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Ceptudikar akocti N2 040000117749

Koppepis AM, Tabnetku no 4 mr/5 mr, no 10 Tabnerok y 6nicrepi, no 3 6nictepu y nauui
1rabnetka MiCTUTL NepuHAOnPUY TepT-6yTnaminy 4 Mr, wo exksisane#THo 3,338 mr nepuHgonpuny Ta

amnoguniHy 6ecunaty 6,935 mr, 1o ekBiBaneHTHO SMr amnoguniny

Homep cepii: 10924 Kpaiha otpumysay: YkpaiHa
KinoKicts npoayKuir: 7.227 Tnc.ynak. N Peectp. noceigyeHHs: UA/20544/01/01
[laTa BUpOGHULTBA: 09.2024 Tepmin il peecTp. nocsiguenHs:  31.07.2029

AHani3 BUKOHaHWiA no: MKA N3 o PN Ne UA/20544/01/01 sipg 31.07.2024 p.

HaiimeHyBaHHA noKasHuKiB Bumoru AHI(cneyudikauir) PesynbraTtu Bunpobysatb
Onuc Kpyrni gsoonykni Tabnerku Big 6inoro fo maiixe
6inoro konbopy Bignosigae

InenTudikayin
MNepuHgonpun Yac yrpumyBaHHA MiKy NepuHBoNpUny Ha
XpomaTorpami BUNpoOOBYBaHOIO PO3UMHY Mae
cniBnagati 3 Yacom yTpUMyBaHHA Niky
NepUHJONPUNY Ha XpPOMaTorpami PO3UNHY
ropisHAHHA (a) Bignoeigae
AmnoguniH Yac yTpumyBaHHA Niky aMnoguniHy Ha
XpomaTorpami BUNpoGOBYBaHOIO PO3UNHY MaAE

cnisnagaT 3 4YacoMm YTPUMYBaHHA TiKY aMIoOguUIIHY

Ha XpomaTorpami po3uuHy NOpiBHAHHA (a) Bignosigae
MepuHaonpun TepT-6yTunamiH Ha xpomaTorpami Bunpo6osyBaHOro posunHy
Ta amnogunidy 6ecunat NOBUHHI BUABAATUCA NAsMU, SKi 338 kKoedilieHToM

YTPUMYBaHHA, BENMUUYNHOK Ta iIHTEHCUBHICTIO

3abapBnieHHs BiANOBIZalTb OCHOBHUM NAAMam Ha

XpomaTorpami posuuHy nopieHsHHA(C) Bignosigae
CepepHsa maca TabneTKn Ta oAHOpIAHICTb Macn TabneTKn

0,0950r-0,1050 r 0,101 r

3a ogHopigHicTio Macy TabneTKn NOBUHHI

signosigaTv Bumoram AOY*, 2.9.5 Bigrnoginae

CynpoBsigHi gomiwkM: nepuHponpun TepT-6yTUAamii Ta amnoguni

lpeHTudikoBaHa gomilka Bri He Ginbwe 0,3 % (Ha MomeHT BUNYCKY). He
6inbwe 1,5 % 0,0 % (<MB)
lpeHTudikoBaHa gomiwka En He 6inblwe 0,4 % (Ha MOMeHT BUNYCKY). He
6inbwe 0,4 % 0,0 % (<MB)
lneHTudikoraHa gomiwka Fn He 6inbie 0,2 % (Ha MoMeHT BUNYyCKy). He
Ginbiwe 1,5 % 0,0 % (<MB)
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ineHTudikoBaHa gomiwka Cn
|neHTMgiKoBaHa Aomiwka Dn
ineHTUdikosaHa gomiwka Da
laeHTndikosaHa fomilka Ea
ineHTMdikosaHa fomitKa Fa
|peHTudiKoBaHa gomilika Aa
KoxmMa HeigeHTndikoBaHa
JomiliKa

Cyma HeifeHTUPIKoBaRHUX
JOMILLOK

Cyma ycix AOMILLOK

PosunHeHHA

nepuHgonpun TepT-6yTunami
amnoamnix

OpaHOpiAHICTb A030BAHNX OAUHULLD

nepuHaonpun TepT-6yTunamid

amnoaunid

Mikpo6ionoriuHa uncrora
3aranbHe Yyucno aepobHux
mikpoopraHiamis (TAMC)
3aranbHe Yucso ApRKAXKOBUX Ta

" nnicHssux rpubie (TYMC)

ve 6inbwe 0,1 % (Ha MomeHT BURyCcKy). He
Ginbue 0,6 %

He 6inbwe 0,1 % (Ha MOMeHT BUAYCKy). He
Ginswe 0,6 %

He 6inbwe 0,3 % (Ha MOMeHT BUnycKy). He
6inbwe 0,5 %

He Ginbwe 0,15 % (Ha momeHT BUMycKy). He
6inbwe 0,5 %

He Ginbwe 0,15 % (Ha momeHT Bunycky). He
Ginbwe 0,5 %

He 6inbiwe 0,15 % (Ha momeHT Bunycky). He
6inbwe 0,5 %

He 6inbiue 0,1 % (Ha MOMEHT BUMYCKY). He
6inbwe 0,2 %

He HopmyeTbes (Ha MOMEHT Bunycky). He binblwe
2,0 % ’
He Ginble 2,0 % (Ha momeHT Bunycky). He

HOPMYETLCA NPOTArOM TepMiHy 36epiraHHa

BignosigHicTb 3a Tpboma pisHamn (81, 52, 83

) ouiHioBaHHs 3 ypaxysaHHam Q = 80 % 3a 30 xs.

BinnosigHicTb 3a Tpboma piskamm (81, S2, S3

) oujiHioBaHHA 3 ypaxysaHHam Q = 80 % 3a 30 xB.

| - gns nepwmx 10 opvHLL: NpUimanbHe YACHo
e nepesuye 15,0 %.11 - ana 30 ogunmLb:

npuiimansHe uncio He nepesuwye 15,0 % Ta

pesynbTaT *OAHOT 4030BaHOT OAVIHULI HE € MEHLIUM

32 0,75 M i He € Ginbwrim 3a 1,25 M
[ - gnsa nepwux 10 oAMHULB: NpUManbHe Yucno
He nepesuiyye 15,0 %.I1 - ana 30 opuHuub!

npuiimanbHe uncio He nepesuulye 15,0 % Ta

pesynbTar >KOAHO!T A030BAHOT OAUHULI He € MeHLLIUM

3a 0,75 M i He € Ginbwinm 3a 1,25 M

Kputepiit npuiHathocti 1000 KYO/r

KpuTepiti npuiinsTHocti 100 KYO/r

0,0 % (<MB)
0,1%

0,1%

0,00 % (<MB)
0,00 % (<MKB)'
0,00 % (<MB)
0,0 % (<MB)
0,0 % (<MB)

0,2 %

102 %

92 %

Binnosipae

Bigrnosigae

0 (meHwe 100)

0 (meHwe 100)

UMV

Cepmucikam nidnucaro enekmpoHHUM Nnionucom
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Escherichia coli BincytHicto B 11 BincyTHi

KinbKicHe Bi3HaYeHHA

nepuRoNpKA TepT-OyTunamity 3,80 mritabn. - 4,20 mritabn. 3,99 mriTab

amnoguniny 4,75 wmr/rabn. - 5,25 mr/tabn. 5,04 mriTat
YnakoekKa Mae signogigatv BUMoram Bignosigae
MapKkyBaHHs Mae sigrnogifaty BUMOram Binnosinae
TepmiH npuaaTHOCTI: 2 poKu [o 09.2026

Ymogu 36epiranna:  36epirati npu Temnepatypi He ulle 30 °C B opuriHanbHii ynakosui. 36epiratit y HefAOCTYNHOMY ANA
airen micyi.
KomeHrapi:

Llosein MO3 Ykpainn Ne24-04/36772/2-24 sig 24.09.2024p

3anBa npo cepTudikauito:

Uum s 3aceiguyio, Wo BULleBKasaHa iHbopmauis € [oCTOBIpHOIO i TouHot. Lo cepito npopykuil 6yno supobnerio (BKAtouI0MY
ynakoBKy/MapKyBaHHa) Ta npoBefeHnid . KOHTPONb 1i AKOCTI Ha HUSKUEBKa3aHill AiNbHWLI B MOBHIl BIANOBIQHOCTI 10 BUMOT GMP,
BCTAHOBAEHUX MICLLEBUM PEryNaTOPHUM OpPraHoM, a TakoxX y gignoBigHocTi i3 cneyndikayiamu, AKi 3HAXOAATHLCA Y PeecTpaLiiiHOMy
pocbe/Toprosoi niyeHsii. [PoTokony eypoGHNULTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipexi Ta BCTaHOBNEHA signosigHicte GMP.

fiezBoseHo go peanisalii / no BigBaHTaKeHHA

YroeHoBaxeHa ocoba - [posigHui itkeHep BCraBn Apemerko B.B. 30.09.2024

BupoGHuYa ginbHuuA:

YKPAIHA, 04080 m. Kuie-80, Byn. KupuniecbKa, 74: Riuexsin Ha supobHuUTBo AE N? 637430 sig 07.04.2015

KOHTpCV)I‘I‘b ﬂKo;'ri Ta BUjayYa Ao3B0NY Ha peanizayiio: ) A
YKPAIHA, 0408C m. Kuis-80, gyn. Kupunigcoka, 74; CsifouTo Npo arecraujiio Ne 390 sin 22.01.2019

Cepmudpikam HidNUCaRO eneKkrnpoHHUM NidNUCOM ID 0400001177489






