JTEPKABHA CIIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMHN Y KHIBCBKIHN OBJIACTI

po. Cairmeranol Hapil, 3, m.Kuis, 02099, Ten/thakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOI'0 B YKpaiHy JAiKapchbKoro 3acody

28.09.2023 Ne 47350/23/10

HEMOTAH

(HaltMCHyBaBHA JIKAPCLKOTO 3acoby ITTANO 3 peccTpaniitHma mockixyeM)
TaljieTKi, BKPHTI 11iBK0BoI0 060a0HK010, 0 30 Mr; mo 10 Tabiterok y Gaictepi; mo 3

BiHicTepH y xapTomuiil kopo6ui

(thopnia prEITYCKY, 103YBAHHS, BUT MAKYRAKHA JKAPCHKOTO 3ac06Y)

Homep peectpaniitaoro nocrigzenus UA/1286/01/01 crpox aii peccrpaniiisoro nocriguenns 01.01.2099

Cepis nirapeekoro 3acoby Mo AT7C062 Kinexicts BBeseroro nikapeskoro sacofy 100
Bupobuuk Menoremi JITH (3apog AZ), Kinp
(haiinenysanan snpoSanKa nikapcbkoro 3acofy, KpaiHA TOXOMKCHHA)
Bacacno B YRpaiHy Crinbne yrpainceKe-ecTOHCLKe RIAIPUEMCTBO Y $opMi ToBapHCTBA
3 ofaessenoto BixnosinanericTIo "Ontinta-®apm, JITH", inent. xoa:
21642228

(safimenysausa Ta kon 3a €JIPTIOY ropumynoi ocof abo npizRnie, iM'A, Mo GaTekoBl QianaHoT
ocobnr - mipnpreMud, 1 Micie NpOXNERNAY Ta peecTpauifisiii Homep o6aIKOBOT KAPTKH NAATHARA
nofartkis a00 cepia Ta HOMED RacHopTa)

Hportoken eisyasrroro xenrpomwe sin 26.09.2023 N 3025/7.

3a peayapTataMH JEPKABHOTO KOHIPONIO BCTZHOBJIEHO, IO JIKAPCEKME 3aci6  RaeseHe B Yxpainy 3
AOTPHMABRHAM suMOr 1aX0HOIABCTRA WIOAO 3abesnedenns AKOCTI NiKaPCHKEX 3acobib.
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Menoxemi JITA (3ason AZ)
_ _ 2 Mixgen Epakacoc Crpir,
Axnoc Avanacioc Inaycrpianssa Jona

S Jliuen3is nomep: 032
- | HBIT Ceprudirar Ne: MED05/2019/001
CEPTHOIKAT SAKOCTI Py o Ty

Tpenapat: HEMOTAH, Tanerky, BKPHTI MAiBkoBOIO 0Gonoxkoro, no 30 Mr  JlaTa supoGrnutea: 03/2023
YnakoBka: no 10 raGnetox y Gnictepi, no 3 SnicTepy y kapronuiit kopobii ‘

Cepin Ne: A7C062 Mpunaruuit no: 03/2028
Nokyneus: «TOB «X®K «Biokot» Ykpaina :
Poamip cepii: 500000 TaGnerox (16666 ynaxorox)

Hominamsuuft smicr: 1 taGnerxa MicTrTs: HiMomHniHy 30 Mr

Peccrpanifine nocsinuennsa 8 Yipaini: UA/1286/01/01

Hoxaznnkn Bumorn cnenndikanii _PeaynbTaTn
Onxuce Aposumtykni xpyrii Tabnetku 6inoro a6o matixe 6inoro Bignosinae
KO/TbOPY, BKPHTI MNiBKoBOIO 06ONOHKOIO, 3 AiaMeTpoM Axpa L
Gnussko 10,3 MM ’ o o oty
Cepenna Maca 380,5 Mr + 5,0 % (361,5 Mr —399,5 mr) 382 mr
Onsopinricts lpnitusThe sHauenus; ue 6inbwe 15,0 % (y iznosigHocti ao— | 2,5% .
LO30BAHUX ONHHHALE BpuT.@. Ai0YOro BHAAHHS) U _
Poinamanns ¢ Oinsimie 30 xB , _ - 19xs : "
CriftcicTs Tabnerox zo | Cepenns: 13,0 kp, Minimansua: 6.0 kp, maxcumansHa: 24,0kp | 154kp .
JIAB/IFOBAHHA " ; . ;
InerTndixauin L. Po3mip, nonoxenns Ta iHTeHCHBRICTS 3a0apaiens .Binnoainace

OCHOBHOT ILAMM Ha XPOMaTOTpaMi BUMpoGYBaHOro posyHHy
MOBHHHI BiANOBIiZATH POIMIpY, NONOKEHHIC T IHTEHCHBHOCTI]
3a02pBIeHHA OCHOBHOT IUIAME HA XpoMAaTOrpaMi PO3YHHY
CTaHNAPTY. _
2. Hac yTpHMaHHS OCHOBHOrO MKy Ha XpoMaTorpami Binnosinac
BHUMPOSYBAHOrO PO3YHHY NOBHHEH BiANOBiKaTH Yacy - ‘
YTPAMEHHA OCHOBHOIO MKy HA XPOMATOIpaMi po3HHHY

__| CTasaapry, . .
Inentudikauis [loavTHBHA peakuin Ka THTAHY MIOKCHIA Binnosinae -
Gapauuka** '
PosunHenns He menme 85 % (Q) 3a 30 x» B i 91,7 %
. CynyTHi zoMimKu Himoauniny nomimxu A — He Ginbiue 0,5 %, koxHOT iHWOT | Hixue nimity
AomimkH ~ e Ginbue 0,2 %, cyma inmux gomimok, kpim - |,0,208 % A
HiMOAMNiHy oMilkK A, — He Ginbie 0,5 % - 10,209% '
Aneron™® He Ginbme 10950 ppm | 75634 ppm..
Kinbxicse pusnauenns | Bumyck: 97,0-105,0 % six HOMIHATEHOT KUTBKOCT] - 998%
Tepmin npunatrocti: 95,0-105,0 % six HOMiNANLHOT KiLXOCT - ‘L
Mixpobionoriyua TAMC - ue Ginsme 10° KOE/T i <10 KOE/r
YHCTOTA* TYMC - ne Ginswe 102 KOE/T., <10 KOE/r
Escherichia coli nosuyni 6yTH Bincyrnis 1 r. Bianosinae

* He HANCKATH N0 PYTHHHHX TECTIB

** HE HANeKHTh A0 PYTHHHHX TECTIB, BHNPpOBYBaHHs NPOBOAMTLECS OAHH pa3 Ha WHCTh MicALiB a60 onHH pa3 Ha
10-# cepil, 8 3anexrocti BiA Toro, wo Gyne panile. |

Hem a1 3acsiguyio, 10 HapeAcHa Buie iHpopMaLlis € NOCTORIPHOID TA TOYHOIO. Liso cepito npoayxuit 6yno
BHPOONEHO (BKMIOYAIOYH NaKyBAHHA/MAPKYBAHHA) T2 NPOBEAEHO KOHTPONbL 11 AKOCTI Ha BHILE3A3KAYEHiN
Aineruul y moBHilt sianosianocTi 3 BuMoraMu GMP, BCTAHOBNEHHMH MiclLesHM PerynsTOpHHM OpraHoM, a
TAaKOXK BIAMOBIAHO N0 cneundikanif, mo MicTaThea vy peecTpauifinoMmy nocke a6o Toprosilt niuensii Kpaitu-
BHpoOHHKa 200 Kpaiiu-iMnopTepa, AKILO NpOAYKLLilo IMIOpTOBaKO, 260 y nocee cneundikauiii Ha npenapar ans

AOCIKYRAHOIC TIKAPCHKOTD 3ac00y. Iporoxonu BHpoGHMUTEA, NMaKyBanHs Ta ananisis Gyno neperstanyTo Ta
BCTRHORBJICHO BiANOBIAHIcTE GMP. - —

YnosHoBaxkeHa ocoBa......... o S

Axuoc AtaHacioc, Jlimacton, 4101, Kinp




