


D-04-675/8.01
AT ,,KHIBCBKHH BITAMIHHHH 3ABOJT”
Yipaina, 04073, m. Kuis, eyn. Konuniscoxa, 38
Tpuiimanens: men./paxc (044) 461-03-08
Komepyitinuii 6iooin: (044) 461-03-31
Biodin xowmpomo sxocmi: (044) 461-03-34

Ceprudikar cepii Ne 7

Hasa npoaykuit, nikapchka dopma Honipmi®, cupon o SO mr/mJ Homep cepii A2309

Homep peectpaniiioro nocBiMeHH Ne UA/16831/01/01 nie mo 13.07.2023 Po3mip cepii 5380 yn.

Cuna i/ akTHBHiCTB 1Ho3uH npaHobGekc (METI3ONPUHON; iHO3MH auefobeH AiMenpanon) - 50 Mr/mn Jlata BupoGuuurTea 02.23

Po3mip Ta TUN NakoBaHHA Mo 120 mn y nakoHi CKNAHOMY B KOMIUIEKTi 3 MipHMM CTaKaHYHKOM; HasBa xpailu npusHaveHHs Ykpaina
no 1 ¢nakoHy B nasui

Bupo6uuurso HeposdacoBaHoi npoaykiii, nepBMHHA Ta BTOPUHHA YNAKOBKA, KOHTPOb cepil Ta Bunyck cepii: Eil.Bi.Ci. dapmacsioTiui C.ILA.
Bia Kantone Moperri, 29 (nok. Jlokanita Can BepHanzno) — 10015 Iepea (TO), Iranis

Jliuensis Ne AM — 156/2022

GMP ceprudixar Ne [T/220/H/2022

KOHTpOb cepii Ta BUIycK cepii; BTOPHHHE NaKyBaHHs JUIA ynakoBKkH y dopmi in bulk : AT , KUIBCBKUH BITAMIHHUH 3ABOJ”
Vkpaina, 04073, M.Kuis, Byn. Konunisceka, 38
Jliuensis cepia AB Ne 598093 Bunana Jlepxasnoio ciyx60t0 Ykpainu 3 ikapcokux 3acobis sin 04.07.2014p.

BHCHOBOK npo AKICTh BBE3¢HOrO B YKpaiHy Jikapcbkoro 3acofy Ne 15634/23/10 sin 06.04.2023

Bunpo6osyeauus nposesaeHe 3a MK JI3 no PIT Ne UA/16831/01/01

Creuudikauis a0 MKA JI3

Ne Ha3sa nokasumka Jonyctumi Mexi MeToa1 KOHTpOMIO Pe3ynbtatu
1 Onuc IMpo3opa, cBITAO-3KOBTOro KONLOPY PiAMHa 3 XapakTepHUM (GpPyKTOBUM 3anaxoM. | 3amn. | Biznosinae
(opraHosienTHYHO)
2 | pH Bin 5,8 10 6,8 3an. 2, *EP, 2.2.3 6,6
3 BigHocHa ryctuna Bin 1,255 ao 1,275 3an. 3, *EP, 2.2.5 1,268
4 InenTudikauis 3an. 4, *EP, 2.2.29
Merizonpunon.
iHO3MH [To3uTuBHa Biamnogiaae
cinb 4-aueramino6eH30MHOT
KHCIIOTH Io3zuTuBHA Bianosizae
5 KinskicHe BU3HAYCHHA 3an. 5, *EP, 2.2.29
. MertizonpuHon.
- | inoszun Bin 95,0 % no 105,0 % (Teoperutnuii BMicT 24,05 %) 96,9
cine 4-auetaminobeH3oiHOT
KHCIIOTH Bin 95,0 % no 105,0 % (teopeTnunuii BMicT 75,95 %) 96,5
METI30NIPHHON CYMapHO Bin 95,0 % no 105,0 % (Teopernunnii Bmict 100,00 %) 96,5
6 KinbkicHe BU3HAYEHHA 3an. 6
Merisonpuson.
N,N-aumeTunamino-2-nponaHon Biz 95,0 % no 105,0 % (Teopernunmii BmicT 27,75 %) 1044
7 CynpoBiaHi AOMilUKH 3an. 7, *EP, 2.2.29 :
rinoXCaHTHH (AoMilka A) He 6inbie 0,5 % Bianosizae
4-amino6en3oiiHa KucnoTa
(nomimka B) He 6inbie 0,2 % Bianosinae
Byab-ska Hecneumbikopana
JIOMiILKa He 6Ginbie 0,2 % Binnosinae
CyMa JOMillOK He 6inbie 1,0 % Bianosinae
8 La¢HTudikais. 3an. 8.1, *EP.
Koncepsanru. 2229
METUNNapariapoxcuden3oar [No3uTnBHA Biznosinae
nponijnapariapokcHoeH3oar [To3uTHBHA Bianosinae
9 KinbkicHe BU3HAYEHHS, 3an. 8.2, *EP,
Kouceppanty. 2229
merunnapariapokcubenzoar i 90,0-110,0 % Bia 3as4BNEHOrO BMiCTy 101,1
npormninnapariapokcubensoar 90,0-110,0 % Bizx 3a4BNEHOrO BMiCTy 95,5
10 | Buicr oHoro ¢rakony He meHie Bift 3asBeHOro 06’ eMy 3an.9 Bianosinae
11 { OaxopiaHicTs MacH 103, o Mae Bianosizatd BUMOram 3an. 10, *EP, ' Bianosinae
BUTATalOTHCA i3 6araToH030BUX 29.27
KOHTEHHEpIB
12 | Mikpobionoriuna Kpurepii npuitHATHOCTI: 3an. 11, *EP,
YUCTOTA 3arasbHe 4MCA0 aepobHux MikpoopraHiaMis (TAMC) — 10°KYO B Ima. 26.12,26.13 <l
3aranbue HKCI0 APDKDKOBKX Ta nticeneux rpubis (TYMC) — 10' KYO B 1mn. <1
ictb Escherichia coli B 1 mn. , BigcyTHi
13 | Ynakosxa 3a MK JI3 Bianosigae
14 | MapkyBaHHs Bianoginae
15 | YmoBu 36epiranus
16 | Tepmin npumarsocTi ] Jlo 02 2026
Ananiz sukoHanu: IToropxey
BucHoBsok: Bianosigae Bumo
Hauansuuk BKSA Bypm
3assa npo cepradixauiio: Linm s gt a4 pinfidfaagunoto. Lo cepito npoaykuii 6yno nnpoﬁneﬂo (BrImIOYAIOUH
12KYBAHHS Ta MAPKYBaHHA) T2 npose fr) St groN aHocTi BiMor GMP, BCTaHOBNEHKM MiCLIEBUM PEryJIATOPHUM
OpraHoM, a TaKOX y BiANOBiAHOCT 10 crietmdikaniii, ski MicTATbCA ¥ PR Aui X AORPIIM BUPOGHUIITBA, YNIAKOBKY i anani3iB Gymu nepernsauyTi i

BCTaHoBAeHo BianoBiaHicts GMP. Cepis rotooi npoaykuii BiANoBi A HOBRRHIAM 3 1o PIT Ne UA/16831/01/01 Ta no3BoaseTsea A0 peaisatii.
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YnosHosaxeHa ocoba IImapryH LB.
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