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Ceptudikar akocri N2 040000117830

Koppepis AM, Tabnetku no 8 mr/5 mr, no 10 TabneTtok y 6nicrepi, no 3 6nicrepu y nayui
1rabneTka MicTUTh 8 Mr NepuHgonpuny TepT-6yTunamiHy, Wo eksiBaseHTHo 6,676 Mr nepuHgonpuay Ta

amnoaunivy 6ecunaty 6,935 mr, wo exsisaneHTHO SMI amMnogunixy

Homep cepii: 10924 Kpaina oTpumyBau: YkpaiHa
KinbkicTb npogykuil: 7.523 Tuc.ynak. N¢ PeecTp. nocasigueHHs: UA/20544/01/03
[ata eupobHuyTBa: 09.2024 Tepwmin gii peectp. nocsiguenns:  31.07.2029

AHani3 BUKOHaHWi no: MKA N3 go PN Ne UA/20544/01/03 Bin 31.07.2024 p.

HalimeHyBaHHA noKasHuKis Bumoru AHJl(cneyudikauii) PesynbraTtit BUNpO6YyBaHL
Onunc Kpyrni psoonykni Tabnetku Big 6inoro go maixe
6inoro Konbopy Bignoeigae

lpenTudikauin
Mepurgonpusn Yac yTpumysaHHa fiky nepuHZonpuny Ha
Xpomarorpami BunpoboBYBaHOrO PO3YMHY Mae
crisnagaTi 3 4acoMm YTPUMYBaHHS Niky
NepWHAOTIPUIY Ha XPOoMaTorpami Po3UNHY
nopiBHAHHA (a) Binnosigae
Amniogunin Yac yTpumyBaHHA Niky aMIognuniHy Ha
Xpomartorpami BUNpoGoBYBaHOIr0 PO3UNHY MAE

cniBragati 3 4acom YTPUMYBaHHA NiKy amnoguniny

Ha XpomaTorpami po3unHy NopiBHAHHSA (a) Bignosinae
MepuHagonpun TepT-6yTUNamiH Ha xpomaTorpami BUnpo6oByBaHoOro po3uuHy
Ta amnoguniny 6ecunar NOBUHHI BUABAATUCA NAAMU, AKi 33 koedilieHTOM

YTPUMYBAHHA, BENUUYKHOW Ta iIHTEHCUBHICTIO

3abapBneHHsA BiANOBIOAOTE OCHOBHUM M/IAMAaM Ha

XpomaTorpami posunHy nopieHAHHA(C) Bignosipae
CepepiHa maca TabneTKu Ta ofiHOPIJHICTL Mack TabneTku

0,1900r-0,2100 r 0,1999 r

3a oaHopiaHicTio Mack TabneTku NOBUHHI

Bignosigatn sumoram AQY*, 2.9.5 Biagnosigae

CynpoBigHi pomiliKu: nepuHaonpun TepT-6yTUnamii Ta amnogunin

lgeHTudikoBaHa fgomilka Bn He Ginblwe 0,3 % (Ha MoMeHT BUNYCKY). He
6inowe 1,5 % 0,0 % (<MB)
lneHTUdiKkoBaHa gomiwka En He 6inbwe 0,4 % (Ha momeHT BUNYyCcKy). He
Ginbwe 0,4 % 0,0 % (<MB)
lneHTndikosaHa pomiwka Fn He 6inbwe 0,2 % (Ha MoMeHT BUnycKy). He
Ginbwe 1,5 % 0,0 % (<MB)
Cepmudpikam nidnucano esekmpoHHUM nidnucom ID 040000117830 Crop.1 33
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|peHTndikoaHa gomiluka Cn
IperTudikoBaHa gomiwka Dn
IneHTUdiKoBaHa fomika Da
|neHTudikosaHa aomiwka Ea
IneHTudikosaHa fomituka Fa
JaeHTdiKoBaHa gomilka Aa
KoxHa HeineHTudiKoBaHa
NOoMiLLKa

Cyma HeifeHTUGIKOBaHHIX
JOMILLOK

Cyma ycix JOMIILOK

Po3syuHeHHA

nepuHaonpun TepT-6yTrnami
aMmnoauniH

OfHOPIAHICTD AO030BaHUX OANHULD

nepuHgonpun TepT-6yTunamid

amnoaunid

Mikpo6ionoriyia yncrora
3aranbHe Yuco aepobHuxX
mikpoopratiamis (TAMC)
3aranbHe Yncno QRiKAMKOBUX Ta

nnicHasux rpubis (TYMC)

He Ginbwe 0,1 % (Ha MOMEHT BUNYCKY). He
Ginole 0,6 %

He Ginbiwe 0,1 % (Ha MOMeHT BUMYCKY). He
6inbwe 0,6 %

He 6inbwe 0,3 % (Ha momeHT Bunycky). He
Ginole 0,5 %

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

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

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

He Ginble 0,1 % (Ha MOMeHT BUNYCcKy). He
6inble 0,2 %

He HopwmyeTbca (Ha momeHT BUnycky). He inblue
2,0%

He 6inbiue 2,0 % (Ha momeHT BUMNYCKY). He

HOPMYETbCA NPOTArOM TepMiHy 36epiraHHa

BignosiaHicTb 3a Tpboma pisHamn (81, 82, 83

) oujtoBatHa 3 ypaxysarkam Q = 80 % 3a 30 xs.

BignosigHicTb 3a Tpboma piBHaMM (81, S2, 33

) OUiHIOBaHHS 3 ypaxyBaHHAM Q = 80 % 3a 30 x..

| - gns nepwux 10 ogMHUUB: NpUAManbHe YACHO
re nepesuiye 15,0 %.11 - ana 30 oguHuUb!

npviimanbHe YACNO HE Nepesullye 15,0 % Ta

pesyrbTaT »oaHo! [030BaHOl OAMHNLI He € MeHLIUM

3a 0,75 M i He € 6inbwmm 3a 1,25 M
| - ana nepwux 10 ogvHULL: NpUAManbHe YNCo
He nepesuuye 15,0 %.11 - ana 30 oauHuub:

NpuimanbHe YACAO He nepesuilye 15,0 % Ta

pe3ynbTaT >KoAHO! [,030BaHOT OQUHULI He € MeHWUM

33 0,75 M i ne € 6inotumm 3a 1,25 M

Kputepili npuithatHocti 1000 KYO/r

KpuTepiit npuiHaTHocTi 100 KYO/r

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MKB)

0,00 % (<MB)

0,00 % (<MB)

0,00 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

96 %

87 %

Binnogigae

Bignosigae

0 (Menwe 100)

0 (MeHwe 100)

Cepmucpikam nidnucaHo eneKmpoHHUM nidnucom

ID 040000117830 Crop. 2

33
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Escherichia coli BigcytHicto B 11 BigcyTHi

KinbKkicHe BU3HaueHHs

nepuHgonpun TepT-dyTUNamMiHy 7,60 mrfrabn. - 8,40 mr/ra6n. 7,97 mr/Tab

amnoaunniHy 4,75 mritabn. - 5,25 mrfra6n. 4,97 mritab
YriakoBKa Mae signosigaty Bumoram Bignosigae
MapkyBaHHs Mae sianogigaty Bumoram Bignoeigae
Tepmin npugarTHocTi: 2 poKu Ho 09.2026

Ymogu 36epiranna;  36epiraty npu Temnepartypi He suile 30 °C B opuriHanbHil ynakosui. 36epiraty y HeflocTynHomy ans
nitev micui.
KomeHnTapi:

Lozsin MO3 Ykpainu Ne24-04/36772/2-24 sip 24.09.2024p

3anBa npo cepTudikauiio:

Lum s 3aceiguyio, W0 BUWEBKazaHa iHdopmauia € goctosipHoto i TouHow. Lo cepito npoaykuii 6yno Bmpo6ne}16 (BKrisouaoUy
yMnakoBKy/MapKyBaHHA) Ta MpPOBEAeHNIA KOHTPOMb i AKOCTI Ha HUXKYeBKasaHil AinbHWL B NOBRIK BignosigHocti go sumor GMP,
BCTaHOBNEHNX MICLIEBUM PeryIATOPHUM OPraHoOM, a TakoX Y BignosigHocTi is creuudikauiamm, AKi 3HaXoAATbCA y peecTpaLiiHoMy
Aocbe/Toproeoi AilieHsii. NMpoToKonu BUPOBHULTBEA, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBneHa signosianicte GMP,
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HossoneHo fo peanisauii / po BigBaHTaXKeHHA

YnoeroBaxeHa ocoba — MposigHuit itxeHep BCtaBlN Apemerko B.B. 04.10.2024
Bupo6Huya ginbHuya:
YKPATHA, 04080 m. Kuie-80, syn. Kupuniecoka, 74; Jliuensia Ha BupobHuuteo AE Ne 637430 sig 07.04.2015
KoHTponb AKOCTi Ta Buhaua 103BOAY Ha peanisayito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Csigoutso npo atectauito N2 390 sig 22.01.2019
Cepmucpikam nidnuUCaHo enekmpoHHUM nidnucom ID 040000117830 Crop.3 33






