok-aaep. MNpoBefeHHA KOHTPO/IIO
NoKa3HWUKIB B pyTVHi. MNpoBeAeHHS KOHTPOsIO
nokasHWKiB Ha Banigavii. 3miHum | Tuny -
3MiHu 3 aKocTi. ADL. KoHTponb A®I (iHwi
3MiHN) - oHoBNeHHa DMF Ha AdI
AmaHTaguHy cynbdaT 3aTBEPAKEHOr0
BUpoGHUKa Moehs, IcnaHisi, a came 3miHeHO
3 Bepcii 0-ADS-2107-s0021 Ha Bepcito O-
ADS-2210-s0027.

AMOKCUKNAB
®

MOPOLLIOK A/1A
OopasibHOI cycneHsii
(250 mr/62,5 mrB 5
M), no 15,8 r
NOpOLLKY Y dh/1aKkoHI
(ansa 100 mn
cycneHsii), no 1
dnakoHy pasom 3
MipHOI0 JTOXKOI ab0
MipHVM LINpULEM B
KapTOHHI Kopo6Lii

CaHpo3
dapmacbioTika
n3 a.a.

CnoBeHisa

CaHpo3 M'm6X -
Bupo6Huya
OinbHUUS
AHTUIHDEKUAHI
N3 1a XimiuHi
Onepauii KyHanb
(AIXO rn3
KyHanb)

ABCTpiIs

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpxeHb 3
6e3nekn 3acTocyBaHHS NikapCcbKOro 3acoby B
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkeHb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO B iHCTPYKLit0 A5
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 po3ginis "B3aemMogis 3 iHWMMK
nikapcbk1MK 3acobamu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTI 3aCTOCYyBaHHS",
"Mepeno3yBaHHA" Ta "MobiuHi peakwii”
BiANOBIAHO O OHOBNEHOT iH(hopMaLii Wwoao
6e3neky 3acTocyBaHHA Ai040i pevoBUHN
3rigHo 3 pekoMeHgauieto PRAC. TepmiH
BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/7064/02/01

AMOKCHUuni
H-
KNABY/NAHAT-
BICTA

NOPOLLIOK ANt
PO3YUHY A5 iH'EKLLIA
a6o iHdysiii no 1000
Mr/200 mr y

MicTpan
Kenitan
MeHepXmeHT
Nimiteq

AHrNifA

Crepunizauis
LYol pevyoBUHU,
BUPOBHUK
NpoMiXHOro

Kutai/
IcnaHia

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€Bponelicbkiin dpapmakonei/moHorpadii.

3a
peyenmom

He
nionsieae

UA/20228/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
thnakoHi; no 10 NpPoOAYKTY MogaHHA HOBOro abo OHOB/IEHOrO
hnakoHiB B (cTepunbHoi cepTugikaTa BigNoOBIAHOCTI a60 BUNYYEHHS
KapTOHHiiA KopooLyi CyMiLi) ans cepTudikaTa BignoBigHOCTI EBponeiichkili
roToBOrO hapmakonei: ana A®l; ans BuxigHoro
npoayKTy: XXYXAI marepiany/peareHTy/npoMiKHOrO NPOAYKTY,
IOHANTEL LLIO BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI;
NNABOPATOPI3 AN JOMOMDKHOI peyoBuHY (cepTuddikat
KO, NTA, Kutai; BiANOBIAHOCTI EBponeiickkili hapmakonei) -
ImnopTep OHoBEHWIA cepTUdiKaT Bif yxe
NPOMDKHOrO 3aTBEPAKEHOIO BUPOOHUKA - NOAAHHS
NpoAayKTYy OHoBneHoro CepTudikaty BiANOBIAHOCTI
(cTepunbHa €sponeiicbkiii hapmakonei R1-CEP 2013-125
CyMiLl), BUPOGHWK - Rev 02 Bif yXe 3aTBEpAKEHOr0 BUPOGHMKA
roToBOT NPOAYKLi, ZHUHAI UNITED LABORATORIES CO.,
nepBuHHa Ta LTD., China gna A®| aMmoKCMLUWAiIHY HaTPItO
BTOPVHHA CTEPUIILHOrO, L0 BUKOPUCTOBYETLCA Y
yrnakoBka, BUPOBHMLTBI /TiKapCbKOro 3acoby
KOHTPO/b AKOCTI Amokcuumnii-KnaesynaHat-BicTa, NOpoLLIOK
(XiMiYHWIA/Di3nyHK 0115 po34vHY AnA iH'ekLiii abo iHdy3in no 1000
i, GionoriyHnii Ta Mr/200 mr [itoya pepakyis: R1-CEP 2013-125
MiKpOoGionoriYHuii: - Rev 01 - MNponoHoBaHa pegakuis: R1-CEP
CTEPUSIBHICTD), 2013-125 - Rev 02. 3miHu | Tuny - 3miHK 3
BUNYCK cepil: AaKocTi. CepTudpikaT BignosigHoOCTI/lE-
NABEOPATOPIO cepTudikaTt BignoBigHOCTI €BPONENChKit
PEWI XXO®PE, hapmakonei/moHorpadii. NogaHHsA HOBOTO
C.A., IcnaHis ab0 OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; An1S 4OMNOMIXKHOI Pe4YOBUHM
(cepTudpikaT BignoBigHOCTI EBpoNelickkiii
chapmakonei) - OHOBEeHWIA cepTudikar Big,
yXe 3aTBepKeHOro BUPo6HUKa - NoAaHHSA
OHoBneHoro CepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2013-125
- Rev 03 Big, yxe 3aTBepAXeHOro BUpOGHUKa
ZHUHAI UNITED LABORATORIES CO.,
LTD., China gna A®| aMmoKCMLUWAiIHY HaTPItO
CTEPUIILHOrO, L0 BUKOPUCTOBYETLCA Y
BUPOBHMLTBI /liKapCbKOro 3acoby
Amokcunumnii-KnaeynaHat-Bicta, nopoLiok
0115 pOo34vHY AnA iH'ekLiii abo iHdy3in no 1000
Mmr/200 mr
9. | APTUDJIEKC kancynu no 10 TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nionsea UA/12774/01/01
YNbTPA Karncyn y énicrepi; 03 obmexeHo 3MiHu | TURY - 3MiHK WoAao peyenma €
no 6 a6o 12 OBMEXEHO BiANOBIAANILHICTIO 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
6nicTepis y kopobui o "dapmaueBTuyHa 3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbkoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3 KapTOHY

BIAMNOBIAAN
bHICTHO
«KOPIMOPALI
A
«3[0POB’'A»

KOMMaHis
"3aopoB'a”

3ac00y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo fociAkeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiANoBIAHO A0 NnaHy
negiatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBEKEHNM
opraHom).
3MiHWN BHECEHO B IHCTPYKLtO 4719 MEANYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6numBocTi 3acTocyBaHHA", "Mo6iYHi
peakuii" BiAnoBigHO A0 iHchopMmau,i Wwoao
6e3nekn 3acTOCyBaHHA [il0UMX PEYOBUH 3rifHO
3 pekomeHpauieto PRAC. BBeeHHs 3MiH
NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHSA
CynyTHS 3miHa - 3MiHW Woa0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BMAAui peecTpaviiiHoro noceigyeHHs,
BK/ItOYaKoumM MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHS TEKCTY, SIKWIA NOrOKEHWA 3
KOMNETEHTHUM opraHoM) 3asBHUKOM HafaHo
OHOB/EHWIA MNNaH ynpasniHHA pusukamu
Bepcisa 1.2.
3MiHM BHECEHO A0 YacTuH: | «3arasibHa
iHdbopmauis» V «3axoan 3 MiHiMizau,i
pu3ukie» VI «Pe3stome nnaaHy ynpasniHHA
pu3nkamm»

VIl «ogaTkm» (004aTOK 2) Y 3B’A3KY 3
OHOBJ/IEHHAM iH(hOpMaLii 3 6e3nekun gjtoyol
peyoBUHM iBYNpogieH BignoBigHO A0
pekomeHaauii PRAC, WO € pyTUHHUM
3axo040M 3 MiHiMi3auii pusvkis. Pestome Mnany
ynpae/iHHA pu3nkamu Bepcis 1.2 AoAaETbCA.

10.

AYITMEHTUH

MOPOLLIOK A/1A
OopasibHOT cycneHsii
(200 mr/28,5 mrB 5
M); 1 pnakoH 3
NOpOLLKOM A5
npuroTyBaHHs 70 Mn
cycneHxsii 3 MipHUM
KOBMa4ykoM, abo
[03YH0UNM
wnpuvuem, abo 3
MipPHOIO JTOXXEUKOHO,

nakcoCmiTKn
SH Ekcnopt
Niviteq

Benvka
BpuTtaHis

CMITKNsiiiH Bivem
PapmacbloTrKaic,
Benuka bBputaHis;
nakco Bennkom

MNpoaakLuH,
®paHuis

Benuka
Bputanis/
®paHuia

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | Tuny - 3miHK 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
[N JONOMIKHOI peyoBMHY (cepTudiikat

3a
peyenmom

UA/0987/05/01
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Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

B KapTOHHIn kopobuj
ab0 3 KPULLIKOHO i3
3aXMCTOM Bif,
BIAKPWTTA 4iTbMU
pasom 3 [03yoUnM
Lnpuuom abo
MipHOIO JTOXKOHO, B
KapTOHHI KopooLli

BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBuii cepTudpikat Bif, HOBOro BUPOGHUMKaA
(3amiHa abo [OMOBHEHHS) -
[JopnasaHHsA HoBoro Bupo6Hyika Centrient
Pharmaceuticals India Private Limited, IHAis
AN AilY0T PEYOBUHM aMOKCULMAIHY
TpUrigpaTy 3 HagaHHAM cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
R1-CEP 2007-226 Rev 03. Tako), BHECEHHS
pefakuifiHuX NpaBokK A0 agpecu
3apeecTpoBaHoro B1pobHuka Beecham
Pharmaceuticals, Singapore w06 agpeca
6yna y3romxeHa 3 3apeectposaHnm CEP
3arBepaxeHo Beecham Pharmaceuticals
(PTE) Ltd. 38 Quality Road Jurong Industrial
Estate SGP- 618 809 Singapore.
3anponoHoBaHo
Beecham Pharmaceuticals (Pte) Ltd. 38
Quality Road Jurong Industrial Estate
Singapore- 618 809 Singapore or Centrient
Pharmaceuticals India Private Limited Bhai
Mohan Singh Nagar District Nawanshahr India
— 144 533 Toansa, Punjab. BeegeHHs 3MiH
NPOTAroMm 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | TMny - 3miHK 3 AkocTi. APl. KoHTposb
A®I. 3miHa y napameTpax cneuucikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisix Ha Ad®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y Npoueci BUpo6HULTBA
A®| (BonoBHEHHs crieumdikalii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBiIAHUM METOA0M
BUNPO6YBaHHSA) - [loNOBHEHHA creumndikavii
Ha A®| amoKcuLUWNiHY TpUrigpaTty HOBUM
NOKa3HNKOM SIKOCTI (fomillka K) 3 kputepiem
npuitHATHOCTI «NGT 1.0%>» Ta BiANOBigHWM
MeTOA0M BUNPOBYBaHHSA, Y 3B'A3KY 3
BBEEHHSIM HOBOro BMpo6Huka A®| Centrient
Pharmaceuticals India Private Limited, IHgjs.
Takox, y3rofpkeHHs1 Ha3Bu BCiX BiAMNOBIAHWX
[OOMILLOK i3 MOHOrpadieto EP ans
amoKcuuuniny Tpurigpaty. BeefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. A®Il. KOHTpob
A®I. 3viHa y napameTpax cneumdikadili
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX Y
cneyudikauisx Ha A®l, abo
BUXIAHWA/NPOMIXHUIA NpoAYKT/peareHT, Lo
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

BUKOPWCTOBYIOTLCA Y NPOLLECi BUPOOHNLTBA
A®I (O0NOBHEHHSA cnevumdikauii HOBUM
MOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METO0M
BMNPOGYBaHHS) - [loNOBHEHHS crieumndikaw,i
Ha APl amoKCULMAIHY TpUrigpaTy HOBUM
NoKa3HUKOM SKOCTI (AoMillKa L) 3 kputepiem
npuiAiHaTHOCTI «NGT 1.0%>» Ta BiANOBIAHUM
MEeTOA0M BUNPOGYBaHHS, Y 3B'A3KY 3
BBE/lEeHHAM HOBOro BUpobOHuka A®| Centrient
Pharmaceuticals India Private Limited, IHAis1.
TakoxX, Y3rof)XeHHs1 Ha3Bu BCIX BiANOBIAHNX
[OMILLOK i3 MOHOrpadieto EP ans
amoKcuuuniHy Tpurigpaty. BBegeHHs 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOOYBaHHS) - HE3HaYHA 3MiHa Y
3aTBEPKEHNX MeToAax BUNpPobyBaHHS, a
came- y p.3.2.P.5.2 BusHaueHHs1 CynyTHiX
[LOMILLIOK amoKcuUmniHy metogom BEPX
BHECEHO BiHOCHWI Yac yTpPUMaHHA ans
nomiwok K ta L. MeToa npoBefeHHs aHanisy
He 3MiHMBCA. Takox, BKItoYeHHA meTun-(R)-
amiHo-(4-rigpokcudpeHin) auetat (HPGME) i
aMOKCMLUMNIH MeTunneHiynnoat ao Taénuui 2
«Yacu ytpumaHHsa» y p.3.2.P.5.2. BHeceHHA
He3Ha4YHWUX OHOBJIEHb B ONWCI PO3paxyHKy
CYNYTHIX AOMILLOK aMOKCULW/iIHY METOL0M
BEPX, a came- noninwmTy YntabenbHicTb
npeactaBneHnx hopmyn Ans po3paxyHkis.
MeTogyKa 3amwaeTbea 6e3 3miH. BeefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAXKEHHSA. 3MiHY Il TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpob roToBOro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikaLin Ta/abo AoNyCTUMUX MEX
rOTOBOrO JliKapCbKOro 3acoby (3miHa
3HaxXo0AWTLCA N03a 3aTBePAKEHUMM
LONyCTUMUMU Mexamu crneuudikauiii) - 3miHa
KpUTEepIiB MPUIAHATHOCTI NapameTpa
cneumaikauii «XapakTepucTuka cycneHsii» Ha
«CycneHsisa Big, 6i10ro 4o XoBTyBaTO-
KOPVYHEBOTO KOMIbOPY» AN15 cneuundikauiii Ha
CyXuii MOPOLLOK NPU BUMYCKY Ta B KiHLj

TepMiHy NpugAaTHOCTI, & TaKoX Ans
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
cneumdikauii Ha CycneHsito, y 3B's3Ky 3
BBEEHHSIM HOBOro BMpo6Huka A®| Centrient
Pharmaceuticals India Private Limited, IHgjs.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
11. | AYTMEHTUH NOPOLLOK AN nakcoCmitKn Benvka CmiTKNsiiiH Bivem Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/0987/05/02
OopasibHOT CyCneHsil, AiH EkcnopT BputaHia | ®apmacbloTmkanc, Bputanis/ 3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT peyenmom
400 mr/57 mr B 5 mn, Nimitepn Benvka BputaHis; PpaHui BignosigHocTi/IE-cepTudikar BignosigHoCTi

1 chnakoH 3
MOPOLLKOM ANt
npurotysaHHsa 70 mn
cycnensii y
hnakoHax 3
npo30poro ckna 3
MeTas1IeBoo
KPWLLIKOIO, LU0
3arBUHYYETHLCA (3
KOHTPO/IEM NEPLLOro
BiAKPUTTSA i
nonimepHoto
NAiBKOH, L0
MICTUTbCA
BCepeaVvHi) pasom 3
[,03Y04MM LIMNPULLOM
abo MipHUM
KoBnaykom, abo
MipPHOIO JTOXKOIO,
nomiteHni B
KapTOHHY KOpPOOKY
abo0 3 KPULLIKOHO i3
3aX1CTOM Bif,
BiAKPUTTA AITbMU
pa3om 3 J03Yy4nMm
Lnpuuom abo
MIPHOIO JTOXKOIO,
NOMiLLIeHW B
KapTOHHY KOpPOOKY

"nakco Bennkom
MNpoaakLuH,
PpaHui

€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBIigHOCTI a60 BUNYYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/npoMXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
Hoswii cepTudikat Bifg HOBOro BUPOGHMKA
(3amiHa abo [OMOBHEHHS)
[JopasaHHs HoBoro Bupo6Huka Centrient
Pharmaceuticals India Private Limited, IHgis
ANA AiloYO0T PeYOBUHN aMOKCULIMAIHY
TpurigpaTy 3 HagaHHAM cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei CEP
R1-CEP 2007-226 Rev 03. Takox, BHECEHHS
peAakuifiHnx NpaBok A0 agpecu
3apeecTpoBaHoro B1upobHuka Beecham
Pharmaceuticals, Singapore w06 agpeca
6yna y3rogpxeHa 3 3apeectpoBaHum CEP
3aTBepmkeHo - Beecham Pharmaceuticals
(PTE) Ltd. 38 Quality Road Jurong Industrial
Estate SGP- 618 809 Singapore
3anponoHoBaHo - Beecham Pharmaceuticals
(Pte) Ltd. 38 Quality Road Jurong Industrial
Estate Singapore- 618 809 Singapore or
Centrient Pharmaceuticals India Private
Limited Bhai Mohan Singh Nagar District
Nawanshahr
India — 144 533 Toansa, Punjab BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
3miHu | TUny - 3miHn 3 AkocTi. APl. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo [ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCA Y NpoLLeci BUPO6HNLTBA
A®| (1oNoBHEHHA creumndikaLii HOBUM
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
NOKa3HNKOM SIKOCTi Ta BiAMNOBiIAHUM METOA0M

BMNPO6YBaHHS) - [JONOBHEHHS cneumdikaL,i
Ha A®| aMOKCULMNIHY TpurigpaTy HOBUM
noKasHUKOM skocTi (Aomiwka K) 3 kputepiem
npuitHATHOCTI «NGT 1.0%>» Ta BiAnNoOBigHWUM
METOA0M BUMPOOYBaHHS, Y 3B’A3KY 3
BBE/IeHHAM HOBOro BUpo6HMKa APl Centrient
Pharmaceuticals India Private Limited, IHAis.
Takox, Y3rofpkeHHs Ha3Bu BCiX BIANOBIAHNX
[OMILLOK i3 MOHorpadieto EP ans
amokcuuuniny TpurigpaTy. BBegeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | Tvny - 3miHK 3 AkocTi. APl KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisix Ha Ad®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTHCSA Y Npoueci BUpo6HULTBA
A®| (onoBHEHHs crieumdikalii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOO6YBaHHSA) - [l0NOBHEHHA crieumdikavii
Ha A®| amoKcuLUWNiHY TpUrigpaTty HOBUM
NOKa3HUKOM SAKOCTI (fOMilLKa L) 3 Kputepiem
npuitHATHOCTI «NGT 1.0%>» Ta BiANOBigHWM
MeTOA0M BUNPOBYBaHHSA, Y 3B'A3KY 3
BBEEHHSIM HOBOro BMpo6Huka A®| Centrient
Pharmaceuticals India Private Limited, IHgjs.
Takox, y3rofpkeHHsi Ha3Bu BCiX BiAMNOBIAHWX
[OOMILLOK i3 MOHOrpadieto EP ans
amoKcuuuniny Tpurigpaty. BeefgeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOGYBaHHS) HE3HaYHa 3MiHa Y
3aTBEpMAXEHNX MeToAax BUNPobyBaHHs, a
came- y p.3.2.P.5.2 BUsHaueHHsi CynyTHiX
[OOMILLOK aMOKCULWiHY MeTogom BEPX
BHECEHO BiHOCHWI Yac yTpUMaHHa Ans

pomiwok K ta L. MeToa nposefeHHs aHanisy

He 3MiHuBCS. TakoxX, BK/IHOYEHHs meTu-(R)-
amiHo-(4-rigpokcudpenin) auetat (HPGME) i

amoKcuumniH metTunnexiyunoar Ao Tabauui 2
«Yacu ytpumaHHs» y p.3.2.P.5.2. BHeceHHsA

HE3HAYHVX OHOBJIEHb B ONUCI PO3pPaxyHKy

CYNYTHIX AOMILLOK aMOKCULW/iIHY METO0M
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BEPX, a came- noninwmTy yntabenbHicTb
npeacrasneHnx hopmyn 4151 po3paxyHKiB.
MeToavka 3annwaeTbes 6e3 3MiH. BBegeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepXeHHs. 3MiHu Il TUny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo [oNycCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (3miHa
3HaxoAWTLCA N03a 3aTBePAKEHUMM
O0oNyCTUMMMU Mexamu cneuudikadiin) - 3miHa
KpUTEPIiB NPUAHATHOCTI NapameTpa
cneundikauii «XapakTepucTuka CycrneHsii» Ha
«CycneH3is Big, 6i10ro Ao XoBTyBaTO-
KOPUYHEBOTO KOMbOPY» AN cneuudikaliii Ha
CYXMi1 MOPOLLOK NPW BUMYCKY Ta B KiHLji
TepMiHy NPUAATHOCTI, a TakoX A/s
cneumdikauii Ha cycnexsito, y 38’a3Ky 3
BBE/IeHHAM HOBOro BUpo6HMKa APl Centrient
Pharmaceuticals India Private Limited, IHAis.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS.

12.

BEPELL®
MArHIA NoC
B6

TabneTku, BKpUTI
nAiBKOBOO
060n10HKOt0, 1Mo 10
Tabnetok y 6nicrepi;
no 3 abo 6 6nictepis
Y KapTOHHiIli kopoobui

3AT "BepeLw
dapma”

YropLmHa

3AT «bepeL
dapmvax»

YropLmHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
po3Mipy cepii (Bk/toYatoun gianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSHO i3
3aTBEPAKEHVIM PO3MIPOM) - BBEAEHHS
[04aTKOBOr0 PO3Mmipy cepii roToBoro
nikapcbKkoro 3acoby. 3aTBepakeHo: 250 kr
(200000 TabneTtok). 3anponoHosaHo: 500 Kkr
(400000 Ta6neTok). 3miHu | TMNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHM y npoLeci BUpo6bHMLTBa
roTOBOro MiKkapCbKOro 3acoby, BKIUaUn
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBHULTBI FOTOBOIO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHNLTBA)
He3HayHa 3MiHa y npoueci BUpobHuuTBa
nonsarae y BNpoBapkeHHi HOBOT cuctemu
romoreHisauii. 3MiHu | Tuny - 3MiHK 3 SKOCTiI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOBOHULTBI. 3MiHK y npoLeci BUpo6bHMLTBa
roTOBOro MiKkapCbKOro 3acoby, BKIYaUn
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBHULTBI rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHMLTBa)

6e3
peyenma

UA/4516/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
He3HayHa 3MiHa y npoueci BUpobHuuTea
nonsrae y BNpoBaXeHHi 3MiH B npoLeci
HaHeCceHHs NiBKOBOI 060/10HKN.
13. | BPIMO®TAN Kpanni o4Hi, po3unH, | BPYCYETTIHI ITanisa TOB "CaHToHika" NuTtea BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/19259/01/01
2 mr/mn, no 5 mn -C.P.N. 3MiHu | TUny - 3miHK 3 AkocTi. CepTudikat peuenmom

PO34MHY Yy h/1akoHi 3
nonieTuneny
HWU3bKOI Li/IbHOCTI 3
KpanesbHULE Ta
6iNOK0 KpYLLIEYKOIO 3
nonietTuneHy
BMCOKOI LUiNIbHOCTI;
no 1 conakoHy y
KapTOHHI KopooLii

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBIigHOCTI 260 BUIYYEHHS
cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
thapmakonei: ana Adl; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NpPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI A,
0151 [OMOMDKHOT peyoBUHM (cepTudiikaT
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBreHWiA cepTundikar Bif yxe
3aTBEPAXEHOr0 BUPOGHMKA. MoaaHHSA
OHOB/IEHOrO cepTudikaty BignosigHocTi EP
RO- CEP 2014-331-Rev 01 (nonepeaHs Bepcis
CEP RO- CEP 2014-331-Rev 00) ans A®I
BpumoHignHy TapTparty Big Bxe
3aTBEpMAKEHOro BMpobHuka Farmak A.S.
3MiHu | TUNy - 3MiHK 3 AKocTi. A®IL. KOHTpOsb
A®l. 3miHa y meTogax BunpobysaHHs Adl abo
BVXiHOrO Matepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea APl (BuUyyeHHs
MeToAy BUNPObyBaHHA ANns
Adl/peareHTy/NPOMIDKHOro NPoAyKTY, SKLLO
aNbTepHATUBHWI METOZ, BXe 3aTBEPKEHNA).
BunyueHHs in-house meToay B1npobyBaHHs
PMSGC-54 ansa Bu3HayeHHA 3aMLWLKOBUX
PO3YMHHVIKIB, OCKINIbKN AaHWin MeTop B
OCHOBHOMY BMKOPUCTOBYBaBCA [/151
BUNpo6yBaHHA napameTtpy N,N-
avmeTtundopmamigy, Skuin 6ys BUNyYEHWUIA 3
CEP, a Takox 3i cneumdikauii BupobHuka Adl.
Lieli meToA TakoX BUKOPUCTOBYBABCSA ANSA
IHLUMX 3a/TULLKOBUX PO3YMHHWKIB (MeTaHon,
aueToH), ane ANsa LX PO3UYNHHUKIB TaKoX
3aTBepKEHi Ta BUKOPUCTOBYIOTLCS iHLUI
MeToAn BUNpPoGyBaHHA. 3MiHW | Tuny - 3miHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax
BMNpobyBaHHA APl abo BUxigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y NPOLIECI BUPOBHMLITBA
A®I (iHWi 3MiHM Yy MeTofax BUNPO6YyBaHHA
(BKIHOYAOUM 3aMiHy ab0 A0NOBHEHHS) ADI
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Ymosu Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

abo BUXiQHOro/MPOMIXHOTO NMPOAYKTY).

Bionycky yBaHHs1

peecmpayitiHo2o
nocsioYeHHs1

3acoby

IHais

[opasaHHA HOBOro in-house metoay
BUNPOBYBaHHSA A/18 BUSHAYEHHS 3a/INLLIKOBUX
PO34YMHHIKKIB MeTaHo/y Ta aueToHy (GC),
oyToBoi knucnotn (HPLC) Ta 6eH3ony (HS-
GC). 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBNEHOro cepTudiikaTa BigNOBIAHOCTI
ab0o BUyYeHHA cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; N8 ONOMIXKHOI PeYOBUHM
(cepTudhikaT BigNoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOBMEHUIA cepTudpikaT Bif
y)Xe 3aTBeppKeHOro BUpobHuKa. MoaaHHs
OHOBJ/IEHOrO cepTudikaty BignosigHocTi EP
R1- CEP 2014-331-Rev 00 (nonepefHs Bepcis
CEP RO- CEP 2014-331-Rev 01) ans A®I
BpumoHignHy TapTparty Bif Bxe
3aTBepxeHoro Bupo6Huka Farmak A.S., y
3B’A3KY 3i 3MIHOIO aHaNiITUYHOI METOAMKN
BMNPOGYBaHHSA K1C/IOTW OLTOBOI 3 ra3oBoi
Xpomarorpadii Ha pignHHy xpoMaTorpadito.
BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis:

3a

UA/15200/01/01

14.

BPOKCIHAK

Kpanni ouHi, 0,09%
no 1,7 mn Kkpanenb y
chnakoHi, no 1
dnakoHy 3
KpanesbHULeto B
KapTOHHI ynakoBLi

Cenricc
®apwma IMBT.
nra.

IHgis

CeHTicc ®apma
Met. Jita.

3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYyBaHHA) HesHauHi 3MiHn 3a
nokasH1MkoM «Onmnc» fikapcbkoro 3acoby, a
camMe: 3a3Ha4ya€eTbCs NOCUNAHHS Ha MeTo[,
[0[a€eTbCA METOAMKA NPOBEAEHHS
BMNPOGYBaHHSA i NpUMITKa.
3MiHu | TURNY - 3MiHK 3 siKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTohax
BMNPo6YyBaHHSA). HesHauHi 3MiHM 3a
NOKa3HNMKOM «OCMONANBHICTb» NiKapCbKOro
3aco0y, a came: 3a3Ha4aETLCA NOCUIAHHA Ha
MeToZ, AOAAETHCA aNlbTepHATUBHUIA Npunag,
[ANs NpoBefieHHs BUNPOGYBaHHS, KOPeryeTbes

peyerimom

MeToAMKa i 3a3HaYaETbCsA NPUMITKa. 3MiHu |
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

TMny - 3MiHK 3 SKOCTi. [OTOBWMIA NikapCbknii
3aci6. KOHTponb roToBOro MikapcbKoro 3acoby.
3MiHa y meTofax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS).
He3HauHi 3MiHM 3a NoKa3HMKOM «MexaHiuHi
BK/TIOYEHHSA» Nikapcbkoro 3acoby, a came:
3a3HayaEeTbCA NOCUAHHA Ha MeToA,
KOPEryeTbCca METOAMKA | 3a3HaYaloTbcsa TpU
NPUMITKV (3aMiCTb OAHIET 3aTBEPAKEHO).
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOBGYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpPo6yBaHHS). HesHauHi 3MiHM 3a
NOKa3HNKOM «KiflbkicHe BU3HAYEHHS
6eH3a/KOHIl0 Xnopuay» metogom BEPX
nNikapcbKoro 3acoby, a came: - NPUroTyBaHHs
CTaH4apTHOro Po34MHy B ABOX Napanens;
KOHL|eHTpaLisl B 3aTBEPKEHOMY i
3anponoHOBaHOMYy MeTO/i OAHAKOBI, 3MiHeHa
Maca HaBaxKKN | pO3BeAEHHS; - MPUTOTYBaHHA
BMNPOBOBYBAHOIO PO3UMNHY i3 36iNbLLEHOD
Maco0 HaBaXKW i BigNOBiAHNM PO3BEAEHHSAM,;
KOHLeHTpaLis B 3aTBEPIKEHOMY i
3anponoHoOBaHOMY MeTO/i OfHAaKOBI;

- AoAaBaHHs MoC/ifOBHOCTI BBEAEHHS
pO34mMHiB Y Xpomarorpad; - fofaBaHHS [0
nepeBipky NPUAATHOCTI CUCTEMU NOKa3HMKa
Kopensuyjii Mk CTaHAAPTHUM po3umHOM-1 Ta
CTaH4apTHUM PO34YMHOM-2; - KOPEKLLis
OCHOBHOI hOPMY/IN PO3PaxyHKy: AN1s
YTOYHEHHSI OTPUMAaHUX Pe3ysnbTaTiB y
dhopMyny AofaeTbCs rycTUHa po3ymHy 50%
6eH3asIKoHIl0 x10puay (Ska mae ctane
3HaueHHs i ctaHoBUTb 0,98 r/M), OCKiNTbKY
po3paxyHOK GeH3a/IKOHiIl0 Xnopuay BeaeTbes y
% mac/06.; - BBE[lEHHS PO3paxyHKY
KoediLjieHTa BigMIHHOCTI; - peAakuiiHi mpaBku
y TEKCTi MeToAuKN. 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby. 3miHa y
MeToAax BUNpo6YyBaHHSA rOTOBOrO /1iKapCbKoro
3aco6y (He3HayHa 3MiHa Y 3aTBEpAKEHNX
MeToAax BUNPobyBaHHs). He3HauHi 3miHM 3a
NoKa3HNKOM «KiflbkicHe BU3HAYEHHS
6pomMdpeHaky HaTpilo CeckBirigpaTy» MeToiom
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BEPX nikapcbkoro 3acoby, a came: -
[ofaBaHHsA NoCNiA0BHOCTI BBEAEHHS PO3YMHIB
y XpomaTtorpady; - pefakLiiiHi npaBku Y TEKCTI
METOANMKN.
15. | BYAEHO®A/Ib | niHa pekTasibHa, 2 Op. danbk HimeuuunH BignoBiganbHuii HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/6964/02/01
K Mr/803Y; KOXHUI dapma M'm6X a 3a BUNYCK Cepiit LLiseiiuapis 3MiHM | Tuny - 3miHK 3 sakocTi. CepTuddikat peyenmom
6aloH MICTUTb 5K KiHLLeBOro BignosigHocTi/lE-cepTudikat BignoBigHOCTI
MiHiMyM 14 03 no NPOAYKTY: €Bponelicbkii hapmakonei/MmoHorpadii.

1,2 1 niHn
pekTasibHOI; no 1
6anoHy 3
[,03aTopoM Y
KomnnekTi 3 14
annikatopamu gns
BBEJEHHS MiHN Y
N1acTUKOBOMY NIOTKY
Ta 14 nnacTMkoBMMMU
naketamu gns
ririeHivHOT yTunisauii
annikaTopis y
KapTOHHI Kopo6Lii

Op. ®anbk Papma
'M6X, HimeuunHa

Brpo6HuK
[,030BaHoi hopmu,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
ACM Aepo30/ib-
Cepsic AT,
LLiBeiiapis

B1po6GHWK,
BiANOBigaIbHUI 3a
KOHTPO/1b/BMNPOGY

BaHHSA cepii:
CI'C Axanituk
HimeyunHa rvm6X,
HimeyunHa

I'BA ®apma 'mbX,
HimeuunHa

'BA dapma 'm6X,
HimeyunHa
IHTepnabop benn
Ar, LLiseliuapis

MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUyYEHHS
cepTudikaTa BifnNoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN JONOMDKHOI pevyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUpOOHUKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2000-
152-Rev 04 (3aTBepmkeHuit: R1-CEP 2000-
152-Rev 03) gns Ad| 6ygecoHigy Big,
3aTBepxeHoro BMpo6Huka Industriale
Chimica S.R.L., Italy. 3minu | TvnY - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHOBNEHOro cepTudiikaTa BifNOBIAHOCTI
ab60 BUIyYeHHs cepTuddikarta BiANOBILHOCTI
€Bponeiicbkin thapmakonei: ansa A®l; ons
BUXiQHOro marepiany/ peareHTy/MpoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; N8 AONOMIXKHOI PEeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakone’) - OHOB/EHUIA cepTudpikaT Bif
y)Xe 3aTBeppKeHOro BUpobHuKa. MoaaHHs
OHOBJ/IEHOT0 cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 1997-
067-Rev 07 (3atBepmxeHo: R1-CEP 1997-
067-Rev 06) ans Ad| 6ygecoHigy Big,
3aTBepxeHoro BupobHuka SICOR S.R.L.,
Italy BHacnigok aminn BnacHvuka CEP 3 Sicor
S.R.L., Italy Ha TEVA PHARMACEUTICAL
INDUSTRIES LTD., Israel. 3miHu | Tny -
3MiHn 3 akocTi. CepTudikat BignosigHocTiI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHOB/IEHOrO cepTudiikaTa BigNOBIAHOCTI
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXIAHOrO MaTepiany/ peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; AN 4ONOMIXKHOI peYOBUHM
(cepTuchikaT BignoBigHoOCTI EBponelickkiii
thapmakone’) - OHOBMEHUIA cepTuddikaT Bif
yXXe 3aTBeppKeHoro B1UpobHuka. MogaHHs
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkinn hapmakonei R1-CEP 1997-
067-Rev 08 pnst A®| 6ynecoHigy Big
3aTBepxeHoro BupobHuka SICOR S.R.L.,
Italy. 3miHu | TNy - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENChKilt
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; NS [ONOMIXKHOI PeYOBUHM
(cepTudpikaT BignoBigHOCTI EBpoNelickkiii
chapmakonei) - OHoBNEeHWIA cepTudikar Big,
yXe 3aTBeppKeHOro B1UpobHuka. MoaaHHs
OHOB/IEHOTO cepTudliKaTa BigNOBIgHOCTI
€sponeiicbkiii hapmakonei R1-CEP 1997-
067-Rev 09 pnst Ad| 6ygecoHigy Big,
3aTBepxeHoro Bupo6bHuka SICOR S.R.L.,
Italy. 3miHu | TNy - AAMIHICTPaTWUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micusa
NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3ac006y, BKIOYAKUN AiNTbHNL BUNYCKY cepil
abo Micue NpoBefieHHS KOHTPOJHO SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae
BVMPOGHMK/IMNOPTEpP, HEe BK/THOYAKYM BUMYCK
cepiid). 3MiHa HaliMeHyBaHHS AiNbHUL
BIANOBIAA/IbHOI 3@ KOHTPO/L/BUNPOGYBaHHSA
cepii roToBOro NpoAykTy, 6e3 3MiHn Micus
BMPOGHMLTBA. 3aTBEepAKeHO: KOHTpakTHa
naboparopis 4719 aHaniTUYHUX BUNPOOYBaHb
(KoHTponb SIKOCTi Ta BUNPOGyBaHHS cepii
aHaniTMyHux 3paskis) JIMY NlabopaTtopis
hapMaLeBTUYHOIO Ta KOJIONYHOr0 aHasisy,
HimeuyumHa LPU Laboratory for pharmaceutical
und environmental analysis, Germany
3anponoHoBaHo: BUpo6HYK BignoBigansbHoOT 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTpONb/BMNpo6yBaHHs cepii FTBA dapma
vM6X, HimeuunHa GBA Pharma GmbH,
Germany. 3MiHu | TUny - 3MiHK 3 AKOCTI.

[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOBHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo

[ofaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCA

KOHTPONb/BMNPOGYBaHHSA cepii). JofaBaHHA

IHTepnabop Benn A, EMmMeHmaTTWITPacce

16,3123 benn, Weeiiyapis/ Interlabor Belp
AG, Aemmenmattstrasse 16, 3123 Belp,

Switzerland B SKOCTi BUPO6HUKa,
Bi4NOBiAa/IbHOIO 3a KOHTPO/1b/BUNPOBYBaHHS
cepii roToBOro slikapcbkoro 3acoby. 3miHu |

TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbknii

3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
OiNbHUL, Ha SIKilA 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii). JoaaBaHHSA
'BA dapma M'm6X, EpHcT-A66e-LUTpacce 40,
89079 YnbM, HimewunHa/GBA Pharma GmbH,

Ernst-Abbe-Strasse 40, 89079 Ulm, Germany

B AIKOCTi BUpOOHUKA, BiANOBILaIbHOIO 3a
KOHTPO/b/BUNPOBYBaHHA cepii roToBOro

nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHu 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHA iMNopTepa/3MiHu, Lo

CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo

[0AaBaHHA [inbHULI, Ha AKIA 34iiCHI0ETLCS

KOHTPO/Ib/BMNPOGYBaHHSA cepii). 3MiHa
ginbHnui GBA Pharma GmbH,
Fraunhoferstrasse 11a, 82152 Martinsried,
Germany Ha SKiil 34jiACHI0ETLCS KOHTPO/b

SIKOCTi FOTOBOrO NikapcbKoro 3acoby Ha MBA

dapma Mv6X, AHHa-CurmyHg, WTpacce 7,

82061 Holipig, HimeuunHa/GBA Pharma
GmbH, Anna-Sigmund- Strasse 7,82061
Neuried, Germany.

16.

BABICMO

PO34UH NS iH'EKLN,
120 mr/mn; no 0,24
mn (28,8 mr) y
donakoHi; pasosa
no3a 0,05 mn (6 mr),
no 1 dnakoHy y

TOB "Pou
YkpaiHa"

YkpaiHa

Brpo6HMLTBO
nikapcbKoro
3acoby
(CLGILSEETRTY
HanoBHEHHsA/NepB
WHHE NaKyBaHHs),

LLiseiiuapis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
YTOUHEHHS HannCcaHHSA YNakoBKW B HakKasi
MOS3 Ykpainun Ne 1877 Big, 08.11.2024 B
npoueci BHECEHHSA 3MiH (3MiHuW | Tuny - 3MiHK
3 AkocTi. ADIl. KoHTposib A®I (iHLWi 3MiHK).
BHeceHHs 3MiH Ao p. 3.2.S.2.3. KoHTponb

3a
peyenmom

UA/20151/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
KOMMJ/IEKTi 3 FOJIKOH BMNPOGYBaHHSA marepianis, 30KpeMa: 3mMiHa KpuTepiis
3 hiNbTPOM, KOHTPO/IIO B NPUAHATHOCTI 38 NOKA3HWKOM €HAO0TOKCUHN 3
ynaKoBaHo B npoueci <0.05 EU/mg fo <0.4 EU/mg 3aTBepaXeHnx y
6nicTep y KapTOHHIi BMPOGHMLTBA, BHYTPILLHI cneuudikayii 418 po3unHy
Kopo6Li BUMPOOYBaHHA MeToTpeKcaTy, L0 BUKOPUCTOBYETLCA Y
KOHTPO/O AKOCTI npoteci BupobHuuTea A®| chapnuymmasy.
npu BANYyCKy Ta BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
CTabiNbHOCTI, KpiM 3aTBepxeHHs). Pefakuis B Hakasi - no 0,24
MiKPOCKONiYHOrO M (28,8 Mr) y dhnakoHi; no 1 chnakoHy y
meTogy KOMMNJIEKTi 3 FO/IKOI0 3 i/IbTPOM, ynakoBaHO
BU3HAYEHHS B 6nicTep y KapTOHHI kopobui. BipHa
YacToK, pepakuis - no 0,24 mn (28,8 mr) y chnakoHi;
36epiraHHsA pasoBa gosa 0,05 mn (6 mr), no 1 donakoHy
nikapcbKoro Y KOMMAEKTi 3 rosikoto 3 (pinbTpom,
3aco6y, BTOPUHHE ynakoBaHO0 B 6/1icTep y KapTOHHii
nakyBaHHs, BUMyCK KopooLi
roToBOro
nikapcbKkoro
3acoby:
& . XodhpmaHH-/15
Pow NTpa,
LLiseiiuapis;
BunpobyBaHHs
KOHTPO/O SIKOCTI
npv BUNYyCKy Ta
CTabiNbHOCTI
Tinbku gns
MiKpPOCKONI4YHOro
meToay
BU3HAYEHHS
yacTtok: Consiac
Ar, LiBeliuapist
17. | BAKCIrPUN® cycnensisa gns CaHodi PpaHLis NOBHWI LKA PpaHuin/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/16141/01/01
TETPA | iH'exuiid; mo 0,5 mn y Mactep BMPOGHMLTBA, YropuHa 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
VAXIGRIP nonepegHL0 3anoBHEHHS, HalilMeHyBaHHs Ta/abo agpecu Micus
TETRA CNNIT- 3anoBHEHOMY nepBUHHE Ta NPOBaZ)KEHHS AiSIbHOCTI BUPOOHMKA
BAKUMHA ANSA | wnpuui; no 1 BTOPUHHE (Bkntovaroun, 3a HeobXiAHOCTI, Micue
NMPO®DITAKTUK | nonepefHbo nakyBaHHs, NpoBeAeHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
nremuny 3anoBHEHOMY KOHTPO/b SIKOCTI, MacTep-thainna Ha A®l, abo nocTavasibHMKa
YOTUPbLOXBA | wnpuuy 3 BUMYCK Cepii: Adl/BuxigHoro
NEHTHA, NPVKPINIeHO CaHodpi MNactep, mMatepiany/peareHTy/npoOMXHOIO NPOAYKTY,
IHAKTUBOBAH | rofikol y KapTOHHil dpaHuis; LLI0 3aCTOCOBYOTLCSA Y BUPOOHULTBI ADI (KLW0
A Kopoo6ui 3 BTOPUHHE 3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
MapKyBaHHAM nakyBaHHs, BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
YKparHCLKO0 KOHTPO/b SKOCTI, €Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
MOBOIO; o 0,5 mny BUMYCK Cepii: [ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
nonepegHL0 CaHodpi MNactep, PEYOBUHM (AIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
3arnoBHeHOMy PpaHuis; Has3BW 4718 1BOX BUPOOHUKIB BifIbHUX Bif,
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
wnpuui; no 1 3aMoBHEHHS, cneumduivyHmx natoreHis (SPF) feupb, WwWo
nonepeaHLo nepBuHHe Ta BMKOPWCTOBYIOTHCSA B NpoLeci BUPo6HMLTBA
3arnoBHEHOMY BTOPVHHE BaKLWHW NpoTu rpuny. [itoya pefakuis:
Lwnpuuy 6es ronkm y nakyBaHHs, Charles River Couvoir de Cerveloup -
KapTOHHI Kopobui 3 KOHTPO/b AKOCTI: MponoHoBaHa pepakuis: AVS Bio VALO
MapKyBaHHAM CAHO®I BioMedia France - 3miHu | Tuny - 3miHun 3
YKpaiHCbKOI0 BIHTPOTM akocTi. A®Il. KoHTponb A®I. 3miHa y
MOBOIO; o 0,5 Mny IHOACTPIA, napameTpax cneuudikauii Ta/abo
nonepegHL0 dpaHuis; [OMYCTUMUX MEX, BUHAYEHUX Y
3aMnoBHEHOMY BTOPUHHE cneuudikauisix Ha Ad®l, abo
wnpwui; no 1 nakyBaHHs, BUMYCK BUXIiAHWIA/NPOMXHUIA NpoAyKT/peareHT, Wwo
nonepegHb0 cepii: CaHodi- BMKOPUCTOBYHOTLCS Y NpOLECi BUpO6HMLUTBA
3anoBHeHOMY ABseHTiC 3pT., A®| (3BY)XEHHA [OMYCTUMUX MEX, BU3HAYEHUX
wnpuuy 3 YropwuHa y cneuudikauii) - 3By>KeHHs1 KoedilieHTa
NPUKPINIEHO Bapiauii (CV) ans tecty chepmMeHTaTUBHOT
TrOJIKOK Y KapPTOHHIi aKkTMBHOCTI HelipamiHigasn (metog MUNANA)
Kopobui 3 Ha eTani Aito4oi peYOBUHU BakLMHU NPOTH
MapKyBaHHAM rpuny. BHeCEHHA peaakLiiiHUX NpaBokK LWoA0
iHO3EMHOI MOBOIO 3i YTOYHEHHS OMuMcy 3pa3ka Ta yMOB BaigHOCTI
CTVKepoM TecTy thepMeHTaTUBHOI aKTUBHOCTI
YKparHCbKO0 HelipamiHigasu, onvcaHux y po3gini 3.2.S.4.2
MoBOIO; Mo 0,5 mny AHaNITUYHI MeToAVKN
nonepeaHLo
3arnoBHEHOMY
wnpuui; no 1
nonepeaHLo
3aMoBHEHOMY
Lwnpuvuy 6e3 roskn y
KapTOHHIl Kopobui 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3i
CTVIKepoM
YKParlHCbKO MOBOIO
18. | BAJ/ICAPTAH TabneTku, BKpUTI TOB «TeBa YkpaiHa AxTtasic NTA, Manbta/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/5743/01/02
H-TEBA NNiBKOBOIO YkpaiHa» MarnbTa; Bonrapis 3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT peyenmom
060710HKOI0, N0 160 BankaHndapwva- BignosigHocTi/lE-cepTudikar BignoBigHOCTI
Mmr/25 mr; no 10 OynHunus AT, €Bponelicbkiin dhapmakonei/moHorpadii.
Tabnetok y 6nicrepi, Bonrapis MopaHHA HOBOro abo OHOBEHOTO
no 3 a6o 9 6nictepis cepTudiikaTa BignNOBIAHOCTI ab0 BUYyYEHHS
Y KapTOHHiIli kopoobui cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana Adl; ons BUXigHOro
marepiany/peareHTy/npomMikKHOro NPoAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMOMDKHOT peyoBUHM (cepTudiikaT
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA, NOaHHS
OHOBJ/IEHOrO cepTudpikaTy BigNoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

€poneiicbkinn hapmakonei CEP 2004-307-
Rev 07 Big 3aTBEpAXEHOr0 BUPOOHUKA
CAMBREX PROFARMACO MILANO S.R.L.,
Italy pitouoi peyoBuHU rigpoxopoTiasng,
(3aTBepmkeHo: R1- CEP 2004-307-Rev 06;
3anponoHosaHo: CEP 2004-307-Rev 07).

19.

BANNCAPTAH
H-TEBA

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, 10 80
mr/12,5 wr; no 10
Tabnetok y 6nictepi,
no 3 a6o 9 6nictepis
Y KapTOHHiIli kopoobui
3 MapKyBaHHAM
YKparHCbKO0 MOBOIO

TOB «TeBa
YKpaiHa»

YkpaiHa

AkTaBic N1TA,
ManbTa;
BankaHndapwva-
AynHunusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignoBigHOCTI ab0 BUIYYEHHS
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
hapmakonei: ana Adl; ons BUXigHOro
marepiany/peareHTy/npomMikKHOro NPoAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI A,
0151 [OMOMDKHOT peyoBUHM (cepTudiikaT
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBreHuiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA, NOaHHS
OHOBJ/IEHOrO cepTudpikaTy BigNOBIgHOCTI
€Bponeiicbkii hapmakonei CEP 2004-307-
Rev 07 Big 3aTBEpPIKEHOrO BUPOOHMKA
CAMBREX PROFARMACO MILANO S.R.L.,
Italy gitouoi peyoBuHU rigpoxopoTiasng,
(3aTBepmkeHo: R1- CEP 2004-307-Rev 06;
3anponoHoBaHo: CEP 2004-307-Rev 07).

3a
peyenmom

UA/5743/01/01

20.

BAH/JEP®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, 1Mo 30
mr, no 1 a6o no 4
Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

TOB
"TNEAPAPM
nTar

YkpaiHa

KYCYM
XENTXKEP MBT
nTa

IHAjA

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peectpaviliHoro noceigyeHHs,
BKtOYatoun MnaH ynpasniHHA py3nkamm
(3acTocyBaHHS TEKCTY, SIKNIA NOrOKEHNIA 3
KOMNEeTeHTHUM opraHoM) 3asaBHUKOM HaJaHo
OHOB/IEHWIA MMnaH ynpaBniHHA py3nkamu
Bepcia 2.0. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHhopmavis»

Il «Cneuundikauis 3 6e3nekm» |l «Mnan 3
thapmakoHarnagy» V «3axoau 3 MiHimizauii
pu3sunkiB» VI «Pe3stome nnaHy ynpasniHHS
pusnkammn»

VIl «ogaTkm» (gogatkv 1-8) y 3B’A3Kky 3
OHOB/IEHHAIM HbOpMaLii 3 6e3nekun gjitoyol
pPeyoBUHM AanoTeKCUHyY BifnoBigHO A0
aKTyanbHOI pehepeHTHOT iHbopmaL,ii, a Takox
y 3B'AI3KY i3 3MiHOO hopmarty BignoBigHO A0
sBumor Evaluation Guidance on the format of

3a
peyenmom

UA/15230/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

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 ynpaBniHHA pu3vikammn Bepcis
2.0 fopaerbes.

21.

BAH/JEP®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, 10 60
Mrno 1 a6o no 4
Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

TOB
"TNEAPAPM
nTar

YkpaiHa

KYCYM
XENTXKEP MNBT
nTa

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peectpaviliHoro noceigyeHHs,
BK/ItOYaK0uVM MNNaH ynpasniHHS pusnkamu
(3acTocyBaHHs TEKCTY, SKUIA NOTOAKEHNI 3
KOMNEeTeHTHUM opraHoM) 3asaBHWUKOM HaJaHo
OHOB/IEHWUIA MnaH ynpasniHHA py3vkamm
Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHhopmaLis»

Il «Cneunddikauis 3 6e3nekm» I «Mnan 3
thapmakoHarnagy» V «3axoau 3 MiHimizauii
pu3sunkiB» VI «Pe3tome nnaHy ynpasniHHA
pusnkammn»

VIl «Qopatkun» (goaaTku 1-8) y 3B’A3Ky 3
OHOB/IEHHAIM IHpOopMaLii 3 6e3nekun ajtoyol
PeyoBUHM AanoTeKCUHY BifMnoBigHO A0
aKTyasibHOi pedhepeHTHOT iHdhopMmaLji, a Takox
y 3B'AI3KY i3 3MiHOO hopmarty BignoBigHO 40
sBumor Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MnaHy ynpaBniHHA pu3vikammn Bepcis
2.0 ponaeTbes.

3a
peyenmom

UA/15230/01/02

22,

FA3IBA®

KOHLeHTpaT ans
pO34nHy Ans
iHdpysiin, 1000 mr/40
M/, no 40 mny
chnakoHi, no 1
dnakoHy y
KapTOHHI KopooLli

TOB «Pouu
YKpaiHa»

YkpaiHa

Brpo6HMLTBO
Hepo3dacoBaHoi
NpoAyKUii,
nepsuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJI0 AKOCTI:
Pow fiarHocTuke
m6X, HimeuunHa;
BTopuHHe
nakyBaHHs, BUNYCK
cepii:

& . XodhdpmaHH-/15
Pow NTpa,
LLiseiuapis

HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS Ha MmiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpxkeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHNX BigNoBigHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
OopraHom)

3a
peyenmom

He
nionsieae

UA/14232/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
3MiHM BHECEHO B IHCTPYKLiI0 4151 MEAUYHOTO0
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBAEHOI
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHA
Lit0Y0T pevyoBUHN 3rifHO 3 peKoMeHAaLlieto
PRAC. BBefieHHS 3MiH NpPOTArom 6-Tu micauis
nicnsa 3aTBepKEHHS.
23. | TEHOTPOMIH® | nopoLuok Mcpaiizep IHk. CLWA Mdpaiizep Benbrisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/11798/01/02
niochinizosaHuin Ta MeHtoekuypuHr HimeuunHa 3MiHn | TURY - 3MiHN WoAao peyenmom
PO3YUHHVKK AN1A Benbria HB 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
pO34nHyY Ans BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
iH eKuii no 36 MO npo cuctemy thapmakoHarnsgy (BBefeHHs
(12 mr); 1 a6o 5 y3arasibHeHVX AaHuX Npo cucTemy
nonepeaHLo thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
HanoBHEHUX PYYOK, ocobwu, BignoBifasibHOT 3a 34iICHEHHS
Lo MicTATb 1 thapmakoHarnsgy; KOHTakTHoOT ocobu 3
[BOKaMepHWii chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
KapTpuoK (nepegHs thapmakoHarnsgy B YKpaiHi, K0 BOHa
Kamepa 3 NMOopOLLKOM BiAMiHHA Bif YNOBHOBaXeHOi 0co6u,
Ta 3a/Hs Kamepa 3 BiANOBIAA/IbHOI 3a 34iAiCHEHHS
PO3UYMHHWKOM MO thapmakoHarnsgy (BkIouvaoum KOHTaKTHI AaHi)
1,13 mn (M-kpeson, Ta/abo 3MiHW y po3MilLieHHI macTep-daiina
MaHiT (E 421), Boga cucTemu chapmakoHarnsgy) - 3miHa
015 iH'EKL)) KoXHa, KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
Y KapTOHHiIli kopoobui 3asBHIKA, BigNoBiga/IbHOI 3a 34iACHEHHSI
dhapmakoHarnsay B YkpaiHi
24. | TEHOTPOMIH® | nopoLuok Mdpaiizep IHK. CLWA BeTep dapma- HimeuunHa/ | BHeCeHHS 3MiH 40 peecTpaliiiHuX maTepianis: 3a UA/11798/01/01
niochinizoBaHuin Ta depTuryHr Mm6X i Benbris 3MiHu | TMNY - 3MiHK Woao peyenmom
PO3YMHHWK AN Ko. KI', HimeuunHa 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
PO3YUHY A5 iH'EKLLA (BMpOGHYK in bulk, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
no 16 MO (5,3 mr); 1 KOHTPO/b AKOCTI, npo cuctemy papmakoHarnsgy (BBefeHHs
nonepeaHLo nepBuHHe y3arasibHeHUX JaHuX Npo cucTemy
HanoBHeHa pyuka, nakyBaHHs); hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
Lo MicTUTb 1 Mdpaiizep 0ocobW, BignoBiganbHoI 3a 34iACHEHHS
[BOKaMepHWii MeHtodhekuypuHT thapmakoHarnsay; KOHTaKTHoOi ocoou 3
KapTpuax (nepegHs Benbris HB, thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
Kamepa 3 NMOpOLLKOM Benbria (NoBHwWi chapmakoHarnsgy B YkpaiHi, AKLL0 BOHA
Ta 3a4Hs Kamepa 3 LK BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
PO3UYNHHWKOM MO BMPOGHMLTBA, BiANOBIAa/IbHOI 3a 34iICHEHHS
1,14 mn (M-kpeson, BUNYCK cepii) hapmakoHarnagy (BK1rovaoUm KOHTaKTHI AaHi)
MaHiT (E 421), BOga Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
ONs iH'ekuin)), y cuctemn chapmakoHarnsgy) - 3miHa
KapTOHHilA KopooLyi KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
3asBHMKA, BiANOBiAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy B YkpaiHi
25. | FTENAPUHOBA Masb no 25 r abo no TOB "OKM Ykpaina TOB "OKnM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 6e3 UA/6719/01/01
MA3b 40 r y Ty6i; no 1 Ty6i "®bapmavesTu "dPapmaLieBTnyHaA 3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT peyenma
B nmauuj yHa thabpuka" ¢abpuka" BignosigHocTi/ E-cepTudikart BignoBigHocTi




33

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

€Bponelicbkin hapmakonei/moHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BignoBigHIiCTb A0 MoHorpadii 4PY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HalioHanbHOT hapmakonel aepxasun €C
(3miHa y cneyudikauisix, nos's3aHa 3i 3MmiHaMn
B J®Y, abo EBponeiicbkiin hapmakonei, abo
iHLWIN HauioHaNbHIN thapmakonei fAepxasu
€C) - NpuBeaeHHs crevuudikalii Ha BUXigHY
CMPOBUHY renapuHy HaTpilo y BigMnoBigHICTb f0
MoHorpadii EP "HEPARIN SODIUM". 3MmiHn |
™My - 3MiHK 3 akocTi. ADI. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYyCTUMNX MEX, BUHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y NpOLLeci BUPO6HNLTBA
A®I (iHWwi 3miHM) - 3miHa o Cneuundikauii Ta
MeTogiB KOHTPO/IIO, & CaMe BK/IHOYEHHS
NoKa3HUKa SIKOCTi «3a/INLLKOBI KifIbKOCTi
opraHiYHUX po3ynHHUKIB. ETaHON» 3 KpuTepiem
NPUAHATHOCTI «He B6inblie 5000 ppm»,
BiAnoBigHO A0 AM® BMpO6HMKa. BupobHUunii
npouec 3anumecsa 6e3 3miH. CynyTHs 3MiHa -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA APl abo BUXIgHOTO
marepiany/npomiKHOro NPoAYKTy/peareHTy,
LLLO BUKOPUCTOBYETLCA Y NPOLIECI BUPOBHMLITBA
A®I (iHWi 3MiHM Yy MeTofax BUNPOOYBaHHS
(BKtOYAKOUN 3aMiHy ab0 [A0NOBHEHHS) ADI
ab0 BUXIiAHOro/MPOMDKHOTO NPOAYKTY)

26.

rNINTAP®-M

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, NO
50/1000 wmr, no 10
Tabnetok y 6nictepi,
no 6 6nictepiB y
nauui

MAPI®APM
4.0.0.

CnoBeHisa

BMPOOHULITBO |
nakyBaHHA rotToBol
nikapcbKoi hopmu,

KOHTPONb cepil i
Bunyck cepii: CAI’
MAHY®AKTYPIHI

, C.J1Y., IcnaHis;

KOHTpO/b cepii

(hi3vIKO-XiMIYHWNA) i
BUNYCK cepil:
[aneHikym Xenc,
C.J1.Y., IcnaHis

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW) 3MiHN BHECEHO Y TEKCT
MapKyBaHHS NepPBUHHOI (M. 6) Ta BTOPUHHOT (1.
17) ynakoBk#u fniikapcbkoro 3acoby, a came
BWJTy4YEHO NIOrOTVN KOMNaHii NpeacTaBHUKa
3asBHVKa. BBeeHHs 3MiH NpoTArom 6-Tn
MicSLiB MiCNs 3aTBEPAYKEHHS

3a
peyenmom

UA/19966/01/02

27.

rNINTAP®-M

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOH0, MO
50/850 wmr, no 10
TabneTok y 6nictepi,

MAPI®APM
4.0.0.

CnoBeHisa

BMPOOHULITBO |
nakyBaHHsi roToBOI1
nikapcbKoi hopmu,

KOHTPONb cepil i
Bunyck cepii: CAI

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
(iHWi 3MiHW) 3MiHN BHECEHO Y TEKCT
MapKyBaHHS NepPBUHHOI (M. 6) Ta BTOPUHHOT (.

3a
peyenmom

UA/19966/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
no 6 Gnictepis y MAHY®AKTYPIHI 17) ynakoBk#u rniikapcbkoro 3acoby, a came
nauuji , C.J1.Y., IcnaHis; BWJ/TyYEHO 10roTUN KOMMaHii npeAcTaBHUKa
KOHTpO/b cepii 3asBHMKa. BBeeHHs1 3MiH NpoTArom 6-Tu
(hi3vKO-XiMiUHWN) i MicSILiB MiCNS 3aTBEPAYKEHHS
BUNYCK cepil:
aneHikym Xenc,
C.J1.Y., IcnaHis
28. | rnoa-BIiW®A HacTolika, no 50 mn TOB "OKN Ykpaina TOB "OKnN Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: Ges niosnsieae UA/16720/01/01
abo no 100 mn y "®bapmauesTu "dbapmaLeBTnyHA 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenma
hnakoHax CK/ISHUX; yHa habpmka" habpuka" nikapcbkuii 3aci6. Cuctema
no 100 mny KOHTelHep/3aKynoptoBasnbHuii 3aci6. 3MiHa y
dhnakoHax NEePBUHHIN YNakoBLji rOTOBOro NMiKapCbKoro
noniMepHnX

3acoby (Tvn KoHTeliHepa abo foAaBaHHSA
HOBOrO KOHTeliHepa) - TBepai, M'siki Ta
HecTepwsbHi pigki nikapcbki hopmm -
BBe/leHHS AO0AATKOBOI YNakoBK/, a came no
100 mn y chnakoHax noniMepHux, siki
BWUrOTOB/IEHI 3 MoNieTUIeHTepedTanary 3
rBUHTOBOIO FOP/IOBUHOIO 151 NIKAPChKUX
3aco6iB (pnakoH ®r1-100-20 MET Ta chnakoH
®MM-100 (nnackuin) NET) BupobHuuTea TOB
«CTaTtyc» 3aKynopeHi KpULLIKOHO, LLIO
HarBMHYYETHCS 3 NOieTUIeHY BUPOGHMLITBA
TOB «Cratyc», 3 BifnoBigHUMM 3MiHAMK A0 p.
«YnakoBka». 3aTBepaxeHo: Mo 50 mn abo no
100 My hakoH 3 NPOGKOK Ta KPULLIKOHO.
®nakoHV pa3om i3 BifnoBigHOI KiNbKICTIO
IHCTPYKLUili 415 MeAUYHOTo 3acTOCyBaHHS
NOMILLLaIOTb Y FPYMoBY YNaKoBKy.
3anponoHosaHo: Mo 50 mn aéo no 100 mny
dhakoH CKIsHUIA 3 NPO6KOKO Ta KpuLkoto. Mo
100 mn y chnakoH NosiMepHUii 3 KPULLIKOH, L0
HarBMHYyeTbCA. PNakoHy pasom i3
BiANOBIAHOIO KifbKICTIO IHCTPYKLi ANs
MeAMYHOro 3aCTOCYBaHHA NOMILLATb Y
rpynoBy ynakoBky. 3MiHW BHECEHO B PO34i/
"YnakoBka" B iHCTPYKLit0 4719 MEANYHOrO
3aCTOCyBaHHS Y 3B'A3KY 3 BBEEHHAM
[04aTKOBOT ynakoBku (h1akoH NosiMepHuii)
Ta AIK HACNIAoK - 3aTBEPLKEHHS TEKCTY
MapKyBaHHS 4OAATKOBOT yNakoBKM
nikapcbkoro 3acoby. BeeAeHHsA 3MiH NPOTArom
6-TV MicALIB Mic/1A 3aTBEPKEHHS. 3MiHM |
TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
BHECEHO y TEKCT MapKyBaHHA NepPBUHHOI Ta
BTOPWHHOI YNakoBKM JlikapCbKoro 3acoby (M.

17 IHWE) woao KoHKpeTusaLjii norotuny.
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
29. | rnopy HacToika; no 25 mn TOB "OKN Ykpaina TOB "AKNM YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 6e3 nionsieae UA/8513/01/01
HACTOWKA ab6o no 50 mn abo "®apmaueBTu "®apmaueBTUYHa 3miHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
no 100 mny YyHa thabpuka" habpuka" nikapcbkuii 3aci6. Cuctema
donakoHax CKISHUX, KOHTelWiHep/3aKkynoptoBanbHWii 3aci6. 3MiHa y
no 100 mny NEepPBUHHINA yNakoBLji rOTOBOrO NiKapCbKoro
hnakoHax 3acoby (Tvn KoHTellHepa abo foAaBaHHSA

noniMepHux; no 25
M a6o no 50 mn
abo no 100 mny
nakoHi; no 1
h1lakoHy B naui

HOBOrO KOHTeliHepa) - TBepai, M'ski Ta
HecTepwsbHi piaki nikapcbki hopmu -
BBeJleHHA A0AATKOBOI YNakoBKu, @ came no
100 mn y chnakoHax noniMepHux, siki
BWIOTOB/IEHI 3 NonieTuneHTepedTanary 3
rBUHTOBOIO FOP/IOBUHOIO A5 NIKAPCbKUX
3aco6iB (bnakoH ®r1-100-20 MET Ta chnakoH
®M-100 (nnackwit) NET) BupobHuuTea TOB
«CTaTtyc» 3aKynopeHi KpULLKOHO, LLIO
HarBMHYyeTbCA 3 MONIETUIEHY BUPOGHMLTBA
TOB «Ctatyc», 3 BiANOBiAHUMYM 3MiHAMK A0 p.
«YnakoBka». 3aTsepaxeHo: o 25 mn, 50 mn,
100 mn 'y hsiakoH 3 NPOGKOK Ta KPULLIKOHD, L0
HarByMHYyeTbCSA. PakoHN Pas3om i3
BiANOBIAHO KiMbKICTIO IHCTPYKLi Ans
MeZMNYHOro 3aCTOCYBaHHA MOMILLATbCS Y
rpynoBy ynakoBKy ab0 KOXeH ()/1akoH pa3om 3
IHCTPYKLEIO0 415 MEANYHOIO 3aCTOCYBaHHS
BK/1a4a€eTbcA B nayky. Mo 800 kr y ky6oBi
€MKOCTI i3 CYyLi/IbHOK 06GPELLITKOHO.
3anponoHosaHo: Mo 25 mn, 50 m, 100 mn y
h1aKoH CKASIHWIA 3 MPOGKOI0 Ta KPULLIKOHO, L0
HarBMHYyeTbCsA. P1akoHN Pas3oMm i3
BiANOBIAHO KiMbKICTIO IHCTPYKLi Ans
MeJMNYHOro 3aCTOCYBaHHA MOMILLATbCS Y
rpynoBy ynakoBKy ab0 KOXeH ()/1akoH pa3om 3
IHCTPYKLEIO0 415 MEANYHOIO 3aCTOCYBaHHS
BK/1afaeTbcsa B nayky. Mo 100 mn y pnakoH
NONIMEPHWIA 3 KPULLIKOIO, LLIO HarBUHYYETHCS.
®1akoHW pas3oM i3 BiANOBIAHO KiNbKICTIO
IHCTPYKLUil 415 MeAUYHOTO 3acTOCyBaHHS
NoMILLaloTh y FpynoBy ynakoBsky. 1o 800 kr y
Ky60BIi EMKOCTI i3 CYLIiINIbHOKO 0OPELUITKOH.
3MiHN BHECEHO B po3Ain "Ynakoska" B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHSA Y
3B'A3KY 3 BBEAleHHAM [04aTKOBOI yNakoBKM
(chnakoH nonimepHNiA) Ta K HacigoK -
3aTBEPMKEHHA TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBK/ NiKapCcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
3aTBep/AXeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBKku nikapcbkoro 3acoby (n. 17 IHLWE)
LLI0A0 KOHKpeTu3auji norotuny. BeegeHHs 3MiH
NpPOTSArom 6-TM MicsALIB NiC/1A 3aTBEPAKEHHS.
30. | ITIOKO3A PO34uH ANs iHGy3il, TOB "HOpis- Ykpaina TOB "HOpis- Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/20563/01/01
50 mr/mn, no 200 Papm" Papm"” TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
M abo no 250 mn 23.07.2015 Ne 460). BunpaBneHHs TeXHIYHOT
ab6o no 400 mn abo NOMUIIKK, 3rigHO N.2.4. po3ainy VI Hakasy MO3
no 500 mn B Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
nAsiKax Haka3ly MO3 Ykpainu Big 23.07.2015 p Ne 460)
noniMmepHunx — BunpaBneHHsA TEXHIYHOT MOMWSIKK, NOB’A3aHO
3 HeBiANOBIAHICTIO (PI3HOUMTAHHS) B MeXax
OfIHOTO AJOKYMEHTA, A0NYLLEHHA NOMWU/IKN B
crneundikavii Ta aHaniTMUHMX MmeToaukax MKA
N3 3a nokasHMKOM «laeHTudiKaLis - MeTog,
A».
31. | JEKCAMETA3 PO3YMH ANA H'EKLl, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/20423/01/01
OH-4- 4 mr/mnno 1 mn B "®bapmauesTu "bapmaueBTnyHaA TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
AAPHUUA amnyni; no 5 amnyn YyHa thipma hipma "OapHuus” 23.07.2015 Ne 460) BuvnpaBneHo TeXHIYHY
Y KOHTYpHIlA "fapHuus" NOMU/IKY B iIHCTPYKUiT 415 MeauyHoro
YapyHKOBIl 3acTOoCyBaHHS fikapcbKoro 3acoby y po3gini
ynakosui; no 1, no 2 "®apmMakooriyHi BNacTuBOCTI", sika byna
ab0 Mo 5 KOHTYPHMX gonyuieHa npv npoueaypi 3MiH, LWo
YapyHKOBUX 3arBepmxeHi Hakazom MO3 Ne 1543 Big,
yNakoBOK y nayi 05.09.2024, a came NoBePHYTO NPONyLLEeHY
rpadpiuHy iHchopmauito B Tabnmui 1y
nigpo3gini "®apmakognHamika'. 3asHaveHe
BUNpaB/IEHHA BiANoBigae Mmatepiasiam
peecTpaLiiHoro A0cCheE.
32. | AEHTATE/b® reflb 4N siceH; no MPAT YKkpaina BiANoBiAa/IbHMIA 32 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/6966/01/01
20ry Ty6i; no 1 Ty6i | "®ITOPAPM" BMPOGHMLTBO, 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
B nayL,i 3 KApTOHY nepBuHHe, nikapcbkuii 3aci6. KOHTponb AOMOMiIXHUX
BTOPVHHE peyoBuH (iHWi 3miHW). MNprBegeHHs p.3.2.P.4
nakyBaHHs, KOHTPO/b JONOMDKHUX PEHOBWH Y

KOHTPO/b AKOCTI
Ta BMNYyCK cepil:
MPAT
"®ITOPAPM",
YkpaiHa
BiANOBIAaIbHMI 3a
BMPOGHULTBO,
nepBuHHE,
BTOPUHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI:

BifNoBigHiCTL [0 MOHOrpadiii EP, AdY Ta
USP
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
AT "ly6Hndhapm",
YKpaiHa,;
BiNOBIgabHWIA 32
BMNYCK Cepil, He
BK/THOHAI0UM
KOHTPO/1b/BMNPOGY
BaHHSA cepii: MPAT
"®ITOPAPM"
YKpaiHa
33. | EPMAOPIH Masb, 20 mr/rno 20 1 | dapmaueyTiw ABcTpis dapmaueyrTile ABCTpIs BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 6e3 UA/8996/01/01
abo no 50 r, abo no e habpik habpik MoHTaBIT 3MiHu | TMNY - 3MiHK Woa0 peyenma
100 ry Ty6i; no 1 MoHTaBIT X 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
Ty6i B KAPTOHHIl 6X (iHwWi 3miHW) - 3MiHK BHeceHo y n.17. IHWE
ynakoBL TEKCTYy MapKyBaHHA NEPBUHHOI YNakoBK/
NiKapcbKoro 3acoby: goAaHo iHhopMaLiiio npo
norotvn BUpo6Huka; y n.17. IHWE TekcTy
MapKyBaHHS BTOPUHHOT YNakoBKW NiKkapCbKoro
3acoby: AofaHo iHhopmauito Npo IoroTun
BUPOGHMKA Ta MPO HaABHICTb WUTPUX-KOAY
34. | AUKNO®EHAK | po3unH ans iH'ekuin AT YkpaiHa AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/5713/01/01
HATPIIO 25%; no3mnB "Ny6Hnchapm"” 3MiHW Il TMny - 3MiHK 3 AKoCTi. FoToBUIA peyenmom
amnyni; no 5 amnyn nikapcbkuii 3aci6. KOHTponb rotoBoro
y 6nicTepi; no 1, 2 nikapcbKoro 3acoby. 3miHa napameTpis
abo 20 6nictepi y cneumdikauin Ta/abo AONyCTUMUX MEX
nauti 3 kKapToHy; no roTOBOrO /1iKapCbKOro 3acoby (BMMy4YeHHs
3 mn B amnyni; no 5 NoKasHUKa, KU MOXe MaTu iCTOTHUIA BNANB
abo no 10 amnyny Ha SKICTb rOTOBOrO /liKapPCbKOro 3acoby).
nautli 3 KapToHy 3 BunyyeHHs 3acTapiforo nokasHuka
KapTOHHUMMU «AHOMaJIbHa TOKCUYHICTb» Y 3B’A3KY 3
neperopogkamu BTPATOK YMHHOCTI Ta BUy4YeHHsM 3 EP 2.6
«bionoriyHi BUNpobyBaHHs».
35. | AMMICTA cnpei HasanbHWiA, Biatpic HimeuuunH BUPOGHUK, Himeuunna/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a He UA/14920/01/01
cycnexsis, 137 Xenckea M'm6X a BignoBiga/bHWl 3a | YroplwmHa/ 3MiHu | TMNY - 3MiHK WoA0 peyenmom | nionsizae
MKr/50 MKr Ha Jo3y BUNYCK cepil: IHais 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
no 6,4 r cycneHsii y MEJOA ®apma (iHLWi 3MiHW) - 3MiHWM BHECEHO A0 IHCTPYKLT A1
dnakoHi 06'emom 10 'm6X eHg Ko. KI, MeAMYHOro 3aCTOCyBaHHS MiKapCbKOro 3acoby
M/1; no 1 chnakoHy B HimeuuunHa; [0 po3sgainy "OcobnnBoCTi 3acTOCyBaHHS"
KapTOHHI nauuj; no BUPOGHUK, CTOCOBHO iH(hopMmaii 3 6e3neku fOoNOMiIXKHOT
23 r cycneHsii y BiANoBiAa/IbHWIA 3a PEYOBUHN. 3MiHK | TUNY - 3MiHN WOA0
donakoHi 06'emom 25 BUNYCK cepil: 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
Mn; no 1 donakoHy B MaiinaH (iHLWi 3MiHW) - 3MiHM BHECEHO A0 IHCTPYKLIT A1
KapTOHHIN navuj YropwumHa MeAMYHOro 3aCTOCyBaHHS MiKapCbKOro 3acoby
KdpT./MaiinaH 00 po3ainy "Mo6iuHi peakuyii” wopao iHdopmadii
YropuwwHa N74,., CTOCOBHO MNOBIAOMNEHHSA NMPO Nif03pHOBaHi
YropumHa; noGiyHi peakuii
BVPOGHMK,
BifNOBIgaNbHWIA 3a
BMPOGHULITBO
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Hepo3dacoBaHoi
npoaykuii,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs: Liunna
Nimiten, IHais;
BVIPOGHMK,
BiANOBIgaIbHMI 3a
BTOPUHHE
nakyBaHHS:
dapm/lor dapma
NoricTik TM6X,
HimeyunHa
36. | AOKCOPYBIUWN | KoHueHTpaT ons ToBapucTBo 3 Ykpaina AkTasic ITanis ITania/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/14710/01/01
H-BICTA pO34nHYy AN obmexeHor C.n.A,, Itanis; PymyHis 3MiHn | TURY - 3MiHN WoAao peyenmom | nidsis2ae
iHdpysin, 2 mr/mn; no BiANOBiAANbHI CiHpaH ®apma 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
5 mn, 10 mn, 25 mn, cTio «<BYCT C.P.J1., PymyHia 3MiHW y KOpPOTKili XapakTepucTuLji Nikapcbkoro
50 mn, 75 mn, 100 DAPMA» 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
My cpnakoni; no 1 MeAMYHOro 3acToCyBaHHSA
hnakoHy B reHepuYHNX/ribpraHUX/6ionoaibHNX
KapTOHHI KOPOOL; NiKapcbKnx 3acobiB Nic/is BHECEHHSA TiEl camoi
3MiHM Ha pecthepeHTHWI npenaparT (3MiHa He
noTpebye HafiaHHS XOAHNX HOBUX A0AATKOBMX
AaHnx) 3MiHW BHECEHO A0 IHCTPYKLT An1s
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
y po3ainin "OcobnnBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” 3rigHo 3 iHdhopmaldieto
LLLOZI0 MEANYHOrO 3aCTOCYBaHHS
pedyepeHTHOrO JliKapCbKOro 3acoby
(Adriamycin Solution for injection 2 mg/ml)
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS
37. | AOKTOP NbOASHUKK; No 4 TOB Ykpaina HOHiK IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/2409/01/01
MOM® 3I NbOASHUKN Y CTPUNI; "[I>XOHCOH | PapmacboTuKan 3MiHu | TMNY - 3MiHK Woa0 peyenma
CMAKOM no 5 ctpunis y J>KOHCOH NabopaTtopi3 6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy.
AMENbCUHA KapTOHHI KopooLli YkpaiHa" (BipLineHHs dipmun BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
"x. B. Kemikan3a npo cuctemMy hapmakoHarnsay (BBefeHHs
eHg, y3arasibHeHUX AaHux Npo cuctemy
dapmacbloTUKan3 thapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
nta"), IHais ocobu, BignoBifasibHOT 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTakTHOi ocobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0Co6M,
BigNoBigabHOI 3a 3AjACHEHHS!
hapmMakoHarnagy (BKI4aoUn KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaina
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
cmcTeMu chapmakoHarnagy). 3miHa
YNOBHOBaXXEHOT 0CO6Y 3asiBHIIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: HaropHa KarepuHa IsaHiBHa /
Nahorna Kateryna Ivanivna. lNMponoHoBaHa
pegfakuis: YarapHa Hatanis CepriisHa /
Chagarna Natalia Serhiivna. 3MmiHa KOHTaKTHUX
[aHux ynoBHOBaXXEHOT 0CO6Y 3asiBHYMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-taiina
cuctemu chapmakoHarniagy. 3miHa micus
3[ilACHEHHSI OCHOBHOI fis/IbHOCTi 3
dhapmakoHarnsgy.
38. | AOMrIT® KPEM | kpem, 50 mr/r, no 20 [Lonoprit HimeuuunH BMPOBHULITBO HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/4117/01/01
ra6o 50 r, a6o 100, m6X i Ko. KI a Hepo3dacoBaHoi 3MiHn | TURY - 3MiHn 3 akocTi. A®I. (iHwi peyenma
a6o 150 r y Ty6i, no npoayKuii, 3MiHM); BHeceHHs pefakLiliHiX 3MiH A0
1 Ty6i B KAPTOHHiIl nepBuHHE Ta p.3.2.S, a came-nepernsag CTpykTypu Ta BMiCTy
Kopoo6Li BTOPVHHE mMogyns 3.2.S A®l: CTBOPEHHS CMiNbHOI S-
nakyBaHHs, 4acTUHW, 3aBAAKN YOMY Kpalle npeacrasieHo
KOHTPO/b Ccepil, [0Cbe, BiANOBIAHO A0 «Tom 2, MoBigoOMIEHHS
BUMYCK Cepii: 3asBHMKaM, Tom 2 B, npe3eHTauis Ta BMiCT
[Jonoprit TM6X i [0Cbe — 3aranbHui TEXHIYHWIA [OKYMEHT
Ko. KT, (CTD), BugaHHsi 2003 poky». Takox, 3miHa
HimeuyumnHa; nopsaAKy iCHyto4oi iHdopmauii Ta
BMPOGHMLTBO rpamaTuyHi/opdporpadoivHi BUNpaBaeHHs.
Hepo3dacoBaHoi 3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT
npoAyKUii, BignosigHocTi/lE-cepTudikar BignoBigHOCTI
nepBuHHE Ta €Bponelicbkiin dhapmakonei/moHorpadii.
BTOPVHHE MogaHHA HoBOro abo OHOB/IEHOrO
nakysaHHs: [p. cepTudiikaTa BignoBIAHOCTI ab0 BUYYEHHS
Taiicc cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
HatypsapeH thapmakonei: ana Adl; ons BUXigHOro

'm6X, HimeuunHa;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii:
[Op. Taiicc
HatypsapeH
rm6X, HimeuunHa;
KOHTPOb cepil
(Pi3nUHUIA/XIMIYHN
n): FTBA ®apma
m6X,
HimeuyumnHa;
KOHTpOsb cepii
(mikpob6ionoriyHi
BMNPOGYBaHHS):

marepiany/peareHTy/npomMikKHOro NPoAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMOMDKHOT peyoBUHM (cepTudiikaT
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA; MoaaHHSA
OHOB/IEHOrO cepTudikaty BignosigHocTi EP
CEP R1 CEP 1996-058-Rev 06 (nonepegHs
Bepcia R1 CEP 1996-058-Rev 05) ana Adl
i6ynpocheHy Big, BXe 3aTBepAKEHOro
BMpo6HuKa S| GROUP, INC. The Woodlands
us
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BAB IHCTUTYT
ririeHn Ta
3abe3neyeHHs
AKOCTi TMBX,
HimeuuunHa,;
KOHTpO/b cepii
(mikpobionoriyHi
BMNPOGYBaHHS):
MikpobBionori
Kpemep Mv6X,
HimeyunHa
39. | ELOKCAKOP], TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHuX maTtepianis: 3a He UA/19020/01/02
NNiBKOBOIO "KNIBCbKWM BITAMIHHAIA 3MiHu | TURY - 3MiHK WoAao peyenmom | niosisi2ae
060/10HKOI0 Mo 30 BITAMIHHUIA 3ABOA" 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
mr; no 10 TabneTok 3ABOL" 3MiHa y KOpOTKiil xapakTepucTuLi nikapcbkoro
y 6nicTepi, mo 3 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
6nictepn y nauui MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHY BHECEHO [0 iHCTPYKUiT Ans
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
y po3ginu: "B3aemogis 3 iHWMMU NliKkapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aemogiii”, “Mo6iyHi
peakuii” BignoBigHO A0 OHOB/EHOT iHchopmaLii
3 6e3neku Ail4yoi peyoBrHU. BBeeHHS 3MiH
NpOTSArom 6-Tv MicsILB MicNs 3aTBEPKEHHS
40. | EBOKCAKOPA, Tabnetku, BKpUTI AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/19020/01/03
NNiBKOBOK "KMNIBCbKWN BITAMIHHWIA 3MiHu | TMNY - 3MiHK Woao peyenmom nionsieae
060/10HKOI MO 60 BITAMIHHUIA 3ABOA" 6e3nekn/edrekTMBHOCTI Ta thapmakoHariagy.
mr; no 10 TabneTok 3ABOL" 3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro

y 6nicTepi, no 3
6nictepu y nauui

3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIIKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkeHnb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEOKEHNM
opraHoMm). 3MiHY BHECEHO [0 iHCTPYKLiT Ans
Me[IM4HOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
y po3ainu: "B3aemogis 3 iHWMMM fliKkapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aemogiii”, “Mo6iyHi
peakuii" BigNoBigHO A0 OHOBNEHOI iHhopMmaLi
3 6e3neku Ail4yoi peyoBnHU. BBeeHHs 3MiH
NpOTArom 6-Tv MicsILiB MicNs 3aTBEpPYKEHHS
41. | EBOKCAKOPA, TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/19020/01/01
NNiBKOBOIO "KNIBCbKWM BITAMIHHAIA 3MiHu | TURY - 3MiHK WoAao peyenmom | mniossi2ae
060/10HKOI0 Mo 15 BITAMIHHUIA 3ABOA" 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
mr; no 10 TabneTok 3ABO/A", 3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
y 6nicTepi, mo 3 YkpaiH 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
6nictepu y nauui MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTPYKLIi AnA
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
y po3ginu: "B3aemogis 3 iHWMMU fliKkapCbKUMu
3aco6amu Ta iHLWi BUAY B3aemogiii”, “Mo6iyHi
peakuii” BignoBigHO A0 OHOB/EHOT iHchopmaLii
3 6e3neku Ail4yoi peyoBrHU. BBeeHHS 3MiH
NpOTSArom 6-Tv MicsILB MicNs 3aTBEPKEHHS
42. | ENENICO NOPOLLIOK Mdpaiizep CLWA BMPOGHMLITBO CLUA/ BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a He UA/14379/01/01
niochinizoBaHuin Ans Eiiy.Ci.Mi. (dbopmyna, Ipnangis/ 3MiHu | TMNY - 3MiHK Woao peyenmom | niosnsizae
po34nHy Ans Kopnope#iH acenTnyHe I3painb 6e3nekv/edeKkTMBHOCTI Ta hapMakoHarnaay.
iHdhysini no 200 Of; HarnoBHEHHS, 3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro
1 conakoH 3 niodpinizauis), 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MOPOLLKOM Y nepBuHHe Ta MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
KapTOHHI KOpo6Lii BTOPUHHE perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
nakyBaHHs, nikapcbkoro 3acoby, abo foCnigKeHb 3
MapKyBaHHS, 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby B
BUMYCK Cepii: nicnsapeecTpauiiinii nepiog, abo sk
dapmauis i pe3ynbTaT OLiHK/ 3BITY 3 AOCNIIKEHD,
AnpxoH KomnaHi npoBeAeHnX BiANOBIAHO A0 NnaHy
NNC, CWA; negiatpuyHux gocnigpkeHnb (PIP) (3MiHy
KOHTPO/b SKOCTI Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
npv BUNyCKy Ta opraHom) -
[ocnigpKeHHs 3MiHU BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
CTabiNbHOCTI: 3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
Mdpaiizep IpnaHgis "Ocob6nmBoCTi 3acTocyBaHHA" Ta "Cnocio
dapmacbloTikaUic, 3acTocyBaHHsA Ta A031" BignoBigHO A0
IpnaHgis; OHOBJIEHOI iHGhopMaLii 3 6e3nekn
KOHTPO/b SIKOCTI 3aCTOCyBaHHS NiKapcbKoro 3acoby.
npu BUNyCKy Ta BBefieHHs1 3MiH NpoTArom 9-T1 MicAuiB micns
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
[OCTiIKEHHA 3aTBEPAKEHHS
cTabinbHOCTI:
MpoTanikc N14.,
I13painb
43. | ENIQEN® Kpem ans MEJOA ®apma | HimeuuuH MEJA PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/7137/01/01
30BHILUHLOIO 'm6X eHga Ko. a MeHblothekyepuHr 3MiHun Il TUny - 3MiHK WoAao0 peyernmom
3acTocyBaHHs 1 %; Kr 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
nol15r,30r,60r BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta
a6o 100 ry Ty6i; no YMOB BMAaui peectpaviliHoro nocsigyeHHs,
1 Ty6i B kOpO6L; 3 BK/tOYatoun MiaH ynpasniHHA py3nkamm
KapToHY (3acTocyBaHHs 3MiH(M), siKi(a) BUMaratoTb(€)
NoA&a/TbLIOr0 06rPYHTYBaHHS HOBUMM
[04aTKOBUM A@aHMK, Lo MaloTb HagasaTucs
KOMNEeTEeHTHUM OpraHoM, OCKifTbKK
BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHom) - 3asiBHNKOM HafaHO OHOB/EHWIA
nnaH ynpasniHHA pusrkamu Bepcia 15.2.
3MiHN BHECEHO [0 YacTuH: V «3axoam 3
MiHimi3auii pusmki», VI «Pe3lome nnavy
ynpaBiHHA pusnkamm», VIl «Jogatkn» y
3B'A3KY 3 BUAAIEHHAM [0[aTKOBUX 3aX0fiB 3
MiHiMi3aLii pu3nkKiB 4ns pusunky "BukopuctaHHs
3a He3apeecTPoBaHVMK NOKa3aHHSAMU, OKpIM
aTonivyHOro AepmaTuty".
Pestome nnaHy ynpasniHHA pusnkamu Bepcis
15.2 fofaerbes.
44, | ENIBIYM PO34MH opasibHUIA CninbHe YKkpaina CninbHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nidnsieae UA/18400/01/01
0,5 mr/mn; no 60 mn YKpaiHCbKO- YKpaiHCbKO- 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
abo 120 mny icnaHcbke icnaHcbke nikapcbkuii 3aci6. Cuctema
KOHTelHepi i3 nignpMeMCTBO nignpMeMcTBO KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3miHa
nonietuneHTepedra "Cnepko "Cnepko YkpaiHa" PO3Mipy YNakoBKv roTOBOro flikapCbKoro
narty, 3akputomy YkpaiHa" (noBHMIA LWKN 3aco06y (BW/IyYeHHs1 yNnakoBK/ NEBHOTO
KPWLLIKOIO 3 BMPOGHMLTBA, po3mipy) - BunyuyeHHs ynakosku no 120 mny
KOHTPO/IEM MEepLLOro BUNYCK cepi; KOHTeMHepi 3i ckna, 3aKpUTOMY KPULLIKOKO 3
BiAKPUTTA 3 KOHTPO/1b AKOCTI) KOHTPO/IEM MEpPLLOro BifKPUTTA 3 [03YHOHOK
0310400 JTOXKOKO JIOXKKOIO Ta A03YH0UMM LUMPULOM Y naul.
Ta 4O3YUuM 3MiHV BHECEHO B IHCTPYKLiIO 4519 MeANYHOro
LINPULLOM Y nayLi 3acTocyBaHHA NikapcbKoro 3acoby y po3gin
"YnakoBka", a camMme BU/TyYEHHS YNakoBKu
MeBHOro PO3Mipy Ta SIK HaCNifoK BUYYEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3aco6y. BBegeHHs 3MiH MPOTAroM 6-Tu Micsuis
nicns 3aTBepKEHHS.
45. | EMABENN PO34MH ANA H'EKLl, TOB "tOpis- YkpaiHa LLleHbsiH CaHLwwaiH KnTaii BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/15967/01/01
2000 MO/mn; no 1 dapm"” dapmacbtoTikan 3MiHn | TMNy - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom

M1y nonepegHL0 Ko., N1A4. nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHa
HanoBHEHOMY po3mipy cepii (Bknovaroun gianasoH po3mipy
wnpwvui; no 1 cepii) roToBOro sikapcbkoro 3acoby (Macluitab
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

LLUNPULLY B KOHTYPHIlA
YapyHKOBIli
ynakosLj; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
B navui

[AnA nikapcbKoro 3acoby
6i0N0rivYHOro/iMyHO/10rN4YHOr0 NOXOAKEHHS
36iNbLUMBCA/3MEHLINBCA 6€3 3MiHU
BMPOGHMYOro npouecy (Hanpvkiag
ny6n0BaHHA MiHil)) - BBeAeHHA 104aTKOBOr0
po3Mmipy cepii roToBOro /likapcbKoro 3acoby
Ansa posysaHHsa 3000 MO/mn, 4000 MO/w;
10000 MO/mn - 80000+8000 M. 3miHu | TMNY
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYAtOUM giana3oH po3Mipy cepil) roToBoro
NiKapcbKoro 3acoby (iHwWi 3MiHW) - BuiyyeHHs
po3wmipy cepii 13 36000 mn+3600 mn, 14000
MA+1400 mn - 3aTBepaXeHo: Ans A03yBaHHA
2000 MO/mn, 3000 MO/mn, 4000 MO/mn,
10000 MO/mn — 14000 mn+1400 mn, 28000
M1 £2800 mn, 36000 mn+3600 mn, 50000 mn
+5000 mn; - 3anponoHoBaHoO: 418 AO3YBAHHSA
2000 MO/mn: 28000 mn +2800 M1, 50000 mn
+5000 mn - Ansa gosyBaHHA 3000 MO/mn,
4000 MO/mn, 10000 MO/mn —28000 mn 2800
w1, 50000 ma £5000 ma, 80000+8000 m.

46.

EMABENN

PO3YUH NS iH'EKLNA,
3000 MO/mn; no 1
M1y nonepeaHL0
HanoBHEHOMY
wnpuui; no 1
LUNPULLY B KOHTYPHIlA
YapyHKOBIli
ynakosuj; no 1
KOHTYPHIlA
YapyHKOBIli ynakoBLi
B nauui

TOB "tOpisi-
Papm"

YkpaiHa

LLieHbsiH CaHLuaiiH
dapmacbioTikan
Ko., JIta.

Kutait

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
po3Mipy cepii (Bk/toYatoun gianaszoH po3mipy
cepii) roToBOro nikapcbKoro 3acoby (Maclutab
[Ansa nikapcbKoro 3acoby
6i0N0ri4YHOro/iMyHO/I0MNYHOr0 NOXOMKEHHS
36iNbLUMBCA/3MEHLIMBCA 6€3 3MiHK
BMPOGHMYOro npouecy (Hanpvkiag
ny6n0BaHHA MiHil)) - BBeAeHHA 104aTKOBOrO
po3Mmipy cepii roTOBOro /likapcbKoro 3acoby
Ansa posysaHHa 3000 MO/mn, 4000 MO/m;
10000 MO/mn - 80000+8000 M. 3miHu | TMNY
- 3MiHM 3 iKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3MiHa po3mipy cepil
(BKNKOYAlOUM fiana3oH po3Mipy cepil) roToBoro
NiKapcbKoro 3acoby (iHwWi 3MiHW) - BuiyyeHHs
po3wmipy cepii N3 36000 mn+3600 mn, 14000
M1+1400 mn - 3aTBepiXeHo: Ans A03yBaHHA
2000 MO/mn, 3000 MO/mn, 4000 MO/mn,
10000 MO/mn — 14000 mn+1400 mn, 28000
M1 £2800 mn, 36000 mn+3600 mn, 50000 mn
+5000 mn; - 3anponoHoBaHoO: 418 [O3YBAHHSA
2000 MO/mn: 28000 mn +2800 M1, 50000 mn
+5000 mn - Ansa gosyBaHHA 3000 MO/mn,
4000 MO/mn, 10000 MO/mn —28000 ma +2800

3a
peyenmom

UA/15967/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
w1, 50000 ma £5000 ma, 80000+8000 m.
47. | EMABENN PO3YUH NS iH'EKLNA, TOB "lOpis- Ykpaina LLeHbaH CaHLwaiH KuTali BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/15967/01/03
4000 MO/mn; no 1 Papm" dapmacbioTikan 3MmiHu | TUny - 3miHK 3 SKoCTi. FoToBUIA peyenmom
M1y nonepegHs0 Ko., NiTa. nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
HarnoBHEHOMY po3Mipy cepii (Bk/toYatoun AianaszoH po3mipy
wnpuyi; no 1 cepii) roToBOro nikapcbKoro 3acoby (Maclutab
LUNPULLY B KOHTYPHIlA [Ansa nikapcbKoro 3acoby
YapyHKOBIli 6i0N0ri4YHOro/iMyHO/I0MNYHOr0 NOXOAKEHHS
ynakosui; no 1 36iMbLIMBCSA/3MEHLIMBCA 6€3 3MiHU
KOHTYPHIlA BMPOGHMYOro npouecy (Hanpvkiag
YapyHKOBIli ynakoBLi ny6noBaHHA MiHil)) - BBeAeHHA 104aTKOBOrO
B nauuj pO3Mipy cepii rOTOBOr0 NikapcbKoro 3acoby
Ansa posyeaHHsa 3000 MO/mn, 4000 MO/m;
10000 MO/mn - 80000+8000 M. 3miHu | TMNY
- 3MiHM 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKKOYALOUM fiana3oH po3Mipy cepil) roToBoro
NiKapcbKoro 3acoby (iHwWi 3MiHW) - BuiyyeHHs
po3wmipy cepii N3 36000 mn+3600 mn, 14000
M1+1400 mn - 3aTBepiXeHo: Ans A03yBaHHA
2000 MO/mn, 3000 MO/mn, 4000 MO/mn,
10000 MO/mn — 14000 mn+1400 mn, 28000
M1 £2800 mn, 36000 mn+3600 mn, 50000 mn
+5000 mn; - 3anponoHoBaHoO: 417 [O3YBAHHSA
2000 MO/mn: 28000 mn +2800 M1, 50000 mn
+5000 mn - Ansa gosyBaHHA 3000 MO/mn,
4000 MO/mn, 10000 MO/mn —28000 mn +2800
w1, 50000 ma £5000 ma, 80000+8000 ms.
48. | EMABENN PO3YMH ANs1 iH'EKLNA, TOB "HOpis- YkpaiHa LLleHbaH CaHLaiH KuTaii BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/15967/01/04
10000 MO/mn; mo 1 Papm"” dapmacbioTikan 3MmiHu | Tvny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom

M1y nonepegHL0
HanoBHEHOMY
wnpuui; no 1
LUNPWLY B KOHTYpPHIli
YapyHKOBIli
ynakosLj; no 1
KOHTYpHIlA
YapyHKOBIli ynakoBLi
B nauui

Ko., Jlta.

nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
po3Mipy cepii (Bk/roYatoun AianaszoH po3mipy
cepii) roToBOro nikapcbKoro 3acoby (Maclutab
N5 NikapcbKoro 3acoby
6i0N0rivYHOro/iMyHO/I0MNYHOr0 NOXOKEHHS
36iNbLUMBCA/3MEHLIMBCA 6€3 3MiHK
BMPOGHMYOro npouecy (Hanpuknag,
ny6noBaHHA NiHil)) - BBeAeHHA 404aTKOBOrO
pO3Mmipy cepii roTOBOro flikapcbKoro 3acoby
ons posysaHHA 3000 MO/mn, 4000 MO/mn;
10000 MO/mn - 80000+8000 M. 3miHu | TMNY
- 3MiHM 3 iKOCTi. [OTOBWIA NiKapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
(BKNKOYAlOUM fiana3oH po3Mipy cepii) roToBoro
NiKapcbKoro 3acoby (iHwWi 3MiHW) - BuiyyeHHs
po3mipy cepii M3 36000 mn+3600 mn, 14000
M1+1400 mn - 3aTBepaXeHo: Ans A03yBaHHA
2000 MO/mn, 3000 MO/mn, 4000 MO/mn,
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
10000 MO/mn — 14000 mn+1400 mn, 28000
M1 £2800 mn, 36000 mn+3600 mn, 50000 mn
+5000 mn; - 3anponoHoBaHoO: 418 [O3YBAHHSA
2000 MO/mn: 28000 mn +2800 M1, 50000 mn
+5000 mn - Ansa gosyBaHHA 3000 MO/mn,
4000 MO/mn, 10000 MO/mn —28000 mn +2800
w1, 50000 ma £5000 ma, 80000+8000 m.
49. | EHIKXEPUKC™ | cycneHsisa gns nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/15740/01/01
-BI iH'exuiii, 20 mkr/1 AanH Ekcnopt BpuTtaHis Bionogxikans C.A. 3MiHn | TURY - 3MiHK 3 aKocTi. AL, peyenmom
ENGERIX™-B M, no 1 mna (20 mkr) Nimviten Brpo6HMLUTBO. 3MiHM B npoueci BUpoGHNLTBa
BAKUUWHA ANnAa | (1 posa gns A®| (He3HayHa 3MiHa y npoLeci BUpo6HULTBA
MPO®DINAKTUK | gopocnux) Ta no 0,5 A®I) - 3miHa y BupobH1yomy npoteci AdI
N BIPYCHOIO mn (10 mkr) (1 gosa LLU/IAXOM BNPOBa)KEHHSA 3aKpUTOI CUCTEMU
FENATUTY B, ons piteit) y PO3MOBCIO4KEHHA CTEPUNBLHOIO OYULLLEEHOTO
PEKOMBIHAHT | dhnakoHi; no 1, abo aHTUreHy renatnty B y ogHopasosi nakeTu
HA 10 a60 25 cknsHMX 06’emom 10 n. 3MiHun |l TUNY - 3MiHK 3 AKOCTI.
MOHOA,03HUX A®I. CuctemMa KoHTelHep/3aKynoptoBasibHUIA
d1aKkoHiB y 3aci6. 3miHa y 6e3nocepegHii ynakosLi AdD|
KapTOHHI kopobuy; (AKicHi Ta/abo KinbKiCHi 3MiHW cknagy Ans
no 1 mn (20 mkr) (1 CTEepPU/IbHUX Ta He3amopoXeHux Ad|
[03a ANs opoc/inx) 6i0N10rYHOro/iMyHONIOTYHOTO NOXOKEHHS) -
Tano 0,5 mn (10 3MiHa B MEPBUWHHII yNakoBLji CTEPUIbHOT
MKr) (1 gosa ans OuuLLLEHOT MacK aHTureHy renatuty B (HBsAQ)
aiteil) y 3 10 N1 CKNAHUX KOHTEeWHepiB Ha onpoMiHeHi 10
nonepeaHLo N NonieTUIeHoBI NakeTy 0fHOPa30BOro
HanoBHEHOMY BUKOPWCTaHHS, L0 36epiraeTbes npm
wnpuyi; no 1 Temneparypi Bia 2 go 8°C
nonepeaHLo
HanoBHEHOMY
LUNPULLY B KAPTOHHIi
Kopo6Ui
50. | ENANAPA® po3unH s iH'ekuih, | TOB "CaHodi- YkpaiHa CaHodpi-ABeHTIC HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/10240/01/01
100 Op./mn Ne 5: no ABeHTiC [Jonunang MrmeX 3MiHn | TURY - 3MiHK 3 aKocTi. APl. Cuctema peyenmom
1 kapTpuaxy no 3 YkpaiHa" KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHK

MJ1, BMOHTOBaHOMY
B OZHOpa30oBUii
NpUCTPIN - WnNpuu-
pyuky ConoCrap®
(6e3 ronok ans
iH'ekyjin), no 5
LUNPWL-PYYOK Y
KapTOHHI KOpo6Lii

napameTpiB cneuudikauili Ta/abo fonycTuMmx
MeX, 3a3HayeHunx y cneundikauisx, 4ns
6e3nocepeHboi ynakoBku A®| (3BYXXEHHS
OONYCTUMUX MEX, 3a3HAaYEHNX Y
crneungikauisx) - OHoBMEHHS p. 3.2.S.6.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6,
a came 3BY)XXEeHHS JONyCTUMUX MEX
cneundikauii 6esnocepedHbol ynakoBku AdI.
3MiHu | TUNYy - 3MiHK 3 aAkocTi. A®Il. Cuctema
KOHTelHep/3aKkynoptoBasibHKi 3aci6. 3MiHK
napameTpiB crneungikauii Ta/abo gonycTummx
MeX, 3a3HaveHux y cneumadikalisx, ons
6e3nocepeHbOi ynakoskn AP| (LONOBHEHHS
cneumndikaLii HOBUM NOKA3HMKOM Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHUM MEeTOA0M BMNPOOYBaHHS) -
BHECeHHS 3MiH fio p. 3.2.S.6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3acib, a came
[0[aBaHHA HOBOro NoKasHvka B crneumdikavito
6e3nocepeHboi ynakoskn A®I Ta
BiANOBIAHOrO MeToAy BMNpPobyBaHb. 3MiHu |
Tuny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasbHWii 3aci6. 3MiHK
napameTpiB creuudikauili Ta/abo fgonycTuMmx
MeX, 3a3HayeHunx y cneundikauisx, 4ns
6e3nocepeHbol ynakoBku A®I (BUNyyYeHHs
He3HayYHOro nokasHuka cneuudikawii
(Hanpviknag, BUIyYeHHs 3acTapisnioro
NnoKasHuKa)) - OHoBJ/IeHHSA p. 3.2.S.6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3acib, a came
BWyYEHHS iHhopmau,i Wwoao 6e3nocepeHbOi
ynakoBku A®| emHicTio 70 N, sika He
BMKOPUCTOBYETLCA AN15 36epiraHHa AdI.
BHOCATbLCS KOPEKTOPChLKI BUNPaBEHHA 40 p.
3.2.S.6. 3 METOI0 BUMpPAaB/IEHHA rpaMaTuyHmUX
NMOMW/IOK Ta& YTOYHEHHS Y (hOPMY/THOBaHHI
iHchopmawii Ans GiNbLL KOPEKTHOTO 1T
BUKNaAEHHS

51.

ECTE3N®IH

PO3YMH HaLLKipHWIA 1
%, no 15 mn a6o 20
M1 a6o no 25 mny
nakoHi; no 1
1akoHy y nauui 3
KapTOoHY

AT "®apmak”

Ykpaina

AT "d®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3Mminu |l Tuny - 3MiHn 3 axkocTi. A®I. (iHwi
3MiHW) NOZlaHHS1 OHOBJ/IEHOTO MacTep-chaiiny
20220802-DMF-version 2.0-2022.08
(3aTtBepaxeHo: 2021022-DMF-version 1.0-
2021.01) Ha A®I HadbTudpiHy rigpoxnopug,
chipmn Chongqing Huapont Shengchem
Pharmaceutical Co., Ltd., Kutaii 3miHu Il Tny
- 3MiHu 3 AkocTi. ADL. (iHLWi 3MiHM) NoAaHHA
OHOBMIEHOrO MacTep-taiiny 20230818-DMF-
version 3.0-2023.08 Ha A®| Hadtndpiny
rigpoxnopug, chipmu Chongging Huapont
Shengchem Pharmaceutical Co., Ltd., Kutaii

6e3
peyenma

UA/14783/01/01

52.

ECTE3N®IH

Kpem, 1% no 15ry
Ty6i, no 1 1y6i y
nauui

AT "dapmak"

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu Il TUny - 3MiHK 3 AkocTi. ADI. (iHwWi
3MiHW) NOAAHHSA OHOB/IEHOTO MacTep-cthainy
20220802-DMF-version 2.0-2022.08
(3aTBEepaxeHo: 2021022-DMF-version 1.0-
2021.01) Ha A®Il HadhTudpiny rigpoxnopug,
thipmn Chongging Huapont Shengchem
Pharmaceutical Co., Ltd., Kutai; 3minm Il Tuny
- 3MiHu 3 sKocTi. A®| nogaHHS OHOBEHOTO
macTep-gaiiny 20230818-DMF-version 3.0-
2023.08 Ha A®| HadhTudpiHy rigpoxnopug,
chipmmn Chongqging Huapont Shengchem

6e3
peyenma

UA/15944/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Pharmaceutical Co., Ltd., Kutaii
53. | ECTE3N®IH cnpeii HawkipHuiA, 1 AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/15499/01/01
%, no 15 mn a6o 20 3Mminn |l Tuny - 3MiHn 3 akocTi. A®I. (iHwi peyenma
My donakoHi; no 1 3MiHW) NOfaHHS OHOB/IEHOTO MacTep-chaiiny
hnakoHy y nauui 3 20220802-DMF-version 2.0-2022.08
KapTOHY (3aTtBepaxeHo: 2021022-DMF-version 1.0-
2021.01) Ha A®Il HadhTudpiHy rigpoxnopug,
thipmn Chongging Huapont Shengchem
Pharmaceutical Co., Ltd., Kutaii. 3minn Il Tvny
- 3MiHK 3 AKocTi. A®I. (iHWi 3MiHW) NogaHHsS
OHOBJ/IEHOrO MacTep-ghaiiny 20230818-DMF-
version 3.0-2023.08 Ha A®| Hadtndpiny
rigpoxnopug, cipmm Chongging Huapont
Shengchem Pharmaceutical Co., Ltd., Kutaii.
54. | EBPOPACT Kancysm m'siki, 600 €Bpo IHgis OniB Xenckep IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/20580/01/01
POPTE mr, no 10 a6o 12 Naiidokep 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
Kancyn y 6nictepi, MpaiisiT HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
no 1 a6o no 2 Nimviteq (BnacHvika peecTpauiiHoro NocBigYeHHs)
6nictepu B 3MiHa agpecy 3asiBHUKa
KapTOHHI Kopo6Lli
55. | 3BIPOBOIO TpaBa, no 60 ry MpAT YKpaiHa MpAT "“NlikTpasn" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/5675/01/01
TPABA naykax 3 BHYTPILIHIM "NikTpasun” 3MmiHu | TMNy - 3MiHK 3 SKOCTi. ToTOBUIA peyenma
nakeTom; no 75ry nikapcbkuii 3aci6. Cuctema
naykax 3 BHYTpIiLIHIM KOHTeliHep/3akynoptoBasibHUIA 3aci6 (iHLWi
naketom; no 1,5ry 3MiHW) BHECEHHS 3MiH 40 HOPMYBaHHS
iNbTP-NakeTi, No noKasHUKiB «laeHTudikauia (30BHiLLHI
20 inbTp-nakeTiB y 03Haku)» (4oAaBaHHs onucy NAiBKN
nayui; no1,5ry nakyBa/lbHOI ); «TOBLUMHA NNiBKU» (YTOYHEHHS
iNbTP-NakeTi, No [0NyCTUMUX HOPM NoKa3Huka) cneuudikauii 3
20 hinbTp-nakeTiB y KOHTPOJI0 NEPBMHHOTO MaKyBaslbHOTO
nauui 3 BHYTPILLHIM marepiany An1s ynakoBku no 60 r abo 75ry
nakeTom naykax 3 BHyTPILLHIM NakeTom (nnaiska
nakyBasibHa (NepBMHHA) NosiMmepHa).
[MepBrHHWI NakyBasibHUIA MaTepian
3/IMLLAETLCA HE3MIHHUM.
56. | IMET® TabneTku, BKpUTI BEP/IH-XEMI | HimeyunH Brpo6HuK, Wo HimeuyunHa BHECEHHS 3MiH 0 peecTpaLjiiiHiX MmaTepianis: 6e3 nionsizae UA/4029/01/01
NNiBKOBOIO Al a BUKOHYE 3MiHu | TUNY - 3MiHK Woa0 peyenma
060510HKOt0, No 400 BMPOGHMLITBO 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
Mr no 10 TabneTtok y npenapary "in (iHLWi 3MiHW) - 3MiHN BHECEHO A0 iHCTPYKLi AN
6nicTepi; no 1 abo bulk" Ta KOHTpONb Me[IMYHOro 3aCTOCYBaHHS NlikapcbKoro 3acoby
no 2, aéo no 3 cepii: BEP/IH- [0 posgainy "MepefosysBaHHA" BiAMNOBIAHO A0
6nictepn y XEMI Al OHOB/IEHOT iHdhopMaLii 3 6e3neku aityoi
KapTOHHI KopooLii HimeuuunHa; peyoBuHM (ibynpodeHy) 3rigHo 3
Bnpo6HuK, LWo pekomeHpgauiamv PRAC. TepmiH BBefEHHSA
BVIKOHYE 3MiH NPOTArOM 6 MICALIB MiC/1A 3aTBEPAKEHHS
BMPOBHULITBO
npenaparty "in
bulk", nakyBaHHsi
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Ta KOHTPO/Ib Ccepii:
ApsaHc dapma
'm6X, HimeuunHa;
MeHapiHi-®oH
XeiigeH MvbX,
HimeuyuunHa;
Brpo6HuK, Wo
BUKOHY€E
nakyBaHHs,
KOHTPO/Tb Ta
BUNYCK cepil:
BEP/IH-XEMI AT,
HimeyunHa
57. | IMET® And CyCneHsisi opaUibHa, BEP/IIH-XEMI | HimeyunH Bunyck cepiii: HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 He UA/14969/01/01
DITEA 2% 100 mr/5 mn, no 100 Al a BEPIH-XEMI AT, IcnaHis 3MiHu | TMNY - 3MiHK WoA0 peyenma nionsieae
M abo no 150 mn, HimeuyumnHa; 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
abo no 200 mny Brpo6HMUTBO "in (iHWi 3MiHM) - 3MiHX BHECEHO [0 iHCTPYKUIT ANs
nakoHi; no 1 bulk", nakyBaHHs, MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby
h1aKkoHy B KOHTPO/Ib Ta [0 po3sgainy "lMNepefosyBaHHA" BiAMOBIAHO A0
KOMMNNEKTI 3 BUWMYCK Cepiii: OHOBNEHOT iHhopMmaL,i 3 6e3neku Aitodol
L,03YH04M Nab6opaTtopioc peyoBuHm (ibynpodoeHy) 3rigHo 3
NPUCTPOEM Y Ankana ®apma, pekomeHpauiamu PRAC. TepmiH BBeEHHS
KapTOHHI KopooLli C.J1., IcnaHis 3MiH - NpPOTArom 6 Micsis nicns
3aTBEPAKEHHS
58. | IMET® ANnA CYyCreHsisi opaUibHa, BEPJIIH-XEMI | HimeyunH Brpo6HMLUTBO "in IcnaHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 niosnsea UA/16881/01/01
DITEA 4% 200 mr/5 mn; no 100 Al a bulk", nakyBaHHs, HimeyunHa 3MiHu | TMNY - 3MiHK Woa0 peyenma €
M abo 200 mny KOHTPO/b Ta 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
chnakoHi; no 1 BUMYCK Cepiii: (iHWi 3MiHW) - 3MiHX BHECEHO [0 iHCTPYKUiT AN
dnakoHy 3 Nab6opaTtopioc MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
[,03YH04UM Ankana ®apma, 00 po3giny "Mepefo3yBaHHs" BiANOBIAHO A0
NPUCTPOEM ANs C.J1.,, IcnaHis; OHOBJ/IEHOT iHdhopMaLii 3 6e3neku aiyol
nepopasibHOro Bunyck cepiii: peyoBuHM (ibynpodeHy) 3rigHo 3
BBE/[IEHHS B BEPNIH-XEMI AT, pekomeHpgauiamy PRAC. TepmiH BBeEHHS
KapPTOHHI Kopobui HimeyynHa 3MiH NPOTAroM 6 MicsLiB NicNsa 3aTBepAKEHHS
59. | IMOAIYM® Tabnetky, LWo MakHin AHrnis BUPOBHMLTBO, Benuvka BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 UA/9831/02/01
EKCINPEC OMChepryTbes B Mpopaktc nepBuHHE BpwuTaHis/ 3MiHn | TNy - 3MiHK 3 AKOCTI. [oTOBMIA peyenma
POTOBI NOPOXHWHI, Nimitep nakyBaHHs Ta PpaHuis nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
no 2 mr, no 6 KOHTPO/b AKOCTI cknagi (A0NOMiXXHUX peyoBUHax) roTOBOro
TabneTok y 6nictepi; roToBOro NiKapcbKoro 3acoby (iHwi 3MiHW) - OHOB/EHHS
no 1 6nictepy B NPOAYKTY: po3ginis 3.2.P.1. Onuc i cknag, nikapcbkoro
KapTOHHIiA ynakoBL,i KatasieHT FOK 3acoby; 3.2.P.4.1. Cneuudpikaui; 3.2.P.4.2.
CBiHAoH 3unaic AHaNITUYHI MeToAMKN, W06 BKIUMTY BinbLue
NimiTen, Benuka iHhopMaLii npo M'STHWIA apomaTusarop, 3
BpuTaHis; BiANOBIAHUMK 3MiHamK B po3ain «Cknag»
BTOPUHHA MKSA N13. BBeAeHHs 3MiH NpoTSArom 6-1u
yrnakoBkKa, MicALiB nicnsa 3aTBepmkKeHHs. 3MiHu Il Tuny -
KOHTPO/b AKOCTI 3MiHK 3 aKocTi. FOTOBUIA Nikapcbkuii 3aci6.
roToBOro 3MiHM Y BUpO6HMUTBI (iHLWi 3MiHW) -
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
npoayKTy, A03BiN y3rofxeHHs posginis 3.2.P.3.3. Onuc
Ha BMNycK cepii: BMPOGHMYOro NpoLecy Ta KOHTPO/0 NpoLecy
[OKHTN Ta 3.2.P.3.4. KOHTPO/b KPUTUYHMX CTagji i
KoHcblomep Xenc NPOMDKHOI NPOAYKUiT 3 BUPOOHUYMM NpoL,EecoM
(PpaHc) CAC, i 3BiTOM Npo Banigau;ito
PpaHuin
60. | IHO3VH Tabnetkv no 1000 TOB "OKN YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/19823/01/01
NPAHOBEKC Mr; o 6 TabneTok y "®apmaueBTn "®apmaueBTuyHa 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peyernmom
1000 6nicTepi; no 5 yHa habpmka" habpuka" nikapcbkuii 3aci6. 3MiHM y BUPOBGHULTBI. 3MiHa

6nicTepiB y nayi
ab6o no 10 TabneTok
y 6nicTepi, no 3 abo
4 6nicTepu y nauui

po3mipy cepii (BknoUaroun gianasoH po3mipy
cepil) roToBOro NnikapcbLKoro 3acoby
(36inbLUeHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPKEHVIM PO3MIPOM) BBEAEHHS
[oAaTkoBoro posmipy cepii 13 148-150 kr
Tabnetmacy abo 144-150 kr TabneTok.
[itoua pepakuis
Mo 6 Tabnetok y 6nicTepi, no 5 6nictepis y
nauu:

O6’eM cepii: 55.0 kr abo 40 293-44 532
Tabnetok, 6715-7422 6nictepis; 1 343-1 484
yn. Ne30 (6x5);

Mo 10 TabneTok y 6ricTepi, no 3 abo no 4
6nicTepiB B nauLi:

O6’em cepii: 55.0 kr abo 40 293-44 532
Tabnetok, 4029-4453 6nictepa; 1 343-1 484
yn. Ne30 (10x3), a6o 1007-1113 yn Ne40
(10x4).

MponoHoBaHa pefakuis
Mo 6 Tabnetok y 6nicTepi, no 5 6nictepis y
nauu:

O6’eM cepii: 55.0 kr abo 40 293-44 532
Tabnetok, 6715-7422 6nictepis; 1 343-1 484
yn. Ne30 (6x5);

O6’em cepii: 148-150 kr TabneTmacu abo 144-
150 kr Tabnetok abo 110 769-121 457 .
Tabnetok, 17 307-20 242 wrt. 6nicTepis; 3
461- 4 048 yn. Ne30 (6x5);

Mo 10 TabneTok y 6nictepi, no 3 abo no 4
6nicTepis B nauy:

O6’eM cepii: 55.0 kr abo 40 293-44 532
Tabnetok, 4029-4453 6nictepa; 1 343-1 484
yn. Ne30 (10x3), a6o 1007-1113 yn Ne40
(10x4).

O6’em cepii: 148-150 kr Tabnetmacu abo 144-
150 kr Tabnetok abo 110 769-121 457 wr.
Tabnetok, 10 384-12 145 wrt. 6nicTepis;

3 461-4 048 yn. Ne30 (10x3) a6o 2 596-3036
yn Ne40 (10x4).
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
y NpoLieci BUPOGHMLTBA FOTOBOTO J1iKapCbKOro
3ac06y, BK/IH0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHWN) He3HaYHi
3MiHM B BUPO6HMYOMY MpPOLLECi, @ came: Yac
nepemilllyBaHHs, onyAploBaHHs; cnocio
BBEEHHS PO3UMHY 3BOSIOXYBaYa,;
TeMneparypy Ta Yac CyLUKN Macy.
61. | IHPAHPUKC cycneHsis ans nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/13939/01/01
nB iH'ekyin no 0,5 mny AanH Ekcnopt BpuTtaHis Bionogxikans C.A. 3minu | TUny - 3miHn 3 AkocTi. APl. KoHTposb peyenmom
KOMBIHOBAH nonepegHL0 Nimviten A®l. 3miHa y meTogax BunpobyBaHHs Ad| abo
A BAKUVHA 3anoBHeHOMy BUXIAHOIO MaTepiany/npoMixXHOro
Ana 0oflHopa3oBoMYy npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
MPO®DINTAKTUK | wnpuuiy KOMIaekTi npoueci BupobHuutea A®I (iHWwi 3MiHM) -
N AUOTEPII, 3 rosnikoto; no 1 aéo YcyHeHHsi po36ixXHOCTel MixX onepadiiiHoto Ta
NPABLA, 10 nonepefHbO 3apeecTpoBaHO AOKYMEHTaLiE Npu
KALUTOKA 3aMoBHEHNX npoBegeHHi KoHTposto sikocTi (QC) ans
(ALEENONAPH 0/lHOPa30BUX BUMYCKY MOCIBHOrO Matepiasy Ta 6aHkiB K1iTuH
nin wnpuyis y
KOMMOHEHT) nnacTvKoBOMy
TA KOHTeliHepi; no 1
MONIOMIENITY | KOHTeliHepy B
KapPTOHHI Kopobui
62. | IHPAHPUKC cycnensis (DTPa- nakcoCmitKn Benuka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/15832/01/01
INB XIb IPV) gns iH’ekuiin no AiH ExkcnopT BpuTtaHis Bionogxikans C.A. 3MmiHu | TMny - 3miHK 3 AkocTi. APl. KoHTposb peyenmom
KOMBIHOBAH 0,5 mn (1 po3a) Ta Nimitep A®I. 3miHa y meTogax BunpobyBaHHs AdIl abo
A BAKUVHA niocpinizat (Hib); BUXiAHOrO MaTepiany/npoMixXHOro
Ana cycnensis (DTPa- npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
MPO®DINAKTUK | IPV) ans iH'ekuiin no npoueci BupobHuutea A®I (iHWwi 3MiHK) -
N QUDTEPII, 0,5wmn (1 po3a) y YCyHeHHs1 po36ixkHOCTEl MidX onepawiiiHo
NPABLA, nonepegHLo [LOKYMEHTALE0 Ta 3apeecTpoBaHo
KALLU/TIOKY HanoBHEHOMY [LOKyMeHTaLieto
(ALEENONAPH 0/lHOpPa30BOMY
nin wnpuyi Ne 1y
KOMIMOHEHT), KOMMNEKTi 3 ABOMa
NnoNIoOMIENITY | ronkamun Ta

TA
3AXBOPIOBAH
b,
3B6YAHUNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B

niochinizat (Hib) y
chnakoHi Ne 1, wo
3MiLLYIOTbCA Nepes
BMKOPUCTAHHAM: NO
1 nonepefHbLO
HanoBHEHOMY
0/iHOpa3oBOMY
LLINPULLY Y KOMMNEKTI
3 /IBOMA rosikamu Ta
1 donakoHoM 3
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
niogpinizatom (Hib) y
BaKyyMHiii
CTEpPUSIbHIl
ynakosuj; no 1
BaKyyMHiii
CTepusbHIll ynakoBLi
Y KApTOHHIl Kopoobui
63. | nog pO34nH Ans TOB Ykpaina TOB "MEANIEB" Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/18027/01/01
30BHILUHLOIO "MEONEB" 3MiHY | TUny - 3MiHK WoAo peyenma
3aCTOCyBaHHS, 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
cnupToBwiA 5%, no BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
10 mn a6o no 20 mn npo cuctemy thapmakoHarnsgy (BBefeHHs
y dhnakoHax y3arasibHeHUX JaHux npo cuctemy
CKNAHMX abo hapmakoHarnagy, 3aMiHa yrnoBHOBaXeHOT
noniMepHnX ocobwu, BignoBifasibHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOi 0co6u,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy (BkIouvaoum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI macTep-daiina
cucTemu chapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
[Oitova pepakuisn: 3yesa CsiTnaHa BacunisHa.
MponoHoBaHa pegakuis: 3iHoBa Knasgis
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U 3asiBHYMKA,
BiANOBIAaUIbHOI 3a hapmakoHarniag. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cucremu
dhapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLA 34iiCHEHHA OCHOBHOI fisifIbHOCTI 3
dhapmakoHarnsgy.
64. | KANOTIA3NA® | TabneTkn no 10 MNAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/5474/01/01
TabneTtok y 6nictepi, | "KviBmeanpen "KuiBmepnpenapa 3MiHn | TURY - 3MiHn 3 sKocTi. CepTudikat peyenmom
no 2 6nictepn y apart" T BignosigHocTi/l E-cepTudikar BignosigHoCTI

nauuji

€Bponelicbkii hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPMBEAEHHS
y BignoBigHiCcTb A0 MoHorpadii 4dY abo
€Bponeiicbkoi hapmakonei, abo iHwoT
HaujioHanbHOI thapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3miHaMun
B J®Y, abo EBponeiicbkiit hapmakonei, abo
iHLWIN HauioHanbHIN thapmakonei gepxasn
€C) BHeceHHs 3MiH A0 cneumdikauii Ta
MeTOAMK KOHTpOo/Io Ha A®I Kantonpun 3a
nokasHukamu «lgeHTtudikauis», «Mutome
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

OonTUYHe obepTaHHA», «BTparta B Maci nig yac
BUCYLLYBaHHSA», «[oMillka F» Ta BUIyYeHHs
nokasHuka «Baxki meTann», y 3B'a3ky 3
npuBELEHHSM Y BiANOBIAHICTb A0 BUMOT
MoHorpadii EP 1079 «CAPTOPRIL» 3MiHu |
Tuny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTelHep/3aKkynoptoBasibHWI 3aci6 (iHLWi
3MiHM) BHeceHHs 3MiH go p.3.2.S.6 Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6 Ans
BMpo6HMKa «Changzhou Pharmaceutical
Factory», Kutaii, a came — 3MiHa onucy
NepBUHHOT Ta BTOPUHHOI YNakoBKN 6e3 3MiHK
napameTpiB cneuudikauii, Ha migcTasi
OHOB/IEHUX MaTepianis Big BUPO6GHMKa ADI
Kantonpuny «Changzhou Pharmaceutical
Factory», Kutaii. 3atBepmxeHo CybcTaHu;jio
ynakoBytoTb Y ABOLLIAPOBI NoNieTUNEH
NAacTVKOBI NAKETW, HU3bKOI LLiNIbHOCTI.
MakeTn NoMiLLalTb Y TEMHO-KOPUYHEBI
KapTOHHI EMHOCTI. Ha KapTOHHI EMHOCTI
HakNewTb eTUKETKY. 3anponoHOBaHO
Cy6CTaHLilo ynakoByHOTb Y ABOLLAPOBI MakeTu
3 noslieTUNEeHy HU3bKOI LWiNbHOCTI. MNakeTn
nomiwatoTs y hibpoBuii 6apabaH. 3miHu |
TMny - 3MiHN 3 aKkocTi. A®Il. CTabinbHiCTb.
3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEPMAXEHOMY [0Cbe cepTudikaTa
BiiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/IO4AE Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiof NoBTOPHOro BMNPO6yBaHHA/Nepios,
36epiraHHs) - 36inbLUeHHs abo BBEAEHHS
nepiofly NOBTOpPHOro BMNpobyBaHHsA/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTarTiB A0CNiIKEHb
y peasibHOMy yaci. 3MiHa TepMiHy NpUAATHOCTI
A®| Kantonpwn 3 3 pokiB Ha TEPMiH A0
npoBeAeHHA MOBTOPHUX BUNPOOYBaHb - 36
MicAUiB. 3MiHW 06YMOBEHI OTPUMAHHAM
OHOBJ/IEHOr0 po3giny "CTabinbHiCTh" Bif,
BMpo6HUKa A®I Kantonpuny dipmu-
BMpo6HMKa «Changzhou Pharmaceutical
Factory», Kutaii. 3miHn | Tuny - 3MiHu 3 SKOCTI.
A®|. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEPMAXEHOMY [0Cbe cepTudikaTa
BiZJNOBIAHOCTI €Bponelicbkiii dhapmakonel, Lo
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BK/IO4AE Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiof NoBTOPHOro BMNPO6yBaHHA/Nepios,
36epiraHHs) - BinbL XopcTki yMOBK
36epiraHHs. 3MiHa yMoB 36epiraHHs AdI
Kantonpwun Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii, Ha niactasi
OTPVMaHNX pe3ynbTartis AOCNIMKEHHS
cTabinbHOCTI BUpo6HMKa AP| Kantonpun
«Changzhou Pharmaceutical Factory», Kutaii.
3arBepmkeHo YMoBHM 36epiraHHs 36epirati B
opuriHanbHil ynakoBLi Npy Temneparypi He
BuLLe 25° C. 3anpornoHoBaHO YMOBY
36epiraHHA 36epirati y WifibHO 3aKpUTUX
KOHTeliHepax, B 3axX1LLEeHOMY Bif, CBiTNa MicLi,
npu Temnepartypi He Buule 25° C.
65. | KBEHTAKE/b Kpanni gns CAHYM- HimeuuunH CAHYM-Kenbbek HimeuyunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 6e3 UA/11595/01/01
D5 nepopasibHOro Ta Kenb6ek M6X a 'm6X i Ko. KI 3MiHu | TMNY - 3MiHK Woa0 peyenma
MicLeBoro i Ko. KI 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
3acTocyBaHHs o 10 (iHWi 3MiHW) 3MiHN BHECEHO Y TEKCT
M1y hnakoHi 3 MapKyBaHHS NepBuHHOI (M. 3, 4) Ta BTOPUHHOI
KpanesnbHuueto; no 1 (n. 2,3, 8,12, 13, 14, 17) ynakoBku
h1aKkoHy B nikapcbKoro 3acooby.
KapTOHHIN nayui
66. | KEMMPA® PO34YUH OpasIbHUIA, HOCB dapma Benbris Hekctdapma CAC ®paHuina BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/9155/02/01
100 mr/mn; no 300 C.A. 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom

My donakoHi; no 1
hNakoHy 3 MipHUM
naacTUKoBUM
LUNPYLOM Y nauui 3
KapTOoHY

HaliMeHyBaHHs1 Ta/abo agpecu Micus
NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkntOYarOUK, 3a HEOOXiAHOCTI, Micue
NpoBeAEeHHS KOHTPO/I0 AKOCTI), a60 BNacHuka
mMacTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BuxigHoro
marepiany/peareHTy/npoMiXHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (SKLWO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [IOCLE).
AAMiHICTpaTVBHa 3MiHa B agpeci micus
NPOBaKEHHA AiS/IbHOCTI 6€3 3MiHN
hakTMUYHOro po3TallyBaHHs KomnaHii Hikal
Limited, India - BUpO6HMKa MPOMIXXHOTO
NPoAyKTy eTipaleTam, a came [0AaBaHHsA
CKaACbKOro nNpuMilLleHHs 3a agpecoto No72.
MicuesHaxomKeHHs BUpoGHYKa, BUPObHUYa
AiNbHUUA Ta yci BUpo6HMYi onepadii
3aMLLaTbCA HEe3MIHHMMK. [litova pefakuis:
Hikal Limited 82/A, KIADB Industrial Area,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Jigani, Anekal Taluk, Bangalore-560105, India.

MponoHoBaHa pepakuis: Hikal Limited 72 &
82/A, KIADB Industrial Area Jigani, Anekal
Taluk, Bengaluru, 560105, India

67.

KEMMNPA®

TabneTku, BKpUTI
060/10HKO0, M0 250
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI nayui

HOCB ®apma
C.A.

Benbris

HOCB ®apma

Benbris

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKEHHS AiSIbHOCTI BUPOOHUKaA
(BK/HO4AKOUM, 32 HEOBXIAHOCTI, MicLe
NpoBefeHHs KOHTPOJTI0 AKOCTI), abo BnacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
L0 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (AKLWLO
3a3HayYeHo y JOCbE Ha Mikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOIT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [JOCLE) -
AfMiHicTpaTVBHa 3MiHa B afpeci micus
NPOBaKEHHS Ai/IbHOCTI 6€3 3MiHN
hakTMyHOro postatlyBaHHs komnaHii Hikal
Limited, India - BUpo6HUKa NPOMIDXXHOTO
NpoaykTy eTipaueTam, a came A0AaBaHHsA
CKNafiCbKOro NpuMmilLieHHs 3a agpecoto Ne72.
Micue3Haxo4xeHHs BUPOBGHMKa, BUPOOGHUYA
AiNbHMUA Ta yci BUpoOHMYi onepadii
3aMwaTbecs He3MiHHUMK. [ilova pefakuis:
Hikal Limited 82/A, KIADB Industrial Area,
Jigani, Anekal Taluk, Bangalore-560105, India
MponoHoBaHa pepakuis: Hikal Limited 72 &
82/A, KIADB Industrial Area Jigani, Anekal
Taluk, Bengaluru, 560105, India

3a
peyenmom

UA/9155/01/01

68.

KEMNMNPA®

TabneTku, BKpUTI
060510HKot0, No 500
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis y
KapTOHHI nayui

IOCBE ®apma
C.A.

Benbrisa

HOCBE ®apma

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNYy - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaMKEHHA AiAIbHOCTI BUPOOHMKA
(BKIOYalOUK, 3a HEOBXIAHOCTI, MicLe
NpoBeAEHHS KOHTPO/IH0 AKOCTi), ab0 BNacHUKa
MacTep-haiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro
marepiany/peareHTy/npomMikKHOro NpPoAyKTy,
LL10 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (K0
3a3HavYeHo y A0CLE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y 1OCLE) -

3a
peyenmom

UA/9155/01/02
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n/n

Hasga

3acoby

JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

69.

AgnMiHicTpaTuBHa 3MiHa B agpeci Micus
NPoBaKEHHS Aii/IbHOCTI 6€3 3MiHU
hakTMUYHOro po3TallyBaHHs KomnaHii Hikal
Limited, India - BUpOGHMKa MPOMIXXHOTO
NpoAayKTy eTipaueTam, a came JofaBaHHs
CK1aACbKOro NpuMiLLleHHs 3a agpecoto No72.
Micue3HaxomKeHHs BUpOGHYKa, BUPObHUYa
OinbHUUSA Ta yci BUPO6HMYI onepadi
3a/IMWaTbes He3MiHHUMK. [itoya pefakuis:
Hikal Limited 82/A, KIADB Industrial Area,
Jigani, Anekal Taluk, Bangalore-560105, India
MponoHoBaHa pepakuis: Hikal Limited 72 &
82/A, KIADB Industrial Area Jigani, Anekal
Taluk, Bengaluru, 560105, India

KEMMNPA®

TabneTku, BKpUTI
060/10HKot0, Mo 1000
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nictepiB y
KapTOHHIN nayui

HOCB ®apma
C.A.

Benbris

HOCB ®apma

Benbris

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/TIbHOCTI BUPO6HMKA
(BkntoYaroun, 3a HeObXiAHOCTI, Micue
NpoBeAeHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
macTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro
mMatepiany/peareHTy/npoOMXHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPO6GHMLTBI AP (SKLWO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [JOCLE) -
AAMiHICTpaTVBHa 3MiHa B agpeci micus
NPOBaPKEHHS AiS/IbHOCTI 6€3 3MiHN
hakTMYHOro po3TallyBaHHs KoMmnaHii Hikal
Limited, India - BUpO6HMKa MPOMIXXHOTO
NpoAayKTy eTipaueTam, a came JofaBaHHS
CKaCbKoro nNpuMmilLleHHn 3a agpecoto Ne72.
MicuesHaxomKeHHs BUpO6HYKa, BUPOOHUYa
AiNbHMUA Ta yci BUpo6HMYi onepadi
3aMLLaTbCA HEe3MIHHMMK. [litova pefakuis:
Hikal Limited 82/A, KIADB Industrial Area,
Jigani, Anekal Taluk, Bangalore-560105, India
MponoHoBaHa pepakuis: Hikal Limited 72 &
82/A, KIADB Industrial Area Jigani, Anekal
Taluk, Bengaluru, 560105, India

3a
peyerimom

UA/9155/01/03

70.

KETOHAN®
YO

Karncynm 3
MogudikoBaHUM
BUBI/IbHEHHAM
TBepai no 150 mMr no

CaHpo3
dapmacbioTika
n3 a.a.

10 kancyny

CnoBeHisa

BUPOBHMLTBO in

bulk, nepsuHHe Ta

BTOPVHHE
nakyBaHHs,
KOHTpOsb cepii

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHn 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkii hapmakonei/MoHorpadii.

MogaHHsA HOBOro abo OHOB/IEHOTO

3a
peyenmom

UA/8325/03/02




56

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
6nicTepi; no 2 (okpim cepTudiikaTa BignoBiAHOCTI ab0 BUYyYEHHS
6nictepu B Mikpo6iosnoriyHoro cepTudikaTa BifnoBiAHOCTI EBpONEChKii
KapTOHHiiA KopooLyi ): HoBapric hapmakonei: ana A®l; ans BuxigHoro
dapmacbioTikan marepiany/peareHTy/npomMiKHOro NMPoAYyKTY,
MaHydakTypuHr LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
NNC, CnoseHis; Ansa ponomikHoi peyosuHu (MFE-cepTudikar
KOHTpOsb cepii BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
(MikpobionoriyHuia Adl/BuxigHoro
KOHTPO/b), BUMYCK marepiany/peareHTy/npoMiKHOro NPOAYKTY
cepii: Jlek abo gonoMixXHOT pevoBrHK) - HoBwid
$apmaLeBTUYHA cepTuaikaT 415 BUXiAHOro
KomnaHia 4.4., marepiany/peareHTy/npoMiKHOro NPOAYKTY
CnoBeHis; ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
NepBUHHE i BXe 3aTBepA)KeHOro BUpPobHMKa nogaHHA
BTOPUHHE HoBoro E-cepTtucpikata BignosigHOCTI
nakyBaHHs: Jlek €poneiicbkii hapmakonei Ne R1-CEP 2008-
dPapmaueBTUyYHa 048 - Rev 00 gns xenatuHy Bif HOBOrO
KomnaHia 4.4., Bupo6Huka PIONEER JELLICE INDIA
CnoseHis PRIVATE LIMITED.
71. | KETOCTEPUN TabneTku, BKpUTI ®peseHiyc HimeuuunH Nab6ecdanb MopTyranis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/2403/01/01
NNiBKOBOIO Kabi a Nab6opaTtopioc 3MiHu | TRy - 3MiHK 3 SIKOCTi. FOTOBMIA peyenmom | nidssizae
060/10HKOI0; No 20 [Joiunang Anwmipo, C.A. nikapcbkuii 3aci6. Cuctema
Tabnetok y 6nicrepi; 6X KOHTelHep/3aKkynoptoBasibHW 3aci6 (iHLWi
no 5 6nictepis y 3MiHM) - 3MiHa CTOCYETbCSA YTOUHEHHS
3anasHomy naketi 3 chopMONIOBaHHA KOMM/IEKTHOCTI BTOPUHHOT
antomiHieBoi ynakoBKM, LLIO He BMN/IMBAE Ha JOCTaBKY,
donbru; no 1 nakety 3acTocyBaHHs,6e3neky abo cTabinbHICTb
B KapTOHHI kopobuj nikapcbKoro 3acooby.
3MiHV BHECEHO B IHCTPYKLitO 4719 MeANYHOro
3aCcTOCyBaHHS NiKapcbKoro 3acoby y po3ain
«YnakoBka» 3 BIAMOBIAHUMU 3MiIHAMW Y TEKCTI
MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaKkoBKK
nikapcbkoro 3acoby. BeeAeHHs 3MiH NPOTArom
6-TU MicsILIB Nicnsl 3aTBEPAKEHHS
72. | KETOTU®EH Kpanni ouHi, 0,25 TOBAPUCTB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/1942/01/01
Mr/mnno5wmny o3 BMPOGHMLTBA, 3MiHu | TMNYy - 3MiHK WoA0 peyernmom nionsieae
chnakoHi; no 1 OBMEXEHO KOHTPO/b AKOCTI, 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
dhnakoHy B KOPO6L 10] BMNYCK cepil: 3MiHa y KOpOTKiil xapakTepucTuLi NikapcbKoro
Yy KOMNJIeKTi 3 BIANOBIAAN ToBapucTso 3 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
KPWLLIKOKO- bHICTIO o6MexeHo MeAMYHOro 3acToCyBaHHA Ha nigcTasi
KpanesibHULE «KOPMOPAL| Bi4NOBIAANBLHICTIO perynspHoO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
A "[locnigHwin 3aBog

niKkapcbkoro 3acoby, abo gocnigpkeHb 3
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
«30OPOB'A» "rTHUC, 6e3nekn 3acTocyBaHHS /iKapCbKOro 3acoby B
YkpaiHa; BCi cTagji nicnspeecTpauiiinii nepiog, abo sk
BMPOGHMLTBA, pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
KOHTPO/1b SIKOCTI, npoBefeHnX BigNoBIgHO 40 NaaHy
BUNYCK cepil: negiatpuyHux gocnimxkers (PIP) (iHWi 3MiHW) -
ToBapucTso 3 3MiHU BHECEHO [0 IHCTPYKLii 418 MegnyHoro
obmexeHo 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
BiANOBIAA/ILHICTIO "B3aemogis 3 iHWKMK nikapcbkumu 3acobamu
"®APMEKC Ta iHWi BUAY B3aEMOZIR", "3acTocyBaHHS y
FPYM", YkpaiHa nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATU Ha LWBUAKICTb peakuil
npun KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLMMKN
MexaHismamu", "[itn", "MepesolyBaHHs",
"Mo6iuHi peakuii”, a came, BHECEHO
iHchopmavito 3 6e3nekmn fjtoyoi pevyoBnHN
KeToTudeH. TepmiH BBEAEHHS 3MiH MPOTSAroM
6 MicALiB nic/a 3aTBepAXEHHS
73. | KOHTPALUMA, NOPOLLIOK ANsi MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/20319/01/01
PO3YUHY A5 iH'EKLLIA akujioHepHe akujioHepHe 3miHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
no 40 mr y dpnakoHi; TOBapuCTBO TOBapuCTBO nikapcbkuii 3aci6. KOHTpob roToBOro
1 a6o 5, a6o 10 "Nlekxim- "lekxim-Xapkis", NiKapcbKoro 3acoby (iHLWi 3MiHN) HEe3HAaYHi
o1aKoHIB y mayi Xapkis" YkpaiHa 3MiHV KOHTposto /13, a came BUKOPUCTaHHS
(BUPOBHMLTBO 3 pe3ynbTaTiB BXiIHOro KOHTPO/I0 hopMuy «in
npoaykuii in bulk bulk» gns koHTponto MNN3. 3miHa
chipMu-BMpPOGHMKA 06rpyHTOBaHa HasIBHICTIO Y BUPOOHULITBI
PetoHr cepTugikaty BignosigHocTi BuMoram GMP,
dapmacbloTukan BiACYTHICTIO peknamaviii wogo skocti M3,
Ko, N14,, OLIiHKOI aHani3y pu3mnKiB Ta AaHWMU BYBYEHHS
KuTaiicbka cTabifibHOCTI.
HapogHa
Pecny6nika)
74. | KOPOEPIA AM Tabnetku no 4 mr/10 AT "dapmak” YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/20544/01/02
mr; no 10 TabneTok 3miHa 3asBHuKa J13 (MIBIM) (BnacHuka peyernmom nionsieae

y 6nicTepi, no 3
6nictepn y nauui 3
KapTOoHY

peecTpauiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepKeHHSA. 3MiHU | TUny - 3MiHKW Woa0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (sBefeHHs
y3ara/lbHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
hapMakoHarnsgy 3asaBHUka Ans 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

chapmakoHarnsgy (BkIouvatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pefakuis: €scTpaToBa IpuHa IropisHa.
lMponoHoBaHa pepakuis: Kopaepo MNannHa
AHZApiiBHA. 3MiHA KOHTAKTHUX AaHUX
YNOBHOBaXEHOT 0CO6YM 3asBHMKa,
BiAMNOBIAa/IbHOI 3a hapmMakoHarsg. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
chapmakoHarnsgy Ta iioro Homepa. 3miHa
MicUst 34iiCHEHHS OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnagy. 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHWYOI AinbHNL (BK/THOYAKOYUMN AiNbHULL
ans A®l, npomixHOro NnpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHuL Ans
NpoBefeHHs NakyBaHHS, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BMNYCK Cepiit, MicLe
NpoBeAEeHHS KOHTPOO cepii) abo
rnoctayanibHuKa BUXifHOro matepiasny,
peareHTy abo AONOMiIXHOT PEYOBMHY (SKLLO
3a3HayYeHo y f0CbE) - BunyyeHHss BUpoO6HMKa
'N3: TOB HB® "MIKPOXIM", Ykpaina
Bi4NOBIAa/IbHOIO 3a BUPOGHULTBO 3@ NOBHUM
LMKIOM. 3a/IMLLAETHLCS aNbTepHATUBHWIA
BMPOGHWK 3a NOBHWUM Uyukiom: AT "dapmak”,
YKpaiHa. 3MiH1 BHeCeHO [0 IHCTpyKuii Ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
00 po3ainis "BUpo6Huk”, "MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca MicLis NPOBaKEHHS
oro AifaNbHOCTI" Ta BUYYEHO IHCTPYKLi0 A1
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro 3acoby
ons supobHuka TOB HB® "MIKPOXIM" 3
BiZANOBIAHUMY 3MiHAMU [0 TEKCTY MapKyBaHHS
YMaKoBOK /liKapCbKOro 3acoby y 3B'A3KY 3
BU/TyYeHHAM BMpobHuka TOB HB®
"MIKPOXIM". TepMiH BBEAEHHSA 3MiH NPOTATOM
6 MicsUIB Nicnia 3aTBEPKEHHS.

75.

KOPAEPIA AM

Tabnetky no 8 mr/5
mr, no 10 TabneTok
y 6nicTepi, mo 3
6nictepu y naui 3
KapTOHY

AT "®dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3miHa 3asBHuKa /13 (MIBIM) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepMKeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst a60 3MiHM [0 y3araslbHEHUX AaHWX

3a
peyenmom

He
nionsieae

UA/20544/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOT 0co6M,
BiNOBIfa/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy (BkIovatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pefakuis: €scTpaToBa IpuHa IropisHa.
lMponoHoBaHa pepakuis: Kopaepo MNannHa
AHZApiiBHA. 3MiHA KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6YU 3asBHMKa,
BiAMOBIAa/IbHOI 3a hapmakoHarag. 3miHa
MicLie3HaxopKeHHs1 macTep-daiina cuctemu
chapmakoHarnsgy Ta iioro Homepa. 3miHa
MicUst 34iICHEHHS OCHOBHOI AisS/TbHOCTI 3
chapmakoHarnagy. 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BK/THOYAKOYMN AiNbHULL
ans A®l, npomixHOro NnpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHuLI Ans
NpoBefeHHs NakyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BMNYCK Cepiit, MicLe
NpoBeAEeHHS KOHTPOO cepii) abo
noctayanibHuKa BUXiAHOro matepiasny,
peareHTy abo AONOMiIXHOT PEYOBMHY (SKLLO
3a3HayYeHo y fOCbE) - BunyyeHHss BUpo6HMKa
'N3: TOB HB® "MIKPOXIM", Ykpaina
Bi4NOBIAa/IbHOIO 3a BUPOGHULTBO 3@ NOBHUM
LMKIOM. 3a/IMLLAETLCS aNlbTepHATUBHWIA
BMPOGHWK 3a NOBHWUM Uyukiom: AT "dapmak”,
YKpaiHa. 3MiH1 BHeCeHO A0 IHCTpyKuii ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
00 po3ainis "BUpo6Huk”, "MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca MicLis NPOBaKEHHS
oro AifaNbHOCTI" Ta BUYYEHO IHCTPYKLi0 A1
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro 3acoby
ons supobHuka TOB HB® "MIKPOXIM" 3
BiZANOBIAHUMY 3MiHAMU [0 TEKCTY MapKyBaHHS
YMaKoBOK /liKapCbKOro 3acoby y 3B'A3KY 3
BU/Ty4YeHHAM BUpobHUKka TOB HB®
"MIKPOXIM". TepMiH BBEJEHHSA 3MiH NPOTATOM
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
6 MicsUIB nic/ia 3aTBEPKEHHS.
76. | KOPOEPIA AM Tabnetky no 8 mr/10 | AT "®dapmak” Ykpaina AT "dapmax” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/20544/01/04
mr; no 10 TabneTok 3miHa 3asBHuKa /13 (MIBIM) (BnacHuka peyernmom nionsieae

y 6nicTepi, mo 3
6nictepu y naui 3
KapTOoHY

peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepMKeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iICHEHHSA
chapmakoHarnsgy (Bkouatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiANOBIAa/ILHOT 32 hapmakoHarnsag. Aivova
pegakuis: €scTpaToBa IpuHa IropisHa.
lMponoHoBaHa pepakuis: Kopaepo MNannHa
AHZpiiBHA. 3MiHA KOHTAKTHUX AaHWX
YMNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy Ta noro Homepa. 3miHa
Micusi 34iiCHEHHS1 OCHOBHOI AisS/TbHOCTI 3
hapmakoHarnagy. 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHWYOI AinbHNL (BK/THOYAKOUMN AiNbHULL
ans A®l, npomixHOro npoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHuU Ans
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiii, MicLe
npoBeAEeHHS KOHTPOLO cepii) abo
noctayasibHuKa BUXiAHOrO matepiasny,
peareHTy ab0 LONOMIXHOI peHOBUHU (AKLLO
3a3HayYeHo y JOCkE) - BunyyeHHs1 BUpo6HMKa
'N3: TOB HB® "MIKPOXIM", Ykpaina
Bi4NOBIAA/ILHOIO 3a BUPOGHULTBO 3@ NOBHUM
LMKNOM. 3a/IMIAETLCA aNlbTEPHATUBHNN
BMPOGHWK 3a NOBHUM Uykiom: AT "dapmak”,
YKpaiHa. 3MiH1 BHeCeHO A0 IHCTpyKLUii Ans
Me[IM4YHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
00 po3ainis "Bupo6Huk”, "MicLe3HaxomKeHHs
BMPOOHYMKaA Ta agpeca MicLis NPOBaKEHHS
oro AifNbHOCTI" Ta BUYYEHO IHCTPYKLi0 A1
MeAMYHOro 3aCTOCYBaHHSA /iKapCbKOro 3acoby
ons supobHuka TOB HB® "MIKPOXIM" 3
BiANOBIAHUMY 3MiHAMW [0 TEKCTY MapKyBaHHS
yNaKoBOK /likapCbKOro 3acoby y 3B'A3KY 3
BU/TyYeHHAM BUpobHuka TOB HB®
"MIKPOXIM". TepMiH BBEAEHHSA 3MiH NPOTATOM
6 MicsUIB Nicnia 3aTBEPKEHHS.
77. | KOPOEPIA AM Tabnetky no 4 mr/5 AT "dapmax” Ykpaina AT "dapmax” Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/20544/01/01
mr, no 10 TabneTok 3miHa 3asBHuKa /13 (MIBIM) (BnacHuka peyernmom nionsieae
y 6nicTepi, mo 3

6nictepu y naui 3
KapTOHY

peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepMXeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHS
thapmakoHarnsgy (Bkouatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAa/ILHOT 32 hapmakoHarnsag. Aivova
pegakuis: €scTpaToBa IpuHa IropisHa.
lMponoHoBaHa pepakuis: Kopaepo MNannHa
AHZpiiBHA. 3MiHA KOHTaKTHUX AaHWX
yMNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy Ta noro Homepa. 3miHa
Micusi 34iiCHEHHS1 OCHOBHOI AisS/TbHOCTI 3
hapmakoHarnagy. 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHWYOI AinbHNL (BK/THOYAKOUMN AiNbHULL
ans A®l, npoMixHOro NnpoAykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHuLI Ans
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiii, MicLe
npoBeAEeHHS KOHTPOO cepii) abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

rnoctayanibHuKa BUXiAHOro matepiasny,
peareHTy abo AONOMiIXHOT PEYOBUHY (SKLLO
3a3HayveHo y f0CbE) - BunyyeHHss BUpO6HMKa
N3: TOB HB® "MIKPOXIM", YkpaiHa
Bi4NOBIAa/IbHOIO 3a BUPOGHULTBO 3@ NOBHUM
LMKIOM. 3a/INLLAETLCS aNbTepHATUBHWIA
BMPOGHWK 3a NOBHWUM Uukiom: AT "dapmak”,
YKpaiHa. 3MiH1 BHeCeHO [0 IHCTpyKLuii ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
00 po3ainis "Bupo6Huk”, "MicLe3HaxomKeHHs
BMPOGHMKaA Ta afpeca Micus NpoBaXeHHs
oro AifaNbHOCTI" Ta BUYYEHO IHCTPYKLi0 A1
MeAMYHOro 3acTOCYBaHHS /liKapCbKOro 3acoby
ons supobHuka TOB HB® "MIKPOXIM" 3
BiANOBIAHUMY 3MiHAMU [0 TEKCTY MapKyBaHHS
YMaKoBOK /liKapCbKOro 3acoby y 3B'A3KY 3
BU/Ty4YeHHAM BMpobHUKka TOB HB®
"MIKPOXIM". TepMiH BBEAEHHSA 3MiH NPOTATOM
6 MicsUIB nic/ia 3aTBEPKEHHS.

78.

KOPJEPIA AYO

Tabnetku no 2
mr/0,625 wr, no 10
TabneTtok y 6nictepi,
no 3 6nictepn y
nauj 3 KapToHy

AT "®dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3miHa 3asBHuKa /13 (MIBIM) (BnacHuka
peecTpauiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBep/AKeHHs. 3miHn | Tuny -
AMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BVMPOGHWYOI AinbHNL (BKTHOYAKOUMN AiNbHULL
ana A®l, npomikHOro npoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANns
NpoBefeHHA NakyBaHHs, BUPOBHNIKa,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiit, MicLe
NpoBeAeHHS KOHTPOO cepii) abo
noctavyasibHMKa BMXiAHOrO Matepiany,
peareHTy abo JONOMDKHOT PEHOBVHY (SIKLLO
3a3HayeHo y A0CbE) - BunyyeHHs BUPOGHUKA
N3: TOB HB® "MIKPOXIM", YkpaiHa
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO 3@ MOBHUM
LMKIOM. 3a/INLAETLCA anNbTepHaTUBHWIA
BMPOGHWK 3a NOBHUM Uykiom: AT "dapmak”,
YkpaiHa. 3MiHV BHeceHo A0 IHCTpyKuii ans
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby
0,0 po3ginis "BupobHuk", "MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca MicLis NPOBaKEHHS
0ro fisiNbHOCTI" Ta BUYYEHO IHCTPYKLiO AN
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
ans BupobHnka TOB HB® "MIKPOXIM" 3
BIANOBIAHMMU 3MiHAMU [0 TEKCTY MapKyBaHHS
YNaKoBOK flikapCbKoro 3acoby y 3B'A3ky 3

3a
peyenmom

He
nionsieae

UA/20545/01/01
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

79.

KOPJEPIA AYO

TabneTkn no 4

AT "®dapmak”

BU/TyYEHHAM BUpo6HKKa TOB HB®
"MIKPOXIM". TepMmiH BBei€HHS 3MiH NMPOTATOM
6 micauiB nicna 3aTBepmKeHHs. 3MiHu | Tuny -

3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3arasibHeHUX AaHunx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHnx

AaHuxX nNpo cuctemy chapmakoHarnsgy, amiHa

YyNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a

3[ificCHEHHS chapMakoHarnsay; KOHTakTHOI

0cobu 3 chapmakoHarnagy 3asBHvKa Ans
34ilicHeHHA hapMakoHarnsgy B YkpaiHi, Ko

BOHa BiMiHHA BiZ, yNTOBHOBa)KEHOI 0co6WY,

BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy (Bkovatoum KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLieHHI MacTep-haiina

cuctemu chapmakoHarnsgy) -3miHa
YNOBHOBaXEHOT 0CO6YU 3asBHMKa,

BiANOBiAabHOI 3a chapmakoHarnsag. firova

pefakuis: €scTpaToBa IpuHa IropisHa.

MponoHoBaHa pegakuis: Kopaepo MNannHa

AHApiiBHA. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,

BiANOBIAaU1bHOI 3a hapmakoHarnag. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cuctemm

dhapmakoHarnsgy Ta ioro Homepa. 3miHa

Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3

dhapmakoHarnsgy.

nocsi0OYeHHs

mr/1,25 wr, no 10
TabneTtok y 6nictepi,
no 3 6nictepn y
nauvj 3 KapToHy

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3miHa 3asBHuKa /13 (MIBIM) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBep/AKeHHs. 3miHn | Tuny -
AMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BVMPOGHWYOI AinbHNL (BKTHOYAKOUMN AiNbHULL
ana A®l, npomikHOro npoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANns
NpoBefEeHHs NakKyBaHHs, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiit, MicLe

NpoBeAeHHS KOHTPOO cepii) abo
noctavyasibHMKa BMXiAHOrO Matepiany,
peareHTy abo JONOMDKHOT PEHOBVHY (SIKLLO
3a3HayeHo y A0CbE) - BunyyeHHs BUPOGHUKA
N3: TOB HB® "MIKPOXIM", YkpaiHa
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO 3@ MOBHUM
LMKIOM. 3a/IMLAETLCA aNbTepHaTUBHWIA

BMPOGHWK 3@ NOBHWUM Lykiom: AT "dapmak”,

3a
peyenmom

He
nionsieae

UA/20545/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

YkpaiHa. 3MiHV BHeceHo A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3ainis "BupobHuk", "MicLe3HaxomKeHHS

BMPOOHVKaA Ta afpeca MicLis NPOBaKEHHS
0ro fisinbHOCTI" Ta BUYYEHO IHCTPYKLiO AN
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby

4ns BupobHnka TOB HB® "MIKPOXIM" 3
BiAMNOBIAHMMU 3MiHAMU [0 TEKCTY MapKyBaHHS

yMnakoBOK fiKapCcbKoro 3acoby y 3B'A3ky 3
BU/TyYEHHAM BUpo6HKKa TOB HB®
"MIKPOXIM". TepMmiH BBei€HHS 3MiH NMPOTATOM
6 micauiB nicna 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHux
AaHuxX Npo cuctemy chapmakoHarnsgy, amMiHa

YNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a

3[ificHEHHS chapMakoHarnsay; KOHTakTHOI

0cobu 3 chapmakoHarnagy 3asBHvKa Ans
34ilicHeHHA hapMakoHarnsgy B YkpaiHi, Ko

BOHa BiMiHHA Bij, yNIOBHOBaXKEHOI 0cobw,

BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnagy (BKovaoum KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLieHHI MacTep-haiina

cuctemu chapmakoHarnsgy) -3miHa
YMNOBHOBaXEHOT 0CO6YU 3asBHMKa,

BiANOBiAaNbHOI 3a chapmakoHarnsag. firova

pefakuis: €scTpaToBa IpuHa IropisHa.

MponoHoBaHa pegakuis: Kopaepo MNannHa

AHApiiBHA. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,

BiANOBIAaU1bHOI 3a hapmakoHarnag. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cuctemm

dhapmakoHarnsgy Ta ioro Homepa. 3miHa

Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3

dhapmakoHarnsgy.

80.

KOPJEPIA AYO

Tabnetku no 8
Mmr/2,5 mr, no 10
TabneTtok y 6nictepi,
no 3 6nictepn y
nauvj 3 KapToHy

AT "®dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3miHa 3asBHuKa /13 (MIBIM) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBep/AKeHHs. 3miHn | Tuny -
AMIHICTpaTVBHI 3MiHW. BuydeHHs
BVMPOGHWYOI AinbHNL (BKTHOYAKOUMN AiNbHULL
ana A®l, npomikHOro npoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANns
NpoBefieHHA NakyBaHHs, BUPOOHNKa,

3a
peyenmom

He
nionsieae

UA/20545/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/ILHOrO 3a BUMNYCK Cepiii, MicLe
npoBeAeHHS KOHTPOO cepii) abo
nocTavyanbHviKa BUXigHOTo marepiany,
peareHTy abo JOMOMDKHOI PEHOBVHY (SIKLLO
3a3HayeHo y AOCbE) - BunyyeHHs BUPOGHUKA
N3: TOB HB® "MIKPOXIM", YkpaiHa
BiANOBIAA/IbHOIO 3a BUPOGHMLTBO 3a NMOBHUM
LMKIOM. 3a/INLAETbCA anbTepHaTUBHWIA
BMPOGHUWK 3a NOBHUM LyKiom: AT "dapmak”,
YkpaiHa. 3MiHV BHeceHo A0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 po3gainis "BupobHuk", "MicLe3HaxomKeHHsS
BMPOOHVKaA Ta afpeca MicLis NPOBaKEHHS
0ro AisinbHOCTI" Ta BUYYEHO IHCTPYKLiO AN
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
4ns BupobHuka TOB HB® "MIKPOXIM" 3
BiAMNOBIAHMMU 3MiHAMU [0 TEKCTY MapKyBaHHS
yNakoBOK fikapCcbKoro 3acoby y 3B'A3ky 3
BU/TyYEHHAM BUpo6HKKa TOB HB®
"MIKPOXIM". TepMmiH BBei€HHS 3MiH NMPOTATOM
6 micauiB nicna 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3arasibHeHUX AaHunx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHnx
AaHuxX nNpo cuctemy chapmakoHarnsgy, amiHa
YyNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
3[ificCHEHHS chapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnagy 3asBHvKa Ans
34ilicHeHHA hapMakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA BiZ, yNTOBHOBa)KEHOI 0co6WY,
BiANOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHarnagy (Bkovatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLieHHI MacTep-haiina
cuctemu chapmakoHarnsgy) -3miHa
YNOBHOBaXEHOT 0CO6YU 3asBHMKa,
BiANOBiAaNbHOI 3a chapmakoHarnsag. firova
pefakuis: €scTpaToBa IpuHa IropisHa.
MponoHoBaHa pegakuis: Kopaepo MNannHa
AHApiiBHA. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAaU1bHOI 3a hapmakoHarnag. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cuctemm
dhapmakoHarnsgy Ta iioro Homepa. 3miHa
Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

81.

KPEOH® 10000

Kancynu Teepai 3
racTPOPE3NCTEHTHM

AB6OTT
JlabopaTtopi3

HimeyuunH
a

AB6OTT
JlabopaTtopi3

HimeuyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TUNYy - 3MiHK 3 skocTi. CepTudikat

6e3
peyenma

UA/9842/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
MW rpaHyfnamu no M6X 6X BignosigHocTi/lE-cepTudikar BigNoBiAHOCTI

150 wr; no 20 a6o
50, a6o 100 kancyn
y donakoHi; no 1
hnakoHy B
KapTOHHiiA KopobLyj;
no 10 kancyny
6nicTepi; no 1 a6o 2,
abo 3 bnictepu B
KapTOHHI Kopo6Li

€Bponelicbkiii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudiikaTa BignoBiAHOCTI ab0 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONEChKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
Ansa ponomikHoi peyosuHu (MFE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo fonoMiXHOT pevoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOTo
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT peYOBMHM Bifg HOBOro abo
BXe 3aTBepAXeHOro BUpPobHMKa, NoAaHHs
HoBoro E-cepTucpikaTta BignoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2011-
150 - Rev 00 415 AONOMIXHOI peHOBUHM
Gelatin Big, HOBOro BUpo6H1ka RAMA
INDUSTRIES LTD. 3miHu | Tuny - 3miHu 3
AaKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; An1S 4OMNOMIXKHOI Pe4YOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpoNeiichKiit
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY
ab0 [oNOMiXHOT peyoBUHK) - HoBwid
ceptuddikaT AN BUXigHOro
mMarepiany/peareHTy/npoMibKHOro NPOAYKTY
a60 [0NOMiKHOT pevyoBUHY Bifg, HOBOTo abo
BXe 3aTBEpA)XEHOro BUPOBOHYKA, NoAaHHS
HoBoro E-cepTucpikaTta BigNoOBIAHOCTI
€Bponeiicbkili hapmakonei Ne CEP R0-2019-
101 - Rev 00 gnst 4ONOMIXHOT PEYOBUHN
Gelatin Big HoBOro Bupo6Huka BHOPAL
GLUES & CHEMICALS PRIVATE LIMITED.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MoAaHHsA HoBOro abo OHOB/IEHOTO
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
cepTudiikaTa BignoBiAHOCTI ab0 BUYyYEHHS

cepTudikaTa BifnoBiAHOCTI EBpONEChKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
Ansa ponomikHoi peyosuHu (MFE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo gonoMixXHOT pevoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAXeHOro BUpPobHYKa, NoAaHHs
Hogoro E-cepTucpikaTta BignoBiAHOCTI
€poneiicbkiit hbapmakonei Ne RO-CEP 2022-
048 - Rev 00 gns AONOMDKHOT peqyoBUHN
Gelatin Big, HoBoro Bupo6Huka HALAVET
GIDA SANAYI VE TICARET A.S. 3MiHu | Trny
- 3MiHu 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BigNoBIgHOCTI 260 BUNYyYEHHS
cepTudpikaTa BigNoBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs ONOMKHOT peyoBuHu (MCE-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
abo [ONOMIKHOI peqoBuHM) - HoBuiA
cepTuddikaT AN BUXigHOrO
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
ab0 AoNOMIKHOT peYoBMHM Bif, HOBOro abo
BXe 3aTBepPAKEeHOro BUPOOHYKa, NoAaHHS
HoBoro E-cepTucpikata BignosigHoOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-
261 - Rev 01 ansa 4OMOMDKHOI PEe4OBUHM
Gelatin Big HoBoro Bupo6Huka India Gelatine
and Chemicals Ltd. 3miHu | Tuny - 3miHun 3
akocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOrO
abo oHOBNEHOro cepTudiikaTa BigNOBIAHOCTI

ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

BVXiHOrO Matepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI A®I; N8 ONOMIXKHOI PeYOBUHM
(TE-cepTudoikat BignoBigHOCTI EBPONECHKIi
thapmakonei gna APl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo gonomiXHOT peyvoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAKeHOro BUpPobHYKa, NoAaHHs
Hogoro E-cepTucpikaTta BiANoBIAHOCTI
€poneiicbkiit hapmakonei Ne R1-CEP 2014-
280 - Rev 01 gns AONOMIKHOT peqyoBUHA
Gelatin Big HoBOro Bupo6Hnka PB GELATINS
HEILONGJIANG CO., LTD. 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; NS [ONOMIXKHOI PeYOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpoNeiiChKiit
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npoMibKHOro NPOAYKTY
ab0 [oNOMiXHOT peyoBUHK) - HoBwid
ceptuddikaT AN BUXigHOrO
mMarepiany/peareHTy/npoMibKHOro NMPOAYKTY
a60 [0NOMiXHOT pevyoBUHY Big, HOBOTO abo
BXe 3aTBEpPAXEHOro BUPOBHYKA, NOAaHHS
HoBoro E-cepTucpikaTta BigNoBIgHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2002-
098 - Rev 04 ans [OMNOMDKHOI Pe4OBUHM
Gelatin Big HoBoro BMpo6Huka ROUSSELOT
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BigNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BigNoBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs ONOMKHOT peyoBuHu (MCE-cepTudikat
BifiNOBIAHOCTI €Bponelickkili hapmakonei ans




69

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

Adl/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
a60 A0MNOMiXHOI peyoBUHM) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBepAKEHOr0
BUPOGHMKA, NoAaHHA OHOB/ieHoro ME-
cepTudikaTa BifnoBiAHOCTI EBpONEiCHKiit
thapmakonei Ne R1-CEP 2003-172 - Rev 03
(3aTBEpAXeHO: R1-CEP 2003-172 - Rev 02)
ANna fonomikHoI peyosuHK Gelatin Big,
3aTBepaxeHoro BupobHuka GELITA Group.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BigNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs ONOMKHOT peyoBuHu (MCE-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
a60 A0MNOMiXHOI peyoBUHW) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBepAKEHOro
BMpPOOHUKa
nofaHHsa oHoBieHoro ME-cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
R1-CEP 2000-029 - Rev 06 (3aTBEpAXEHO:
R1-CEP 2000-029 - Rev 05) gns fonomMixHol
peyoBuHu Gelatin Big 3aTBEpKEHOrO
BMpo6HUKa ROUSSELOT. 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HOBOro
abo oHoBNEeHOro cepTudiikata BifNOBIAHOCTI
abo BunyyeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; AN 4ONOMIXKHOI peYOBUHM
(TE-cepTudpikaT BignoBigHOCTI €Bponeiickkili
thapmakonei ans Ad®l/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHUN) - OHOBEHWIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BUPOGHMKA, NoJaHHA OHoB/ieHoro ME-
cepTudpikaTa BignoBiAHOCTI EBponeiicbkiit
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
thapmakonei Ne CEP R0-2019-101 - Rev 01
0151 [OMOMDKHOI pevoBuHM Gelatin BUpo6HuKa
BHOPAL GLUES & CHEMICALS PRIVATE
LIMITED
82. | KPEOH® 25000 | kancynu TBepai 3 A660TT HimeuuunH A660TT HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/9842/01/02
racTpope3nCTEHTHU NabopaTtopi3 a NabopaTtopi3 3MiHun | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyenma
MW rpaHynamu no 6X M6X BignosigHocTi/lE-cepTudikat BignoBigHOCTI

300 wmr; no 20 abo
50, a6o 100 kancyn
y donakoHi; no 1
hnakoHy B
KapTOHHI kopobuy;
no 10 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lli

€Bponelicbkii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUyYEHHS
cepTudikaTa BifnNoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
ans ponomikHoi peyosuHu (MCE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY
abo gonomixHOT pevoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Big HOBOro abo
BXe 3aTBepAXeHOro BUpPobHYKa, NoAaHHs
HoBoro E-cepTuchikata BignoBiAHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2011-
150 - Rev 00 415 AONOMIXHOI peHOBUHM
Gelatin Big, HoBOro BUpo6H1ka RAMA
INDUSTRIES LTD. 3minu | TUny - 3miHun 3
aKkocTi. CepTudpikaT BignosigHoOcCTI/lE-
cepTugikaT BiANOBIAHOCTI €BpONenchbkil
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BunyyeHHs ceptudpikara BigNoOBIAHOCTI
€Bponeiicbkii hapmakonei: ansa A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; NS 4OMNOMIXKHOI pe4oBUHM
(TE-cepTudikat BignoBiaHOCTI EBpONeiiChKiit
thapmakonei ana Ad®l/snxigHoro
Marepiany/peareHTy/npomMibKHOro NPOAYKTY
ab0 [oNOMiXHOT pevoBUHM) - HoBwid
ceptuddikaT AN BUXigHOrO
mMarepiany/peareHTy/npoMiKHOro NPOAYKTY
a60 [0NOMiKHOT pevyoBUHY Big, HOBOTo abo
BXe 3aTBEpA)KEHOro BUPOBHYKA, NoAaHHS
HoBoro E-cepTucpikaTa BigNoBIAHOCTI
€Bponeiicbkili hapmakonei Ne CEP R0-2019-
101 - Rev 00 gn1si AONOMIXHOT pEYOBUHA
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

Gelatin Big HoBOro Bupo6Huka BHOPAL
GLUES & CHEMICALS PRIVATE LIMITED.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudiikaTa BignNoBiAHOCTI ab0 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONEChKii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
Ansa ponomikHoi peyosuHu (MFE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo fonoMiXHOT peyvoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOTo
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT peYOBMHM Bifg HOBOro abo
BXe 3aTBepAKeHOro BUpPobHMKa, NoAaHHs
HoBoro E-cepTucpikaTta BigNoBIAHOCTI
€poneiicbkii hapmakonei Ne RO-CEP 2022-
048 - Rev 00 gns AONOMDKHOT peqyoBUHN
Gelatin Big, HoBoro Bupo6Huka HALAVET
GIDA SANAYI VE TICARET A.S. 3MiHu | Trny
- 3MiHu 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs [ONOMDKHOT peyoBuHu (MCE-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
ab0o [ONOMIKHOI peqoBuHM) - HoBuiA
cepTuddikaT AN BUXigHOro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
ab0 AoNOMIKHOT pevoBMHM Bif, HOBOro abo
BXe 3aTBePAXKEeHOro BUPOOHYKaA, NoAaHHS
HoBoro E-cepTucpikata BignosigHoOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-
261 - Rev 01 ansa 4OMOMDKHOI PEe4OBUHM
Gelatin Big HoBoro Bupo6Huka India Gelatine

and Chemicals Ltd. 3miHu | Tuny - 3miHu 3
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBNEHOro cepTudiikaTa BifNOBIAHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; N8 ONOMIXKHOI Pe4OBUHM
(TE-cepTudoikat BignoBigHOCTI EBPONECHKIi
thapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo fonoMiXHOT pevoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOTo
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT peYOBMHM Bifg HOBOro abo
BXe 3aTBepAXeHOro BUpPobHMKa, NoAaHHs
HoBoro E-cepTucpikaTta BignoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2014-
280 - Rev 01 gnsa AONOMIKHOT peqyoBUHN
Gelatin Big HoBOro Bupo6Hnka PB GELATINS
HEILONGJIANG CO., LTD. 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; An1S 4OMNOMIXKHOI Pe4YOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpoNeiichKiit
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY
ab0 [oNOMiXHOT peyoBUHK) - HoBwid
ceptuddikaT AN BUXigHOro
mMarepiany/peareHTy/npoMibKHOro NPOAYKTY
a60 [0NOMiKHOT pevyoBUHY Bifg, HOBOTo abo
BXe 3aTBEpA)XEHOro BUPOBOHYKA, NoAaHHS
HoBoro E-cepTucpikaTta BigNoOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2002-
098 - Rev 04 ans [OMNOMDKHOI Pe4OBUHM
Gelatin Big HoBoro Bmpo6Huka ROUSSELOT
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignoBigHOCTi a60 BUIYYEHHS
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
matepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs fONOMDKHOT peyoBuHu (MCE-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHWN) - OHOBEHUIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BUPOGHMKA, NofaHHA OHoB/ieHoro ME-
cepTudpikaTa BignoBiAHOCTI EBpONECHKiit
thapmakonei Ne R1-CEP 2003-172 - Rev 03
(3aTBEpAXeHO: R1-CEP 2003-172 - Rev 02)
Ana fonomikHoi peyosuHK Gelatin Big,
3aTBepmxeHoro BupobHuka GELITA Group.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BignNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs [ONOMDKHOT peyoBuHu (MCE-cepTudikat
BiZiNOBIAHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
a60 A0MNOMiXHOI peyoBUHM) - OHOBEHUIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BMpOOHUKA
nofaHHsa oHoBieHoro ME-cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
R1-CEP 2000-029 - Rev 06 (3aTBEpAXEHO:
R1-CEP 2000-029 - Rev 05) gns onoMixHol
peyoBuHM Gelatin Big 3aTBEpKEHOrO
BMpo6HUKa ROUSSELOT. 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBNEeHOro cepTudiikata BifNOBIAHOCTI
abo Buny4eHHs cepTudpikarta BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BUXIQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; AN [ONOMIXKHOI pe4OBUHM
(TE-cepTudikaT BifgnoBigHOCTI €Bponeiichkili
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei ana Ad®l/BrxigHoro
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy
a60 A0MNOMiXHOI peyoBUHM) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBepAKEHOr0
BUPOGHMKA, NoAaHHA OHOB/ieHoro ME-
cepTudikaTa BifnoBiAHOCTI EBpONEiCHKiit
thapmakonei Ne CEP R0-2019-101 - Rev 01
0151 [OMOMDKHOI pevoBuHM Gelatin BUpo6HuKa
BHOPAL GLUES & CHEMICALS PRIVATE
LIMITED

83.

KPEOH® 40000

Kancynv Teepgi 3
racTpope3nCcTeHTHU
MW rpaHynamm rno
400 mr no 20 a6bo
50, a6o 100 kancyn
y donakoHi; no 1
hnakoHy B
KapTOHHI kopobuyj;
no 10 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lli

AB6OTT
NabopaTtopi3
X

HimeyuuH
a

AB6OTT
NabopaTtopi3
X

HimeuyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npoMiKHOro NpPoAYyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
ans ponomikHoi peyosuHu (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo gonomixHOT pevoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY
ab0o [oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAXeHOro BUpPOobHYKa, NoAaHHs
HoBoro E-cepTuchikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2011-
150 - Rev 00 415 AONOMIXHOI peHOBUHM
Gelatin Big, HOBOro BUpo6Hnka RAMA
INDUSTRIES LTD. 3minu | TUny - 3miHu 3
aKkocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTugikaT BiANOBIAHOCTI €BpONenchbkKil
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BunyyeHHs ceptudpikara BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ansa A®l; ons
BUXIQHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; NS 4OMNOMIXKHOI pe4yoBUHM
(TE-cepTudikat BignoBiaHOCTI EBpONeiiChKiit
thapmakonei ana Ad®l/snxigHoro
mMarepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0 [oNOMiXHOT peyoBUHK) - HoBwid
ceptudpikaT AN BUXigHOTO

6e3
peyenma

UA/9842/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Marepiany/peareHTy/npoMibKHOro NMPOAYKTY

a60 [0NOMiKHOT pevyoBUHY Bifg, HOBOTo abo
BXe 3aTBEpPA)XEHOro BUPOBHYKa, NoAaHHS
HoBoro E-cepTucpikaTta BigNoBIAHOCTI
€Bponeiicbkili hapmakonei Ne CEP R0-2019-
101 - Rev 00 gns1 4ONOMIXHOT PEYOBUHN
Gelatin Big HoBOro Bupo6Huka BHOPAL
GLUES & CHEMICALS PRIVATE LIMITED.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudiikaTa BignNoBIAHOCTI ab0 BUYYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONEiChKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NMpPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
Ansa ponomikHoi peyosuHu (MFE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo fonoMixXHOT pevoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAXeHOro BUpPobHYMKa, NoAaHHs
Hogoro E-cepTucpikaTta BigNoBIAHOCTI
€poneiicbkii hapmakonei Ne RO-CEP 2022-
048 - Rev 00 gns AONOMDKHOT peqyoBUHA
Gelatin Big, HoBoro Bupo6Huka HALAVET
GIDA SANAYI VE TICARET A.S. 3MiHu | Trny
- 3MiHu 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BigNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs fONOMDKHOT peyoBuHu (MCE-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTtepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
ab0o [ONOMIKHOI peqoBuHM) - HoBuiA
cepTudpikaT AN BUXigHOrO
MaTtepiany/peareHTy/nMpoMiKHOro NpPoayKTy

ab0 A0NOMiKHOT peYOBMHM Bif HOBOro abo
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

BXe 3aTBEPAXKEHOro BUPOOHYKA, NOAaHHS
HoBoro E-cepTucpikata BignosigHoOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-
261 - Rev 01 ansa 4OMOMDKHOI PEe4OBUHM
Gelatin Big HoBoro Bupo6Huka India Gelatine
and Chemicals Ltd. 3miHu | Tuny - 3miHun 3
akocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBNEHOro cepTudiikaTa BigNOBIAHOCTI
ab0o BUyYeHHA cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; N8 ONOMIXKHOI PeYOBUHM
(TE-cepTudoikat BignoBigHOCTI EBPONECHKIi
thapmakonei gna APl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo fonomiXHOT peyvoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOTO
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAXeHOro BUpPobHYMKa, NoAaHHs
HoBoro E-cepTucpikaTta BiANoBIAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2014-
280 - Rev 01 gns AONOMIKHOT peqyoBUHA
Gelatin Big HoBOro Bupo6Hnka PB GELATINS
HEILONGJIANG CO., LTD. 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLUTBI A®I; An1S [OMNOMIXKHOI PeYOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpONEiChKiit
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npoMibKHOro NMPOAYKTY
ab0 [oNOMiXHOT peyoBUHK) - HoBwid
ceptuddikaT AN BUXigHOrO
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY
a60 [0NOMiKHOT pevyoBUHY Bifg, HOBOTo abo
BXe 3aTBEpA)XEHOro BUPOBOHYKA, NoAaHHS
HoBoro E-cepTucpikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2002-
098 - Rev 04 Ans 4ONOMIKHOI pe4OBUHM
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

Gelatin Big HoBoro BMpo6Huka ROUSSELOT
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BigNoBIgHOCTI 260 BUNYyYEHHS
cepTudpikaTa BigNoBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs [ONOMDKHOT peyoBuHu (MCE-cepTudikat
BiANOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHMN) - OHOBEHWIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BUPOGHMKA, NoAaHHA OHoB/ieHoro ME-
cepTudpikaTa BifnoBiAHOCTI EBpONEiCHKiit
thapmakonei Ne R1-CEP 2003-172 - Rev 03
(3aTBEpAXeHO: R1-CEP 2003-172 - Rev 02)
ANna fonomikHoi peyosuHK Gelatin Big,
3aTBepaxeHoro BupobHuka GELITA Group.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudikaTa BigNoBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
ONs fONOMDKHOT peyoBuHu (MCE-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BnxigHoro
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHWN) - OHOBEHWIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BMpOOHUKA
nofaHHsa oHoBieHoro ME-cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
R1-CEP 2000-029 - Rev 06 (3aTBEpAXEHO:
R1-CEP 2000-029 - Rev 05) gns fonoMixHol
peuyoBuHu Gelatin Big 3aTBEpKEHOrO
BMpo6HUKa ROUSSELOT. 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoB/IEHOrO cepTudiikaTa BifNoOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; AN 4ONOMIXKHOI peYOBUHM
(TE-cepTudpikaT BignoBigHOCTI €Bponeiickkili
thapmakonei ans Ad®l/BnxigHoro
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHWN) - OHOBEHUIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BUPOGHMKA, NofaHHA OHoB/ieHoro ME-
cepTudpikaTa BignoBiAHOCTI EBpONECHKiit
thapmakonei Ne CEP R0-2019-101 - Rev 01
0151 [OMNOMDKHOI pevoBuHM Gelatin BUpo6HuKa
BHOPAL GLUES & CHEMICALS PRIVATE
LIMITED

84.

KCABPOH

PO34UH NS iH'EKLN,
1,5 mr/mn, no 20 mn
B amrynax CKIsHux;
no 2 amnynu 'y
KOHTYPHIl
YapyHKOBIli
ynakosLi, no 1
YapyHKOBIli yrnakoBLj
y naulli 3 KapToHy;
no 5 awmnyny
KOHTYPHIl
YapyHKOBIl
ynakosLii, rno 2
YapyHKOBi YNaKOBKM
y nauui 3 KapToHy

TOB "tOpisi-
Papm"”

YkpaiHa

TOB "HOpia-dapm"”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHm |l Tuny - 3MiHM Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 KOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
AaHVMK Ta JaHumy 3 dpapmakoHarnsagy. 3miHm
BHECEHi A0 IHCTpyKUil NS MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactusocTi”, "Cnocio
3acTocyBaHHs Ta go3n"”, "Aitn" (yTOUHEeHHS)
BiANOBIAHO [0 MaTepianiB peecTpaviiiHoro
[OCbE., @ TakoX Yy BiAMoBIAgHI PO34i/in KOPOTKOT
XapakTepucTrKM NikapcbKoro 3acoby
("®apmakonoriyHi BnactusocTi", "[o3m Ta
cnoci6 3actocysaHHs", "[iTn"). BBegeHHs 3miH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu 1l TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHNX NOKa3aHHAX
(oofaBaHHSA HOBOrO TepaneBTUYHOIO
nokasaHHs abo 3miHa y 3aTBepA)KEHOMY
nokasaHHi)- 3MiHV BHeceHi fo IHCTpykuii gns
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby
00 po3sainy "MokasaHHa" Woao foAaBaHHSA
HOBOrO NokasaHHs "Y ckiagi KOMNIEKCHOro
NiKyBaHHS CTaHy, K1 BUHWK BHACNi 40K
CMCTEMHOI 3anasibHOI BiANOBIAj Npu
KOpOHaBipycHiin xBopobi (COVID-19)", a Takox
Yy BifMNoBigHWI PO34is KOPOTKOT
XapaKTePUCTUKM iKapCbKOoro 3acoby

3a
peyenmom

He
nionsieae

UA/16780/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
("TepaneBTnyHI NokaszaHHA"). B Mmexax 3MiHu
HafiaHO OHOB/IEHUIA NNaH ynpaBiHHA
pusvkamu, Bepcis 1.3. Pestome nnaHy
ynpaeniHHA pu3nKamu AOAaETbCA. BBeaeHHS
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
85. | IAMIKTAN Tabnetkv no 25 wr; nakcoCmiTKn Benwuka [Oendapm Monbuwa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/0452/02/01
no 15 tabnetok y SlH EkcnopT BpuTaHis Mo3HaHb C.A. 3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®Il. KOHTpOb peuenmom

6nictepi 3
nonisiHinxnopugl/an
IOMiHIEBOI (hO/bIN i3
CUCTEMOMO 3aXUCTY
Big AiTeld; no 2
6nictepu B
KapTOHHI KOpo6Lii

Nimiteq

A®l. 3miHa y meTogax BunpobysaHHs Adl abo
BVXiHOrO Matepiany/npoMixXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
He3HayHa 3MiHa y MeTofi BUnpobyBaHHs
MPOMiXHOro NPOAYKTY AN BUPO6GHMLTBA ADI
3a NoKa3HUKoM «Loss on Drying», Lo nonsrae
Y 3MiHi YMOB BUCYLLYBaHHS (3 «BUCYLLYBaHHSA
nig Tuckom He suue 0.7 kMa» Ha
«BWCYLLYBaHHA B yMOBax Bakyymy» 3
MipKkyBaHb 6e3neku. loaaTkoBo, pefakuiiHi
3MiHM B N.3.2.S.2.4.KOHTPO/b KPUTUYHNX
CTagiii Ta MPOMIXHOT MPOAYKLT A1 NOKA3HWKIB
«Related substances by HPLC» Ta «Assay by
HPLC». 3miHu | Tvny - 3miHuK 3 skocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y NPOLIECI BUPOBHMLITBA
A®| (He3HauHi 3MiHN Y 3aTBEPAXKEHNX
MeTo4ax BUNPOOYBaHHS) HE3HAUHI 3MiHW Y
meTogi BunpobyBaHHA A®| 3a NOKa3HUKOM
«Loss on Drying», L0 nonsrae y 3miHi ymoB
0151 BUCYLLYBaHHS (3 «BUCYLLYBaHHS Mig,
TUcKom He BuLle 0.7 kMa» Ha «BUCYLLYBaHHA B
yMOBaXx BakyyMmy» 3 MipKyBaHb 6e3neku.
[opartkoBo, pefakuiiiHi 3mMiHn B
n.3.2.S.4.2. AHa/TITUYHI MeToanKK, ANs
nokasHukis «Propan-1-ol by Gas
chromatography» Ta «Residue on ignition».
3miHu | TMny - 3miHK 3 AkocTi. APl KoHTposnb
A®l. 3miHa y meTogax BunpobysaHHA AP abo
BMXifHOrO Martepiany/npoMiXHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPKEHUX MeToAax BUNPOOYyBaHHS)
He3HauHi 3MiHN Yy MeToZi BUNpobyBaHHs
NPOMDXHOro NPOAYKTY AN BUpo6bHuLTBa AD|
3a nokasHukom «Assay and Related
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Substances by HPLC» - BunpaB/ieHHsi B ONUCI
NPUroTyBaHHA PO3UMHY A5 NepeBipku
NpUAATHOCTI CUCTEMU, BUNPAB/IEHHS
opdporpadpivyHMX MOMW/IOK, HETOYHOCTEN onncy
Ta YTOYHEHHS OfMHNLIb BUMIPHOBaHHSI.
86. | IAMIKTAN Tabnetkn no 50 mr; nakcoCmitKn Benvka Lendapm Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/0452/02/02
no 15 tabneTtok y AiH EkcnopT BpuTtaHis MosHaHb C.A. 3miHu | TMny - 3miHK 3 AkocTi. A®l. KoHTposnb peyenmom

6nictepi 3
nonisiHinxnopua/an
IOMiHi€BOI
onbru/nanepy i3
CMCTEMOIO 3aXUCTY
Big AiTeld; no 2
6nictepn y
KapTOHHI KOPOOL;

Nimitepn

A®l. 3miHa y meTogax BunpobysaHHA AP abo
BVXifHOrO Martepiany/npoMiXHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPKEHUX MeToAax BUNPOOYyBaHHS)
He3HayHa 3MiHa y MeTogi BUNpobyBaHHs
NPOMDXHOro NPOAYKTY AN BUpo6bHMLTBa AD|
3a NoKa3HMKOM «Loss on Drying», Wwo nonsrae
Y 3MiHi yMOB BMCYLLYBaHHS (3 «BUCYLLIYBaHHS
nig, Tuckom He Bule 0.7 kMa» Ha
«BUCYLLYBaHHS B yMOBaXxX Bakyymy» 3
MipkyBaHb 6e3neku. [lofatkoBo, pefakuiiHi
3MiHM B N.3.2.S.2.4.KOHTPO/Ib KPUTUYHMUX
cTagili Ta NPOMIKHOT MPOAYKLT A1 NOKA3HWKIB
«Related substances by HPLC» Ta «Assay by
HPLC». 3MiHu | Tuny - 3miHu 3 sikocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
mMatepiany/npoMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y MPOLECi BUPOOHMLTBA
A®| (He3HauHi 3MiHW y 3aTBEPAXEHUX
MeToAax BUNPOOYyBaHHA) HE3HAUHI 3MiHW Y
MeToAi BunpobyBaHHs APl 3a NOKasHNKOM
«Loss on Drying», Wwo nonsrae y 3miHi ymoB
NS BUCYLLYBaHHSA (3 «BUCYLLYBaHHS Mig,
TCcKoM He Buwe 0.7 KlMa» Ha «BUCYLLYBaHHA B
yMOBax BakyyMy» 3 MipKyBaHb 6e3mneku.
[opaTtkoBo, pefiakLiiiHi 3mMiHM B
n.3.2.S.4.2. AHaniTuuHi MeToaukn, Ans
nokasHukis «Propan-1-ol by Gas
chromatography» Ta «Residue on ignition».
3minu | TUny - 3miHn 3 AkocTi. APl. KoHTposb
A®l. 3miHa y meTogax BunpobyBaHHs Ad| abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®| (He3HauHi 3MiHW y
3aTBEPMXEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiHN Yy MeTogi BUNpobyBaHHSA
MPOMiXXHOIO NPOAYKTY AN BUPO6HMLTBA ADI
3a nokasHukom «Assay and Related
Substances by HPLC» - BunpaB/ieHHs B ONUCI
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
NPUroTyBaHHS PO3YNHY A1 NEPEBIPKM
NpUAATHOCTI CUCTEMU, BUNPABIEHHSA
opdporpadpivyHMX NOMUIOK, HETOYHOCTENR onucy
Ta YTOYHEHHS OAVHWLb BUMIPIOBAHHS.
87. | NAMIKTAN Tabnetky no 100 mr; | nakcoCmiTKn Benuka Jendapm Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/0452/02/03
no 15 tabneTtok y AanH Ekcnopt BpuTtaHis Mo3HaHb C.A. 3miHu | TUny - 3miHn 3 AkocTi. APl KoHTposb peyenmom

6nicTepi 3
nonisiHinxnopua/an
IOMiHI€BOI
donbru/nanepy i3
CUCTEMOIO 3aXUCTY
Big AiTeld; no 2
6nictepn y
KapTOHHI KopooLii

Nimiteq

A®l. 3miHa y meTogax BunpobyBaHHs Ad|l abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®| (He3HauHi 3MiHW y
3aTBEPMXEHNX METOAAX BUNPOGYBaHHS)
He3HayHa 3MiHa y MeToAi BUNpobyBaHHs
MPOMiXXHOIO NPOAYKTY AN BUPO6GHMLTBA ADI
3a NoKa3HUKOM «Loss on Drying», Lo nonsrae
Y 3MiHi yMOB BUCYLLYBaHHS (3 «BUCYLLYBaHHS
nig, Tckom He Bule 0.7 kMa» Ha
«BWCYLLYBaHHSA B yMOBax Bakyymy» 3
MipkyBaHb 6e3neku. [loaatkoBo, peakuiiHi
3MiHM B N.3.2.S.2.4.KOHTPO/b KPUTUHHUX
cTagiii Ta NPOMIXHOT NPOAYKLIT 4151 NOKa3HWKIB
«Related substances by HPLC» Ta «Assay by
HPLC». 3miHu | Tuny - 3miHn 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BMNpo6ysaHHsA A®| abo BuxigHoro
marepiany/npomiKHOr0 NPoAyKTy/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®| (He3HauHi 3MiHW Y 3aTBEPKEHNX
MeToAax BUMPOOYBaHHS) HE3HAYHI 3MIHU Y
MeToAi BunpobyBaHHs APl 3a NOKa3HNKOM
«Loss on Drying», Wwo nondarae y 3miHi ymoB
NS BUCYLLYBaHHS (3 «BUCYLLYBaHHA Mig,
TCckoM He Buwe 0.7 KlMa» Ha «BUCYLLYBaHHA B
yMOBax BakyyMmy» 3 MipKyBaHb 6e3neku.
[opaTtkoBo, pefakuiiiHi 3mMiHM B
N.3.2.S.4.2. AHaITUYHI METOAMKK, AN
nokasHukis «Propan-1-ol by Gas
chromatography» Ta «Residue on ignition».
3MiHu | TUnNy - 3MiHK 3 AKocTi. A®IL. KOHTpOb
A®l. 3miHa y meTogax BunpobysaHHs Adl abo
BVXiHOTrO Matepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiHW Y MeToAj BUNPO6YyBaHHs
MPOMiXXHOro NPOAYKTY AN BUPO6HMLTBA ADI
3a nokasHukom «Assay and Related
Substances by HPLC» - BunpaBneHHs1 B onuci
NPUroTYBaHHSA PO3YMHY 118 NepeBipKU
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPUAATHOCTI CUCTEMW, BUNPAB/IEHHS
opdporpadpiyHMX NOMUIOK, HETOYHOCTEN onucy
Ta YTOYHEHHS OAWHVLb BUMIPIOBAHHS.

88.

NErKONAKC

NOPOLLIOK ANst
0pa/IbHOTO PO3UYUHY
no10,0r;no10rB
nakerti-calle; no 4
ab6o 10 a6o 20
nakertiB-cawle y
nauyi; no 300 ry
6aHLi; no 1 6aHuj 3
MipPHOIO JTOXKOIO B
nauuj

MAT
"Kuismegnpen
apat"

YkpaiHa

MAT
"Knismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TURNY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
chopmu abo po3Mipy KOHTeliHepa um
3aKyrnoprBasibHOro 3acoby (NepBMHHOT
ynakoBku) (HecTepusbHi slikapcbki 3acobm) -
BHECEHHS 3MiH 0 FeOMETPUYHUX PO3MIpIiB
KOHTeliHepa (y cneuudikaLito Ha 6aHkn
NAacTVKOBI 3 MPOKIAAKOI0 i Pi3bOOBOO
KPYLLIKOIO) A/151 MOX/IMBOCTi BUKOPUCTaHHSA
a/IbTEPHATUBHOTO BUPOBHYKA NEPBUHHOIO
nakysaHHs. Onuc Ta MaTtepiasin NepBrUHHOIO
nakyBaHHS, L0 KOHTaKTYlOTb 3 /liKapCbKnM
3aco60M, a BiAnoBigHO, i NAPONPOHMKHICTb
KOHTEWHepIB, a TaKoX Bi/IbHUIA NPOCTip Hag
NiKapcbkUM 3aC060M He 3MIHIOITLCS, TOMY
MPONoOHOBaHa 3MiHa He BI/IMHE Ha SKICTb Ta
6e3MneyHicTb MikapcbKoro 3acoby. - 3MiHu |
TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoproBasbHWi
3aci6. 3miHa y meTogax BUNpobyBaHHs
NepBUHHOT YNakoBKM FOTOBOTO NiKapCbKOro
3ac006y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKtovatouM 3amiHy abo JoAaBaHHs)) —
OHOB/IEHHA METOAMKA KOHTPO/IO 3a
nokasHukom «MikpobionoriyHa unctota» ans
6aHOK N1aCcTVKOBUX 3 NPOKIAAKOIO i
Pi3b60BOI0 KPULLKOK. 3MiHM | TUMY - 3MiHU 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasnbHuii 3aci6. 3MiHa y
MeToAax BUNPo6YyBaHHA NEPBUHHOI yNakoBKW
rOTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW Y
MeToAax BUMpoGyBaHb (BK/IKOYAKOUM 3aMiHy
ab0 fofaBaHHSA)) - BUYYEHHS NOCUNAHHA Ha
HeakTyasibHi FTOCT 3 TEKCTY METOAMK Ha
6aHku (N. «Po3Mipun») Ta Ha NOXKW MipHi (.
«MiTKiCTb», «P03Mipn»). 3MiHU BHECEHO Y
3B'A3KY 3 HeaKTyasIbHICTIO 3a3HaYeHNX
nocunaHb Ha FOCT.

6e3
peyenma

UA/15646/01/02

89.

NErKO/AKC

NOPOLLIOK AN1s1
OpasIbHOrO PO34YUHY
no4,0r,no4rs
naketi-cawue; no 4
a6o 10 a6o 20

MAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"KuiBmepnpenapa
™

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MmiHu | Tvny - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
dopmu abo po3Mipy KOHTelHepa 4u

6e3
peyenma

UA/15646/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

nakeTiB-calle y
nauui; no 150 ry
6aHuj; no 1 6aHuj 3
MipHOIO JTOXXKOK B
nauuji

3aKynopBasIbHOT0 3acoby (NepBUHHOI
yNakoBKK) (HECTepPW/IbHI Nlikapcbki 3acobu) -
BHECEHHS 3MiH [0 reOMETPUYHNX PO3MIPIB
KOHTeliHepa (y cneyudikayiio Ha 6aHkn
NaacTUKOBI 3 NPOKNAAKOH i Pi3b60BOIO
KPULLIKOIO) 11 MOX/TMBOCTi BUKOPUCTAHHSA
a/IbTEPHATVBHOIO BUPOOHYKA NEPBUHHOIO
nakyBaHHsA. Onuc Ta MaTtepiasin NepBYHHOIO
nakyBaHHS, L0 KOHTaKTYOTb 3 NiKapCbK1UM
3aco60M, a BiAMoBigHO, i TaPOMPOHMKHICTb
KOHTEWHepIB, a TaKoX Bi/IbHUIA NPOCTip Hag
NiKapCbK1UM 3aC060M He 3MiHIOTLCS, TOMY
NPONOHOBaHa 3MiHa He BM/IMHE Ha AKICTb Ta
6e3MneyHicTb Nikapcbkoro 3acoby. - 3MiHu |
TUNYy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3miHa y MeToAax BUNPo6yBaHHsA
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUNpPobyBaHb
(BKOYatoum 3aMiHy abo fofaBaHHs)) —
OHOBJ/IEHHSA METOMKa KOHTPOJO 38
nokasHukoM «MikpobionoriyHa unctota» gns
6aHOK NNacTUKOBUX 3 NPOKIAAKOIO i
pi3b60BOO KPULLIKOKD. 3MiHM | TNy - 3MiHKW 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa y
MeToAax BUNPOGYyBaHHSA NEPBUHHOT yNakoBKn
rOTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BUNPobyBaHb (BK/IHOHYAOUM 3aMiHy
a60 fofaBaHHSA)) - BUYYEHHS MOCUNAHHSA Ha
HeakTyasibHi FTOCT 3 TekCTy MeToauK Ha
6aHKn (M. «Po3mipun») Ta Ha NOXKX MipHI (M.
«MiTKiCTb», «P0O3Mipu»). 3MiHN BHECEHO Y
3B'A3KY 3 HEaKTyaulbHICTIO 3a3HaYeHNX
nocunaHb Ha FOCT.

90.

NEDNIOTAB

TabneTkv BKpUTI
060/10HKOI0, N0 10
mr; no 30 TabneTok
Y KOHTelHepi; no 1
KOHTEelHepy B maui

Mepak
lesenbadT
dotop KAiHiwe
LWneujanbnpe
napate M6X

HimeyuuH
a

Brpo6HuK, Lwo
Bignosigae 3a
MapKyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPONb/BUNPOBY
BaHHSA cepii Ta
BUMYCK Cepii:
Mepak
[esenbwadT drop
KniHiwe
LLnevuiansnpenapa
TE M6X,

HimeuyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
BUMPAaB/IEHHS TEXHIYHOT NOMWU/IKN Ha
TUTY/bHIN cTOpPiHL TekcTy MKA /13 y Ha3Bi
BMPOGHMKA, JOMYLLEHOT Nig Yac 3MiH B
MeToAax KOHTPOso AKocTi /13, Aki 6ynm
3aTBepxeHi Hakazom MO3 YkpaiHu Ne 1808
BiA 18.10.2023 poky, a came: 3aTBepaXeHO:
XaynT ®apma BondpartiayceH Mv6X,
HimeuuunHa (BUpO6HYK, L0 Bignosigae 3a
BMPOOGHULITBO rOTOBOI NlikapcbKoi hopmu,
nepBUHHE NakyBaHHS, MapKyBaHHS, BTOPUHHE
nakyBaHHs1, KOHTPO/1b/BUNPOBYBaHHSA cepii Ta
3a BMNYCK cepii). 3anponoHoBaHo: XaynTt

3a
peyerimom

UA/12013/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
HimeyumnHa; dapma MioHcTep 'M6X, HimeuurHa
Brpo6HuK, Lo (BMPOGHUK, LLO BiANOBIAAE 3a BUPOOHULTBO
Bignosigae 3a roToBOI Nikapcbkoi oopMu, NEPBUHHE
BUPOGHMLITBO nakyBaHHS, MapKyBaHHs, BTOPUHHE
roToBOI NiKapchbKi nakyBaHHs1, KOHTPO/1b/BUNPOBYBaHHA cepii Ta
hopmu, NepBUHHE 3a BUNycK cepii)
nakyBaHHs,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOBY
BaHHS cepii Ta 3a
BUMYCK Cepii:
XaynT ®apma
MioHcTep M'mbX,
HimeyunHa
91. | JIE®NHOTAB TabneTky BKpPUTI Mepak HimeuuunH Bupo6HuK, Lo HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/12013/01/02
o060710HKO0, No 20 lesenbwadT a Bignosigae 3a BUMNpPaB/IEHHS TEXHIYHOT NOMUIIKMN Ha peyenmom
mr no 15 a6o no 30 chrop KniHiwe MapKyBaHHs1, TUTY/bHIA cTOpiHLUi TekcTy MKA 13 y Ha3Bi
TabneTok y LLneuianbnpe BTOPWHHE BMpOOHUKa, AONYyLLEHOI Nig Yyac 3MiH B
KOHTeliHepi; no 1 napate M6X nakyBaHHs, mMeTofax KOHTPOoto AKocTi /13, ski 6ynm
KOHTEelHepy B maui KOHTPO/1b/BMNPOGY 3arBepmxeHi Hakazom MO3 Ykpainu Ne 1808
BaHHsA cepii Ta Big 18.10.2023 poky, a came: 3aTBepAXeHO:
BUMYCK Cepii: Xaynt ®apma BondpariwayceH Mv6X,
Megak HimeuunHa (BMPOGHMK, LLO BigMoBigae 3a
[esenbwadt drop BMPOOHULITBO rOTOBOI JliKapCbKoi hopmMu,
KiHiwe NepBUHHE NakyBaHHSA, MapKyBaHHS, BTOPUHHE
Lneuianbnpenapa nakyBaHHs, KOHTPO/1b/BUNPOOYBaHHSA cepii Ta
Te M6X, 3a BMMNYCK cepil). 3anponoHoBaHo: XaynTt
HimeuunHa; dapma MioHcTep M'M6X, HimeuyunHa
Brpo6HWK, Wo (BUpOGHUK, L0 BigNOBiAaE 3a BUPOOHULITBO
Bignosigae 3a roToBOI NiKapcbkoi hopMu, NepBuUHHE
BMPOGHMLITBO nakyBaHHS, MapKyBaHHS!, BTOPUHHE
rOTOBOI NiKapCbKI nakyBaHHs, KOHTPO/1b/BUNPOOYBaHHSA cepii Ta
¢opMu, NepBuUHHE 3a BUNYyCK cepii)
nakyBaHHs,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTPO/1b/BMNPOGY
BaHHA cepii Ta 3a
BUMYCK Cepii:
XaynT ®apma
MioHcTep T'vmbX,
HimeuyunHa
92. | NIAOKAIH PO34MH NS iH'EKLN, AT Ykpaina AT "Nly6Hnchapm” Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/14029/01/01
20 Mr/mn; no 2 Mn B "ly6HUhapm" 3MiHu Il TMny - 3MiHK 3 SKOCTi. FOTOBMIA peuenmom
amnyni; no 5 amnyn nikapcbkuii 3aci6. KOHTpob roToBOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

y 6nicTepi 3 nniBky;
no 1 a6o 2 6nictepu
y nayLi 3 KApTOHY;
no 2 Mn B amnyrni;
no 10 amnyn y nayu,i
3 KapToHY 3
KapTOHHUMMU
neperopogkamm

nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo [oNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (BUTyYeHHs
NOKa3HUKa, KU MOXe MaTu ICTOTHUIA BNNB
Ha AKICTb FOTOBOrO NiKapCbKoro 3acoby).
BunyyeHHs 3acTapinoro nokasHuka
«AHOMasIbHa TOKCMYHICTb» Y 3B'A3KY 3
BTPATO YMHHOCTI Ta BUNYYeHHAM 3 EP 2.6
«bionoriyHi BUNpobyBaHHS».

93.

NIAOKAIHY
rgPoOXnoprua

PO3YUH NS iH'EKLN,
20 mr/mn, no 2 Mn B
amnyni; no 10
amnys y KOHTYpHii
YapyHKOBIli
ynakosuj; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
B nauui; no 2 mn B
amnyni; no 10
amnyn y kopobui

NAT
"Tanuudapm"

YkpaiHa

MAT "Tannucapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX
peyvoBuH. 3MiHa NnapameTpiB cneuyudikauii
Ta/abo fonyCTUMUX MEX 4718 AONOMDKHOT
peyoBuHM (iHLWi 3MiHK). CynyTHA 3MiHa- 3MiHN
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PeYOBMH. 3MiHa Yy MeToAax
BMNPOGYBaHHS AOMOMIKHOI PEeYOBUHM (iHLU
3MiHM Yy MeTogax BUNpobyBaHHS (BKOYaun
3aMiHy abo fofasaHHs)). MpuBeaeHHSA
cneuudikauii Ta MeTOAIB KOHTPOO
[OMoMKHOT peyoBrHY Boga ans iv'ekuiii go
BUMOr MOHorpadii EP, a came: Buny4eHo
NoKasHUK «HiTpaTh»; AoAaHO NOCU/IaHHS Ha
LLie OfAMH METOZ KOHTPOJIIO 3a NOKa3HUKOM
«bakrepianbHi eHgoTokCMHNY» (EP 2.6.32); 3a
nokasHukoMm «lMToma eneKkTponpoBiAHICTL» Ta
noKasHUKOM «MiKpo6ionoriYHUA MOHITOPUHI,
3MiHEHO NOCWNAHHS Ha METOAUN KOHTPO/0
(moHorpadis EP «Water for injections in bulk
(0169)»).

3a
peyenmom

UA/4364/01/01

94.

NINPUMAP®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 20
mr: no 10 TabneTok
y 6nicTepi; no 3
6nictepu abo no 10
6nictepiB y
KapTOHHI Kopo6Lii

Biatpic
CnewenTi
nnc

CLWA

Bupo6HMLTBO in
bulk, nepsuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b AKOCTI
Ta BUNYyCK cepil:
Mdpaiizep
MeHtoekuypuHr
[oiiuneng M'M6X,
HimeuyumnHa,;
BMPOGHMLTBO in
bulk, koHTpOb
siKocTi: Mdpalizep
dapmactoTikana
JINC, CLWA

HimeuunHa/
CLA

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKLUIT
[ONA MeANYHOro 3acToCcyBaHHS NikapCbkoro
3aco6y Ao po3gainy "MNob6iyHi peakuii Wwoao
pigKicHMX NoBifOMNEHb NPO 6e3neky
NiKkapcbKoro 3acoby , a came HOBY NosiBy abo
3arocTpeHHsl MiacTeHil rpasic. TepMmiH
BBEJEHHS 3MiH - NPOTAroMm 6 MicsLiB nicns
3aTBEPMAKEHHS

3a
peyenmom

He
nionsieae

UA/2377/01/01

95.

NINPUMAP®

TabneTku, BKpUTI
N1iBKOBOKO

Biatpic
CrnewenTi

CLWA

Bupo6HuyTBO in
bulk, nepBuHHa Ta

HimeuunHa/
CLUA

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0

3a
peyenmom

He
nidnsieae

UA/2377/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
060/10HKOI0, Mo 40 nnc BTOPUHHA 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
mr: no 10 TabneTok yrnakoBkKa, (iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKLUIT
y 6nicTepi; no 3 KOHTPO/b SKOCTI 0151 MeANYHOrO 3aCTOCYBaHHSA NMikapCbKoro
6nictepu B Ta BUNyCK cepii: 3acoby fo posginy "MNob6iyHi peakuii™ woao
KapTOHHI KopooLii Mdpaiizep pigKicHMX noBifoMNEHb NPO 6e3neky
MeHogeKUYpPUHT niKkapcbKoro 3acoby , a came HOBY NosiBy abo
[onuneng MmoéX, 3aroCTpeHHs MiacTeHii rpasic. TepMmiH
HimeuuunHa; BBEJEHHS 3MiH - NPOTArom 6 MicauiB nicns
BMPOGHULTBO in 3aTBepKeHHsA
bulk, koHTponb
sKocTi: MNdpalizep
dapmactoTikan3
JINC, CLWA
96. | NNINPUMAP® TabneTku, BKpUTI Biatpic CLWA MepBuHHA Ta HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/2377/01/03
NNiBKOBOIO CnewenTi BTOPUHHA CLA 3MiHu | TMNY - 3MiHK WoA0 peyernmom nionsieae
060s10HKOI0, Nno 80 nnc yrakoBKa, 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
mr: no 10 TabneTok KOHTPO/b SKOCTI (iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKLUIT
y 6nictepi; no 3 Ta BMUNycK cepii: [ONA MeANYHOro 3acToCyBaHHS NikapCbKoro
6nictepu B Mdpaiizep 3acoby Ao po3giny "MNob6iyHi peakuii™ woao
KapTOHHI KopooLli MeHo ek ypUHr pigKicHMX NoBifOMNEHb NPO 6e3neky
[oliuneng M6X, NiKapcbKoro 3acoby , a came HOBY NnosiBy abo
HimeuyumnHa; 3aroCTpeHHs MiacTeHii rpasic. TepMmiH
BUPOBHMLTBO in BBEJEHHS 3MiH - NPOTArom 6 MicaLis nicns
bulk, koHTpONb 3aTBepKEHHA
akocTi: MNdpaiizep
$apmactoTikana
JINC, CWIA
97. | NINPUMAP® TabneTku, BKpUTI BiaTpic CLWA Brpo6HuyTBO in HimevunHa/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/2377/01/04
NNiBKOBOIO CnewenTi bulk, nepsuHHa Ta CLWA 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssizae
o060710HKoO0, Nno 10 nnc BTOPVHHA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mr, no 10 TabneTok yrnakoBKa, (iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKLUIT
y 6nicTepi; no 3 KOHTPO/b AKOCTI 0151 MeANYHOro 3aCTOCYBaHHA NikapCbKoro
6nictepu a6o no 10 Ta BMUNycK cepii: 3acoby fo po3sginy "Mob6iyHi peakuii™ woao
6nictepiB y Mdpaiizep piAKiCHMX NOBiAOMNEHb NPO 6e3neky
KapTOHHI KopooLi MeHodek Yy pUHr niKkapcbKoro 3acoby , a came HOBY nosiBy abo
[onuneng MméX , 3aroCTPeHHs MiacTeHii rpasic. TepMmiH
HimeuuunHa; BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
BMPOBHMLTBO in 3aTBEPAKEHHSA
bulk, koHTpoNb
skocTi: MNdpaiizep
$apmactoTikana
JINC, CWIA
98. | JIOPNATIN® TabneTku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: Ne 10 - 6e3 UA/7643/01/01
060/10HKOIO; «TNEA®APM XENTXKEP MBT 3MiHU | TNy - 3MiHK 3 IKOCTi. TOTOBWIA peuyenma;
no 10 TabneTtok y NT0» nTa niKapcbknii 3aci6. KOHTpoNb roToBOro Ne 100 - 3a
6nicTepi, no 1 nikapcbkoro 3aco6y (iHwi 3MiHN). OHOBNEHHS peuyenmom
6nictepy y MKSA gns nikapcbkoro 3acoby, a came -
KapPTOHHIii ynakosLy; BUKN3AEHHS TEKCTY AePXaBHOK MOBOIO,
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
no 10 Tabnetok y 3riHO CyYacHUX BUMOT.
cTpuni, no 1 cTpuny
Y KapTOHHii
ynakoBLyj;
no 10 tTabnetok y
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBL,
no 10 ynaxkoBoK y
KapTOHHI kopobuy;
no 10 tabnetok y
cTpuni, no 1 ctpuny
Y KapPTOHHIl
ynakosui, no 10
yNakoBOK y
KapTOHHI kopobuy;
no 10 tabnetok y
6nictepi, no 10
6nicTtepiB y
KapTOHHI ynakoBLi
99. | NIYUEHTIC PO3YUNH NS iH'EKLNA, HosaprTic Lsenuapi HosapTic ®apma LLiseiuapis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/9924/01/01
10 mr/mn; no 0,23 dapma Al a LWTeiH Al 3miHu |l TUny - 3MiHn WoAao peyenmom | niossi2ae
My donakoHi; no 1 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
dnakoHy y 3MiHN Y KOPOTKIiil XapakTepucTuLi NikapCbkoro
KOMMJ/IEKTI 3 FOJIKOH 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
B KapTOHHI1 kopobui Me[UYHOro 3aCTOCyBaHHA Y 3B'A3KY i3 HOBUMU
OaHnUMM 3 SKOCTI, AOKAIHIYHUMU, KAIHIYHMMW
AaHuMKn Ta faHvmy 3 hapmakoHarnsgy. 3miHu
BHECEHO [0 IHCTPYKLIT 415 MeanMyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi” Ta “MNo6ivHi
peaxui” BignoBigHoO A0 maTepianis
peecTpaLiniHoro Aocbe. BBeAeHHs 3MiH
NpoTArom 6-Tu MicAUiB Nicns 3aTBepmXeHHs. B
MeXax 3MiHW HalaHO OHOB/IEHWI NNaH
ynpasiHHA pu3nkamn. 3MiH1 BHECEHO A0
Yactuuu 11z CII, C IV, CV, CVII; Yactnuu IV, V,
VI Ha niacTasi KiHLEeBUX pe3ynbTartis
pocnigpkeHHs RAINBOW EXTENSION.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis
22.0. pogaeTbes.
100. | MAUAEKNA Tabnetku, BKpUTI MaiinaH IHAjis MaiinaH IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/17912/01/01
NNiBKOBOIO NabopaTopis NabopaTopis 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
060/10HKO10, N0 60 Nivitepn Nimiteq nikapcbkuii 3aci6. KOHTpob roToBOro
Mr o 28 TabneTok y nikapcbkoro 3acoby (iHwi 3mMiHM) OHOB/IEHHS
Henpo3opomy MK$ gns nikapcbkoro 3acoby, a came -
nonieTuneHoBoOMy BUKNAAEHHS TEKCTY A€PXXaBHOK MOBOIO,
do1akoHi 61akUTHOro 3rigHO Cy4YacHWX BMMOT.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KONbopy 3
61aKUTHOO
Henpo3opoto
noninponisieHoBO
KpULLKOIO B
KapTOHHiiA Kopo6Li

101.

MEAAKCOH

MOPOLLIOK A/1A
pO34nHyY Ans
iH'ekyin, no 2 r 10
b1aKoHIB 3
NMOPOLLKOM B
KapTOHHI Kopo6Lii

Mepokemi
nTa

Kinp

BVMPOGHMLTBO 3a
MOBHUM LK/TOM:
Megokewmi Nlimiteq,
Kinp
BMPOBHULITBO
roToBOro
nikapcbKoro
3acoby, nepBnHHe
Ta BTOPUHHE
nakyBaHHS:
Mepokemi (da IcT)
KamnaHi Mlimitea,
B’eTHam

Kinp/
B’eTHam

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edhekTNBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHK)

OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBK/
niKkapcbKoro 3acoby, a came: yTOUHEHO
iHhopMauito LWoA0 AaTu BUPOGHMLTBA,
TepMiHy NpUAATHOCTI, HOMepPY peecTpaLiitHoro
NOCBiAYEHHS, HOMEpY cepii, yTOYHEHO
HasIBHICTb TEXHIYHUX KOAiB. BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS.
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3ac00y, BK/IOYAKUN AiNbHULi BUNYCKY cepil
ab0o Mmicue NpoBefileHHs1 KOHTPOJHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEep, BK/IOYaUM BUMYCK
cepiii) 3MiHa Ha3BM Ta agpecy BUPOGHMKa
BiANOBIAA/IbHOrO 3a: BUPOGHMLTBO 3@ NOBHUM
umknom. 3miHa Bigbynachk y 3BA3KY 3
npuBefeHHAM 0o GMP 6e3 hakTU4HOI 3MiHK
Micus BUPO6HULTBA. 3MiHU BHECEHO B
IHCTPYKLU,i0 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Micue3HaxomKeHHs BUPOOHVKa Ta agpeca
MiCLAl NPOBaXEHHS MOro AisanbHOCTI" 3
Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
ynakoBoK. BBeAeHHs 3MiH NpoTAromM 6-Tn
MiCALIB Mic/1A 3aTBepKEHHS. 3MiHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHYBaHHS!
Ta/abo agpecy MicLs NPOBaKEHHS
[iSNbHOCTI BUpOo6OHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHYaUn AinbHULI
BWMNYCKy cepii abo MicLe npoBeAeHHs
KOHTPO/I0 AKOCTI. (AiANbHICTb, 3a SKy
Bignosigae BUPOGHUK/iMNoOpTEp, He
BK/IOYAK0UM BUMYCK Cepiii) 3MiHa Ha3BuM Ta
afpecy BUPO6HUKa BigNoBifanbHOro 3a:
BMPOBHMLTBO rOTOBOrO NiKapCbKoro 3acooby,
NepBUHHE Ta BTOPMHHE NakyBaHHS. 3MiHa

3a
peyenmom

He
nionsiecae

UA/7582/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BifOynach y 38A3Ky 3 npueefeHHsam o GMP
6e3 hakTM4HOI 3MiHM MicLs BUPOBHMLTBA.

102.

MEOAKCOH

NMOPOLLOK A/1A
pO3uUnHyY ANs
iH'ekyiit, no 1 r 10
hnakoHIB 3
NOPOLUKOM B
KapTOHHI KopooLli

Mepokemi
nTa

Kinp

BMPOGHMLTBO 3a
MOBHUM LIK/TOM:
Megokewmi Nimiten,
Kinp;
BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby, nepenHHe
Ta BTOPUHHE
nakyBaHHS:
Mepokewmi (Pa IcT)
KamnaHi Mimites,
B’eTHam

Kinp/
B’eTHam

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/ethekTVBHOCTI Ta hapMakoHarnagy
(IHLWi 3MiHK)

OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby, a came: yTOYHEHO
iHhopmauito WoAo AaTn BUPOGHMLTBA,
TepMiHy NpUAATHOCTI, HOMepY peecTpaLiiniHoro
NocBigYEHHS, HOMEpY cepii, yTOYHEHO
HasBHICTb TEXHIYHWNX KOAiB. BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPIAKEHHS.
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micud
NPOBaPKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa roToBoro ikapcbkoro
3aco6y, BKIOYAUN AiNbHUL BUNYCKY cepil
abo micue NpoBefeHHS KOHTPOJTH SAKOCTI.
([isnbHICTb, 3a SKy Bignosifae
BMPOGHMK/IMNOPTEP, BKIKOYAKYM BUMYCK
cepiii) 3MiHa Ha3BM Ta agpecu BUPOGHMKa
Bi4NoBiAa/IbHOrO 3a: BUPOOGHULITBO 3a NOBHUM
LMKIoM. 3MiHa Bigbynach y 3BS3Ky 3
npuBeaeHHAM 10 GMP 6e3 hakTU4HOT 3MiHN
MicLs BUPOGHMLTBA. 3MiHU BHECEHO B
IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxompkeHHs BUPO6HYKa Ta afpeca
MiCLA NPOBAXEHHS MOro AisfbHOCTI" 3
BiANOBIAHVMMYM 3MiHAMW B TEKCTi MapKyBaHHs
ynakoBoK. BBegeHHS 3MiH NpoTsArom 6-tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLsa NPoBaKeHHs
AisSnbHOCTI BUpOOHMKa/imnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIHYAKUN AiTbHULL
BUNYyCKy cepii abo MicLie NpoBeaeHHS
KOHTPO/IO AKOCTI. (ZiANbHICTb, 3a Ky
BiANoBigae BUpoGHMK/iMnopTep, He
BK/IHO4AK0UM BUMYCK cepiii) 3MiHa Ha3Bu Ta
agpecy BMpobHMKa BIAMNOBIAA/ILHOTO 3a:
BMPOGHMLITBO rOTOBOTO J1iKapCbKOro 3acoby,
nepBUHHE Ta BTOPUHHE NakyBaHHA. 3MiHa
BiAbGynach y 383Ky 3 npuBeAeHHAM 4o GMP
6e3 haKTUYHOT 3MiHM MicLisi BUPOGHULITBA.

3a
peyenmom

He
niossieae

UA/7582/01/01

103.

MEAOK/TIAB®

TabneTku, BKpUTI
n1iBKOBOKO

Mepokemi
nTa

Kinp

Megokemi Jlimiteq,

Kinp

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHn | TUNYy - 3MiHK 3 siKocTi. CepTudikat

3a
peyenmom

UA/4428/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

060/10HKOH0, Mo 875
Mr/125 mr: no 7
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI KopooLii

BignosigHocTi/lE-cepTudikar BigNoBiAHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudiikaTa BignoBiAHOCTI ab0 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONEChKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAYyKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
AN 0ONOMDKHOI peyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoB/EHWIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA NOJAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2005-
179 - Rev 03 (3aTtBepmxeHo: R1-CEP 2005-
179 - Rev 02) ans gito4oi peyoBuHM
Potassium clavulanate Big Bxe
3aTBepAKeHOro BupobHmka CKD BIO
CORPORATION. 3MiHn | Tuny - 3MiHn 3
aKkocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuNyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; An1S [OMNOMIXKHOI PeYOBUHM
(cepTudpikaT BignoBigHOCTI EBponelickkiii
thapmakonei) - HoBuii cepTudbikaT Bif BXe
3aTBEPKEHOI0 BUPOBGHMKA NOAAHHS HOBOIO
cepTudikaTa BifnoBiAHOCTI EBpONEChKii
hapmakonei Ne R1-CEP 2013-163 - Rev 00
Ana gilyoi peyoBrHK Potassium clavulanate
Bif, BXXe 3aTBepAKeHoro Bupo6Huka ZHUHAI
UNITED LABORATORIES CO., LTD. (3amiHa
DMF Version No: E357-12-01-0). 3minHu | Tuny
- 3MiHM 3 AkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMMX MEX, BU3HAYEHNX Y
cneyudikauisx Ha A®l, abo
BUXIZHWIA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCA Y NPOLLeCi BUPOOHNLTBA
A®I (0NOBHEHHSA cnevumdikauii HOBUM
NMOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METO0M
BMNpoOyBaHHS) AOMOBHEHHA crevumdikayii ans
nitoyoi pevoBuHM Potassium clavulanate ans
BMpo6Huka ZHUHAI UNITED
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
LABORATORIES CO., LTD. noka3Hukom
«3annLWKoBi PO34NHHUKM» (1-Butanol-not more
than 5000 ppm, Acetone- not more than 5000
ppm).
104. | MEAOK/IAB® TabneTku, BKpUTI Mepokemi Kinp Mepgokemi Jlimiteq, Kinp BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/4428/01/01
NNiBKOBOIO nTa 3MiHun | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyernmom

060/10HKOH0, Mo 500
Mr/125 wmr; no 8
TabneTok y 6nictepi;
no 2 6nictepn y
KapTOHHI KopooLli

BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUyYEHHS
cepTudikaTa BifnNoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN JONOMDKHOI pevyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPA)KEHOr0 BUPOOHMKa NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2005-
179 - Rev 03 (3atBepmxeHo: R1-CEP 2005-
179 - Rev 02) ans gito4oi peyoBuHM
Potassium clavulanate Big Bxe
3aTBEpAKEHOro BupobHmka CKD BIO
CORPORATION. 3MiHn | Tuny - 3MiHn 3
aKkocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTugikaT BiANOBIAHOCTI €BpPONenchbKil
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BunyyeHHs cepTudpikara BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ansa A®l; ons
BUXIQHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; NS 4OMNOMIXKHOI pe4yoBUHM
(cepTuchikaT BignoBigHOCTI EBponelickkiii
hapmakonei) - Houii ceptudikar Big Bxe
3aTBEPAKEHOr0 BUPOBGHMKA NOAAHHS HOBOIO
cepTudpikaTa BifgnoBiAHOCTI EBpONECHKii
thapmakonei Ne R1-CEP 2013-163 - Rev 00
Ans gilyoi peyoBrHK Potassium clavulanate
Bif, BXXe 3aTBepAkeHoro Bupo6Huka ZHUHAI
UNITED LABORATORIES CO., LTD. (3amiHa
DMF Version No: E357-12-01-0). 3miHu | Tuny
- 3MiHN 3 AkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneundikauii Ta/abo
[OMYCTUMMX MEX, BU3HAYEHNX Y
crneundikauiax Ha A®l, abo
BVXIAHWA/NPOMiIXXHMIA NpoAyKT/pearexT, Lo
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20

3acoby yrnakoskKa) nocsioyeHHs1
BUKOPWCTOBYIOTLCA Y NPOLLECi BUPOOHNLTBA
A®I (O0NOBHEHHSA cnevumdikauii HOBUM

MOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METO0M

BMNpoOyBaHHS) AOMOBHEHHA crevumdikayii ans
nitoyoi pevoBuHM Potassium clavulanate ans

BMpo6Huka ZHUHAI UNITED
LABORATORIES CO., LTD. noka3Hukom

«3aNnLWKoBi PO34NHHUKM» (1-Butanol-not more

than 5000 ppm, Acetone- not more than 5000
ppm).

105. | ME/IOCCO Tabnetky no 15 wmr; TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/18276/01/02
no 10 TabneTok y "MIKPOXIM" «MIKPOXIM>», 3MmiHu | TUNy - AgMIHICTPaTUBHI 3MiHW. peyenmom | nidsis2ae
6nicTepi; no 2 YkpaiHa BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOHYAK0UM
6nictepu y naui 3 (topugnyHa AinbHuUl ansa A®I, NpomixXHOro NpoaykTy abo
KapToHy; no 20 agpeca roTOBOrO /1iKapCbkoro 3acoby, AinbHWLi 41s
TabneTok y 6aHui; BMPOGHWKa,; npoBefeHHs NakyBaHHs, BUPOOHNKa,
no 1 6aHuji y nayui 3 BiANOBigaIbHUI 3a BiZANOBIAa/IbLHOrO 3a BMUNYCK Cepiii, MicLe
KapTOHY BUPOBHMLTBO Ta npoBeAEeHHS KOHTPOLO cepil) abo

KOHTPO/b/BMNPOGY nocTavasnbHvika BUXigHOTO marepiany,
BaHHs cepii, He peareHTy ab0 LONOMIXHOI peYOBUHU (AKLLO
BK/IHOYa0UU 3a3HayYeHo y A0CbE) - BUTYUYEHHS QOYHKLi
BUMYCK Cepii; "BignoBiganbHWA 3a BUNYCK cepii” ans
BiANOBigaIbHUI 3a BUpo6HMKa TOB HB® "MIKPOXIM" 3a
BUNYCK cepii, He agpecoro: Ykpaina, 93400, JlyraHcbka 0611.,
BK/THOHAI0UM m.CeBepogoHeLbk, Byn.lTpomucnosa, 6ya. 24-
KOHTPO/b/BUNPOBY B. 3aMLLAETLCS aNbTepPHATUBHUIA BUPOOHMK
BaHHS cepii) TOB HB® "MIKPOXIM" 3a agpecoto YkpaiHa,
01013, m.Kuis, Byn. bBygiHgycTpii, 6ya. 5. Y
3B'AA3KY 3 BUNIYYEHHAM OJHI€l 3 BUPOOHNUMX
AiNbHULUb, BIAMNOBIAAUTbHOI 3@ BUMYCK Cepii,
BWJTYYEHO IHCTPYKLi0 AN MeANYHOro
3aCTOCyBaHHS Ta TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby 15 Ljiei BUPOOHNYOI
AiNbHNLI.

106. | MENIOCCO Tabnetku no 7,5 wr; TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/18276/01/01
no 10 TabneTok y "MIKPOXIM" «MIKPOXIM>», 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. peyenmom | nidss2ae
6nicTepi; no 2 YkpaiHa BunyyeHHs BUPOGHWYOT AinbHUL (BKIHOHYAKUM
6nictepn y nauui 3 (topugnyHa AinbHuUi ansa A®l, npomixxHOro NnpoAaykTy abo
KapToHy; no 20 agpeca roTOBOrO /liKapCbkoro 3acoby, AinbHWLi 415
TabneTok y 6aHLui; BMPOGHMKa,; NpoBefeHHS NakyBaHHs, BUPOOHNKa,
no 1 6aHuji y nayui 3 BiANoBigabHUI 3a BiANOBIAA/IbHOIO 3a BUNYCK Cepiit, MicLe
KapTOHY BUPOBHMLTBO Ta NpoBeAEeHHS KOHTPOIHO cepil) abo

KOHTPO/b/BUNPOOY noctayanibHuka BUXiAHOTO matepiasny,
BaHHs cepii, He peareHTy ab0 LONOMIXHOI peYOBUHYU (AKLLO
BK/IHOYa0Un 3a3HayeHo y A0CbE) - BUTYUYEHHS QOYHKLT
BUNYCK Cepil; "BignoBiganbHWA 3a BUNYCK cepii” ans
BiANoBigabHUI 3a BUpo6HMKa TOB HB® "MIKPOXIM" 3a
BUNYCK cepii, He agpecoro: Ykpaina, 93400, JlyraHcbka 0611.,
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BK/THOHAI0UM m.CeBepogoHeLbk, Byn.lpomucnosa, 6ya. 24-
KOHTPO/b/BUNPOBY B. 3aMLLAETLCS aNbTePHATUBHUIA BUPOOHMK
BaHHSA cepii) TOB HB® "MIKPOXIM" 3a agpecoto YkpaiHa,
01013, m.Kuis, Byn. bBygiHgycTpii, 6ya. 5. Y
3B'AA3KY 3 BUNYYEHHAM OJHI€T 3 BUPOOHNUMX
AiNbHULb, BIANOBIAAUTLHOI 3a BUMYCK Cepii,
BWJTYYEHO IHCTPYKLiO AN MeANYHOro
3aCTOCyBaHHA Ta TEKCT MapKyBaHHS YnakoBKu
NikapcbKoro 3acoby A5 Ljiel BUPOOHNYOI
AiNbHNUI.
107. | MEPIO®EPT NOPOLLIOK Ta IBCA IHcTuTyT | LUBeiiuapi BTOPWHHE LLiBeiiuapis/ | BHECEHHs 3MiH A0 peecTpauiiHnx MaTepianis: 3a UA/20004/01/02
150 MO PO3UYMHHWK AN Bioximik CA A nakyBaHHs, ITanisa 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
NpUroTyBaHHs KOHTPO/b AKOCTI HalilmeHyBaHHs Ta/abo agpecu Micud

PO3YUHY ON1s1 iH'EKLLIA
no 150 MO; no 1
CKIAAHOMY D1aKoHY
3 MEHOTPONiHOM, No
1 amnyni (1 mn) 3
PO3UYNHHUKOM Y
KapTOHHI kopobuyj,
no 10 kopo6oK y
KapTOHHI nayui

Ta BUNYCK cepil:
IBCA IHCTUTYT
Bioximik CA,
LLiseiiuapis;

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
IBCA IHCTUTYT
Bioximik CA,
LLiseiiuapis;

BMPOGHMLITBO
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0UM
NepBUHHY
yNakoBKY;
BMPOGHMLTBO
PO3UMHHYKA:
3amboH C.M.A.,
ITanis;

BMPOGHMLITBO
PO3YMHHYKA:
IBCA
PapmaveyTuui
ITanis cpn, ITania

NpoBaPKEHHS AiSIbHOCTI BUPOOHUKaA
(BK/HOYAKOUM, 32 HEOOXIAHOCTI, MicLe
NpoBefeHHS KOHTPOJTI0 AKOCTI), abo BnacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAYyKTY,
LLIO 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (AKLWLO
3a3HayYeHo y JOCkE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Yy AOCbE) 3MiHa
azpecy BUpo6HMYOT AinbHUL IBSA Institut
Biochimique SA (Cadempino), BignosiganbHoi
3a BUPOGHMLTBO AjiH040i PEeHOBUHM
MeHoTponiHy. BUpo6Huya AinbHuua Ta yci
BMPOGHMYI onepaLiii 3anmwaTbes
He3MiHHUMKW. 3MiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBeeHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
macTep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro
Matepiany/peareHTy/npoOMXHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (SKLWO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOBHMKA HOBOT AONOMDKHOT
PEUYOBUHY (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
agpecy BUPOGHMYOT AinbHuLi IBSA Institut
Biochimique SA (Lamone), BignoBiganbHoi 3a
BMPOOHULITBO Ait0UOT peHoBNHMN MeHOTpPONiHY.
Brpo6Huya AinibHuus Ta yci BUPOOHNYI
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

onepavjii 3anMLwatTbCa HE3MIHHUMUA. 3MiHu I
My - 3MiHK 3 AkocTi. APl. BupobHMUTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoueci APl, abo 3miHa
BUPOGHMKa (BKIOYAKOUK, e HEOBXiAHO, Micue
npoBefeHHs KOHTposTo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0cbe)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTPO/IEM aKTUBHOI PeYOBMHU 6i0NOriYHOro
NOXOPKEHHS: 3aMmiHa abo foAaBaHHSA
AiNbHULI, e NpoBOANTLCS
KOHTPO/b/BUNPOBYBaHHSA cepii, BKIovatoun
3acTOCyBaHHSA
6i0/10rYHOr0/iMyHOM0rYHOTO/iMYHOXIMIYHOTO
MeToZy) - 3aMiHa AiNbHUL BiANOBIAa/IbHOI 3a
KOHTPO/b SKOCTI 4jt040i pevyoBUHN
(MeHoTponiH) 3 IBCA IHcTuTyT Bioximik CA
(Bia asnib MoHTe 13, 6900 MaccaHbiio,
Lseliuapis) / IBSA Institut Biochimique SA
(Via al Ponte 13, 6900 Massagno,
Switzerland) Ha HoBY ginbHuUL0 IBCA IHCTUTYT
Bioximik CA (Bia lMiaH Ckaiposno 49, 6912
Mauuano, Weeliyapis) / IBSA Institut
Biochimique SA (Via Pian Scairolo 49, 6912
Pazzallo, Switzerland).
3MiHu |l Tuny - 3MiHM 3 AKkocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
OiNbHUL, Ha SiKilA 34iACHIOETLCSA KOHTPO/b
AKOCTI/BUNPOBYBaHHA cepii Ans
6i0/10ri4YHOro/iMyHO/IONYHOT O NiKapCbKOro
3acoby, Ta 6yab-sKoT AiNbHULI, Ha SKii
3aCTOCOBYETLCS 6IO/IOrYHNIA/IMYHOTOTYHWIA
MeToZ, BUNPObYBaHHs) - 3aMiHa [iIbHULL
BiANOBIAa/IbHOI 3@ KOHTPONb AKocTi N13: IBCA
IHcTuTYT Bioximik CA (Bia anb MNoHTe 13, 6900
MaccaHbiio, Lseiiyapis) / IBSA Institut
Biochimique SA (Via al Ponte 13, 6900
Massagno, Switzerland), a came nepeHeceHHs
OaHoi (yHKLIT BXXe 3aTBepAKeHOMY
BMPO6HUKY: IBCA IHcTUTYT Bioximik CA (Bia
MiaH Ckaipono 49, 6912 MNauyano,
LLiseiiuapisi) / IBSA Institut Biochimique SA
(Via Pian Scairolo 49, 6912 Pazzallo,
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Switzerland), koTpwuii BignoBigae 3a BTOpPVHHE
nakyBaHHs Ta BUNycK cepii
108. | MEPIO®EPT 75 | nopoLuok Ta IBCA IncTuTyT | LUBeiuapi BTOPUHHE LLiBeiuapis/ | BHeCEHHSs 3MiH A0 peecTpauiiHnx martepianis: 3a UA/20004/01/01
MO PO3YUHHVKIK AN1A Bioximik CA a nakyBaHHs, ITanisa 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

NpUroTyBaHHsA KOHTPO/b SKOCTI HalilMeHyBaHHs Ta/abo agpecu Micus

PO34UNHY ANS iH'EKLRA Ta BUNycCK cepil: NPOBa)KEHHS AiS/IbHOCTI BUPO6HMKA

no 75 MO; no 1 IBCA IHCTUTYT (Bkntovaroun, 3a HeobXiAHOCTI, Micue

CKISIHOMY D1aKkoHY
3 MEHOTPONIHOM, No
1 amnyni (1 mn) 3
PO3YNHHUKOM Y
KapTOHHI kopobuyj,
no 10 kopo6oK y
KapTOHHIN nauui

Bioximik CA,
LLiseiuapis;

BUPOGHMLTBO,
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
IBCA IHCTUTYT
Bioximik CA,
LLiseiiuapis;

BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby,
BK/THOHAI0UM
NepBUHHY
yNaKkoBKy;
BMPOBHULITBO
PO3UMHHYKA:
3am6oH C.M.A,,
ITanis;

BMPOGHMLTBO
PO3UMHHYKA:
IBCA
PapmaveyTuui
ITania cpn, ITanisa

NpoBeeHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
macTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro
Matepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (SKLWO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEeYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) 3MiHa
agpecy BUPOGHMYOT AinbHuLi IBSA Institut
Biochimique SA (Cadempino), BignoBigansHoi
3a BUPOBGHULITBO Ail04OT PeYOBUHU
MeHoTponiHy. BupobHuya ginbHuus Ta yci
BMPOGHMYI onepaLiii 3anMLwaTbes
He3MiHHUMU. 3MiHU | TUny - AAMIHICTPaTUBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA
(BKIHOYalOUK, 3a HEOBXIAHOCTI, MicLe
NpoBeAEeHHS KOHTPO/IO AKOCTi), ab0 BNacHUka
MacTtep-aiina Ha A®l, abo noctavanbHMKa
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYKTY,
LLI0 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (K0
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
agpecy BUpOGHMYOT AinbHuli IBSA Institut
Biochimique SA (Lamone), BignoBigasbHOT 3a
BMPOGHULITBO Ait0U0i peyoBNHM MeHOTpPOniHy.
Brpo6HMya AinbHuUS Ta yci BUPOOHNYI
onepavuii 3annwaTbCs He3MiHHUMUW. 3MiHn |1
TMny - 3MiHM 3 akocTi. A®l. Bupo6HuuTBO.
3MiHa BUPOGHYMKA BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci AD|, abo 3miHa
BMPOGHVKa (BKOYaloun, ae HeobxigHo, Micue
npoBeAeHHs KOHTPOso skocTi) AdI (3a
BiICYTHOCTI cepTudikara BifgnoBigHOCTI
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
00Cbe)(3MiHM [0 3ax0[iB, NOB’A3aHNX 3
KOHTPO/IEM aKTUBHOI PeYOBUHM 6iOIOTNYHOTO
NOXOKEHHSN: 3amiHa abo foAaBaHHSA
OinbHUL, e NpoBOAUTLCA
KOHTPONb/BMNPOGYBaHHA cepii, BKYaoum
3aCTOCyBaHHSA
6ion0riyHOro/iMmyHo0r4YHOro/iMyHOXiMiYHOTO
MeTody) - 3amiHa AiNbHULI BifNoBifAaIbHOI 3a
KOHTPO/1b SIKOCTI Ajt040i PEeHOBWHM
(MeHoTponiH) 3 IBCA IHcTUTYT Bioximik CA
(Bia anb MoHTe 13, 6900 MaccaHblio,
LLiseiuapis) / IBSA Institut Biochimique SA
(Via al Ponte 13, 6900 Massagno,
Switzerland) Ha HoBY finbHULO IBCA [HCTUTYT
Bioximik CA (Bia lNMiaH Ckaipono 49, 6912
Mauuano, Weeliyapis) / IBSA Institut
Biochimique SA (Via Pian Scairolo 49, 6912
Pazzallo, Switzerland).
3MiHu Il Tuny - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYOTbCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
OiNbHULI, Ha AKil 34iACHIOETLCS KOHTPO/b
SIKOCTi/BUNPOBYBaHHA cepii Ans
6i0N10ri4YHOro/iMyHONOrNYHOTO JiKapCbLKOro
3acoby, Ta 6yab-aKOi AiNbHULI, Ha SKil
3aCTOCOBYETLCS 6IOIOrYHNIA/IMYHOTOTYHWIA
MeTo/ BUNPOOYBaHHSR) - 3aMiHa fibHUL
BiANOBIAa/IbHOI 3@ KOHTPONb AKocTi [N13: IBCA
IHcTUTYT Bioximik CA (Bia anb MoHTe 13, 6900
MaccaHsbiio, LBeiiyapis) / IBSA Institut
Biochimique SA (Via al Ponte 13, 6900
Massagno, Switzerland), a came nepeHeceHHs
OaHoi OYHKLIT BXXe 3aTBepAKeHOMY
BMPO6HUKY: IBCA IHcTuTyT Bioximik CA (Bia
Mian Ckaipono 49, 6912 Mauyano,
Lseliuapis) / IBSA Institut Biochimique SA
(Via Pian Scairolo 49, 6912 Pazzallo,
Switzerland), koTpwuii BignoBigae 3a BTOpUHHE
nakyBaHHs Ta BUNycK cepii

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:

3a

UA/19139/01/01

109.

METACHMPEN®

cnpeii Ha3asTbHUIA,
no3oBaHuit, 50

MKr/go3y no 10 r (60
[o3) abo 18 r (140

Ao3)y

nonieTuIeHoBoMy

TOB
"BAJTIAPTIH
PAPMA"

YkpaiHa

TOB "Mikpochapm”

YKpaiHa

3MiHu | TURNY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro

nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [oNyCTUMUX MEX

peyenmom

roTOBOrO /1iKapCbKOro 3acoby (iHLui 3mMiHKn)
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

o1aKoHi 3 HacoCoM-
[03aTopoM Ta
HacafKoto-
po3nuoBaveM i3
3aXMCHUM
KoBMaykom, no 1
h1akoHy B
KapTOHHIN nayui

He3HayHa 3MiHa B1Mor cneuudikauii M3 3a
noKasH1KoMm «MiKpobionoriyHa umctoTa» 3
MeTO0 NPUBEAEHHS 10 KpUTEPIto
NPUAHATHOCTI, 3a3Ha4YeHoro B TekcTi MKA.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B MeTOSi
BUNPO6YBaHHsA /13 3a NokasHUKOM
«lgeHTudpikauis» (4PY, 2.2.27), a came
pefakLiiiHi 3MiHM Wwoao nnactuHkm TLUX,
YTOYHEHHA C3. - 3MiHKM | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOTrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B METOS|
BMNpobyBaHHA «pH» (APY, 2.9.3.) Ta
«KinbkicTb 803» Ansa 13 Ta NPOMiXXHOro
NPOAYKTY, @ caMe YTOYHEHHS TUMNY eNneKkTpoay
Ta NpVBeAEHHA TeMnepaTypHOro pexuwmy o
3arasibHONMPUIIHATMX MEX TemnepaTypHOro
pexumMy B aHaniTM4YHNX nabopatopisix
(20£5)°C. - 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B MeTOSi
BMNpobyBaHHA /13 3a nokasHukoM «Po3nogin
Kpanesib 3a po3mipamu» (4PY, 2.9.18, 2.2.29),
a came NpuBeAEHHA TEMMNEPATYPHOrO PeXnMy
[0 3arasibHO- MPUAHATUX MeX
TEMNEPaTYPHOro PEXUMY B aHaNiTUUHUX
nab6oparopisx (20+5)°C; «chToponnacTtosuii
MeMO6paHHUiA iNbTp po3MipoM 25 MM 3
Adiametpom nop 0,45 MKM» 3aMiHEHO Ha
«MeMOpaHHUiA HelnnoHoBWI INbTP 3
ndiameTtpom nop 0,45 MKM»; BHECEHO
YTOUHEHHS [0 YMOB (hinbTpaLii po3uunHiB,
[04aHo hiNbTpavito PO34KHY MOPIBHSAHHS.

- 3MiHu | TMNY - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOTrO Nikapcbkoro 3acoby
(He3HayHa 3MiHa Yy 3aTBEpMKEHUX MeTohax
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B METOS|

BUNPO6YBaHHsA /13 3a Noka3HUKOM
«OAHOPIAHICTb [03K, WO J0CTaBNAETLCS, |
cepegHsa Maca [1031», a came NpuBefeHHs

TemrnepaTypHOro pexumy Ao 3arajibHo
NPUAHATAX MEX TEMMNEPATYPHOTO PEXUMY B
aHaniTn4yHnx nabopartopisix (20+5)°C;
BUMPAaB/IEHO Pi3HOYUTAHHSA LWOA0
NpuroTyBaHHA pyxomoi asu, fofaHo onvc
NpUroTyBaHHs 6ydepHOro po3yunHy; BHECEHO
YTOUYHEHHS [0 YMOB ifibTpauil po3UnHIB,
[04aHo inbTpavito po3UnHY NOPIBHAHHSA,
BHECEHO YTOYHEHHS [0 3a3HadyeHnx C3,
[0AaHO YMOBW MPUAATHOCTI
XpomaTtorpadiyHoi cuctemn. - 3MiHu | Tuny -
3MiHK 3 SKoCTi. F0TOBMIA NiKapCbKuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
y MeTofax BunpobyBaHHS roToBoro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpMAXEHNX MeToAax BUNPOOYBaHHS)
He3HauHi 3MiHV B MeTogi BunpobysaHHs N3
3a NoKa3HUKOM «CynpoBigHi AoMmilkm» (DY,
2.2.29), a caMe BHECEHO YTOUYHEHHS [0 YMOB
inbTpauii po3unHie, fgogaHo inbTpawio
PO3UMHY MOPIBHAHHSA, BHECEHO YTOUHEHHS [0
3a3HayYeHnx CTaHAapTHUX 3paskiB,»
dToponnacToBuii MembpaHHuii iNbTP
po3mipom 25 mm 3 giametpom nop 0,45 Mkm»
3aMiHEHO Ha «MEMOPaHHUIA HEllIOHOBWIA
GinbTp 3 giameTpom nop 0,45 MKM». - 3MiHu |
TMny - 3MiHK 3 SKOCTI. [OTOBWIA NikapCbknii
3aci6. KOHTponb roToBOro Mikapcbkoro 3acoby.
3MiHa y meTofax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAXEHNX MeToAax BUNPOOYBaHHS)
He3HauHi 3MiH1 B MeTOofi BUNpobyBaHHsA
«KinbkicHe BU3HaueHHs» (AdY, 2.2.29), ans
['N13 Ta NPOMKHOro NPOAYKTY, a came
BHECEHO YTOYHEHHA A0 YMOB hinbTpauii
PO3uuHIB, f0AaHO (hibTpaLiio PO34nHY
MOPIBHSAHHS, BHECEHO YTOYHEHHS A0
3a3HavYeHnX cTaHdapTHUX 3paskis,
BUMPAaB/IEHO NOMW/IKY Y 3a3HaYeHHI JOBXWNHM
XBUNI feTeKTyBaHHA (214 HM 3amicTb 254 HM);
BMMNpPaB/IEHO Pi3HOUNTAHHS LLOA0
NpUroTyBaHHA Pyxomoi gasu, AoAaHo onuc
NPUroTyBaHHs 6yhepHOro po3umnHy. - 3MiHu |

TMNY - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapCbKUiA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aci6. 3MiHM y BUPO6HULTBI. 3MiHM Y npoueci
BMPOGHMLTBA rOTOBOIO NiKapcbKoro 3acooby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y
npoveci BUpobHULTBA) AeTasisauis
iHchbopMmawii Ha cTagjii MapkyBaHHS Ta
nakyBaHHS1, BK/THOYEHO NakyBaHHA B rpynosy
ynakoBky (byna BuHeceHa Sk okpema cTafis B
nonepeaHbLOMY BUKNAAEHHI TEXHO/ONYHOIo
npouecy). JoaaHo iHdopmalLiito Lwoao Aii
nicns 3aBepLUEeHHS TEXHOOMNYHOT0 NpoLecy:
cepTudpikauisa cepii, 4O3BIN Ha peanisaduito. -
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BKIOYakoUy NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoLeci BAPOGHMLITBA) BHECEHHS 3MiHW A0
n.3.2.P.3.2.Cknag Ha cepito, a came
OMTMMI30BaHO BUKNAAEHHS pO34iny, BULaneHo
cknag Ha 100 r npoAaykTy, K
HeiHhopMaTVBHUIA, akTyanizoBaHo hopmynn
nepepaxyHky. B n.3.2.P.3.3.0nuc
BUPOGHMYOro NpoLiecy Ta KOHTPOJI0 npoLecy:
BBEEHO cTagito «igroToBKa CUPOBUHMN;
OeTaslizoBaHa CTafis MpUroTyBaHHs CycneHsii
— 3MiHEHO NOC/MIA0BHICTb MPUrOTYBaHHS
PO34MHIB Ta 3MiLLyBaHHS KOMMOHEHTIB, B L0 X
CTafilo BK/TOYEHO KopuryBaHHs pH cycneHsii.
Po3gain 3.2.P.3.4.KOHTPOb KPUTUYHUX CTagil i
NPOMIXKHOT NPOAYKLi — akTyasni3oBaHuii
BiNOBIAHO 40 OHOBMEHOT HyMepaLlil cTagii.

110.

MIOPUKC®

Kancynu
NPOJIOHrOBaHOI Aji
TBepai no 15 mr; no
14 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI KopooLli

TOB "ACIHO
YKPAIHA"

YkpaiHa

nepBuHHa Ta
BTOPUHHA
ynakoBka, f,03Bin
Ha BUMYCK cepii:
Opichapm
MaHydhekuepiHr
Monbwa Cn. 3
0.0., MNMonbLa;
BMPOGHMLTBO
Hepo3gacoBaHoi
npoaykuii: Agape
dapmacboTikans,
IHK., CLLA

MonbLa/
CLWA

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | TMny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3miHa Yy
TepMiHax npuaaTHOCTi abo ymMmoBax 36epiraHHs
roTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW) -
36iNbLUEHHS TepMiHy 36epiraHHs Ans Kancys
in bulk. 3aTBepaxeHo: TepMiH 36epiraHHs Ans
kancyn in bulk 2 poku. 3anponoHoBaHo:
TepwmiH 36epiraHHs ans kancyn in bulk 36
MicauiB. 3MiHM | TUNY - 3MiHX 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHOB/IEHOrO cepTudiikaTa BigNOBIAHOCTI

3a
peyenmom

UA/14641/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; AN 4ONOMIXKHOI peYOBUHM
(TE-cepTudpikaT BignoBigHOCTI €Bponeiickkili
thapmakonei ans Ad®l/BnxigHoro
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHWN) - OHOBEHUIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BMPOGHUKa. MNogaHHs oHoBneHoro E-
cepTudikaTy BiAnoBigHOCTI €Bponeichbkili
thapmakonei Ne R1-CEP 2000-029-Rev 06
(3aTBepmxeHo: R1-CEP 2000-029-Rev 05)
Ana fonomikHoi peyosuHK Gelatin Big,
BMpo6HMKa ROUSSELOT. 3minHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; NS [ONOMIXKHOI PeYOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpoNeiiChKiit
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npoMibKHOro NPOAYKTY
ab0 [0NOMiXHOI pevyoBuHU) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBepAKEHOr0
BMpOGHUMKa. MNogaHHs oHoBneHoro E-
cepTudikaTy BiANoBigHOCTI EBponechkili
thapmakonei CEP 2000-045-Rev 06
(3atBepmxeHo: R1-CEP 2000-045-Rev 04)
0151 LONOMIXHOI pevoBuHU Gelatin Big, Bxe
3aTBEepAKeHoro BMpo6Huka Tessenderlo
Group. 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENCHKilt
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; An1S [OMNOMIXKHOI PeYOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpONEiChKiit
hapmakonei ana A®l/suxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Marepiany/peareHTy/npoMibKHOro NMPOAYKTY
ab0 [ONOMiXHOT PevyoBUHK) - BunyyeHHst
ceptudikaTis (y BUNagky HassBHOCTI
MynbTUMNIETHOTO cepTudikaTa Ha matepian) -
BUNyYeHHs [E-cepTudikatis BignosigHOCTI
€Bponeiicbkiii hapmakonei Ana fonoMiKHOT
peuyoBuHu Gelatin Big BUpo6HukiB: Rousselot
SAS: R1-CEP 2000-027-Rev 02, PB Gelatins:
R1-CEP-2002-110-Rev-00 Rousselot SAS:
R1-CEP 2001-332-Rev 02
GELITA Group: R1-CEP 2003-172-Rev 02.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudiikaTa BignoBiAHOCTI ab0 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHULTBI ADI;
Ansa ponomikHoi peyosuHu (MFE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo gonomiXHOT peyvoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAXeHoro BMpobHuika. MogaHHs
HoBoro E-cepTucpikaTy BifnoBigHOCTI
€poneiicbkit hapmakonei Ne R1-CEP 2008-
048-Rev 00 ana gonomiHoi peyoBnHu Gelatin
BMpo6Huka Pioneer Jellice India Private
Limited.

111.

MIOPUKC®

Kancynu
NPOJIOHrOBaHOI Aji
TBepai no 30 mr; no
14 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI KopooLli

TOB "ACIHO
YKPAIHA"

YkpaiHa

nepBuHHa Ta
BTOPUHHA
ynakoBka, f,03Bin
Ha BUMYCK cepii:
Opichapm
MaHydhekuepiHr
Monbwa Cn. 3
0.0., MNMonbLa;
BMPOGHMLTBO
Hepo3gacoBaHoi
npoaykuii: Agape
dapmacboTikans,
IHK., CLLA

MonbLa/
CLWA

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | TMny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3miHa Yy
TepMiHax npuaaTHOCTi abo ymMmoBax 36epiraHHs
roTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW) -
36iNbLUEHHS TepMiHy 36epiraHHs Ans Kancys
in bulk. 3aTBepaxeHo: TepMiH 36epiraHHs Ans
kancyn in bulk 2 poku. 3anponoHoBaHo:
TepwmiH 36epiraHHs ans kancyn in bulk 36
MicauiB. 3MiHM | TUNY - 3MiHX 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHOB/IEHOrO cepTudiikaTa BigNOBIAHOCTI

3a
peyenmom

UA/14641/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; AN 4ONOMIXKHOI peYOBUHM
(TE-cepTudpikaT BignoBigHOCTI €Bponeiickkili
thapmakonei ans Ad®l/BnxigHoro
MaTepiany/peareHTy/nMpoMiKHOIo NpPoayKTy
a60 A0MNOMiXHOI peyoBUHWN) - OHOBEHUIA
cepTudikaT Bif, BXe 3aTBepAKEHOro
BMPOGHUKa. MNogaHHs oHoBneHoro E-
cepTudikaTy BiAnoBigHOCTI €Bponeichbkili
thapmakonei Ne R1-CEP 2000-029-Rev 06
(3aTBepmxeHo: R1-CEP 2000-029-Rev 05)
Ana fonomikHoi peyosuHK Gelatin Big,
BMpo6HMKa ROUSSELOT. 3minHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; NS [ONOMIXKHOI PeYOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpoNeiiChKiit
thapmakonei ana A®l/suxigHoro
mMarepiany/peareHTy/npoMibKHOro NPOAYKTY
ab0 [0NOMiXHOI pevyoBuHU) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBepAKEHOr0
BMpOGHUMKa. MNogaHHs oHoBneHoro E-
cepTudikaTy BiANoBigHOCTI EBponechkili
thapmakonei CEP 2000-045-Rev 06
(3atBepmxeHo: R1-CEP 2000-045-Rev 04)
0151 LONOMIXHOI pevoBuHU Gelatin Big, Bxe
3aTBEepAKeHoro BMpo6Huka Tessenderlo
Group. 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENCHKilt
hapmakonei/moHorpadii. NogaHHsA HOBOTO
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLUTBI A®I; An1S [OMNOMIXKHOI PeYOBUHM
(TE-cepTudikat BignoBiaHOCTI EBpONEiChKiit
hapmakonei ana A®l/suxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Marepiany/peareHTy/npoMibKHOro NMPOAYKTY
ab0 [ONOMiXHOT PevyoBUHK) - BunyyeHHst
ceptudikaTis (y BUNagky HassBHOCTI
MynbTUMNIETHOTO cepTudikaTa Ha matepian) -
BUNyYeHHs [E-cepTudikatis BignosigHOCTI
€Bponeiicbkiii hapmakonei Ana fonoMiKHOT
peuyoBuHu Gelatin Big BUpo6HukiB: Rousselot
SAS: R1-CEP 2000-027-Rev 02, PB Gelatins:
R1-CEP-2002-110-Rev-00 Rousselot SAS:
R1-CEP 2001-332-Rev 02
GELITA Group: R1-CEP 2003-172-Rev 02.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudiikaTa BignoBiAHOCTI ab0 BUYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHULTBI ADI;
Ansa ponomikHoi peyosuHu (MFE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
abo gonomiXHOT peyvoBrHK) - HoBwid
cepTuaikaT 415 BUXiAHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY
ab0o 4oNOMiXHOT pevoBMHM Bifg HOBOro abo
BXe 3aTBepAXeHoro BMpobHuika. MogaHHs
HoBoro E-cepTucpikaTy BifnoBigHOCTI
€poneiicbkit hapmakonei Ne R1-CEP 2008-
048-Rev 00 ana gonomiHoi peyoBnHu Gelatin
BMpo6Huka Pioneer Jellice India Private
Limited.

112.

HA®TUDIHY
rAPOX/IOPU,

MOpOLLIOK
(cybeTaHuin) y
naketax nogBinHMx
nonieTNeHoBux
ans
hapmaLleBTUYHOIO
3aCTOCyBaHHS

AT "®dapmak”

YkpaiHa

YyHLUMH XyanoHT
LLleHxem
dapmac toTikan
Ko., N1A4.

Kutait

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Minn |l Tuny - 3MiHn 3 akocTi. A®I. (iHwi
3MiHW) NOJaHHS OHOB/IEHOTO MacTep-chaiiny
20220802-DMF-version 2.0-2022.08
(3aTBepaxeHo: 2021022-DMF-version 1.0-
2021.01) Ha A®Il HadhTudpiHy rigpoxnopug,
thipmn Chongging Huapont Shengchem
Pharmaceutical Co., Ltd., Kutaii. 3minn Il Tvny
- 3MiHK 3 AKocTi. A®I. (iHWi 3MiHW) NogaHHsS
OHOBJ/IEHOrO MacTep-ghaiiny 20230818-DMF-
version 3.0-2023.08 Ha A®| Hadtndpiny
rigpoxnopug, cipmm Chongging Huapont
Shengchem Pharmaceutical Co., Ltd., Kutaii.

UA/14998/01/01

113.

HEBY/IOMAKC

cycneHsis ans

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

UA/19356/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3nuneHHs, 0,25
Mr/MA, Mo 2 mn B
0/iHO,030BOMY
KOHTeliHepi, no 5
KOHTElHepiB y
nakeTi, No 4 nakeTn
y nauui

3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudikaTa Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BifnoBiAHOCTI EBpONEiCHKiit
hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoOMKHOrO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI;
AN JOMOMDKHOI peyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTudikat Big BXe 3aTBEPAXEHOT0
BMPOGHMKA - MOAaHHSA HOBOroO cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2019-266 - Rev 00 gns gitoyoi
peyoBuHM Budesonide Big Bxe
3aTBEPAXEHOr0 BUPOGHUKA, SKNIA 3MiHVB
Ha3By 3 Sicor de Mexico S.A. de C.V.,
Mekcuka Ha SICOR DE MEXICO SA DE CV,
Mekcuka (CEP holder: TEVA
PHARMACEUTICAL INDUSTRIES LTD.)
(3amiHa DMF No 40188-ELDMF.09.2019)

peyerimom

114.

HEBYJ/IOMAKC

cycneHsis ans
po3nunenns, 0,125
Mr/MA, Mo 2 M B
0HOA,030BOMY
KOHTeliHepi, no 5
KOHTelHepiB y
nakeTi, No 4 naketu
y nauui

AT "®dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:

3MiHn | TUNY - 3MiHn 3 axkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUyYEHHS
cepTudpikaTa BifgnoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN JONOMDKHOI pevyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTuchikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHMKA - MOAaHHA HOBOro cepTudiikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
RO-CEP 2019-266 - Rev 00 ans gitoyoi
peyosuHM Budesonide Big Bxe
3aTBEPKEHOr0 BUPOOHWKA, KM 3MIHVB
Ha3By 3 Sicor de Mexico S.A. de C.V.,
Mekcuka Ha SICOR DE MEXICO SA DE CV,
Mekcuka (CEP holder: TEVA
PHARMACEUTICAL INDUSTRIES LTD.)
(3amiHa DMF No 40188-ELDMF.09.2019)

3a
peyenmom

UA/19356/01/01

115.

HEBY/TOMAKC

cycneHsis gns
po3nuneHHs, 0,5
Mr/M/, Mo 2 M1 B

AT "dapmak"

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignoBigHOCTI

3a
peyenmom

UA/19356/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
0HOA030BOMY €Bponelicbkin hapmakonei/moHorpadii.
KOHTelHepi, no 5 MogaHHA HoBOro abo OHOB/IEHOrO
KOHTelHepiB y cepTudpikaTa BifnNOBIAHOCTI a60 BUYyYEHHSA
nakerti, no 4 nakeTtu cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
y nauui thapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
0151 [OMOMDKHOT peyoBUHM (cepTudiikaT
BifnoBigHOCTI €Bponelickkili hapmakonel) -
HoBwuii cepTuddikat Bif BXe 3aTBEPAXEHOr0
BMPOGHMKA - NOJaHHA HOBOro cepTucpikata
BifNoBigHOCTI €Bponelickkili hapmakonei Ne
RO-CEP 2019-266 - Rev 00 gns gito4oi
peyoBuHM Budesonide Big Bxe
3aTBEPLKEHOr0 BUPOBHNKA, SKMiA 3MiHVB
Ha3By 3 Sicor de Mexico S.A. de C.V.,
Mekcuka Ha SICOR DE MEXICO SA DE CV,
Mekcuka (CEP holder: TEVA
PHARMACEUTICAL INDUSTRIES LTD.)
(3amiHa DMF No 40188-ELDMF.09.2019)
116. | HEKCABAP® TabneTku, BKpUTI Baiiep Al HimeuuunH NOBHWI LKA Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/7141/01/01
NNiBKOBOO a BMPOGHMLTBA: ®paHuia 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA peyenmom | niossi2ae
060/10HKO10, 1Mo 200 Baiiep AT, nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
Mmr; no 28 TabneTok HimeuunHa; chopmmu abo po3mipis nikapcekoi hopmu

y 6nicTepi, no 4
6nictepn y
KapTOHHIN nayui

BMPOGHMLITBO in-
bulk, koHTpONb
AKOCTI:
MateoH dpaHuis,
®paHuin

(TabneTku 3 HeraHUM BUBINIBHEHHSAM,
Kancynu, cynosutopii Ta necapii) - 3miHa
hopmu TabneTku, BKPUTI MNIBKOBOHO
060/10HKOI0, MO 200 Mmr - 3 TabneTkn 6e3
hackn Ha TabneTky 3 packoo Ans
3anponoHoBaHoi AiNbHuLi MNaTeoH PpaHuis,
3aTBepMAKeHO: BUpo6HYK Baiiep Al,
NeBepky3eH, HiMeudnHa kpyrni Tabnetku
YepPBOHOrO KOMbOPY, 3 OAHIET CTOPOHMN
MapKyBaHHS y BUrNagi «baiiepiBcbkoro
XpecTa» 3 iHLOT cTopoHM Lmdpa 200.
3anponoHOBaHO: BUPOOHUK (MOBHWI LMK/
BMpOGHMLTBA) Baliep Al, HimeuunHa Kpyrni
TabneTkn YepBOHOrO KObOPY, MapKyBaHHS 3
BEPXHbOI CTOPOHN 200, MapKyBaHHSA 3 HWKHLOT
cTopoHu baliepiBCbknii XpecT; BUPOOHMK in
bulk MaTeoH ®paHLis, PpaHuis Tabnetku,
BKPUTI NNIBKOBOK 060/TOHKO0 KpYT i,
ABOONYK/i 3 DACKOK YEPBOHOTO KO/IbOPY,
MapKyBaHHSA 3 BepxHbOoi cTopoHKn 200,
MapKyBaHHS 3 HWKHbOT CTOPOHU BaiiepiBCcbkuii
XpecT. 3MiHV BHECEHI B IHCTPYKLito AN
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
y po3gin «OCHOBHI Ri31KO-XiMiYHi
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
B/1aCTUBOCTi». BBEAEHHA 3MiH NPOTArom 6-Tn

MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.
3MiHu y BUpO6HMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNlbHNLi BUPOGHMLTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npotecy
roTOBOrO JIiKapCbKOro 3acoby (AiNbHUUSA, Ha
SKili NpoBOAATLCA BYAb-5Ki BUPOGHMYI cTagil,
3a BUHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBMHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCTepWIbHUX NliKapCbknx 3acobiB).
[logasaHHsA anbTepHaTUBHOI BUPOOGHUYOT
AinbHUUI Ana BupobHuuTBa in bulk rotoBoro
nikapcbkoro 3acoby MNareoH PpaHuis,
®paHLis, Wo po3TallosaHa 3a agpecoto 40
6ynbBap LLlamnape, BypryeH —XKanbe, 38300,
®paHuisa (4inbHULA 3 BAACHUMU BUPOBHUYMMU
Ta TECTOBUMU NOTYXXHOCTSIMU. 3 METOH
36iNbLUEHHSI BUPOOHUYMX NOTYXHOCTEN
BBE/EHHA aNbTepHaTUBHOTO BUPOGHUKA, SKUiA
6yAe nocrayaTu MiKPOHI30BaHy Aitovy
peyoBuHy copadeHiby To3unar (Npoaykuis in
bulk). BBegeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3miHun 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCA
KOHTPO/b/BUNPOBYBaHHA cepil) - flogasaHHA
anbTepHaTUBHOI BUPOGHUYOI AiNbHNL, WO
BiAnoBigae 3a KOHTPO/Ib AKOCTi FOTOBOr0
nikapcbkoro 3acoby MNareoH PpaHuis,
dpaHuis, Lo po3TalloBaHa 3a agpecoto 40
6ynbBap Lamnape, BypryeH - XKanbe, 38300,
dpaHuisa (4inbHULA 3 BAACHAMW BUPOBHUYMMU
Ta TeCTOBMMY NOTY)XXHOCTAMM). Peaakuiiini
npaskn A0 MeToZiB BUNpobyBaHHS. BBeaeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpo6HULTBA
roTOBOrO /1iKapCbKOro 3acoby, BKIoYaun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUPOGHMLTBA).
HesHauHi 3MiHM B npoLeci BUpo6HMLTBA
rOTOBOrO J1iKapCbKOro 3acoby A/ BHECEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiH J0 eTany rpaHyntoBaHHs (to change the
rasping size from 6 to 10 mm). BBefeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. 3MiHa
po3Mipy cepii (Bk/HoYatoun gianasoH po3mipy
cepil) roToBOro MikapcbKoro 3acoby
(36inbLUeHHs 0o 10 pasiB NOPIBHSHO i3
3aTBEPKEHNM PO3MIpPOM) 3aTBepkeHo: 118
Kr (33 8000 Ta6,1€TOK), 32aNPONOHOBAHO:
349,85 kr (1000 000 TabneTok). BBeaeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPKEHHS.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHu) -
Cneuumdpikanis Ta MeToAn KOHTPONO
nikapcbKoro 3acoby HafatTbCs YKPaTHCbKOH
MOBOI0. BHeceHi pefakTopcbki kopekuii 1o
chopMU BMKNAAEHHS Ta HANMCaHHSA
crneundikavii Ta MeToAiB KOHTPOJIHO SIKOCTI 3
METOI NPUBELEHHS Y BiANOBIAHICTb A0
OpuUriHaNbHUX OOKYMEHTIB BUPOGHUKa, 6e3
3MiH CyTi Ta 3mMiCTy cneuudikauii Ta metois
KOHTPO/TI0 AKOCTi. BBeaeHo po3gin «Onuc» o
MEeTOZIB KOHTPOJItO AKOCTi 3rigHO
opuriHaneHoro mogynio 3.2.P.5.2 ; Po3ginu
«lpeHTudikayis», «Boga», «OgHOpIAHICTL
[030BaHNX OfMHULb» BUKIAAEHO Y hopMi
BIANOBIAHO [0 OPUTiHANIbHOT JOKYMeHTaLl
BUPOBHMKa. Po3ginn «MpogykTy po3nagy» Ta
«KinbkicHe BU3HaYeHHs» 06'€HaHO 3 MEeTO
rapMoHi3auii 40 AoKyMeHTaLil BUPOGHYKA.
Po3gin «MikpobionoriyHa unctoTa» B MeTogax
KOHTPO/I0 SIKOCTi Ta crneundikawii
YTOUHIOETLCS LLOAO NPOBEAEHHA TECTYBAHHSA
3riHO rapMOHi30BaHOro MeToAy
EP/USP/Ph.Jap.: (rapmMOHi30BaHWi1 MeTop).
Po3gin» Po3uvHeHHS» 3MiHN y (DOPMY/THOBaHHI
MeToAy 3 METOH rapMoHi3avii 4o
[OKyMeHTaLii BUpo6HUKa. MNepepaxoBaHi
YTOYHEHHS BHOCATLCA 6€3 3MiH B MeTofax
KOHTPOJT0 SIKOCTi OpUTiHaNIbHOT AOKYMeHTaw,ii
BUpPOGHMKa. BBEAEHHS 3MiH NPOTArom 6-Tn
MicALIB MiCNSA 3aTBEPKEHHS.

117.

HOPMATEHC

TabneTku, BKpUTI
060/10HKO10, Nno 20
TabneTok y 6nictepi;

MEJA dapma
'M6X eHf Ko.
KIr

HimeuumH
a

Ai-Ci-EH Monbha

XXewys AT

MonbLa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TURNY - 3MiHK 3 siKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpoib roToBOro

3a
peyenmom

UA/2922/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
no 1 6nictepy y nikapcbKoro 3acoby (iHwi 3MiHN). OHOBNEHHSA
KOpoO6Li 3 KapTOHY MK$ gns nikapcbkoro 3acoby, a came -
BUKAAEHHS TEKCTY [lep>XXaBHO MOBOIO,
3riJHO Cy4YacHUX BUMOT.
118. | O/IPEH® renb, 2% no 30, TOB «TeBa Ykpaina BUPOGHMLTBO 3a HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 nionsi2ae UA/19922/01/01
POPTE abo 50, abo 100 r YkpaiHa» NMOBHVM LK/IOM: 3MiHn | TURY - 3MiHN WoAao peyenma
rAaPOrenb renoy Ty6i, no 1 Mepkne F'm6X, 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
Ty6i B KAPTOHHiIl HimeuuunHa; 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
Kopoo6Li BTOPUHHA 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
ynakoBka: MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
TpaHctapm perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
NoricTik TM6X, nikapcbkoro 3acoby, abo fociaxeHb 3
HimeuunHa 6e3nekn 3acTocyBaHHS iKapCcbKoro 3acoby B
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHmx gocnimxkersb (PIP) (iHLWi 3MiHK) -
3MiHN BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
rogyBaHHs rpyaaro”, "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iIHhopMaLi 3
6e3nekun gjtoyoi pevyoBuHU. TepMiH BBeLEHHS
3MiH - MPOTArom 6 MicAuiB nicns
3aTBEPAKEHHS
119. | OMHIK OKAC TabneTku, BKpUTI Actennac HigepnaH AcTtennac ®apma | HigepnaHan | BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/4368/02/01
NAiBKOBOO $apma HOpon an tOpon B.B. 3MmiHu | TMny - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
060/10HKOH, B.B. nikapcbkuii 3aci6. KOHTponb roToBoro
NPOSIOHrOBaHoI Aji 3 nikapcbKoro 3acoby (iHLWi 3MiHK) - BHECEHHS
nepopavibHO yTOouYHeHb B Crneuydikauiio Ta MeTogm
CUCTEMO KOHTponto MKA /13 woao fonyctummx Mmex
KOHTPO/IbOBaHOI 015 nokasHuka «MikpobionoriyHa uMctoTa»
abcop6buii no 0,4 wr; BiANOBIAHO A0 E€®, 5.1.4, fitoye BUAAHHS.
no 10 TabneTok y BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicas
6nictepi, no 3 3aTBEPAKEHHSA
6nictepu B
KapPTOHHI Kopobui
120. | OMHIK® Kancynu 3 Actennac HigepnaH AcTtennac ®apma | HigepnaHan | BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3a UA/10192/01/01
MogudikoBaHUM dapma HOpon on HOpon B.B. 3MiHn | TMNy - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom
BUBI/IbHEHHAM, B.B. nikapcbkuii 3aci6. KOHTponb roToBoro
TBepgi no 0,4 wmr, no nikapcbKoro 3acoby (iHLWi 3MiHW) - BHeceHHs
10 kancyny yTouHeHb B Crneuundikauito (Mpy BUMYCKy Ta Ha
6nicTepi, no 3 TEPMiH NPUAATHOCTI) Ta METOAMN KOHTPOSTHO
6nictepu y MKSA N3 wogo AonycTuMnx Mex ans
KapTOHHI KOpOOL;j nokasHuka «MikpobionoriyHa uMcToTa»
BignoBigHo fo €, 5.1.4, aiove BUAAHHSA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS.
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
121. | OTPUBIH cnpeii Ha3asTbHUIA, XaneoH KX LLiBefuapi XaneoH KX LLiseiiuapis BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 6e3 UA/5206/02/01
no3oBaHwuii 0,1 %; CAP/1 | C.a.p.n. 3MmiHu | TMNy - 3MiHK 3 SIKOCTi. ToTOBMIA peyenma
no10 mny nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
nosniMepHomy iMnopTepa/3MiHu, L0 CTOCYIOTbCS BUMYCKY
hnakoHi 3 cepii Ta KOHTPOIO SAKOCTi FOTOBOrO
po3nuntosayem; no nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
1 conakoHy B LiNbHULL, Ha 5K 34IACHIOETLCSA
KapTOHHI KopooLli KOHTPO/b/BMNPOGYBaHHSA cepii)
[JonasaHHA yHKLiT KOHTPONb AKOCTI
"Po3nogineHHs kpanenb 3a po3mipoM” ans
BXe 3aTBepKeHOro BUpobHuKa XaneoH KX
C.a.p.n., Weeliuapis, BignosifansHoro 3a
NOBHWI LMK BUPOGHMLTBA.
122. | NTAHKPEA3M Tabnetku MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/16722/01/01
10000 racTpope3nCTEeHTHI "TexHonor" 3MiHu | TMNy: 3MiHN 3 AikocTi. FoToBUI peyenma
no 10 TabneTok y nikapcbkuii 3aci6. KOHTponb roToBoro
6nictepi, no 1 a6o nikapcbKoro 3acoby. 3miHa napameTpis
no2a6ono5 cneundikauin Ta/abo AoNyCTUMUX MEX
6nicTepiB y nauui 3 roTOBOrO JliKapCbKoro 3acoby (iHLi 3miHw) -
KapTOoHY 3MiHa BHOCUTLCA A9 3MEHLLEHHS PU3NKIB
nepefo3yBaHHS Mo IINOAITUYHIA aKTUBHOCTI
AN dhepMeHTHOro Jlikapcbkoro 3acoby Ta ans
3a6eneyeHHs TOYHUX PO3PaxykiB KisIbKOCTi
ninasu BigNOBIAHO A0 CNOCO6Y 3aCTOCYBaHHS.
CynyTHs 3miHa: 3MiHK 3 siKoCTi. [oTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNpo6yBaHHS) - 3MiHa BUMOT cneuudikawii
N3 3a noka3HUkoM «KinbkiCHe BU3HAYEHHS.
JlinoniTnyHa aKTMBHICTb»
123. | NIPALETAM PO34mH NS iH'eKLi AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/1878/02/01
20 % no 5 mn a6o 3MiHu | TMNY - 3MiHK Woao peyenmom nionsieae
no 10 mn, a6o no 20 6e3nekn/edrekTMBHOCTI Ta thapmakoHariagy.
M1 B amnyni; no 10 3MiHM Y KOPOTKIil XapakTepucTuLi nikapcbkoro
amnyn y navui 3 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
KapToHy; Mo 5 mn MeAMYHOro 3acToCyBaHHSA
abo no 10 mn, abo reHepuyHnX/ribpugHnx/6ionodibHNX
no 20 mn B amny i; nikapcbKu1x 3aco6iB Nicns BHECEHHS Tiei camol
no 5 amnyny 3MiHM Ha pehepeHTHMI npenaparT (3MiHa He
6nicTepi; no 2 noTpebye HafaHHS XO4HUX HOBMX A0AATKOBMX
6nicTepu B nayui 3 [aHnx) 3MiHV BHeCeHi [0 iHCTPYKUii ans
KapTOoHY MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
[0 po3giniB "®apmakosioriyHi BlacTuBoCTi",
"Moka3zaHHs", "Oco6NNBOCTI 3aCTOCYBaHHA",
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuil
Npu KepyBaHHi aBTOTPaAHCNOPTOM a60 iHLMMKN
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
MexaHismamu", "Cnoci6 3acTocyBaHHS Ta
no3n", "Mo6iuHI peakwyii” 3rigHoO 3 iHhopMaLieto
LLIOZI0 MEMYHOrO 3aCTOCYBaHHS
pedhepeHTHOrO flikapcbkoro 3acoby
(HOOTPOIMIN, po3unH ans iH'ekuiid, 200
Mr/Mn). BBEEHHS 3MiH NPOTArom 6-T1 MicALiB
nicnsa 3aTBepKEHHS.
124. | NIPAUETAM- PO3YMH NS iH'EKLN, TOBAPUCTB Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/7498/01/01
340POB'A 200 mr/mnno 5 mn B 03 06MEXEHO0 3MiHu | TMNY - 3MiHK WoA0 peyenmom | nidssizae
amnyrni; no 10 OBMEXEHO BiANOBIAA/LHICTIO 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
amnys y KapTOHHil 10] "PapmaueBTUYHA 3MiHU Y KOPOTKill XapakTepucTuLj NikapCcbKoro
Kopob6Li; no 5 mn B BIANOBIAAN KOMMaHis 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
amnyni; no 5 amnyn bHICTIO "3p0pos'a"’, Me[MYHOro 3acTocyBaHHA
y 6nicTepi; no 2 «KOPMOPALY YkpaiHa,; reHepuyHuX/ribpuaHnx/6ionodibHNx
6nictepn B A ToBapucTBo 3 NiKapcbKnx 3acobiB Nic/is BHECEHHSA TiEl camol
KapTOHHI kopobuy; «30POB'A» obmexeHo 3MiHM Ha pecthepeHTHWI npenaparT (3MiHa He
no 10 mn B amny i; BiANOBIAA/ILHICTIO notpebye HagaHHA XOAHUX HOBUX AOAATKOBUX
no 5 a6o 10 amnyn y "dbapmaLeBTMyHA AaHvx) 3MiHN BHECEHO A0 IHCTPYKLiT Ans
KapTOHHI KopooLli KOMMaHis Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby
"3popos's"’, [0 po3ziniB "®apmakosioriyHi BNacTuBocTi”,
YkpaiHa "MokaszaHHs", "MpoTrnokasaHHs", "B3aemogis

3 iHWVMK NikapcbKMMK 3acob6amu Ta iHLWi BUAn
B3aemogiit", "OcobMBOCTi 3aCTOCYyBaHHS",
"34aTHICTb BNAMBATY Ha LUBWAKICTb peakLil

npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLNMKN

MexaHismamu”, "Cnocib 3acTocyBaHHA Ta
fo3n" Ta "Mo6iuHi peakwyji” BignoBigHO A0
iHchopmaL,ii pedhepeHTHOro nikapcbkoro
3aco6y HOOTPOMMI/I®, po3unH Ans iH'eKUil,
200 mr/mn. BeegeHHs 3MiH NpoTArom 6-tn
MiCALIB MIiCNA 3aTBEPIKEHHS.
CynyTHS 3MiHa - 3MiHN WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peectpaviliHoro noceigyeHHs,
BK/ItOYaK0UVM MNNaH ynpasniHHS pusnkamu
(3acTocyBaHHs TEKCTY, SKUIA NOTOAKEHNI 3
KOMNEeTeHTHUM opraHoM) 3asaBHUKOM HaJaHo
OHOB/IEHWI MnaH ynpasniHHA pyu3vkamu
Bepcis 2.0.
3MiHM BHECEHO [10 YaCTUH:
| «3aranbHa iHhopmaLis»
V «3axoaun 3 MiHiMi3aw,ii pu3nkiB»
VI «Pe3tome nnaHy ynpasniHHS pusnkamm»
VIl «ogaTkm» (goaartok 2)

y 3B’I3KYy 3 OHOBJ/IEHHAM iHhOpMaLlii 3 6e3neku
[itoyoi pevoBUHM nipavetam BignosigHo A0

aKTyaU1bHOI pedpepeHTHOI iHdhopmauii.
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Pestome MnaHy ynpasniHHA pu3vikamn Bepcist
2.0 pogaeTbes.
125. | NNAKBEHII® TabneTku, BKpUTI TOB "CaHodi- Ykpaina CAHOO®I- IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a UA/8261/01/01
NNiBKOBOIO ABEHTIC ABEHTIC C.A. 3MiHu | TURY - 3MiHK WoAao peyenmom
060/10HKO10, 1Mo 200 YkpaiHa" 6e3nekun/ethekTVBHOCTI Ta hapMakoHarnagy
mr; Ne60 (15x4): no (iHLWi 3MiHW) 3MiH BHECEHO B TEKCT
15 tabnetok y MapKyBaHHs MepBUHHOI (1. 6. «IHLLE») Ta
6nictepi; no 4 BTOPUHHOI (N.17. «IHLWE») ynakoBok
6nictepn y nikapcbkoro 3acoby. BeeAeHHsA 3MiH NPOTArom
KapTOHHI kopobuyj; 6-TV MicALiB NiCNsA 3aTBEPKEHHS
Ne60 (10x6): no 10
Tabnetok y 6nictepi;
no 6 6nictepiB y
KapTOHHI KopobLii
126. | MPOMAHOPM® | TabneTku, BKpUTI MPO.MEA.LIC Yecbka BMPOGHMLTBO, Yecbka BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/5421/01/02
NNiBKOBOIO Mpara a.c. Pecny6nik nepBuHHE i Pecny6nika; 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA peyenmom
060/10HKOH0, 1Mo 300 a BTOPWHHE Cnosaubka nikapcbkuii 3aci6. KOHTPOIb AOMNOMIXHMX
mr, no 10 TabneTok nakyBaHHs, Pecny6nika peyoBuH. 3MiHa y meTodax BUNpobyBaHHsA
y 6nicTtepi; no 5 KOHTPO/b AKOCTI, [0MNOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
6nictepiB y BMNYCK cepil: 3aTBEPAKEHNX MeToAax BUNpobyBaHb) -
KapTOHHI KOpo6Lii MPO.MEA.LIC HesHauHi 3mMiHM B MeTogi BUNpobyBaHHSA
Mpara a.c., BXiZiHOrO KOHTPOJIO «laeHTUiKalis, meTos
Yecbka IU» ana HedpapmakonenHoi LONOMKHOT
Pecny6nika; PeyvoBUHMN — CyMiLLi g5 NokpuTTa Opadry
BMPOGHMLTBO, WHITE 02F28310. Cam MeToZ He 3MiHMBCA.
nepBuHHE i Takox 6y/1M BHECEHI HE3HAUHI pefaKLiliHi
BTOPUHHE npaBsku, WO He BNMBalOTb Ha CyThb.
nakyBaHHs, MpuBeAeHHs y BigNOBIAHICTb A0 MaTepianis
KOHTPO/b SAKOCTI: BMPO6HUKA. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
XBM dapma c.p.o. oToBMIA Nnikapcbkuii 3aci6. KoHTponb
, Cnosaupka [LOMOMDKHMX peqoBUH. 3MiHa Yy MeTogax
Pecny6nika; BMNPOBYBaHHA AOMOMDKHOI peHOBUHMN
KOHTPO/b AKOCTI: (He3HayHi 3MiHN y 3aTBEPA)KEHNX MEeTOoAaX
AJIC Yecbka BMNpo6yBaHb) -He3HauHi 3MiH1 B MeTofj
Pecny6nika c.p.o., BMNPOBYBaHHSA BXIAHOIO KOHTPO/IO
Yecbka «lpaeHTudikauis, metog 1U» ans AONOMIKHOT
Pecny6nika pPevYoBUNHN — eMy/IbCis CUMETUKOHY. CaM
MEeTOZ, He 3MiHUBCSA. Takox 6y/iM BHECEHI
He3HauHi pefakuiiiHi npasBku, WO He
BMN/IMBAIOTb Ha CyTb. [pUBELEHHA Y
Bif4NoBIAHICTL A0 MaTepianiB BUPOGHYKA.
127. | NMPOMNAHOPM® | TabneTku, BKpUTI NMPO.ME/A.LIC Yecbka BUPOBHMLTBO, Yecbka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/5421/01/01
NNiBKOBOIO Mpara a.c. Pecny6nik nepBuHHE i Pecny6nika/ 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA peuyenmom
060710HKO0, No 150 a BTOPUHHE Cnosaubka nikapcbkuii 3aci6. KOHTponb AOMOMiIXHUX
mr; 10 Tabnetok y nakyBaHHs1, Pecny6nika pPeYoBMH. 3MiHa Yy MeTofax BUNpoOyBaHHs
6nicTepi; no 5 KOHTPO/b SIKOCTI, [0MNOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
6nicTepiB y BUMYCK Cepii: 3aTBEPMKEHNX MeToAax BUNpobyBaHb) -
KapPTOHHI Kopobui MPO.MEA.LIC He3HauyHi 3MiHM B MeTOAj BUNPOGYBaHHsI
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

Mpara a.c., BXIIHOr0O KOHTPO/IO «laeHTudikaLis, MeTog,

Yecbka IU» ana HedpapmakonenHoi LoNoMiKHOT

Pecny6nika; PeyvoBUHMN — CyMiLLi A5 NokpuUTTS Opadry
BVMPOGHMLTBO, WHITE 02F28310. Cam meToA, He 3MiHMBCS.

nepBuHHE i Takox 6y/M BHECEHI HE3HAYHI pefaKLiliHi

BTOPUHHE npaBsku, WO He BNMBaOTb Ha CyTb.

nakyBaHHs, MpviBeAeHHS y BiAMNOBIAHICTb A0 MaTepiasis

KOHTPO/b AKOCTI: BMPOOHUKA. 3MiHU | TUMY - 3MiHK 3 AKOCTI.

CaHeka [oTOBWiA Nnikapcbkuii 3aci6. KOHTposb
dapmacbloTUKan3 [OMOMKHUX PEYOBUH. 3MiHa y MeToAax
a.c., CnoBaupbka BUNPOBYBaHHA [OMNOMIKHOI PEHOBUHM

Pecny6nika; (He3HayHi 3MiHN Y 3aTBEPKEHNX MeToAaX

KOHTPO/b SKOCTI: BMNpo6yBaHb) -He3HauHi 3MiH1 B MeTofj

AJIC Yecbka BMNPOBYBaHHSA BXIAHONO KOHTPO/IHO

Pecny6nika c.p.o., «lpaeHTudikauis, metog 14» ansa AONOMDKHOT

Yecbka PEYOBUHN — eMY/IbCisi CUMETUKOHY. Cam

Pecny6nika MeTOo/, He 3MIHUBCSA. TakoX 6y/iM BHECEHI

He3HauHi pefakuiiiHi NpaBku, Lo He
BMN/IMBAIOTb Ha CyTb. [pUBELEHHA Y

Bif4NoBIAHICTb A0 MaTepianis BUPO6HYMKA.

128. | PUBOKCUH- PO3YUNH NS iH'EKLNA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/6209/01/01
AAPHUNUSA 20 mr/mn, no 5 Mn B "®apmaveBTu "®apmaueBTUYHa 3miHu | TYny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
amnyni; no 5 amnyn YHa hipma ipma "OapHuus” nikapcbkuii 3aci6. KOHTpob roToBoro
Y KOHTYpHIlA "NapHnus" nikapcbkoro 3acoby. 3miHa y meTogax

YapyHKOBIli BMNPOOYBaHHSA rOTOBOTO MliKAapCbKOro 3acoby

ynakoBLii; rno 2 (iHWi 3miHM y MeTofax BMNpobyBaHb
KOHTYPHi YapyHKOBI (BKNHOYAKOUM 3aMiHy ab0 [OMOBHEHHS))
ynakoBKM y nauli; no CynyTHA 3MiHa
10 mn B amnyni; no 3MiHM 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6.
5 amnyn y KOHTYpHi KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
YapyHKOBIli napameTpiB cneuudikauiii Ta/abo fonycTMmx
ynakoBLi; rno 2 MeXX rOTOBOr0 NiKapcbkoro 3acoby (iHLWi 3MiHuW)
KOHTYPHi YapyHKOBI BHECEHHS 3MiH 3a NOKa3HUKOM "BakTepiasibHi
YyMakoBKM y navi €HO0TOKCMHU" B MeToAmM KOHTpoto /13, a
came BHECEHO YTOYHEHHS Lof0 MeToay
BM3HAYeHHs (MeToa A), 6€3 3MiH MeToAVKN
BUMPOOYBaHHSA. TakoX HOPMYBaHHS NOKa3HUKa
npuBeAeHo A0 pe3ynbTartis Banigauii, Ta, aK
HacnifokK, BiAnoBigHI 3 3MiHWN BHECEHO [0
Crneupndpikauii [N13.

129. | PIHFTEPA PO34nH ANs iHgysil, TOB YkpaiHa MAT "Tanuudapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/18296/01/01
NAKTAT no 200 mn a6o no "APTEPIYM 3MmiHu | Tvny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
PO34MH 400 MmN y nnsiwkax nTaor nikapcbkuii 3aci6. KOHTponb roToBoro

CKNAHMX (dpNakoHax) nikapcbKoro 3acoby. 3miHa y MeToax
BMNPOBYBaHHA rOTOBOrO MiKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKOYAOUM 3aMiHy ab0 [ONOBHEHHS)) 3MiHa
3a NoKasHMKOM "KinibKicHe BU3Ha4YeHHS.
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Hartpii, Kaniii i Kasbuin" metogom ontuyHo-
eMiciliHOT cnekTpockonii 3 iHAYKUiAHO
3B'A3aHO0 N1a3Mot0. 3MiHa KOHLeHTpail
CTaHfapTHOro 3paska KanbLito. MponoHyeTbea
KOHUeHTpauis C3 Kanbuito - 1000 ppm,
3aMicTb 3aTBEpPAKEHOI KOHLeHTpauii C3
Kasbujto - 100 ppm, sika 6yna noMUIKoBO
3a3HayeHa npu hopMyBaHHi NPOeKTy
MeToAMKM A0 po3giny 3.2.P.5.2 AHaniTuuHi
METOANKM.
130. | PICT-HOPMA rpaHynu, no 10 r MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 niosnsieae UA/4625/01/01
rpaHyn y neHani "HauioHanbHa "HauioHanbHa 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
nonimepHomy; no 1 FomeonaTuyH FomeonatnyHa Ha3BW Nikapcbkoro 3acoby - 3miHa Ha3Bu
neHasny B navui 3 a Cninka" Cninka" NiKapcbKoro 3acoby:
KapToHy; abo no 10 r 3aTBepmxeHo: "POCT-HOPMA"
rpaHyn y cpnakoHi 3 3anponoHosaHo: "PICT-HOPMA"
KpuLLKoto, no 1
hakoHy B nauui 3
KapToHy; abono 51
rpaHyn y KoHTeliHepi
3 03yBaHHAM, No 2
KOHTEelHepu B navi
3 KapTOHY
131. | POKYMIA, PO3YUH NS iH'EKLNA, TOB "BIOJNIK YkpaiHa TOB "BIOJIIK Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/20577/01/01
10 mr/mn; no 5 mny PAPMA" PAPMA" 3MiHu | TMNY - 3MiHK Woao peyenmom
nakoHax, no 5 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnagy
dnakoHiB y 6ricTepi, (iHwWi 3miHW) - 3MiHKM BHeceHo y n.6. IHLE
no 2 6nictepu B TEKCTYy MapKyBaHHA NEPBUHHOI YNakoBK/
nauuji (chbnakoH) nikapcbkoro 3acoby, a came:
3a3HayveHo 06'eM npenaparty y dp1akoHi Ta
€noci6 3aCTOCyBaHHSA - BHYTPILUHbOBEHHWI
132. | CA/IbBPOKCO | Tabnetku no 10 My6niuHe Ykpaina BUPOBHMLTBO 3a Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/6932/01/01
n TabneTok y 6nictepi; akuioHepHe NOBHVM LMK/TOM: 3MiHn | TNy - 3MiHK 3 sKocTi. A®l. KOHTpob peyenmom
no 2 a6o 4 6nictepu TOBapuUCTBO My6niyHe A®I. 3miHa y napameTpax cneuudikauiii
B nayL,i 3 KApTOHY "HaykoBo- akujioHepHe Ta/abo [oMYyCTUMUX MEX, BUSHAYEHUX Y
BMPOBHNYMI TOBapnCTBO crneungikauiax Ha A®l, abo
LEeHTp "HaykoBo- BUXiAHWIA/NPOMXHUIA NpoAyKT/peareHT, Wwo
"Bopuuariscbk BUPOGHNUNIA BMKOPWCTOBYIOTLCSA Y Npoueci BUpo6HULTBA
Wi Ximiko- LEeHTP AD| (BUAYYEHHS HE3HAYHOrO NOKa3HMKa SIKOCTI
hapmaueBTny "BopLyariBcbkuii (Hanpuknag BUNy4YeHHs 3actapinoro
HWi1 3aBoa" XiMiKo- nokasHuka)) BunyyeHHs He3HauYHOro
hapMaLeBTUYHWI nokKasHuKa sIKocTi «lgeHTudpikauis» (A) (Y-
3aBopg", YkpaiHa,; cnektp) Ta «lgeHTudikauis» (D) (peakuis 3
BMPOGHULTBO, Kanito doepiuiaHigom P) 3i cneyudpikauii A®I
nakyBaHHS1, BUMYCK CanbbyTtamony cynbar, y 38'a3Ky 3
cepiii: ToBapucTso npuBeAEeHHAM Yy BiANOBIAHICTb 40 BUMOT
3 06MEXEeHOt0 MoHorpadii EP 0687 «Salbutamol sulfate».
Bi4NOBiAA/IbHICTIO TakoxX, YTOYHEHHS1 Ha3BM p. «laeHTrdikauis B
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
"Arpochapm", KOXXHOMY TapHOMy Mmicui B a6o F» Ha
YKpaiHa; KOHTPO/1b «lgeHTudpikauisi B KOXHOMY TapHOMy Micui A
cepiii: ToBapncTBO ab6o D», 6e3 3miH y creymdpikanisx Ta meTogax
3 06MEXEHOI0 KOHTPO/0. 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
BiANOBIAA/IbHICTIO KoHTposnib A®L. 3miHa y napameTpax
"Hatyp+", YkpaiHa cneumdikauii Ta/abo LONYCTUMUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMIDXHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTHCSA Y Npoueci BUpo6HULTBA
A®| (BUTyYEHHS HE3HAYHOTO NOKa3HUKa AKOCTI
(Hanpviknag, BUy4YEHHs 3acTapinoro
noKasHWuKa)) BUYYEHHS HE3HAYHOrO
nokasHuka sikocTi «OnTuyHe obepTaHHA» 3i
cneundikauii A®l Cansbytamony cynbdar, y
3B'A3KY 3 NPUBELEHHAM Y BiANOBIAHICTb A0
BMMOr MoHorpadpii EP 0687 «Salbutamol
sulfate». 3MiHu | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii APY abo €Bponeincbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumdikauisix, NnoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HauioHasbHin chapmakonei gepxasu EC)
3MiHa y cneumndikauii A®l 3a n. «CynpoBigHi
OOMILLKM», Y 3B'A3KY 3 NPUBEAEHHAM Y
BiANOBIAHICTL A0 BUMOr MOHorpadii EP 0687
«Salbutamol sulfate».
133. | CAHOOCTATHA NOpPOLLOK AN Hosapric LLiBeiiuapi BTopuHHe LLiBeiiuapis/ | BHECEHHs 3MiH A0 peecTpauiiHnx MaTepianis: 3a UA/1537/02/01
H® NAP cycnensii gns Papma Al A nakyBaHHs, Bunyck | HigepnaHgu 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
iH'ekyjin no 10 mr; 1 cepii rotoBoro / ABcTpis/ HalilmeHyBaHHs Ta/abo agpecu Micud
h1aKkoH 3 MOPOLLUKOM NPOAYKTY: IcnaHis NpoBaPKEHHS AiSIbHOCTI BUPOOHUKaA
y BUrNsgi HoBaprTic ®apma (BK/KOYAKOUM, 32 HEOOXIAHOCTI, MicLe
Mikpocdpep y LLTeliH AT, NpoBefeHHs KOHTPOJTI0 AKOCTI), abo BnacHuka
KOMMNNEKTI 3 LLiseiiuapis; MacTtep-chaiina Ha A®l, abo nocTavanbHMKa
PO3UYNHHUKOM Brpo6HMLTBO, Adl/BuxigHoro
(Hatpito KOHTPO/b AKOCTI, marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
Kapmenosy/Hatpito nepBuHHE L0 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (AKLWLO
KapbokcumeTunyen nakyBaHHsi 3a3HayYeHo y JOCbE Ha nikapcbkuii 3acib) 3a
10103y, MaHiT (E pO34YMHHMKA Ta BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
421), Bogy ons anbTepHaTUBHWIA €Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
IH'EKUN, BMPOGHMK ANt [ocbe, abo BUPOBHMKaA HOBOT AOMOMDKHOT
nosnokcamep 188) no BTOPVHHOIO PEYOoBMHM (SKLLIO 3a3HAYEHO Y [OCLE) - 3MiHa
2 Mn y nonepegHLo nakyBaHHs 3asiB/ieHa y 3B'A3Ky 3i 3MiHO Ha3BM Ta
3arnoBHeHOMy roToBOro agpecwv supobHuka APl Novartis Ha Sterling
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
LINpuLi Ta 04HOI npoaykty: A66oTT Pharma, micue3sHaxomKeHHs BUpo6HYKa,
rO/IKO0 Ta OHUM Bionomxkukanc BMPOGHMYA AiNbHULSA Ta YCi BUPOBHNYI
ajantepom B B.B., Higepnanau; onepadujii 3anMLWaTbCA HE3MIHHUMMU.
KapTOHHI KopooLi Brpo6HMLTBO [itoua pepaxuis:
Hepo3ghacoBaHoro Novartis Ringaskiddy Limited
NPOAYKTY, Ringaskiddy
KOHTPO/Ib SKOCTI, Co.Cork
nepBuHHE Ireland
nakyBaHHs MponoHoBaHa pegakuis:
MOPOLLIKY: Sterling Pharma Ringaskiddy Limited
HosapTic Ringaskiddy
PapmacboTukan Cork, P43 FR63
MaHydhakTypiHr Ireland
'M6X, ABCTpIst;
KOHTPO/b AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUK/TIIOYEHHAM
MOJIEKYIAPHOT
Macu nonimepy:
CaHpo3 'moX ,
ABCTPIst; BUMYCK
cepii: HoBapric
PapmacbioTuka,
C.A,, IcnaHis
134. | CAHOOCTATHA NOpPOLLOK AN Hosapric LLiBeiiuapi BTopuHHe LLiBeiiuapis/ | BHECEHHs 3MiH A0 peecTpauiiHnx MaTepianis: 3a UA/1537/02/02
H® NAP cycnensii gns Papma Al A nakyBaHHs, Bunyck | HigepnaHgu 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
iH'ekyjn no 20 mr; 1 cepii rotoBoro / ABcTpis/ HalilMeHyBaHHs Ta/abo agpecu Micud
h1aKkoH 3 MOPOLLUKOM NPOAYKTY: IcnaHis NpoBaPKEHHS AiSIbHOCTI BUPOOHUKaA
y BUrNsgi HoBaprTic ®apma (BK/THOYAKOUM, 32 HEOOXIAHOCTI, MicLe
Mikpocdpep y LLTeliH AT, NpoBefeHHS KOHTPOJTI0 AKOCTI), abo BnacHuka
KOMMNNEKTI 3 LLiseiiuapis; MacTep-chaiina Ha A®l, abo nocTavanbHMKa
PO3UYNHHUKOM Brpo6HMLTBO, Adl/BuxigHoro
(Hatpito KOHTPO/b AKOCTI, marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
Kapmenosy/Hatpito nepBuHHE L0 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (AKLWLO
KapbokcumeTunyen nakyBaHHsi 3a3HayYeHo y JOCbE Ha nikapcbkuii 3acib) 3a
10103y, MaHiT (E pO34YMHHMKA Ta BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
421), Bogy ons anbTepHaTUBHWIA €Bponeiicbkii hapmakonei y 3aTBepaXeHoOMy
IH'EKUN, BMPOGHMK ANt [ocbe, abo BUPOBHMKa HOBOT AOMNOMKHOT
nosnokcamep 188) no BTOPVHHOIO PEYOoBMHM (SIKLLIO 3a3HAYEHO Y JOCLE) - 3MiHa
2 Mn y nonepegHLo nakyBaHHs 3asiBNieHa y 3B’A3Ky 3i 3MiHOK Ha3BM Ta
3arnoBHeHOMy roToBOro aapecw smpobHuka APl Novartis Ha Sterling
LINpuLi Ta 04HOI0 npoaykty: A66oTT Pharma, micue3sHaxomKeHHs BUpOGHYKa,
rO/IKOK0 Ta O HUM Bionompxukanc BMPOGHMYA AiNbHULSA Ta YCi BUPOGHMYI
ajantepom B B.B., Higepnanau; onepavujii 3anMLWaTbCA HE3MIHHUMMU.
KapTOHHI KopooLi Brpo6HMLTBO [itoua pepaxuis:
Hepo3ghacoBaHOro Novartis Ringaskiddy Limited
NPOAYKTY, Ringaskiddy
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
KOHTPO/1b SKOCTI, Co.Cork
nepBuHHE Ireland
nakyBaHHs MponoHoBaHa pegakuis:
nopoLuky:HosapTic Sterling Pharma Ringaskiddy Limited
PapmacboTukan Ringaskiddy
MaHydakTypiHr Cork, P43 FR63
'm6X, ABCTpis; Ireland
KOHTPO/b SKOCTI
MOpOLLIKY 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHAM
MOIEKYNAPHOI
macw
nonimepy:CaHgo3
'M6X , ABCTpIS;
BUMYCK Cepii:
HosapTic
PapmacbioTurKa,
C.A,, IcnaHis
135. | CAHAOCTATHA NOpPOLLOK AN Hosapric LLiBeiiuapi BTopuHHe LLiBeiiLapis/ | BHECEHHs 3MiH A0 peecTpauiiHnx MaTepianis: 3a UA/1537/02/03
H® NAP cycnensii gns Papma Al A nakyBaHHs, Bunyck | HigepnaHgu 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
iH'ekyjin no 30 mr; 1 cepii rotoBoro / ABcTpis/ HalilmeHyBaHHs Ta/abo agpecu Micud
h1aKoH 3 MOPOLLUKOM NPOAYKTY: IcnaHis NpoBaPKEHHS AiSIbHOCTI BUPOOHUKaA
y BUrNsgi HoBapTic ®apma (BK/THOYAKOUM, 32 HEOBXIAHOCTI, Micue
Mikpocdpep y LLTeliH AT, NpoBefeHHS KOHTPOJTI AKOCTI), abo BnacHuka
KOMMNNEKTI 3 LLiseiiuapis; MacTep-chaiina Ha A®l, abo nocTavanbHMKa
PO3UYNHHUKOM Brpo6HMLTBO, Adl/BuxigHoro
(Hatpito KOHTPO/b AKOCTI, marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
Kapmenosy/Hatpito nepBuHHE LLIO 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (AKLWLO
KapbokcumeTunyen nakyBaHHsi 3a3HayYeHo y JOCkE Ha Nikapcbkuii 3acib) 3a
10103y, MaHiT (E pO34YMHHMKA Ta BiACYTHOCTI cepTudikaTa BifgnoBigHOCTI
421), Bogy ons anbTepHaTUBHWIA €Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
IH'EKUN, BMPOGHMK ANs [ocbe, abo BUPOBHMKa HOBOT AOMOMKHOT
nosnokcamep 188) no BTOPVHHOIO PEYOoBMHM (SKLLIO 3a3HAYEHO Y [OCLE) - 3MiHa
2 Mn y nonepegHLo nakyBaHHs 3as1BMieHa y 3B’A3Ky 3i 3MiHOK Ha3BM Ta
3arnoBHeHoOMy rotoBOro aapecw smpobHuka APl Novartis Ha Sterling
LINpuLi Ta 04HOI0 npoaykTy:A660TT Pharma, micue3sHaxomkeHHs BUpOGHIKa,

TO/IKOK0 Ta O4HUM
afanTepom B
KapTOHHI KopooLi

Bionompxukanc
B.B., HigepnaHaw;
Brpo6HMLTBO
Hepo3acoBaHoro

npoAykTy,
KOHTPO/1b AKOCTI,
nepsuHHe
nakyBaHHs
nopoLuky:HosapTic
dapmacbioTuKan
MaHydakTypiHr

BMPOGHMYA AiNTbHULSA Ta YCi BUPOBHMYI
onepavii 3a/MWatoTbCs HE3MIHHUMU.
[itoua pepaxuis:

Novartis Ringaskiddy Limited
Ringaskiddy
Co.Cork
Ireland
MponoHoBaHa pegakuis:
Sterling Pharma Ringaskiddy Limited
Ringaskiddy
Cork, P43 FR63
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

'm6X, ABCTpis;
KOHTPO/b SKOCTI
MOpOLLIKY 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHAM
MOIEKYNAPHOI
macw
nonimepy:CaHgo3
'M6X , ABCTpIS;
BUMYCK Cepii:
HosapTic
PapmacbioTuvKa,
C.A,, IcnaHis

Ireland

136.

CEKPENAT
DOPTE

TabneTky XyBaslbHi
3i CMakoM aHicy, no
10 Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHI nayui

CMNEPKO
IHTEPHELLUH
N NMITEL

Kinp

NNABOPATOPIOC
ANKANA ®APMA,
C.n.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3miHa 3asBHuKka /13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBepMXeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT
0cobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXEHOT 0co6M,
BiANOBIAa/IbHOI 3a 34iICHEHHSA
thapmakoHarnsgy (Bkovatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cuctemn papmMakoHarnisgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIKa,
BiANOBIAa/IbHOT 32 hapmakoHarnsag. Aivova
pegakuis: Ckpunka ApTyp CepriioBuy.
MponoHoBaHa pefakuis: Xapnamosa €BreHis
AHZpiiBHA. 3MiHA KOHTAKTHUX AaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiAMOBIAa/IbHOI 3a hapMakoHarnag. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy Ta /ioro Homepa.
3MiHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI
3 thapmakoHarnsagy. 3MiHu | Tuny - 3miHu
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
BHECEHO [0 TEKCTY MapKyBaHHS BTOPUHHUX
YyNaKoBOK NiKapCbKoro 3acoby (BU1y4eHOo TeKCT

6e3
peyenma

nionsieae

UA/7782/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

pOCilicbKOlo MOBOI0). TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsLiB NicNs 3aTBepP)KEHHS.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHN BHECEHO B IHCTPYKLitO A1
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 posginy "MNo6iyHi peakuii” woao
NoBIAOMMEHHS NPO NifO3ptoBaHi NOGIYHI
peakujii BignosiagHO A0 iHdopmaLii,
po3wmiweHoi Ha caiTi JELL.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAauis
nicns 3aTBepAkeHHs

137.

CEKPENAT
DOPTE

TabneTkn XyBasbHi
3i CMakoM M'ATK, No
10 TabneTok y
6nicTepi; no 5
6nictepiB y
KapTOHHIN nayui

CMEPKO
IHTEPHELLH
N AIMITEL

Kinp

NNABOPATOPIOC
AJTKAJIA PAPMA,
C.n.

IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3miHa 3anBHuka /13 (MIBIM) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): TepMiH
BBEJEHHS 3MiH - NPOTArom 6 Micauis nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0cobu, BigNoBigaNbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy (BkIouvaoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cuctemu hapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBiAaNbHOI 3a hapmakoHarnsag. firoya
pepakuis: Ckpunka ApTyp CepriioBuy.
[MponoHoBaHa peakLis: Xapnamosa €BreHis
AHApiiBHA. 3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XEHOT 0CO6U 3asiBHYMKA,
BiANOBIAaUIbHOI 3a hapmakoHariag. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cucremu
chapmakoHarnsgy Ta ioro Homepa.
3MiHa MicUs 34iINCHEHHS OCHOBHOI Ais/IbHOCTI
3 chapmakoHarnsgy. 3minum | Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
BHECEHO [0 TEKCTY MapKyBaHHS BTOPUHHUX
ynakoBOK NiKapCbKoro 3acoby (BUy4eHO TeKCT
POCilicbKO0 MOBOIO). TepMiH BBEAEHHS 3MiH -

6e3
peyenma

nionsieae

UA/7783/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHWi 3mMiHM) 3MiHV BHECEHO B iHCTPYKLiO A1S
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
[0 po3sginy "Mo6iyHi peakuii™ woao
NOBIAOM/IEHHS MPO MiJ03pIoBaHi NO6IYHI
peaxuii BiANoBiAHO A0 iHopmaLil,
po3milLeHoi Ha cawTi AEL,.
TepmiH BBEAEHHS 3MiH - MPOTArom 6 micauis
nicns 3aTBepKeHHs
138. | CEPOKBE/1b TabneTku, BKpUTI AcTpa3eHeka Benvka BMPOGHUK "in ClwA/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/2535/02/01
XR NNiBKOBOIO HOK NimiTen BpuTtaHis bulk™: Benvka 3MiHu | TURY - 3MiHK WoAao peyenmom | niosisi2ae
060/10HKOI0, AcTpa3eHeka BpuTaHis 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
NPOSIOHIOBaHOI Aji, PapmacboTmKanc 3MiHa y KOpOTKiil xapakTepucTuLi nikapcbkoro
no 50 wmr; no 10 nn, CLWA,; 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Tabnetok y 6nicrepi; BUPOBHMK, MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
no 6 6nictepis y BiANOBIAaIbHNI 3a perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
KapTOHHI KopooLli nakyBaHHs Ta nikapcbkoro 3acoby, abo focniaxeHb 3
BUNYCK cepil: 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
AcTtpa3eHeka tOK nicnsapeecTpauiiinii nepiog, abo sk
NimiTen, Benuka pe3ynbTaT OLiHKW 3BITy 3 AOC/iKEHD,
BpuTaHis npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3ainis "B3aemMogis 3 iHLWIUMK
nikapcbkumu 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobaMBOCTi 3acTocyBaHHSA"
BiANOBIAHO [0 OHOBMEHOT iIHhopMaLi 3
6e3neku gjtoyoi pevyoBuHY (kBeTianiHy) 3rigHO
3 pekomeHgauismm PRAC. TepMiH BBeEHHS
3MiH NPOTArom 6 MicsiLiB Micns 3aTBepAKeHHs
139. | CEPOKBE/1b TabneTku, BKpUTI AcTtpa3eHeka Benuka BMPOBHMK "in CLUA/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a He UA/2535/02/02
XR NNiBKOBOIO HOK Nimiteq BpuTaHis bulk™: Benuka 3MiHu | TMNY - 3MiHK WoA0 peyenmom nionsieae
060/10HKOH, AcTpa3eHeka BpuTaHis 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
NPOMOHIroBaHoI Aji, dapmacbloTukanc 3MiHa y KOpOTKiil xapakTepucTuLji NikapcbKoro
no 200 wmr; no 10 nn, CWA, 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
TabneTtok y 6nictepi; BVPOGHMUK, MeAMYHOro 3acToCyBaHHA Ha niacTasi
no 6 6nictepis y BiANoBigabHUI 3a perynsipHoO OHOBJIHOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHI KOpo6Lii nakyBaHHs Ta nikapcbkoro 3acoby, abo focifxeHb 3
BUNYCK cepii: 6e3nekn 3acToCyBaHHS /iKapCbKoro 3acoby B
AcTtpa3eHeka tOK nicnsipeecTpaduiiinii nepiog, abo sk
Niviten, Benuka pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
BpuTaHis npoBeAeHnX BiAnoBigHO A0 NiaHy
negiatpuyHnx gocnipxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBaXEHUM
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3ginis "B3aemMogis 3 iHWMMK
nikapcbkuMn 3acobamu Ta iHWi BUuam
B3aemogiin”, "OcobmBoCTi 3acTocyBaHHS"
BIZANOBIAHO [0 OHOBMEHOT iIHdhopMmaLii 3
6e3neku Ajtloyoi pevoBnHN (KBeTianiHy) 3rigHo
3 pekoMmeHpauismm PRAC. TepMiH BBefeHHS
3MiH NPOTAroM 6 MicALIB MiCNs 3aTBEPKEHHS
140. | CEPOKBE/b TabneTku, BKpUTI AcTpa3eHeka Benwuka BMPOGHMK "in CLUA/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/2535/02/03
XR NNiBKOBOIO IOK Nimiten BpuTaHis bulk™: Benuka 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssizae
060/10HKOI0, AcTpa3eHeka BputaHis 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
NPOJIOHroBaHoI A, dapmacbloTrKanc 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
no 300 wmr; no 10 nn, CWA, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
TabneTtok y 6nictepi; BVIPOGHMUK, Me[MYHOro 3aCTOCYBaHHSA Ha nigcrasi
no 6 GnictepiB y BiANOBIAa/IbHNI 3a perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
KapTOHHI KopooLli nakyBaHHs Ta nikapcbkoro 3acoby, abo gocnigpxkeHb 3
BMNYCK cepil: 6e3nekn 3aCTocyBaHHA Nikapcbkoro 3acoby B
Actpa3eHeka HOK nicnspeecTpauiiinii nepiog, abo sk
NimiTen, Benuka pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
BpuTaHis npoBeAeHNX BiANOBIAHO A0 NiaHy
negjatpuyHux gocnigpkeHsb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 po3zinis "B3aemMogis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHLWi BUam
B3aemogiin”, "OcobmBoCTi 3acTocyBaHHS"
BiANOBIAHO 40 OHOBNEHOT iHChopMaLi 3
6e3nekun Ajtoyoi pevoBnHN (kBeTianiHy) 3rigHo
3 pekomeHgauismm PRAC. TepMiH BBeAEHHS
3MiH NPOTArom 6 MicALiB Nicnsa 3aTBepAKeHHs
141. | CEPOKBE/1b TabneTku, BKpUTI AcTpa3eHeka Benvka BMPOGHUK "in CuwA/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/2535/02/04
XR NNiBKOBOK tOK NimiTeq BpuTaHis bulk": Benuka 3MiHu | TMNY - 3MiHK Woao peyenmom nionsieae
060/10HKOI0, AcTpa3eHeka BpuTaHis 6e3nekn/edrekTMBHOCTI Ta thapmakoHariagy.
NPOSIOHrOBaHOT Aji, PapmacbloTrKanc 3MiHa y KOpOTKiil XxapakTepucTuLi Nikapcbkoro
no 400 wr; no 10 nn, CWA, 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Tabnetok y 6nictepi; BUPOBHMK, MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
no 6 6nictepis y BiANOBIAaIbHNI 3a perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
KapTOHHI KopooLli nakyBaHHs Ta nikapcbkoro 3acoby, abo AocniAxXeHb 3
BUNYCK cepil: 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
AcTtpa3eHeka tOK nicnsapeecTpauiiinii nepiog, abo sk
NimiTen, Benvka pe3ynbTaT OLiHK/ 3BITY 3 AOCNIIKEHD,
BpuTaHis npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkeHnb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEOKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
Me[IM4HOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
[0 po3ainis "B3aemogis 3 iHLWUMK
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiit”, "OcobmMBoCTi 3acTocyBaHHS"
BiANOBIAHO [0 OHOB/EHOT iIHhopMaLi 3
6e3neku Ajtoyoi pevoBuHN (KBeTianiHy) 3rigHo
3 pekomeHgauismm PRAC. TepMiH BBeAEHHSA
3MiH NPOTArom 6 MicsiLiB Micns 3aTBepAKEHHs
142. | CMO®NINIA 20 | emynbCia Ana ®peseHiyc HimeuuunH ®pe3seHiyc Kabi ABCTpiIs BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13846/01/01
% iHdpysiin no 100 mn, Kabi a AscTpia 'M6X 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
ab6o no 250 mn, abo [Joiunang nikapcbkuii 3aci6. KOHTponb roToBoro
no 500 mny 6X nikapcbKkoro 3acoby. 3miHa y MeTofax
dnakoHi BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPOBYBaHHS) - 3MiHW 3a nokasHukoM "DL-a-
Tokodpepon" metogom BEPX. MNponoHyeTbeA
BBOAMTW OfHY iHXEKLIit0 BUNpobyBaHOro
PO34MHY 3aMiCTb 3aTBEPIKEHNX [BOX
iHXeKLiN.
143. | CONAPTIH PO34uH ANs iHQy3il, [JouipHe Ykpaina [ouipHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/18187/01/01
42 mr/mn no 100 mn nignpUeEMCTBO nignpPUeEMCTBO 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peuenmom
Y KOHTeHepi 3 "®bapmaTpeng" "dapmaTpeng"” BignosigHocTi/lE-cepTudikat BignoBigHOCTI
noninponisiieny; no 1 €Bponelicbkiin hapmakonei/MmoHorpadii.
KOHTelHepy B MogaHHA HoBOro abo OHOB/IEHOrO
KapTOHHI ynakoBLi cepTudiikaTa BignNOBIAHOCTI ab0 BUIYYEHHS
cepTudikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
0151 [OMOMDKHOT peyoBUHM (cepTudikaT
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikat Bif HOBOro BUPOGHMKaA
(3amiHa abo 4ONOBHEHHS)
noAaHHsa HOBOro cepTtucdikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Ne R1-CEP 2010-
048 - Rev 00 onsa gitoyoi pevoBuHU Arginine
hydrochloride Big HoBOro Bupo6Huka Shanghai
Kyowa Amino Acid Co., Ltd., China
(4ONOBHEHHS).
144. | COMABEPT niocpinisat ans Mdpaiizep CLWA Bupo6HMLTBO, Benbrisi/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/17108/01/01
PO34UHY NS iH'EKLN Eiiy.Ci.Mi. KOHTPO/b AKOCTI IpnaHgis 3MiHu Il TUnYy - 3MiHK Woao0 peyenmom | niossizae
no 10 mr; 10 Kopnope#uH Ta BUnyck cepii 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
chnakoHIB 3 BOAM NS iH ekl 3MiHM Y KOPOTKIil XapakTepucTuLi Nikapcbkoro
niocpinizatom y y nonepesHbLO 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
NPOMIXHIi HanoBHEHNX MeMNYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBMMMU
KapTOHHI KOpooLyj; wnpuyax, OaHUMM 3 KOCTI, AOKAIHIYHUMU, KIIHIYHMUW
3 NPOMIXHi KapTOHHI ofHo4acHe [aHumn Ta gaHumn 3 papmakoHarnsagy -
KOpPOOKN B KOMNAEKTI nakyBaHHs Ta 3MiHM BECEHO A0 iHCTPYKLUIT ANs MeANYHOrO
3 30 nonepeAHLO MapKyBaHHs BOAM 3aCTOCyBaHHSA Jlikapcbkoro 3acoby A0 po3ainis
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
HaMnoBHEHUMMU ONs1 iH ek Ta "®apmakonoriyuHi BnactmsocTi”, "lNoka3aHH:A"
wnpuuamm 3 nikapcbKoro (TexHiyHe yTouHeHHA Ha3Bu IGF-1 (nonepegHe
PO3YMHHKKOM (BOAA 3acoby; HanucaHHs: IGF-1)), "B3aemogisa 3 iHWyMK
Ons iH'ekuin) no 1 BMPOGHMLTBO nikapcbkuMn 3acobamu Ta iHWi BUuam
mn Ta 30 nikapcbKoro B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
6e3neyHrmMmn 3acoby in bulk Ta "Cnoci6 3acTocyBaHHA Ta fo3un",
rosikaMu B KapTOHHIi nepBrHHE "MepepnosyBaHHs", "Mo6iyHI peakui™
KopooLi nakyBaHHs; BUMYCK BiANOBIAHO [0 MaTepianiB peecTpaviiHoro
cepii nikapcbkoro focbe. BBefieHHs 3miH npoTArom 9 micauis
3aco0y; KOHTPO/Ib nicns 3aTBepayKeHHs
SAKOCTi NikapCcbKoro
3acoby, 3a
BUK/IIOYEHHAM
Tecty "bioaHanis":
Mdpaiizep
MeH ek ypuHr
Benebrist HB,
Benebrisa
KoHTpOsb sKoCTi
nikapcbKkoro
3acoby:
Mdpaiizep IpneHg,
dapmaceyTumkanc,
IpnaHgjs
145. | COMABEPT nioghinisat gna Mdpainzep CWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis: 3a He UA/17108/01/02
PO34UHY NS iH'EKL Eiiy.Ci.Mi. KOHTPO/b AKOCTI IpnaHgis 3miHu |l TUny - 3MiHK WoAao peyenmom | niossi2ae
no 15 wr; 10 KopnopeiLuH Ta BUNycK cepii 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
o1aKoHIB 3 BOAW ANS iH EKUil 3MiHN Y KOPOTKIiil XapakTepucTuLj NikapCbkoro
niogpinizatom y y nonepefHb0 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
NPOMIXHIi HanoBHEHWX MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
KapTOHHI kopobuy; wnpuuax, JaHVMU 3 SKOCTI, JOKMIHIYHUMU, KAIHIYHUMUN
3 MPOMiXHi KApPTOHHiI ofHoYacHe AaHVMU Ta fJaHumuy 3 chapmakoHarnsgy -
KOPOOKU B KOMNEKTI nakyBaHHs Ta 3MiHM BECeHO A0 iHCTPYKLUIT ANs MeANYHOro
3 30 nonepeaHbLO MapKyBaHHS BOAM 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
HaMnoBHEHUMMU ONs1 iH eKUjn Ta "®apmakonoriyHi BnactmsocTi”, "lNoka3aHHA"
wnpuuamm 3 nikapcbKoro (TexHiyHe yTouHeHHA Ha3su IGF-1 (nonepegHe
PO3YMHHKKOM (BOAA 3acoby; HanucaHrHs: IGF-1)), "B3aemogis 3 iHWyMK
Ons iH'ekuin) no 1 BMPOGHMLTBO nikapcbk1MK 3acobamu Ta iHWi BUuam
mn Ta 30 nikapcbKoro B3aemogiit", "OcobMBOCTi 3aCTOCYyBaHHS",
6e3neyHMmn 3acoby in bulk Ta "Cnoci6 3acTocyBaHHs Ta fo3n",
rosikaMu B KapTOHHIi nepBuHHE "MepepnosyBaHHs", "Mo6iyHI peakui™
KopoobLi nakyBaHHs; BUMYCK BiANOBIAHO [0 MaTepianiB peecTpaviiiHoro
cepii nikapcbkoro pocbe. BBefeHHs 3miH npoTArom 9 micauis
3aco0y; KOHTPO/Ib nicns 3aTBepayKeHHs
SAKOCTi NikapCcbKoro
3acoby, 3a
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BUK/IIOYEHHAM
Tecty "bioaHanis":
Mdpaiizep
MeHek ypuHr
Benebrist HB,
Benbrisa
KoHTpOsb sKoCTi
nikapcbKkoro
3acoby:
Mdpaiizep IpneHg,
dapmaceyTumkanc,
IpnaHgjs
146. | COMABEPT niogpinisat gna Mdpainzep CLWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/17108/01/03
PO34YUHY NS iH'EKL Eiiy.Ci.Mi. KOHTPO/b AKOCTI IpnaHgis 3miHu |l TUny - 3MiHn WoAao peyenmom | niossi2ae
no 20 wr; 10 KopnopeiLuH Ta BUNycK cepii 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
o1aKoHIB 3 BOAW ANS iH EKUil 3MiHN Y KOPOTKIiil XapakTepucTuLi NikapCbkoro
niodgpinizatom y y nonepesHb0 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
NPOMIXHIi HanoBHEHWX MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
KapTOHHI kopobuyj; wnpuuax, JaHVMU 3 SKOCTI, JOKMIHIYHUMU, KAIHIYHUMUN
3 NMPOMiXHi KApPTOHHiI ofHoYacHe AaHVMU Ta fJaHumuy 3 chapmakoHarnsgy -

KOPOGKN B KOMNEKTI
3 30 nonepefHLO
HanoBHEHVMM
Lwnpvuamu 3
PO3YMHHMKOM (BOAA
Ons iH'ekuin) no 1
mn Ta 30
6e3neyHrmMmn
rosikaMu B KapTOHHIi
KopoobLi

nakyBaHHs Ta
MapKyBaHHS1 BOAM
ONs1 iH eKUjn Ta
nikapcbKoro
3acoby;
BMPOGHMLTBO
nikapcbKoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHS1; BUMYyCK
cepii nikapcbkoro
3acoby; KOHTPO/Ib
SAAKOCTi NikapcbKoro
3acoby, 3a
BUK/IIOYEHHAM
Tecty "bioaHanis":
Mdpaiizep
MeH ek ypuHr
Benbris HB,
Benebris;

KoHTpOosb siKocTi
nikapcbkoro
3acoby:
Mdpaiizep IpneHg,
PapmaceyTumkanc,

3MiHM BECeHO A0 iHCTPYKLUIT ANs MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "Noka3aHH:A"
(TexHiyHe yTouHeHHA Ha3Bu IGF-1 (nonepegHe
HanucaHrHs: IGF-1)), "B3aemogis 3 iHWyMK
nikapcbk1MK 3acobamu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTI 3aCTOCYyBaHHS",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"MepepnosyBaHHs", "Mo6iyHI peakui”
BiANOBIAHO [0 MaTepianiB peecTpaviiiHoro
focbe. BBefeHHs 3miH npoTArom 9 micauis
nicns 3aTBepayKeHHs
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
IpnaHgjs
147. | COMABEPT nioghinisat gna Mdpainzep CLWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/17108/01/04
PO34YUHY NS iH'EKL Eiu.Ci.Mi. KOHTPO/b AKOCTI IpnaHgis 3miHu |l TUny - 3MiHn WoAao peyenmom | niossi2ae
no 30 wr; 10 KopnopeiLuH Ta BUNycK cepii 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
o1aKoHIB 3 BOAW ANS iH EKUil 3MiHN Y KOPOTKIiil XapakTepucTuLi NikapCbkoro
niocgpinizatom y y nonepefHb0 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
NPOMIXHIi HanoBHEHWX MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
KapTOHHI kopobuy; wnpuuax, JaHVMU 3 SKOCTI, JOKMIHIYHUMU, KAIHIYHUMUN
3 NMPOMiXHi KAPTOHHiI ofHoYacHe AaHVMU Ta JaHumuy 3 chapmakoHarnsgy -
KOPOOKN B KOMMNEKTI nakyBaHHs Ta 3MiHM BECeHO A0 iHCTPYKLUIT ANs MeAUYHOro
3 30 nonepeaHbLO MapKyBaHHS BOAM 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
HanNnoBHEHUMMU ONs1 iH eKUjn Ta "®apmakosnoriyHi BnactmsocTi”, "Noka3aHH:A"
wnpuuamm 3 nikapcbKoro (TexHiyHe yTouHeHHs Ha3Bu IGF-1 (nonepegHe
PO3YMHHKKOM (BOAA 3acoby; HanucaHHs: IGF-1)), "B3aemogis 3 iHWyMK
Ons iH'ekuin) no 1 BMPOGHMLTBO nikapcbk1MK 3acobamu Ta iHWi BUuam
mn Ta 30 nikapcbKoro B3aemogiit", "Oco6MBOCTI 3aCTOCYyBaHHS",
6e3neyHMmn 3acoby in bulk Ta "Cnoci6 3acTocyBaHHs Ta fo3n",
rosikaMu B KapTOHHIi nepBuHHE "MepenosyBaHHs", "Mo6iyHI peakui”
KopoobLi nakyBaHHs; BUMYCK BiANOBIAHO [0 MaTepianiB peecTpaviiiHoro
cepii nikapcbkoro focbe. BBefeHHs 3miH npoTArom 9 micauis
3aco0y; KOHTPO/Ib nicns 3aTBepayKeHHs
SAAKOCTi NikapcbKoro
3acoby, 3a
BUK/IIOYEHHAM
Tecty "bioaHanis":
Mdpaiizep
MeH ek yprHr
Benebrist HB,
Benebris;
KoHTpOosb siKocTi
nikapcbkoro
3acoby:
Mdpaiizep IpneHg,
dapmaceyTumkanc,
IpnaHgjs
148. | CYBAPAIO Tabnetku, BKpUTI CaHpo3 CnoBeHis KOHTpOsb cepii CnoBeHis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a He UA/12605/01/02
NNiBKOBOIO PapmacbioTika (nnwe 3MiHuM | TUNY - AOMiIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | niosnsizae
o6on0oHKotono, no 10 ns3 a.a. MiKpOG6iOSoriYHuiA), HaliMeHyBaHHs1 Ta/abo agpecu Micus
Mr; no 7 TabneTtok y BUMYCK Cepii: NPOBaKEHHS AiSNIbHOCTI
6nicTepi; no 4 Nex BMPOGHMKa/imnopTepa roToBoro ikapcbkoro
6nictepn y $apmaneBTUYHA 3acoby, BKIYaun AinbHULL BUNYycKy cepil
KapTOHHI kopobuyj; KomnaHia 4.4., abo micue NnpoBefeHHs KOHTPO/T AKOCTI.
no 10 TabneTok y CnoseHis; ([isnbHICTB, 3a SAKy Bignosigae

6nictepi; no 3, 6 abo
10 6nicTepiB y

nepBuHHe Ta

BUPOGHMK/IMNOPTEP, He BK/IOYAOUM BUMYCK
cepiit) - BHacnigok BiAoKpeMIeHHs KomnaHii
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
KapTOHHI kopobuy; BTOPUHHE SANDOZ Big komnaHii Novartis 6yno
no 15 Tabnetok y nakyBaHHS1, BUMYCK CTBOPEHO HOBY Ha3By OpUANYHOI 0CO6M, L0
6nicTepi; no 2 abo 4 cepii: oTpMMania HoBWiA NOLLTOBUIA iHAEKC. Y
6nictepn y Nex pe3ynbTarti BigbyaeTbcs 3MiHa Ha3Bu, agpecu
KapTOHHI kopobuyj; $apmaneBTUYHA (nowToBoro iHAEKCY) Ta UyHKLi1 BUPOBHNKa,
no 14 tabneTtok y KomnaHia 4.4., LU0 BiANOBIfAE 3@ MOBHUIA LMK BUPOBHMLTBA
CnoBeHis; 3 "Jlek PapmMaLleBTUYHA KOMNaHIA A.4,.,

6nicTepi; no 2
6nictepu y
KapTOHHiiA KopooLyi

BMPOGHULTBO in
bulk, koHTponb
cepii (oKkpim
MiKpO6ionoriYHoro
), NepBUHHE Ta
BTOPWHHHE
nakyBaHHS:
HoBaprTic
dapmacbioTikan
MaHythakTypuHr
NINC, CnoseHis;

BMPOGHULTBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHs,
TecTyBaHHs,
BUNYCK cepil:
Nex C.A,, MonbLia

BeposlkoBa 57, /ltobnsHa 1526,
CnoseHin"("Lek Pharmaceuticals d.d.,
Verovskova 57, Ljubljana 1526, Slovenia") Ha
"HosapTic ®apmacbloTikan MaHydakTypuHr
NINC, Byn. BeposLukosa 57, tob6nsHa 1000,
CnoseHis" ("Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
Ljubljana 1000, Slovenia") 3 pyHKUigMK:
BMPOGHMLTBO in bulk, nepBuHHe Ta BTOPUHHE
nakyBaHHs, KOHTPOJ1b AKOCTi (OKpiM
MiKpOGIO/I0riYHOro KOHTPOSI0). PaKTUYHe
MiCLIe3HaXOPKEHHSI BUPOBGHMKA HEe 3MiHWI0CS.
®yHKUiT MiKpO6i0N0riYHOro KOHTPOSIHO SKOCTI Ta
BUMNYCKY Cepii | Hagani BUKOHyBaTUMYTbCS
KoMnaHieto "flek dapmaLeBTMYHa KOMMaHis
4.4., Byn. BeposLukosa 57, /ltobnsHa 1526,
CnoseHis" ("Lek Pharmaceuticals d.d.,
Verovskova ulica 57, Ljubljana 1526,
Slovenia"). PegakuiiiHi 3MiHK, SIKi nonsrarTb y
BUMNpPaB/IEHHI agpecy BUPO6HUKA, BUPOBHMKa
(Nek ®apmaueBTUYHa KOMNaHIsA 4.4,.,
NeHpaBa, CnoBeHis) BignoBiganbHOro 3a
nepBUHHE Ta BTOPVMHHE NakyBaHHS, BUMYCK
cepii 3 "Tpimnini 24" Ha "TpimniHi 24" 3
MipKyBaHb TOYHOCTi. 3MiHN BHECEHO B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
"Micue3HaxompkeHHs BUPO6HMKa Ta afgpeca
MiCLi NPOBaKEHHS 10ro AisinbHOCTI" 3
BiANOBIAHVMMYM 3MiHAMYW B TEKCTi MapKyBaHHs
ynakoBoK. TepMiH BBeEHHSA 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) -3MiHN BHECEHO
y TEKCT MapKyBaHHs1 BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby y n.6. «Ocobnumsi
3acTepexeHHs LWoao 36epiraHHs NikapcbKoro
3acoby y HefOCTYNHOMY ANA AiTeii micui», n.8.
«[laTa 3aKiHUeHHs TeEPMiHY NPUAATHOCTI»,
n.11. «HalimeHyBaHHS i MicLLe3HaXOKEHHS
BMPOGHMKa Ta/abo 3anBHKKa», N.13. «Homep
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
cepii nikapcbkoro 3acoby», n.14. «Kateropis
BiAgnycky», N.17. «IHWE» Ta y TekcT
MapKyBaHHA NEePBUHHOT yNaKoBku M. 6.
«|HWE». TepmiH BBEAEHHS 3MiH NPOTArom 6
MicALiB Mic/a 3aTBePAKEHHS.
149. | CYBAPAIO TabneTku, BKpUTI CaHpo3 CnoBeHis KOHTpO/b cepii CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/12605/01/03
NNiBKOBOO dapmacbioTika (mvwe Monbuwa 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom | mniossi2ae
o06010HKooNo, no 20 n3 a.a. MiKpOG6iooriYHuiA), HalilMeHyBaHHs Ta/abo agpecu Micus
Mr, No 7 TabneTok y BUMYCK Cepii: NPOBaKEHHS AiSNIbHOCTI
6nicTepi; no 4 Nex BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
6nictepn y $apmaneBTUYHA 3acoby, BKIYaoun AinbHAULL BUNYycKy cepil
KapTOHHI kopobuy; KomnaHia 4.4., ab0o micue NpoBefeHHs KOHTPOJT SAKOCTI.
no 10 TabneTtok y CnoBeHis; (misnbHiCTb, 3a AKy BignoBigae

6nicTepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI kopobuy;
no 15 tabnetok y
6nicTepi; no 2 abo 4
6nictepn y
KapTOHHI kopobLyj;
no 14 tTabneTtok y
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lii

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:

Nex
PapmaueBTUyYHa
KomnaHia 4.4.,
CnoseHis;

BMPOGHMLTBO in
bulk, koHTponb
cepii (oKkpim
MiKpO6ionoriyHoro
), NepBUHHE Ta
BTOPWHHHE
nakyBaHHs:
HoBaprTic
dapmacbioTikan
MaHythakTypvHr
NNC, CnoseHis;

BMPOGHMLTBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHs,
TeCcTyBaHHs,
BUNYCK cepil:
Nex C.A,, MonbLa

BUPOGHMK/IMMOPTEP, He BK/IOYAOUM BUMYCK
cepiit) - BHacnigok BiAOKpeMIeHHS KomnaHii
SANDOZ Big komnaHii Novartis 6yno
CTBOPEHO HOBY Ha3By OPUANYHOI 0C06M, L0
oTpyMana HoBWi NOLITOBUIA iHAEKC. Y
pe3ynbTarti BigbyaeTbcs 3MiHa Ha3Bu, agpecu
(nowToBoro iHAEKCY) Ta OyHKLi1 BUPOBHYKa,
LLIO BifnoBigae 3a NOBHWI LMK BUPO6HULTBA
3 "Jlek DapmMaueBTUYHA KOMNaHIA 4.4,
BeposLkoBa 57, /ltobnsHa 1526,
CnoseHin"("Lek Pharmaceuticals d.d.,
Verovskova 57, Ljubljana 1526, Slovenia") Ha
"HosapTic ®apmacbloTikan MaHydakTypuHr
NINC, Byn. Beposlukosa 57, lto6nsHa 1000,
CnoseHis" ("Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
Ljubljana 1000, Slovenia") 3 pyHkuigMM:
BMPOGHMLTBO in bulk, nepBuHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/1b AKOCTi (OKpiM
MiKPOGIO/IOMYHOro KOHTPOSI0). PaKTUYHE
MiCLIe3HaxXOpKeHHS1 BUPOBGHMKa He 3MiHWI0CS.
PYHKLiT MiKPOGIONOrYHOro KOHTPOSIKO AKOCTI Ta
BWNYCKY Cepii i Hagani BUKOHyBaTUMyTbCS
KoMmnaHieto "flek dapmaLeBTMYHa KOMMaHis
4.4., Byn. Beposlukosa 57, /ltobnsHa 1526,
CnoseHis" ("Lek Pharmaceuticals d.d.,
Verovskova ulica 57, Ljubljana 1526,
Slovenia"). PegakuiiiHi 3MiHK, SIKi nonsrarTb y
BUMpaB/IeHHI agpecy BUPO6HMKA, BUPOGHMKa
(Nek ®apmaueBTUYHA KOMNaHisA 4.4,.,
NeHpasa, CnoBeHis) BignoBiganbHOro 3a
NepBrHHE Ta BTOPVHHE MakKyBaHHS, BUMYCK
cepii 3 "Tpimnini 24" Ha "TpimniHi 24" 3
MipKyBaHb TOYHOCTI. 3MiHN BHECEHO B
IHCTPYKL,i10 ANS MeANYHOro 3acTOCyBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
"Micue3HaxomkeHHA BUPO6HYKa Ta agpeca
MiCLi NPOBaKEHHS 0ro AisinbHOCTI" 3
BiANOBIAHVMMM 3MiHAMYW B TEKCTi MapKyBaHHs
ynakoBoK. TepMiH BBeEeHHA 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -3MiHN BHECEHO
Y TEKCT MapKyBaHHs1 BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby y n.6. «Ocobnusi
3acTepexeHHs LWoao 36epiraHHs NikapcbKoro
3acoby y HefOCTYNHOMY ANA AiTeid micui», n.8.
«[laTa 3aKiHUeHHs TeEPMiHY NPUAATHOCTI»,
n.11. «HalimeHyBaHHS i MicLLe3HaXOKEHHS
BMPOGHMKa Ta/abo 3anBHKKa», N.13. «Homep
cepii nikapcbkoro 3acoby», n.14. «Kateropis
BiAgnycky», N.17. «IHWE» Ta y TekcT
MapKyBaHHA NMEePBUHHOT yNakKoBku M. 6.
«|HWE». TepmiH BBEAEHHS 3MiH NPOTArom 6
MicALiB Nic/a 3aTBEPAKEHHS.

150.

CYBAPJIO

TabneTku, BKpUTI
N1iBKOBOIO
o60os10HKotoNO, No 5
Mr; M0 7 TabneToK y
6nicTepi; no 4
6nictepn y
KapTOHHI kopobuy;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI kopobuy;
no 15 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI kopobLyj;
no 14 tTabneTtok y
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lii

CaHpo3
dapmacbioTika
n3 p.no.

CnoBeHisa

KOHTpO/b cepii
(mvwe
MiKpOG6iooriyHuiA),
BUMYCK Cepii:
Nex
PapmaueBTUyYHa
KomnaHia 4.4.,
CnoseHis;

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:

Nex
PapmaueBTUyYHa
KomnaHia 4.4.,
CnoseHis;

BMPOGHMLTBO in
bulk, koHTponb
cepii (oKkpim
MiKpo6ionoriyHoro
), NepBUHHE Ta
BTOPWHHHE
nakyBaHHS:
HoBaprTic
dapmacbioTikan
MaHyhakTypvHr

CnoseHis/
MonbLa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaYKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
3acoby, BKIYaoum AinbHULL BUNYycKy cepil
ab0 MicLe NPOBeLEHHS KOHTPOSIIO SIKOCTI.
(misnbHIiCTb, 3a AKy BignoBigae
BUPOGHMK/IMMOPTEP, HE BK/IOYAOUM BUMYCK
cepiit) - BHacnigok BiAOKpeMIeHHS KoMMaHii
SANDOZ Big komnaHii Novartis 6yno
CTBOPEHO HOBY Ha3By OPUANYHOI 0CO6M, L0
oTpyMana HoBWi NOLITOBUIA iHAEKC. Y
pe3ynbTarti BigbyaeTbcs 3MiHa Ha3Bu, agpecu
(nowToBoro iHAEKCY) Ta oyHKLi1 BUPOGHNKa,
LLIO BifnoBigae 3a NOBHWI LMK BUPO6HULITBA
3 "Jlek DapmMaueBTUYHA KOMNaHIA 4.4,
BeposLuikoBa 57, /ltobnsHa 1526,
CnoseHin"("Lek Pharmaceuticals d.d.,
Verovskova 57, Ljubljana 1526, Slovenia") Ha
"HosapTic ®apmacbloTikan MaHydakTypuHr
NINC, Byn. Beposlukosa 57, ltob6nsHa 1000,
CnogeHisa" ("Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
Ljubljana 1000, Slovenia") 3 pyHkuigMK:
BMPOGHMLTBO in bulk, nepBuHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/1b AKOCTi (OKpiM
MiKpPOGi0/I0ri4YHOro KOHTPO/10). PaKTUYHE

3a
peyerimom

He
niossieae

UA/12605/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

NNC, CnoBeHis;

BMPOGHULTBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHs,
TecTyBaHHs,
BUNYCK cepil:
Nex C.A,, MonbLa

MiCLIe3HaXOPKEHHSI BUPOBGHMKA HEe 3MiHWI0CS.
®yHKUiT MiKpO6i0N0riYHOro KOHTPOSIHO SKOCTI Ta
BUMNYCKY Cepii | Hagani BUKOHyBaTUMYTbCS
KoMnaHieto "flek dapmaLeBTMYHa KOMMaHis
4.4., Byn. BeposLukosa 57, /ltobnsHa 1526,
CnoseHis" ("Lek Pharmaceuticals d.d.,
Verovskova ulica 57, Ljubljana 1526,
Slovenia"). PegakuiiiHi 3MiHK, SIKi nonsrarTb y
BUMNpPaB/IEHHI agpecy BUPO6HUKA, BUPOGHMKa
(Nek ®apmaueBTUYHa KOMNaHIsA 4.4,.,
NeHpaBa, CnoBeHis) BignoBiganbHOro 3a
NepBrHHE Ta BTOPVHHE NMakKyBaHHS, BUMYCK
cepii 3 "Tpimnini 24" Ha "TpimniHi 24" 3
MipKyBaHb TOYHOCTI. 3MiHN BHECEHO B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
"Micue3HaxomkeHHA BUPO6HVKa Ta afgpeca
MiCLi NPOBaKEHHS 10ro AisinbHOCTI" 3
BiANOBIAHVMMYM 3MiHAMYW B TEKCTi MapKyBaHHs
ynakoBoK. TepMiH BBeEHHSA 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) -3MiHN BHECEHO
y TEKCT MapKyBaHHs1 BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby y n.6. «Ocobnumsi
3acTepexeHHs LWoao 36epiraHHs NikapcbKoro
3acoby y HefOCTYNHOMY ANA AiTeid micui», n.8.
«[laTa 3aKiHUeHHs TeEPMiHY NPUAATHOCTI»,
n.11. «HalimeHyBaHHS i MicLLe3HaXOKEHHS
BMPOGHMKa Ta/abo 3anBHKKa», N.13. «Homep
cepii nikapcbkoro 3acoby», n.14. «Kateropis
Bianycky», N.17. «IHWE» Ta 'y TekcT
MapKyBaHHA NMEePBUHHOT yNakKoBku M. 6.
«|HWE». TepmiH BBEAEHHS 3MiH NPOTArom 6
MicALiB Nic/a 3aTBePAKEHHS.

151.

TANINPEC®
ACIHO

TabneTkn no 25 mr;
no 10 TabneTtok y
6nictepi; no 1 a6o
no 3 6nictepn y
KapTOHHI KopooLi

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa yacToTu Ta/abo TepMiHiB NogaHHs
perynspHO OHOB/THOBaHMX 3BITIB 3 6e3neku
niKkapcbknx 3acobiB - 3MiHa TepMiHy NofaHHsA
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
(PO3B) nikapcbkoro 3acoby: [litoya pegakuis:
YacTtoTa nogaHHa PO3B - 1 pik; KiHueBa gata
ONs BKNOYeHHA faHnx o PO3b - 22.04.2025
p.; Jata nogaHHa PO3b - 01.07.2025 p.
MponoHoBaHa pegakuin: Yactota nogaHHs
PO3b - 13 pokis; KiHueBa gata ans

3a
peyerimom

UA/19326/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BK/OYEHHSA AaHunx Ao PO3bB - 24.06.2025 p.;
Jata nogaHHsa PO3b - 22.09.2025 p.
PekomeHA0BaHO [0 3aTBEPKEHHS BifNOBIAHO
[0 NepioANYHOCTI NOAAHHA PerynspHo
OHOB/IOBAHMWX 3BITIB 3 6€3MeKn NiKapCbKnx
3aco6iB y €BponelicbkoMy Coto3i
152. | TANINPEC® Tabnetkv no 50 wmr, TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/19326/01/02
ACIHO no 10 Tabnetok y YKPAIHA" Crapt" 3MiHu | TMNY - 3MiHK Woa0 peuenmom
6nicTepi; no 1 abo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
no 3 6nictepn y 3MiHa YacToTu Ta/abo TepMiHiB nogaHHs
KapTOHHI KopooLli perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3 6e3neku
NikapcbKux 3aco6iB - 3MiHa TEPMiHY NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
(PO3b) nikapcbkoro 3acoby: [itoya pefakuis:
YactoTta nogaHHs PO3bB - 1 pik; KiHueBa gata
[ONA BKNOYEHHS fAaHux o PO36 - 22.04.2025
p.; AaTta nogaHHsa PO3b - 01.07.2025 p.
MponoHoBaHa pegakuis: Yactota nogaHHsA
PO36 - 13 pokis; KiHueBa garta ans
BK/IOYEHHA faHunx no PO3B - 24.06.2025 p.;
Jata nogaHHa PO3b - 22.09.2025 p.
PekomenA0BaHO [0 3aTBEPLKEHHS BiAMOBIAHO
[10 NepioANYHOCTI NoAaHHA perynspHo
OHOB/IIOBAHUX 3BITIB 3 6€3MNeKN NTiKapCbknx
3aco6iB y €Bponelicbkomy Cotosi
153. | TA®HEKCT TabneTku, BKpUTI [eTepo /1a63 IHAis leTepo /1a63 IHAin BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/18486/01/01
NNiBKOBOIO Niviteq Nimiteq 3MiHun Il TUny - 3MiHKn 3 AKocTi. ADI. peyernmom
060/10HKOI0, N0 25 Brpo6HMUTBO (iHWi 3MiHM) OHOBNEHHA DMF Ha
mr; no 10 TabneTok Lito4vy peyoBUHY TeHOoBIpy anadeHamigy
y 6nictepi; no 3 remichymapart Bif, 3aTBEPAXEHOr0 BUPOOHUKA
6nictepu y Hetero Labs Limited, IHgia (3aTBepOXeHo:
KapTOHHI KopooLi version September, 2018; 3anponoHoOBaHo:
version AP (EM), 25-June, 2024 (IH-USP).
154. | TEPBIHOPM Cnpeii HallKipHWUIA, TOB "YOPN[ Ykpaina yopPna TypeyuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 He UA/18389/01/01
po3uuH, 10 mr/r; no MEOMLUWNH" MEANLUWH ITAY 3MiHu | TURY - 3MiHK LWoAo peyenma nionsi2ae
20 Mn y donakoHi 3 CAH. BE TIOX. 6e3nekn/edeKTMBHOCTI Ta thapmakoHariagy.
posnuaBayYem Ta A.LL. 3MiHU Y KOPOTKiil XapakTepucTuLj NikapcbKoro
3aXUCHUM 3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KoBMnaykom, no 1 MeAMYHOro 3acTOCyBaHHS
b1aKkoHy B reHepuYHUX/ribpnaHnx/6ionodibHNxX
KapTOHHI Kopo6Lii nNiKapcbKnx 3acobiB nic/is BHECEHHA Tiel camol
3MiHN Ha ped)epeHTHMIA Nnpenapar (3MiHa He
noTpebye HafilaHHS XOAHNX HOBUX A0AATKOBUX
AaHnx) - 3MiHN BHECEHO [0 IHCTPYKLUi AN
MeAMYHOro 3acTOCYBaHHA NliKapCbKOro 3acoby
0o po3ainis "MNokasaHHsA", "B3aemogis 3
HLIMMK NiKapCbKMKM 3acob6amMu Ta iHLWi BUam
B3aemogiit”, "OcobaMBOCTI 3aCTOCyBaHHSA",
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

155.

TIBIKEN

TabneTku, BKpUTI

Benvka

"3acTocyBaHHsA y nepiog BariTHOCTi abo
roflyBaHHs rpygao”, "34artHicTb BNMBaTU Ha
LWBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMKN MexaHismamu',
"Cnocib 3acTtocyBaHHs Ta go3u", "ditn",
"Mepeno3yBaHHsa", "Mo6GIYHI peakuii™
BiANOBIAHO A0 iHopMaL,i pechbepeHTHOro
nikapcbkoro 3aco6y LAMISIL® 1%. BeeaeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBep/AXeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/ethekTVBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW) - 3MiHM BHECEHO A0 HCTPYKLT AN1A
MeAMYHOro 3acTOCYBaHHS /liKapCbKOro 3acoby
0o po3giny "TMo6iyHi peakuii” Wwono
[OMNOBHEHHS iH(hopmaLii B nigpo3aini
"lNoBigoMIEHHS NPO Nif03poBaHi NOGiyHi
peaxuii”. BBeeHHS 3MiH NpOTArom 6-Tu
MicsALiB nicnsA 3aTBepaKeHHs. 3MiHu |l Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BUAaui peecTpauiiHoro
nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA
pu3nkamu (3aCTocyBaHHS 3MiH(1), ski(a)
BMMaraTb(€) NoJasbLLOro 06r'pyHTYBaHHS
HOBMMM JOLATKOBUM AaHUMK, L0 MatoTb
HafaBaTncs KOMMETEHTHUM OpraHoM, OCKIIbKY
BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHom) - 3asiBHVKOM HafiaHO OHOB/EHWIA
nnaH ynpasniHHA pusmkamu sepcis 2.0. 3MiHn
BHECEHO [0 YacTuH: | «3aranbHa
iHpopmauis», Il «Cneyudikauis 3 6esnekn», V
«3axoaM 3 MiHimi3auii pusukis», VI «Pestome
nnaHy ynpasniHHA pusnkammn», VII «logaTkms»
Yy 3B’A3KY 3 BUJA/IEHHAM BaX/MBUX
iAEeHTUIKOBaHNX PU3VIKIB, BEXK/TMBUX
NOTEHLIAHNX PU3NKIB, & TAKOX BUAANEHHS
BiICYTHbOI iHGbOpMaLlii y 3B’A3KY 3
ypaxyBaHHSAM OHOBJIEHOT iHdhopmavii
pedyepeHTHOro Nikapcbkoro 3acoby Lamisil®,
cnpeii HawkipHuiA 1% no 30 mn. CTpykTypy
MYPa 6yno 0HOB/MEHO BiANOBIAHO 40
pekomeHaauiin Guideline on good
pharmacovigilance practices (GVP) Module V
— Risk management systems (Rev 2). Pestome
nnaHy ynpas/iHHA pusmkammn Bepcisa 2.0
[ofaeTbes.

nocsi0OYeHHs

BiiB Xenckep

NMiBKOBOH

HOK Nlimiten

Bupo6bHuK

BpuTtaHis

Hepo3dgracoBaHol

Benvka

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:

Bputanis/

3MiHM | TUNY - AAMIHICTpaTMBHI 3MiHW. 3MiHa

3a
peyenmom

UA/14146/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
060/10HKOI0, No 50 npoayKuii, Icnanis HalilMeHyBaHHs Ta/abo agpecu Micud
mr; no 30 a6o no 90 KOHTPO/b AKOCTI NPOBaKEHHS Ai/IbHOCTI
Tabnetok y hnakoHi; roToBOro BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro
no 1 conakoHy B npoaykty: 'nakco 3ac006y, BKIOYAKUN AiNTbHNL BUNYCKY cepil
KapTOHHI KopooLii OnepeiiwHc HOK abo Micue NpoBefieHHS KOHTPOJHO SKOCTI.
Nimviten, wo sege (aisnbHIiCTb, 3a AKy Bignosigae
LISNBHICTb K BVMPOGHMK/IMNOPTEpP, HEe BK/THOYAK4M BUMYCK
"nakco Bennkom cepiid). AomiHiCTpaTBHa 3MiHa Y 3B'A3KY 3
OnepeiHc, npuBeAeHHAM Ha3BW | afpecy BUPOGHMKa
Benvka BputaHis; rOTOBOrO JliKapCbkoro 3acoby y BiANOBIAHICTb
Bupo6HuK ans [10 Ha3BW Ta agpecu, sika 3a3HaveHa y
nakyBaHHs Ta Zito4oMy BUCHOBKY LLIOAO NiATBEPAKEHHS
BUWMYCKy Cepii: BIANOBIAHOCTI YMOB BMPOGHULITBA NiKAPCHKNX
nakco Bennkom 3ac06iB BUMOram Has1eXHoi BUPOGHMYOT
C.A., IcnaHis nNpaxkTuKM BugaHoro Jdepxnikcnyxooto, a
TaKoX YTOUHEHHS (PYHKL BUPOGHMKa
BignosiaHo Ao po3sginy 3.2.P.3.1 gocke.
3MiHN BHeceHo B N. 11. «HalimeHyBaHHs i
MiCL|e3HaxX0MKEHHSI BUPO6HMKa Ta/abo
3a8BHUKa» TEKCTY MapKyBaHHA BTOPUHHOI Ta
n.5. «HalimeHyBaHHsi BUPOGHMKa i, 3a
HEeOobXiAHOCTi — 3asABHUKa» NEPBUHHOT
yNaKoBOK /1iKapCbKOro 3acoby 00 YTOUHeHb
hYHKLUii BUPOGHMKIB.
156. | TPUMETA3U], TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/7855/01/01
NH- 060/10HKO10, No 20 "Actpacapm” "AcTpadapm” 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidsisizae
ACTPA®APM mr no 30 TabneTok y 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.

6nicTepi; no 1 abo 2
6nictepu B KOPOOLL
3 KapTOHY

3MiHU Y KOPOTKIiil XapakTepucTuLi Nikapcbkoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/6ionodibHNxX
niKapcbkunx 3acobiB Nic/is BHECEHHA TiET camol
3MiHM Ha pechbepeHTHWII npenaparT (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
OaHux) - 3MiHM BHECEHO A0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
y po3ginu: "®apmMakosoriyHi B1acTueocTi",
"MokasaHHs", "B3aemogisi 3 iHW1Mu
nikapcbknMmn 3acobamu Ta iHWi BUuam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoCcTi abo
rogyBaHHs rpyaaro”, "Mobivni peakuii”
BiANOBIAHO A0 iH(OpMaLii WoA0 MeguyHoro
3acToCcyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (Preductal, 20 mg). 3minu | TUny -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TeKcTi
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
3acoby, abo gocnimkeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiANoBIAHO A0 NnaHy
negiatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBEKEHNM
opraHoMm) - 3MiHW BHECEHO A0 IHCTPYKLIi Ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
y po3ginu: "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHdbopMmalLii 3 6e3neKkun Aikyol PpeYOBUHN.
157. | YNbTPABICT PO34MH NS iH'EKL Baiiep Al HimeuuunH BMPOGHMLTBO HimeuunHa/ | BHeCEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a He UA/1986/01/01
300 Ta iHdysiit, 300 a npoaykuii in-bulk, IcnaHis 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssizae
mr/mn; no 100 mny nepBuHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
donakoHi; no 1 nakyBaHHs, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
hnakoHy y BTOPWHHE YMOB BMAaui peectpaviliHoro noceigyeHHs,
KapTOHHIN nayui nakyBaHHs, BK/tOYatoun MnaaH ynpasniHHSA pyuankamm (iHLWi
KOHTpO/b cepii, 3MiHW) - 3aBHMKOM HaZlaHO OHOB/IEHWIA NNaH
BUNYCK cepil: ynpaB/iiHHA pu3nKammn Bepcis 4.2. 3MiHu
Baiiep AT, BHECEHO [0 YacTuH: | «3aranbHa
HimeuyumnHa; iHchopmauis», Il «Cneundikauisi 3 6e3nekms»,
BMPOGHMLITBO VI «Pe3tome nnaHy ynpasniHHS pusnkammn»,
npoaykuii in-bulk, VIl «Jopatkv» y 3B’A3Ky 3 pefakuiiHuMmn
nepBuHHe npaskamyi 3 METOI0 Y3rofpKeHHs
nakyBaHHs, dhopMytoBaHHA BXe 3aTBep)KeHOro
BTOPVHHE nokasaHHs "mMamorpadisi 3 KOHTPaCTHUM
nakyBaHHs, nigcunerHHam”. 3minu Il Tuny - 3miHn Wwoao
KOHTPO/b Ccepil, 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BMNYCK cepil: BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
Bepniveg, C.A., YMOB BMAaui peectpaviliHoro noceigyeHHs,
Icnanis BK/ItOYaKuM MNnaH ynpasniHHSA pusnkamm

(3acTtocyBaHHs 3MiH(1), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM
[04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKK
BUMAraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) - 3asiBHUKOM HafaHO OHOB/EHWIA
nnaH ynpasniHHA pusnkamun Bepcis 4.0. 3MiHn
BHECEHO A0 YacTuH: V "3axoam 3 MiHimizauii
pu3ukis", VI «Pe3tome nnaHy ynpasniHHA
pusnkammn», VII «ogaTkm» y 38'A3Ky 3
NpoBefEHHAM Ornsay nirepaTypu WoAo
rinoTmpeosy y giteit. MpeacTaBneHi 3MiHu B
iHthopmaii 3 6e3nekn LWoA0 BHECEHHS 3MiH Ta
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
[O0MoBHEHb Yy po3gini "OcobnunBocTi
3acToCyBaHHA" NPOEKTY IHCTPYKLT ANs
MeJMYHOro 3aCTOCyBaHHA: Ha niAcTasi
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku, Lo
MICTUTBCS B KNiHIYHOMY Ornsa4i, OHOBJIEHIl
KOPOTKili XapakTepucTuLi, nnaHi ynpasniHHa
pu3nkamu Bepcis 4.0 MoXyTb 6yTu
pekoMeHAoBaHi 40 3aTBepKeHHs Ta
BHECEHHS B IHCTPYKLilO 415 MeANYHOro
3aCTOCYBaHHS NMikapcbKoro 3acoby. 3MiHn
BHECEHO [0 iHCTPYKLIi 413 MefnMyHoro
3acTOCyBaHHS NikapCcbkoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA". BBeAeHHS 3MiH
0o IM3 npoTtarom 4-x micsauis nicns
3aTBEPAKEHHS
158. | YIbTPABICT PO34MH NS iH'EKL Baiiep Al HimeuuunH BMPOGHMLTBO HimeuunHa/ | BHeCEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a He UA/1987/01/01
370 Ta iHdpysiit, 370 a npoaykuii in-bulk, IcnaHis 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssizae
mr/mn; no 50 a6o nepBuHHe 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
100 mn y donakoHi; nakyBaHHs, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
no 1 pnakoHy y BTOPWHHE YMOB BMAaui peectpaviliHoro noceigyeHHs,
KapTOHHI nayui; no nakyBaHHs, BK/tOYatoun MnaaH ynpasniHHSA pyuankamm (iHLWi
500 mn y dhnakoHi; KOHTpO/b cepii, 3MiHW) - 3aBHMKOM HaZlaHO OHOB/IEHWIA NNaH
no 8 cpnakoHiB y BUNYCK cepil: ynpaB/iiHHA pu3nKammn Bepcis 4.2. 3MiHu
KapTOHHIN nayui Baiiep AT, BHECEHO [0 YacTuH: | «3aranbHa
HimeuyumnHa; iHchopmauis», Il «Cneundikauisi 3 6e3nekms»,
BMPOGHMLITBO VI «Pe3tome nnaHy ynpasniHHS pusnkammn»,
npoaykuii in-bulk, VIl «Jopatkv» y 3B’A3Ky 3 pefakuiiHuMmn
nepBuHHe npaskamyi 3 METOI0 Y3rofpKeHHs
nakyBaHHs, dhopMytoBaHHA BXe 3aTBep)KeHOro
BTOPVHHE nokasaHHs "mMamorpadisi 3 KOHTPaCTHUM
nakyBaHHs, nigcunerHHam”. 3minu Il Tuny - 3miHn Wwoao
KOHTPO/b Ccepil, 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BMNYCK cepil: BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
Bepniveg, C.A., YMOB BMAaui peectpaviliHoro noceigyeHHs,
Icnanis BK/ItOYaKuM MNnaH ynpasniHHSA pusnkamm

(3acTtocyBaHHs 3MiH(1), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM
[04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKK
BUMAraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) - 3asiBHUKOM HafaHO OHOB/EHWIA
nnaH ynpasniHHA pusnkamun Bepcis 4.0. 3MiHn
BHECEHO A0 YacTuH: V "3axoam 3 MiHimizauii
pu3ukis", VI «Pe3tome nnaHy ynpasniHHA
pusnkammn», VII «ogaTkm» y 38'A3Ky 3
NpoBefEHHAM Ornsay nirepaTypu WoAo
rinoTmpeosy y giteit. MpeacTaBneHi 3MiHu B
iHthopmaii 3 6e3nekn LWoA0 BHECEHHS 3MiH Ta
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
[O0MoBHEHb Yy po3gini "OcobnunBocTi
3acToCyBaHHA" NPOEKTY IHCTPYKLT ANs
MeJMYHOro 3aCTOCyBaHHA: Ha niAcTasi
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku, Lo
MICTUTBCS B KNiHIYHOMY Ornsa4i, OHOBJIEHIl
KOPOTKili XapakTepucTuLi, nnaHi ynpasniHHa
pu3nkamu Bepcis 4.0 MoXyTb 6yTu
pekoMeHAoBaHi 40 3aTBepKeHHs Ta
BHECEHHS B IHCTPYKLilO 415 MeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acooy.
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro
3acTOCyBaHHS NikapCcbkoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA". BBeAeHHS 3MiH
0o IM3 npoTtarom 4-x micsauis nicns
3aTBEPKEHHS.
159. | PABPA3NM® NMOPOLLIOK ANst CaHodi b.B. HigepnaH BMPOGHMLTBO IpnaHgis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/10306/01/01
NpUroTyBaHHs an KiH4eBOro 3MiHu | TUNY - 3MiHK Woao peyenmom
KoHueHTpaty (5 NPOAYKTY 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
Mr/M/T) AN PO3UUHY (fill/finish), (iHLWi 3MiHW) 3MiHV BHECEHO B TEKCT
AnA iHdysiii; no 5 mr KOHTPO/b MapKyBaHHS NepBUHHOT YNaKoBKM NiKapCbKOro
abo no 35 mry cepii/sunpobysaH 3acoby y n. 6. «IHLWE». BBeAeHHs 3MiH
donakoHi; no 1 HS1, MEpPBMHHA Ta NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
ch/1akoHy B BTOPVHHA
KapTOHHI KOPOOL; ynakoBka, 403BiN
Ha BUMYCK cepii:
[xeHzalim IpnaHg
Niviten
160. | P/IOKCAN® Kpansi O4Hi, po3ynH TOB «BAYLU Ykpaina [p. F'epxapg HimeyunHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/8528/01/01
0,3%; no5wmny XENC» MaHH Xem.-chapm. 3MiHu | TMNY - 3MiHK Woa0 peyenmom
donakoHi 3 ®abpuk M'mM6X 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
KpanesbHuUeto; no 1 (iHWi 3MiHW) - 3MiHNM BHECEHO Y TeKCT
dnakoHy 3 MapKyBaHHSA BTOPUHHOT ynakosku n.17. IHWE
KpanesnbHuLeto B Ta nepBuHHOI ynakosku n.6. IHLE, a came:
KapPTOHHI Kopobui [0AaHo iHdhopMalLLito MPO /10rOTUN BUPOBHMKA
161. | XENNEKC® NOpOLLIOK ANt TOB "Mosi YkpaiHa BMPOGHMLTBO 3a LlBeliuapia/ | BHeCEeHHsl 3MiH [0 peecTpaLiiiHix MmaTepianis: 6e3 UA/15354/01/01
AHTUKONA Opa/IbHOTO PO34UHY Xenc" NOBHVM LMK/TOM: ITanis 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyenma
HEO 3 J/IMMOHHUM Annekc ®apma BignosigHocTi/I E-cepTudikar BignosigHocCTi
CMakom; no 4 r CA, LWeeliuapis; €sponelicbkili hapmakonei/MoHorpadii.
MOPOLLKY B caue; no nepBuHHe Ta MogaHHA HoBOro abo OHOBJ/IEHOrO
10 cawe B BTOPWHHE cepTudpikaTa BifANoBiAHOCTI ab0 BUYyYEHHS
KapTOHHiiA KopooLy nakyBaHHs: Jlamn cepTudpikaTa BignoBigHOCTI EBponeiichkili
CaH MNpocnepo thapmakonei: gnia Adl; gns BUXigHoro
CNA, Itanis marepiany/peareHTy/npoMiXHOIO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI;
07151 [OMOMIKHOI pevoBUHM (cepTudiikaT
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNeHWiA cepTudikar Big yxe
3aTBEPAKEHOIO BUPOGHUKA - [ogaHHsA
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne CEP 2002-020
- Rev 11 (3atBepgxeHo: CEP 2002-020 - Rev
10) gnsa A®| napaueTamorny Big,
3aTBEPAXEHOro BUpO6GHMKa Farmson
Pharmaceutical Gujarat Private Limited, India,
KW 3MiHMB Ha3By Ha Farmson Basic Drugs
Private Limited, India
162. | XE/NEKC® NOPOLLIOK ANt TOB "Mosi YkpaiHa BMPOGHMLTBO 3a LLiBeiuapis/ | BHeCEHHSs 3MiH A0 peecTpauiiHnx martepianis: 6e3 UA/15355/01/01
AHTUKONA, 0pa/IbHOTO PO34YUHY Xenc" MOBHUM LMK/IOM: ITanisa 3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT peyenma
HEO 3 MaJINHOBUM Annekc ®apma BignosigHocTi/IE-cepTudikar BignosigHoCTi
CMakom; no 4 r CA, Wseiiyapis; €sponelicbkiin hapmakonei/moHorpadii.
MOPOLLKY B calue; no nepBuHHe Ta MogaHHA HOBOro abo OHOB/IEHOrO
10 cawe B BTOPWHHE cepTugikaTa Bi4NoBIgHOCTI 260 BUNYYEHHS
KapTOHHI KOpo6Lii nakyBaHHs: Jlamn cepTudiikaTa BignoOBIAHOCTI EBPONENCHKIi
CaH Mpocnepo thapmakonei: ana A®l; ans BuxigHoro
CNA, Itanis Matepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHY (cepTuddikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - [ModaHHA
OHOBJ/IEHOTO cepTugiKaTa BigNoBIgHOCTI
€poneiicbkiin hapmakonei Ne CEP 2002-020
- Rev 11 (3atBepmxeHo: CEP 2002-020 - Rev
10) ans A®I napaueTtamorny Big
3aTBEPMAXEHOr0 BUPOOHMKa Farmson
Pharmaceutical Gujarat Private Limited, India,
SIKWIA 3MiHMB Ha3By Ha Farmson Basic Drugs
Private Limited, India
163. | XE/IMEKC® NOpOLUOK ANs TOB «MoBi Ykpaina NOBHWIA LMKN LLiBeiiuapis/ | BHeCEHHs 3MiH A0 peecTpauiiHnx MaTepianis: 6e3 UA/16014/01/01
AHTUKONA OpasIbHOro PO3UYUHY Xenc» BUPOGHMTLBA: ITania 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenma
HEO MAKC 3 JIMMOHHUM Annekc ®apma CA BignosigHocTi/lE-cepTudikat BignoBigHOCTI
CMakom, no 4 r , Weeliyapis; €Bponelicbkiin hapmakonei/MmoHorpadii.
NOpOLLKY B calle; no nepBuHHe Ta MogaHHA HoBOro abo OHOB/IEHOrO
10 cawe y BTOPVHHE cepTudiikaTa BignNOBIAHOCTI ab0 BUIYYEHHS

KapTOHHIN nayui

nakyBaHHs: Jlamn
CaH Npocnepo
CIMA, lTanis

cepTudpikaTa BigNoBiAHOCTI EBPONECHKIi
thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npomMikKHOro NpPoAyKTY,
LLI0 BUKOPUCTOBYHOTLCSA Yy BUPOOHNLTBI A,
0151 [OMNOMDKHOT peyoBUHM (cepTudikaT
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBeHWiA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MogaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei Ne CEP 2002-020
- Rev 11 (3atBepaxeHo: CEP 2002-020 - Rev
10) ans A®I napauetamony Big
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBEPAXEHOro BUpobHMKa Farmson
Pharmaceutical Gujarat Private Limited, India,
AKuiA 3MiHMB Ha3By Ha Farmson Basic Drugs
Private Limited, India

164.

XENNEKC®
AHTUKONA,
HEO MAKC

MOPOLLIOK A/1A
0pasIbHOT0 PO3UUHY
3 MaJIMHOBUM
CMakom, no 4 r
NOPOLLKY B calle; no
10 cawe y
KapTOHHIN nauui

TOB «Mosi
Xenc»

YkpaiHa

NOBHWIA LIMKN
BMPOGHMTLBA:
Annekc ®apma CA
, Weeliyapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: Jlamn
CaH MNpocnepo
CIMA, Itanis

LLiBeiiuapis/
ITanisa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TUNY - 3MiHn 3 axkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUyYEHHS
cepTudikaTa BifnNoBiAHOCTI EBpONECHKii
hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
AN JONOMDKHOI pevyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - MNogaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne CEP 2002-020
- Rev 11 (3atBepgxeHo: CEP 2002-020 - Rev
10) gnsa A®| napaueTamorny Big,
3aTBEPAKEHOro BUpo6GHMKa Farmson
Pharmaceutical Gujarat Private Limited, India,
AKUIA 3MiHMB Ha3By Ha Farmson Basic Drugs
Private Limited, India

6e3
peyenma

UA/16015/01/01

165.

XNOPrekcuma
NH

po3uunH ans
30BHILUHLOIO
3actocyBaHHs 0,05
%, no 100 mny
hnakoHax
noniMepHuXx 3
ypeTpasibHO
Hacagkow, nolny
dhnakoHax
noniMepHux, no 5 n
Y KaHicTpax
noniMmepHuNx

TOB
"MEONIEB"

Ykpaina

TOB "MEJJIEB"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (sBefeHHs
y3ara/lbHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT
0ocobW, BignoBiganbHoI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
hapMakoHarnsgy 3asBHUKa ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
BiANOBIAa/IbHOI 3a 34iICHEHHS
hapmakoHarnagy (BK1rovaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cucTemn papMakoHarnisgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
Bi4NoBiga/IbHOI 3a hapMakoHarnsg.
[Litova pegakuis: 3yesa CsiTnaHa BacunisHa.
MponoHoBaHa pepakuis: 3iHoBa Knasgis
BikTOpiBHA. 3MiHA KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CO6Y 3as1BHMKa,

6e3
peyenma

UA/18075/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BiAMOBIAa/IbHOI 3a hapmakoHarag. 3miHa
MicLie3HaxopKeHHs1 macTep-daiina cuctemu
chapmakoHarnsgy Ta iioro Homepa. 3miHa
MicuUsi 34iiCHEHHS OCHOBHOI AisS/TbHOCTI 3
dhapmakoHarnsgy.
166. | LE®POAOKC TabneTku, BKpUTI Papma VMopparis dapma Wopparis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/4152/02/01
N1iBKOBOIO IHTepHelueHan IHTepHeleHan 3MiHu | TUNY - 3MiHK Wopao peyenmom
060/10HKOH0, 1Mo 100 KomnaHi Komnawi 6e3nekun/ethekTVBHOCTI Ta hapMakoHarnagy
mr, no 10 TabneTok (iHwWi 3miHK) -3MiHN BHEceHOo y n. 8. ATA
y 6nicTepi; no 1 3AKIHUEHHA TEPMIHY NPUAOATHOCTI Ta
6nictepy B n. 17. IHWE TeKkcTy MapKyBaHHSA BTOPUHHOT
KapTOHHI Kopo6Lii ynakoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiH
NpPOTSArom 6-Tv MicALiB Nic/1A 3aTBEPAKEHHS.
167. | LE®POOOKC TabneTku, BKpUTI dapma Vopparis dapma VioppaHis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/4152/02/02
NNiBKOBOIO IHTepHeLeHan IHTepHeLweHan 3MiHu | TMNYy - 3MiHK WoA0 peyernmom
060/10HKO0, Mo 200 KomnaHi KomnaHi 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
mr, no 10 TabneTok (iHWwi 3miHK) -3MiHK BHeceHo y n. 8. JATA
y 6nicTtepi; no 1 3AKIHYEHHA TEPMIHY NMPUOATHOCTI Ta
6nictepy B n. 17. IHWE TeKkcTy MapKyBaHHA BTOPUHHOT
KapTOHHI KopooLli ynakoBKW NikapcbKoro 3acoby. BeBeAeHHs 3MiH
NpPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
168. | ULMMPUHON® TabneTku, BKpUTI KPKA, a.4., CnoseHisn BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/0678/02/03
NNiBKOBOIO HoBso mecTo bulk", nepsuHHe TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyernmom
060/10HKOH0, Mo 500 Ta BTOPVHHE 23.07.2015 Ne 460) npu BHECEHHI 3MiH (Haka3
Mr no 10 TabneTtok y nakyBaHHs, MO3 Big 15.01.2024 Ne76), L0 CTOCYHOTbCA
6nicTepi; no 1 KOHTPO/Ib Ta nepeknagy MKA N3, sigbynack TexHiYHa
6nictepy B BMNYCK cepil: nomMusika B cneumaikawii npu Bunycky
KapTOHHI KoobLi KPKA, a.4., Hoso BHAC/NiOK He BipHO 3a3Ha4YeHOoro
mecTo, CnoBeHis; HaliMeHyBaHHs NOKa3HUKa, a came:
KOHTPO/b cepil 3aTBEepAKeHO: “OAHOPIAHICTL A030BaHNX
(thiznyHi Ta XimiyHi O[VHWLb — OAHOPIAHICTb BMICTY
MeToamn uunpocdpnokcauuHy”; 3anpornoHOBaHO:
KOHTpOs0): KPKA, “OHOPIAHICTb A030BAHNX OANHULb —
4.4., HoBo mecTo, OAHOPIAHICTb Macu LNPodh/IoKCaLumHy”.
CnoseHis; MponoHoBaHa pegakList TEXHIYHOT MOMUKN
KOHTPO/b cepil BiAMNOBiAa€ MmaTepiasiam peectpauiiHoro
(thiznyHi Ta XimiyHi [OCbE.
mMeToan
KOHTPO/I0):
HN30X
(HauioHanbHi
na6oparopisi 3a
34paB'e, OKOSE iH
XpaHo), CnoseHis
169. | ULMNPUHON® TabneTku, BKpUTI KPKA, a.4a., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepianis: 3a UA/0678/02/02
NNiBKOBOIO HoBo mecTo bulk", nepsuHHe TexHi4yHa nomuska (3rigHo Hakasy MO3 Big peuyenmom
060710HKO0, No 250 Ta BTOPUHHE 23.07.2015 Ne 460) npn BHeCEHHI 3MiH (Haka3
mr, no 10 TabneTok nakyBaHHs, MO3 Big 15.01.2024 Ne76), L0 CTOCYHTbCS
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
y 6nicTtepi; no 1 KOHTPO/b Ta nepeknagy MKA N3, Bigbynacb TexHiYHa
6nictepy B BUNYCK cepil: nomMuska B crneumaikaLii npu Bunycky
KapTOHHI Koo6L KPKA, a.4., Hoso BHAC/NIA0K He BIPHO 3a3Ha4YeHoro
mecTo, CroBeHis; HaliMeHyBaHHS NOKa3HWKa, a came:
KOHTPONb cepil 3aTBepAKeHO: “OAHOPIAHICTb A030BaHNX
(hi3nyHi Ta XimiyHi OAVHULb — OAHOPIAHICTL BMICTY
meToan LmnpodpiokcaumHy”; 3anponoHOBaHO:
KOHTpost0): KPKA, “O4HOPIAHICTb [,030BaHNX OANHULb —
A.4., HoBo mecTo, OfHOPIAHICTb Macu LmnpodiokcauuHy”.
CnoseHis; MponoHoBaHa pefakuisi TEXHIYHOT MOMUIIKN
KOHTPONb cepil BiANOBigae Marepianam peecTpauiiHoro
(hi3nyHi Ta XimiyHi [OCbE.
meToam
KOHTPO/I0):
HA30X
(HaujoHanbHi
naboparopis 3a
34paB'e, OKOSIE iH
XpaHo), CroBeHis
170. | FOHINAK® PO3YUH NS iH'EKLNA, "HOHiK IHAis "HOHiK IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/9838/01/02
350 mr/mn no 20 mn PapmMacboTUK PapmacboTukan BrinpaBneHo TeXHi4YHY NOMWKY B 3arosioBKy peyenmom
B ammyni; no 5 an Na6opaTtopiz" TEKCTY MapKyBaHHA NepBUHHOT YNakoBKN
amnyn Ha NnoTky; no Nab6opaTtopisz" (BipLineHHs dipmmn "MIHIMYM BIAOMOCTEWN, WO
1 NOTKY B KAPTOHHIl (BigaineHHsn "x. B. Kemikana BKA3YHOTbCS HA NMEPBUHHIN YMAKOBLI|
Kopo6ui; no 50 mn chipmm "Ox. B. eHg HEBEJ/INKOIO PO3MIPY" ans ynakoBok i3
ab6o no 100 mn, abo Kemikans eHg, PapmacbloTUKan3 no3yeaHHsAM 300 mr/mn no 50 mn,100 mn, 200
no 200 mn, abo no dapmacblTHK Nt M/1; 4181 YNaKOBOK i3 f03yBaHHAM 350 mr/mn
500 mMn y dhnakoHi, an3 /ita.") no 50 mn,100 mn, 200 mn, 500 mn., a came
no 1 dpnakoHy B 3amicTb cnosa "®JIAKOH" 6yno BkasaHo
Kopoo6Li "AMIYNA" npu npoBeAeHi npoueaypu 3miH 40
TEKCTY MapKyBaHHSA yNakoBOK /TiKapCbKoro
3acoby 3aTBepKeHnx HakaszoMm MO3 Big
09.09.2024 p. Ne 1557. 3a3HaueHe
BMMpaB/IeHHS BignoBigae matepiasiam
peecTpaLiiHoro gocbe
171. | FOHINAK® PO3YUNH NS iH'EKLNA, "FOHiK IHAjis "FOHiK IHAis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/9838/01/01
300 mr/mn no 20 mn PapmMacblTHK PapmacbloTukan BunpaBneHo TeXHIYHY NOMUIIKY B 3arofloBKy peyenmom
B amnyni, no 5 an Nab6opaTtopisz" TEKCTY MapKyBaHHA NepBUHHOT YNakoBKN
amnyn Ha noTky, no Na6opaTtopiz" (BipgineHHs cipmmn "MIHIMYM BIOMOCTEW, LLLO
1 NOTKY B KQpPTOHHii (BipoineHHn "Ox. B. Kemikan3 BKA3YIOTbCS HA MEPBWHHIM YMAKOBLII
Kopo6bui; no 50 mn ipmn "Ox. B. eHa HEBEJIMKOIO PO3MIPY" ans ynakoBoK i3
a6o 100 mn a6o 200 Kemikans eHg dapmacbloTkans Ao3ysaHHam 300 mr/ma no 50 mn,100 mn, 200
M1y doakoHi, no 1 PapmMacblTHK nrp.™) MJ1; 4191 YNaKoBOK i3 f03yBaHHAM 350 mr/mn
hnakoHy B KOPO6L, ans ita.") no 50 mn,100 mn, 200 mn, 500 mn., a came
3amicTb cnosa "®JIAKOH" 6yno BkasaHo
"AMMNYNA" npy npoBefeHi npouesypu 3miH J0
TEKCTY MapKyBaHHS YNakoBOK /liKapCbKoro
3acoby 3aTBepAXeHnNxX Hakasom MO3 Big
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
09.09.2024 p. Ne 1557. 3a3HayeHe
BUNpaB/IeHHs BiAnoBigae matepiasiam
peecTpauiiHoro focke

172. | FONEPIO TabneTku, BKpUTI HoBaprTic LLiBefiuapi BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a He UA/16691/01/02

NNiBKOBOIO dapma a KOHTPO/b SKOCTI, Cinranyp/ 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. peuyenmom | nidsisizae

060710HKOt0, No 100 Cepsices Al nepBuHHE Ta CnoBeHis BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOHYAK0UM

Mr, no 14 Tabnetok
y 6nicTepi; no 2 abo
4 6nictepun B
KapTOHHI KopooLi

BTOPVHHE
nakyBaHHS1, BUMYyCK
cepii:
HoapTic ®apma
C.n.A,, Itanis;

BMPOGHMLTBO,
KOHTPO/b SKOCTI:
HosaprTic
Cinranyp
dapmacbioTuKan
MaHydekTypiHr
Mre. N14.,
CiHranyp;

KOHTPO/b AKOCTI
3a NOKa3HMKOM
«MikpobionoriyHa
yncToTax:
Nek
PapmacboTmKanc
4. 4., CnoBeHisi;

BMPOGHMLTBO,
KOHTPO/b SKOCTI
OKpiM MoKa3HuKa

«MikpobionoriyHa
ynucroTax:
Hosapric

PapmacboTukan

MaHydhakTypiHr
NNC, CnoseHis;

nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1, BUMYCK
cepi:
Nex
PapmacboTuKac
4. 4., CnoseHis

AinbHuui ana A®l, npoMixxHoro npoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI A1
NpOoBefEeHHs NakKyBaHHs, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiit, MicLe
npoBeAeHHS KOHTPOO cepii) abo
noctavyasibHMKa BMXiZHOrO Matepiany,
peareHTy abo JOMOMDKHOT PEHOBVHY (SIKLLO
3a3HaYeHo y [OCbE) BUyHEHHS BUPOOHUKA
Hosaprtic ®apma LUTeiiH AT, LLiBeiiuapis,
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO Ta
KOHTPO/b AKOCTi Y 3BA3KY i3 piLUEHHAM
KOMnaHii. BBeieHHS 3MiH NpoTArom 6-Tn
MiCALIB MicNA 3aTBepAXEHHS. 3MiHu | Tuny -
3MiHM 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AibHUL BUPOGHMLUTBA AN
YacTVHM abo BCbOro BUPOBHMYOro npoLecy
roTOBOrO /1iKapCbKOro 3acoby (AiNbHUUSA, Ha
AKii NpoBOAATLCA By Ab-5Ki BUPOGHMYI cTagil,
3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOTO NakyBaHHS, A1
HecTepW/IbHKX JlikapCbknx 3aco6iB) BBEAEHHS
[04aTKOBOro BUpo6HvKa M3 — Jlek
PapmacbloTukasnc 4. 4., Byn. Bepowkosa 57,
NobnsHa, 1526, CnoseHis, Ak
anbTepHaTVBHOIO BUPOGHMKA,
BIANOBIAa/IbHOrO 3a BUPOGHMLTBO NPOAYKTY.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHS. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT Ai/bHULL BUPOBHULTBA A5
YacTVHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO JlikapCcbkoro 3acoby (4inbHuUsa ans
BTOPVHHOIO NakyBaHHS) - BBEAEHHS
[,04aTKOBOro BUpOGHWKa M3 — Jlek
dapmacbloTvKanc 4. 4., Tpimnaini 2/,
NeHpaBa/neHaga, 9220, CnoseHis,
BiANOBIA&/1IbHOIO 3a BTOPMHHE NakyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
OoTOBMIA NiKapcbkunii 3aci6. 3MiHW y
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNlbHNL BUPOGHMLTBA AN
YyacTuHM abo BCbOro BUPOBHNYOro npotecy
rOTOBOrO JliKapCbkoro 3acoby (4inbHuusa ans
NepBUHHOTO NakKyBaHHS) BBEAEHHS
[04aTKOBOro BUpo6Huka M3 — Jlek
dapmacbloTvKanc 4. 4., Tpimnini 2/,
NeHpaBa/neHaga, 9220, CnoseHis,
BiANOBIAA/ILHOIO 3a NEPBUHHE NaKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SIKOCTI.
IOTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0JaBaHHs AiNTbHUL, Ha SKil 34IRCHIOETLCA
KOHTPO/b/BUNPOBYBaHHS cepil) BBEAEHHS
[0[aTKoBOro BUpobHuka M3 ek
PapmacbloTUkanc 4. 4., Byn. Bepouikosa 57,
NMwbnsaHa, 1526, CnoBeHis, Sk BUPO6HUKa,
BiANOBIA&/IbHOrO 3a KOHTPO/Ib SAKOCTI.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
FOTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYTbCA BUMYCKY cepii Ta KOHTPONIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He
BK/IO4AI0UM KOHTPOb/BUNPOGYBaHHS cepii -
BBEJEHHS 404AaTKOBOro BMpo6Huka M3 — Jlek
dapmacbloTukanc 4. 4., Tpimnidi 2,
NeHpaBa/nengga, 9220, CnoseHis,
BiANOBIAA/TLHOIO 3a BUMYCK cepii. 3MiHK
BHECEHI B IHCTPYKL,j0 ANs1 MeAUYHOrO
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
«Brpo6HMK» Ta «MicLe3HaxomKeHHS
BMPOOHYMKaA Ta agpeca MicLis NPOBaKEHHS
ioro AifNbHOCTI», SIK HACNigOK —
3aTBEPAKEHHA TEKCTY MapKyBaHHA 41
[08aTKoBOro BUpPo6HMKa. BBeaeHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3ac06y, BK/1H0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO

niKkapcbKoro 3acoby (He3HayHa 3miHa y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoLeci BUPO6HMLITBA) BHECEHHS HE3HAYHMX
3MiH y napameTpy BUPOGHMYOro npouecy Ha
eTanax 3MillyBaHHs, NPOCItOBaHHS,
YLiIbHEHHS Ta HAHECEHHS N/TIBKA 3
ypaxyBaHHAIM pi3HWLi B 06/1aHaHHI Ha
3aTBEPKEHI Ta 3anpPONOHOBaHIN AiNbHNLAX
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA NiKapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA rOTOBOrO NiKapcbKoro 3acooby,
BK/THOHAIOUN NPOMiXHWIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHwWi 3MiHW) fJofaBaHHSA
HOBOrO BTOPUHHOIO NakyBasIbHOro MaTepiasy,
LLIO0 He KOHTaKTY€ 3 NPOAYKTOM Ans TabneTok
«in bulk» Ha ginbHWLI Nlek PapmacbloTukanc
4. a., Byn. Bepowkosa 57, NiobnsHa,
CnoseHis. BBefeHHS 3MiH NpOTArom 6-tu
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYAtOUM giana3oH po3Mipy cepir) roToBoro
niKapcbKoro 3acoby (36inbeHHs fo 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MiPOM)
36iNbLUEHHSA PO3MIpY cepii Ha AiNbHUL
Novartis Farma SpA, Italy. NponoHoBaHa
pepakuisi: Strength: 100 mg, Batch size(kg):
499.200, Number of tablets: 2,400,000.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBepAKeHHs. 3MiHn | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecy MicLs NPOBaLKEHHSA
[iSNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYaun AinbHULI
BUMNYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJI0 AKOCTI. (4iANbHICTb, 3a Ky
Bignosigae BUPOGHUK/iMNoOpTep, He
BK/IOYat0OUM BUMYCK cepili) 3MiHa agpecu Ta
Ha3BuM BNPO6HUKa Jlek dapmacbloTvKasc 4.4.,
ByN. BeposLukosa 57, NltobnsHa, 1526,
CnoseHisn. BBefeHHS 3MiH NpOTArom 6-Tn
MicsILiB Mic/1s 3aTBepAKEHHS.

173.

FOMNEPIO

TabneTku, BKpUTI
NMiBKOBOK
060/10HKOH0, Mo 200
Mr, no 14 TabneTok
y 6aicTepi; no 2 abo

Hosapric
Papma
Cepsices Al

LLiBeiiuapi
f

BUPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUNyCK

ITania/
Cinranyp/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TUNy - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOHYAKUM
AinbHuUl ansa A®l, NpomixXHOro NpoAaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHWLi 415

3a
peyenmom

He
nionsieae

UA/16691/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
4 6nictepu B cepii: NpoBefeHHs NakyBaHHs, BUPOOHNKa,
KapTOHHI KopooLii HosaprTic ®apma BiANOBIAa/IbHOrO 3a BMNYCK Cepiit, MicLe
C.n.A., Itanis; NpoBefEeHHs1 KOHTPO/IIO cepii) abo
rnoctayanibHuKa BUXiAHOro matepiasny,
BUPOGHMLITBO, peareHTy abo AONOMiIXHOT PEYOBMHY (SKLLO
KOHTPO/b AKOCTI: 3a3Ha4yeHo y [0CbE) BUTYYEHHS BUPOGHMKA
HoBaprTic HoBaprtic d®apma LUTeiiH Al, LLIBeiiuapis,
CiHranyp BiANOBIAA/ILHOIO 3a BUPOGHULITBO Ta
PapmacboTukan KOHTPO/Ib AKOCTI Y 3BA3KY i3 PiLLEHHAM
MaHydekTypiHr KOMMaHii. BBeAeHHS 3MiH NpoTArom 6-Tu
Mre. N14., MicAILiB nicns 3aTBepMKEHHS. 3MiHuW | Tuny -
Cinranyp; 3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.

KOHTPO/b SKOCTI
3a NOKa3HKOM
«MikpobionoriyHa
ynucToTax:
Nex
$apmacbloThKanC
4. 4., CnoseHis;

BVMPOGHMLTBO,
KOHTPO/b SKOCTI
OKpiM NoKasHuKa

«MikpobionoriyHa
yncToTax:
HosaprTic

PapmacboTukan

MaHyakTypiHr
NINC, CnoseHis;

nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii:
Nex
PapmacbroTmKanc
4. 4., CnoseHis

3MiHu y BUPO6HMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNlbHNL BUPOGHMLTBA AN1A
4yacTuHM abo BCbOro BUPOBHNYOro npotecy
roTOBOrO JIiKapCbKOro 3acoby (AiNbHUUSA, Ha
SKili NpoBOAATLCA BYAb-5Ki BUPOGHMYI cTagil,
3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBMHHOTO Ta BTOPVWHHOIO NakyBaHHSA, A1
HecTepW/IbHUX JlikapCbkux 3aco6iB) BBEAEHHS
[04aTKOBOro BUpo6Huka M3 — flek
dPapmacbloTukanc 4. 4., Byn. Bepouikosa 57,
NMobnsaxa, 1526, CnoseHis, Ak
albTepPHATUBHOIO BUPOGHMKA,
BiANOBIAA/IbHOIO 3a BUPOGHMLTBO NPOAYKTY.
BBefeHHS 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3MiHW y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI fiNbHNL BUPOBHMLTBA AN
4acTVHM abo BCbOro BUPOBHMNYOro npoLecy
roTOBOro NikapcbKoro 3acoby (AinbHUUSA Ans
BTOPWHHOIO NakKyBaHHS) - BBEAEHHSA
[04aTKOBOro BUpo6Huka M3 — Jlek
dapmacbloTukanc 4. 4., Tpimnidi 2,
NeHpaBa/nengga, 9220, CnoseHis,
BiZJNOBIAa/1bHOrO 38 BTOPUHHE MaKyBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI fiNbHNL BUPOBHMLTBA ANs
4acTVHM abo BCbOro BUPOBHMNYOro npoLecy
roTOBOro NikapcbKoro 3acoby (AinbHUUSA Ans
NepBUHHOIO NakyBaHHS) BBEAEHHS
[04aTKOBOro BUpo6Huka M3 — flek
dapmacbloTukanc 4. 4., Tpimnidi 2,
JNleHpaBa/neHasa, 9220, CnoseHis,
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

BifJNOBIAA/IbHOTO 3a NEPBMHHE MaKyBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.

[oTOBMIA Nikapcbkunii 3aci6. 3miHW y

BMPOBHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo

[ofaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCA

KOHTPO/b/BUNPOGYBaHHSA cepii) BBEAEHHS

[opaTtkoBoro BupobHuka M3 Jlek
dapmacboTUKanc 4. a., Byn. Bepowkosa 57,
NMobnsHa, 1526, CnoBeHis, Sk BUPO6HKMKa,
BiAMOBIA&/IbHOrO 3a KOHTPO/Ib SKOCTI.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHW y

BMPOBHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo

JoAaBaHHA BUPO6HKKa, Lo BiAnoBigae 3a

BBE3€HHA Ta/abo Bunyck cepii) - He

BK/IO4AI0UM KOHTPOb/BUNPOGYBaHHS cepii -

BBeEHHS 0AATKOBOro BUpPo6HuUka M3 — flek
dapmacbloTvKasc g. 4., TpiMnini 2],
NeHpaBa/neHgBa, 9220, CnoseHis,
BignoBigasIbHOro 3a BUMNycK cepii. 3MiHW
BHECEHI B iIHCTPYKLitO0 4719 MEANYHOro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
«BUPOBHUK» Ta «MicLe3HaxXoMKeHHs
BMPOGHMKaA Ta agpeca Micus NPoBaXeHHS
A0r0 AisiNbHOCTI», K HACigoK —
3aTBEPMKEHHA TEKCTY MapKyBaHHA ANsi
[0[aTKOBOro BUPO6HMKA. BBeAEHHS 3MiH

NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

3MmiHu | TNy - 3MiHK 3 SIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaoUy NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUPOOHNLTBA) BHECEHHS HE3HAYHUX
3MiH y NapamMeTpy BUPOBHMYOro npoLecy Ha
eTanax 3MilyBaHHs, NPOCitOBaHHS,
YLWiNIbHEHHS Ta HAHECEHHS N/iBKA 3
ypaxyBaHHAM pi3HWLi B 061agHaHHI Ha
3aTBEPXEHIl Ta 3anponoHOBaHIi AiTbHULAX
BMPOGHMLITBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHK 3 SKOCTi. F0TOBMIA NiKapCbkuid 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHW) AoAaBaHHSA
HOBOrO BTOPVMHHOIO NakKyBaslbHOTO mMaTtepiasny,
LLI0 He KOHTaKTYe 3 NPOAYKTOM Ans TabneTok
«in bulk» Ha ginbHWL Jlek PapmacbioTrKanc
4. o., Byn. Bepowkosa 57, NliobnsiHa,
CnoBeHis. BBeieHHsA 3MiH NpOTAromM 6-u
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
(BKIOYAtOUM fiana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM)
36ibLUEHHA PO3MIpY cepii Ha AiNbHULL
Novartis Farma SpA, Italy. NponoHoBaHa
pefakuis: Strength: 200 mg, Batch size(kg):
249.600, 499.200, 247.200, 494.400, Number
of tablets: 1,200,000, 2,400,000, 600,000,
1,200,000. BBefieHHsA 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NpoBafXeHHs
AisnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIHOYAUN [iTbHULL
BUNYCKy cepii abo MicLe NnpoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBigae BUpOGHMK/iMnopTep, He
BK/IOUa0UM BUMYCK cepili) 3MiHa agpecu Ta
Ha3Bu BUPOGHYMKa JSlek PapmacbloTukanc A.4.,
By/1. BepoBlikoBa 57, /lo6nsHa, 1526,
CnoBeHis. BBeieHHA 3MiH NpOTAromM 6-Tu
MicALIB MiCNSA 3aTBEPKEHHS.

174.

FONEPIO

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, 10 50
Mr, no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepun B
KapTOHHI KopooLli

HoBaprTic
dapma
Cepsices Al

LLiBefiuapi
l

BMPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMyCK
cepii:
HoapTic ®apma
C.n.A,, ltanis;

BMPOGHMLTBO,
KOHTPO/b SKOCTI:
Hosapric

ITania/
Cinranyp/
CnoseHis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOUYAKOUM
AinbHuui Ana A®l, npoMixxHOro npoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI A1
NpOBefEeHHs NakKyBaHHs, BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiit, MicLe
npoBeAeHHS KOHTPOO cepii) abo
noctavyasibHMKa BMXiAHOrO Matepiany,
peareHTy abo JONOMDKHOT PEHOBVHY (SIKLLO
3a3HaYeHo y OCbE) BUyHEHHS BUPOOHUKA
HoBaprtic ®apma LUTeiiH Al, LLiBeiiuapis,

3a
peyenmom

He
nionsiecae

UA/16691/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Cinranyp BiANOBIAA/IbHOIO 3a BUPOGHMLTBO Ta
dapmacbloTuKasn KOHTPO/b AKOCTi Y 3BA3KY i3 PilleHH:M
MaHydekTypiHr KOMnaHii. BBeieHHs 3MiH NpoTArom 6-Tu
Mre. N14., MiCALIB MiCNSA 3aTBEPAKEHHS.
Cinranyp; 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA

KOHTPO/Ib SKOCTI
3a NOKa3HMKOM
«MikpobionoriyHa
yncToTax:
Nek
PapmacboTrKanc
4. 4., CnoBeHisi;

BMPOGHMLTBO,
KOHTPO/b IKOCTI
OKpiM MoKa3Huka

«MikpobionoriyHa
yucToTax:
HosapTic

PapmacboTuKan

MaHydhakTypiHr
NNC, CnoseHis;

nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHS1, BUMYCK
cepil:
Nex
$apmacboTUKanC
4. 4., CnoseHis

nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa ab0 BBeAEHHSI 404ATKOBOI AiNbHUL
BMPOGHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHMYOro NPOLLECY FOTOBOTO JliKaPCbKOro
3aco06y (ginbHMLSA, Ha K NpoBOAATLCA Oy ab-
AKi BUPOGHWYI cTagil, 3a BUHATKOM BUMYCKY
cepiil, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MaKyBaHHS, A/19 HECTEPUTbHNX
nikapcbkrx 3acobiB) BBeEHHA 104aTKOBOro
BMPOGHMKa M3 — Nlek apmacbloTukanc 4. 4.,
By/. Bepowkosa 57, lio6nsHa, 1526,
CnoBeHis, SK anlbTepHATUBHOrO BUPOGHNKA,
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO NPOAYKTY.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeEeHHS [,04AaTKOBOI AifbHUL
BMPOBHMLTBA 151 HACTUHM abo BCbOro
BMPOGHNYOro NpoLLecy roTOBOrO NiKapCbKoro
3acoby (AinbHMULA AN BTOPUHHOTO NakyBaHHS)
BBE/EHHS 04aTKOBOro BMpo6Huka M3 — Jlek
dapmacbloTvKanc 4. 4., Tpimnini 2/,
NeHpaBa/neHaga, 9220, CnoseHis,
BiANOBIA&/1bHOIO 3a BTOPMHHE NaKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNlbHNLi BUPOGHMLTBA AN1A
4yacTuHM abo BCbOro BUPOBHNYOro npotecy
rOTOBOrO JliKapCcbkoro 3acoby (4inbHuusa ans
NepBUHHOTO NakKyBaHHS) BBEAEHHS
[04aTKOBOro BUpo6Huka M3 — flek
dapmacbloTvKanc 4. 4., Tpimnini 2/,
NeHpaBa/neHaga, 9220, CnoseHis,
BiANOBIAA/ILHOrO 3a NEPBUHHE NaKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
FOTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYTbCA BUMYCKY cepii Ta KOHTPONIO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

[0JaBaHHs AiNTbHULI, Ha SKil 34IACHIOETLCA
KOHTPONb/BUNPOBYBaHHS cepil) BBEAEHHS
[0[aTKoBOro BUpobHuka M3 ek
dPapmacbloTukanc 4. 4., Byn. Bepouikosa 57,
NMwbnsaHa, 1526, CnoBeHis, Sk BUPO6HUKa,
BiANOBIA&/ILHOrO 3a KOHTPO/Ib SAKOCTI.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOO SIKOCTi FTOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
BUPOGHMKA, LU0 BiNOBIAAE 38 BBE3EHHS
Ta/abo Bunyck cepii) - He BkAovaoum
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS
[04aTKoBOro BUpo6HvKa M3 — Jlek
dapmacbloTvKasc g. 4., TpiMnini 20,
NeHpaBa/neHgBa, 9220, CnoBeHis,
BigNoBigasIbHOro 3a BUMNyCK cepii. 3MiHW
BHECEHI B iIHCTPYKLitO0 4719 MEANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
«BUPOBHUK» Ta «MicLe3HaxoMKeHHs
BMPOGHMKaA Ta agpeca Micus NPoBaMKEHHSA
A0r0 AisiNbHOCTI», K HAaCigoK —
3aTBEPMKEHHA TEKCTY MapKyBaHHA ANsi
[0[aTKOBOro BUpO6HMKa. BBeAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MmiHu | TMNy - 3MiHK 3 SIKOCTi. ToTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaoUy NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUPOOHNLTBA) BHECEHHS HE3HAYHUX
3MiH Yy NapamMeTpy BUPOBHMYOro NpoLecy Ha
eTanax 3MilyBaHHs, NPOCitoOBaHHS,
YLWiNIbHEHHS Ta HAHECEHHS N/iBKA 3
ypaxyBaHHAM pi3HWLi B 061agHaHHI Ha
3aTBEPKEHIl Ta 3anponoHOBaHI AiTbHALAX
BMPOGHMLITBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbKuid 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHWM) AoAaBaHHSA
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1

HOBOrO BTOPVMHHOTIO NakKyBaslbHOTO mMaTtepiasny,
LLI0 He KOHTaKTYe 3 NPOAYKTOM Ans TabneTok
«in bulk» Ha ginbHWL Jlek PapmacbioTrKanc

4. o., Byn. Bepowkosa 57, NliobnsiHa,
CrnoseHis.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BK/THOHAKOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHAHO i3 3aTBEPIKEHUM PO3MiIPOM)
36iNbLUEHHS PO3MIipY cepii Ha AifbHUL
Novartis Farma SpA, Italy. NponoHoBaHa
pepakuis: Strength: 50 mg, Batch size(kg):
249.600, Number of tablets: 1,200,000.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPLKEHHS.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3aco0y, BKIoYaoun AinbHuL BUNycky cepil
ab0 MicLe NpoBeLEeHHA KOHTPOSIHO SKOCTI.
(misnbHiCTb, 3a Ky Bignosigae
BUPOGHMK/IMMOPTEp, He BKIKOYAUM BUNYCK
cepiii) 3MiHa agpecu Ta Ha3By BUPOGHMKa Jlek
dapmacboTukanc g.4., sByn. Beposiukosa 57,
NMobnsHa, 1526, CnoseHis. BBeeHHA 3MiH
NpPOTArom 6-T1 MiCALLIB MiC/IA 3aTBEPKEHHS.

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Mpo Medu4YHe 3acmocysaHHs

B.o. HauanLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO
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