OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

3aranbHe YUCNO APiKAKOBUX | Kputepiil npuitHaTHOCTI 10 KYO/Mn
nnicHasux rpubie (TYMC) * *
Escherichia coli * BigcyTHicTe B 1 mn *

KinbkicHe BU3HaYeHHA

eTUNoBUiA edip Big 19,0 mr po 21,0 mr e 1 mn npenapaty (Ha
a-fpomizoeanepiaHoBoi KNCNOTK MOMeHT BUNYCKY). Big 18,0 mr no 22,0 mr 8 1 mn
npenapary 19,4 mrimn
¢deHobapbitan Big 17,3 mr po 19,2 mr B 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 16,4 mr no 20,1 mr 8 1 mn
npenapary 18,6 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
Tepamin npmaaTHocTi: 2 poku 6 micayie Do 07.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepartypi He suwe 25 °C.
KomeHTapi:

*Ha nigcraei nepioguuHoro KoHTponio. [poTe MU NigTEEpPIKYEMO BiANOBIAHICTL AaHOI cepii Bumoram H
3anBa npo cepridikayin:

Lum A 2aceiguyio, WO BUleBKa3aHa iHdopMaLia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHoCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA dﬁ w.
YnoeHoeaxeHa ocoba — [poBigHWiA iHxeHep BCTaBll filpemenko B.B. ¢/ / um 02.02.2024
omﬂgsme
BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BO-AE N° 637430 eip 07.04.2015;

28.10.2021

KoHTponb AKOCTi T2 BNAaYa f03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knis-80, gyn. Kupuniscbka, 74; Ceigow
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Ceprundikar axocri N 040000112738

Kopeanon®, kpanni opanbHi no 50 mn y ¢naxoni, no 1 ¢pnakony B nauyi
1mn po3unHy (26 Kpanenb) MicTUTb: eTunoBoro edipy a-6pomizoBanepiaHOBOI KUCAOTH B NepepaxyBaHHi

Ha 100% pevoBuHy 20 mr, peHobapbitany 18,26 mr, m'atu onii 1,42 mr

Homep cepii: 30124 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 53.802 Twuc.dnak. Ne PeecTp. NoCBigYeHHs: UA/2554/01/01
Hata supoGunyTea: 01.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHWi

AHani3s BUKOHaHu# no: MKA 113 no P NeUA/2554/01/01, 3minn Big 15.07.2021 p.

HalimeHyBaHHA NOKa3HUKIB Bumoru AHJ{cneundixkanii) PesynbTaTn BUnpobyBaHb
Onnc MNpo3opa Ge3bapeHa piguHa 3i cnelngiuHum
3anaxom Bignoeigae
laenTudikayin
eTUNoBUiA edip Ha xpomaTorpami npenapaty Yyacy yTpUMyBaHHA
a-fpomizoeanepiaHoBoi OCHOBHWX NikiB eTMnoBoro edipy a -
KUCNOTH, MEHTON BpomizoBanepiaHoBOT KUCNOTH | MEHTONY MaloTh

cniBNagaTM 3 Yyacamu yTPUMYBaHHA NiKie

eTUnoecro egipy a-6poMizoBanepiaHoBOI KNCIOTH

i MEHTONY Ha XpoMaTorpami po3unHy NOPIBHAHHA 3

TOYHICTIO £ 2% Bignoeigae
¢deHobapbitan ¥neTpadioneToBUi cnekTp NOrAMHAHHA

BUNpo6GOBYBAHOrO PO3UMHY, NPUroTOBAHOMO B

po3aini “KinbKicHe BU3HaueHHA", B

220 Hm go 300 HM NoBUHEH MaThiak

BOBXUHW xBUNi (240+2) Hm. 240 Hm
eTaHon Ha xpomatorpami Bunpo6oBysd
OTpuMaHiin B po3gini "EtaHon”,
nika eTaHONy Ma€ CnienagaTy 3 ua
YTPUMYBaHHA Nika eTaHONY Ha XPOMaTOR:
PO3UMHY NOPIBHAHHA 3 TOYHICTIO +2% Bignoeigae
pH Bin4,0 o 7,0 8,7
lyctvHa Big 0,924 r/cm3 go 0,929 ricm3 0,926 ricm3
lMNoKa3HUK 3anoMNeHHA Big 1,3642 no 1,3658 1,3654
EtaHon Big 0,420 r go 0,460 r B 1 Mn Nnpenapaty 0,433 r/imn
bpomig-ioH He 6inbiwe 0,8 mr 0,2 mr/mn
O6'em BMICTY YNakoBKK He meHwe 50 mn Bignoeigae
Mikpo6ionoriuna uncroTa
3aranbHe yucno aepoBHUX Kputepiil npuidHATHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * *
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