(+38044)207-73-41 Biggin korrponio skocri
(+38044)207-73~04 YnoeHosaxeHa ocoba 3 AKOCT]
(+38044)207-73-27 YnosHosaxeHa ocoBa 3 ¢apMaKOHarn9,qy

Appeca 02093, wm. Kuis, Byn. Bopmcnint.caxa, 13
Ten. /Qakc: (+38044)566-68-78 MpuimansHa l (
L

CepTudikar akocri / Ceptudikar aHanisy N2 170000006421

1. HalimeHyBanHs nponykuir: ,ElMKﬂO(DEHAK-ﬂAPHMLLﬂ

(Hasga, cuna AiifakTusHicT, nikapcbka dopmata 1 my PO3YUHY MicTUTh AnKnogeHaky Hatpiio 25 mr
PO3Mip ynakosku (ineHTuyHO A0 TeKcTy Ha PO34UH Ana iH'ekuiit, 25 mr/mn no 3 ma B amnyni
YNakoBUi rotosof npPoRyKLUiT)) Ne 5 (5x1) 8 nauwi 3 MapKyBaHHAM yKpaiHCbKo MOBOIO
2. Homep cepii: CK30524

3. Pozmip cepit: 60,580 Tvn

4. KpaiHa-Bupo6Huk: YKpaiHa

5. Haiimenyganns KpaiHu / KpaiH npusHayenns YKpaiHa

Ans cepit: )

6. Homep peecrpauiiinoro nocsigveHHs: UA/4060/01/01

7. Dara BUPOOHULTBA; 05.2024

8. Nata 3akiHyenns TepMiHy npupaTHocTi 05.2027

(micaup i pik, nicna akoro /13 HE 3aCTOCOBYEThCA):

9. Hazga, agpeca 1a HOMepu niyeHsiii Beix BUpOGReHo, BKMoYaouu YNakoBky/MapKyBaHHa Ta KOHTPONb akocTi Ha MpAT
AinbHuYb BUPO6HULTBA i KoHTponio AKOCTI; «®apmalesTiyHa dipma  «[lapHuys»  3a allpecow: M Knis, Byn.
Ceprudikatu BifnoBigHocTi GMP Bcix bopucninbebka, 13: NiveHsia  AB  Ne598086: CBIAOUTBO nNpo arectauiio
AinbHuys: nabopatopiit BKA Ne 128; cepTudikat GMP Ne 071/2023/GMP

10. AHanis BukoHanuil 3rigHo: MKA N3 go peecTpauiitoro noceiguenns NeUA/4060/01/01 Big 17.08.2020

Ne 18986, 3i aminamu

Pesynbratu aHanisy:

Ne n.n, HaiimeHyBanus nokasnuka Bumoru HopmarusHoi ROKymeHTauii Pesynbrar aHanizy
1 Onuc Mpozopa, 6e3bapeHa a6o 3i snerka KOBTYBATUM BIATIHKOM piguHa 3 Bignosinae

nerkum cneundivHUm 3anaxom
2 lnenTudikayis A Ha xpomatorpamax BUNpoboBsysaHoro PO34uHy Ta posunny Bianosigae

NOPIBHAHHS (a), oTpUMaHMxX Y pozaini "KinbkicHe 8usHayeHns.
Auknoderak Hatpil”, yacu YTPUMYBaHHA Nika aviknodeHaxa HaTpiko
: MaloTb cnienagaTu
3 lnenTndikayia B Ha xpomatorpamax BUNpobosyeaHoro PO34MHY Ta posunHy Binnosigae
TOPIBHAHHA (a), oTpumaHux Y posgpini "KinbkicHe BusHaueuns.
[Mponinenrnikons, GeH3nnosui cnvpT”, yacu YTPUMYBaHHS nikig
nponinexraikosio Ta 6eHsunosoro cnnpTy, BianosigHo, MawTh

cnisnagatu
4 laenTudikayin C IMpenapar gae peakyiro (b) Ha cynbditn (Hatpio meTabicynbdir) Binnosigae
5 lnenTudixayis D YO-cnekTp norfauHanns BUMPOGOBYBaHOrO Po3uuHy B obnacri sig Bignogigae

220 Hm o 400 HM nosuHen MaTh MakCUMyM NorfMHaHHA 33
AOBXUHYN XBUNI (275£2) Hm

6 Mpo3sopictb Mpenapar mae 6yru nposopum Bignosigae
7 Konx:opoaigr\,g:0 whng Ontuyka ryctuna Npenapary nosutxHa 6yt He Ginbiwe 0,05 0,00
&‘& N "/,?0
i\ . .
8 O6’eyf"u¢o BUTATAETHCA % Npenapar mae Bignosinatv Bumoram Loy, 2.9.17 Bignosinae
B Oxoruikona -
9 MeXaHiuni skh@Tigk Tn: BUANUMI, Binnosigae sumoram 4oy, 2.9.20 Bianosinae
Yalrunku Mukonaisia o

10 Me¥ariuri ARl I Wesugiimi Bianosinae sumoram JOY, 2.9.19, metoq 1.8 Bianosigac
vactupkn (00487212 ~
1 pH 7, o 7.8-8,8 8,0
'}"‘W o o a

- ;
to y ¥
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12 CynposigHi gomitiku Bvknoderak gomiwky A - He 6inblwe 1,0 % 0,0%

13 Cynposiani gomitku bynb-sakoi HeipeHTdiKosaHol gomiwky - He binbuie 0,2 % Binnosinae

14 CynposigHi gomiwku Cyma Byab-akux HeigeHTUdiKoBaHuX AOMIlWOK - He Binbiwe 0,5 % 0,0 %

15 bersanbgerig He 6inbuwe 0,01 % Bianosigae

16 CrepunbHicTb lpenapar mae ByTn cTepunbHUm CrepunsHuii

17 AHOMaNbHa TOKCUYHICTD Mpenapat mae ByTi HeToKCUUHIM He Tokcuynuit

18 bakTepianbHi eHagoToKCUHY MpanuuHa KOHUEHTPAL|IA eHAOTOKCUHIE - He Ginbuse 116 MO/mn Bignosigae

19 KinbkicHe susHavenHs Auknodpenaky 23,8 - 26,3 mrimn 24,8 mrimn
HaTpilo

20 KinbkicHe BusHaueHns Genzunosoro 38 - 42 Mr/mn 40 mr/mn
cnupry

21 KinbkicHe BusHayering 190 - 210 mr/mn 201 mr/mn
nponinexrnikonio

22 KinbkicHe Bu3HauyeHHs HaTpilo He 6inbwe 0,66 mr/imn 0,58 mr/mn
MeTabicynb ity

23 Ynakoska BianosigHo no MKA N3 Bignosinae

24 MapkysaHnsa BignosigHo go MKS 13 Binnosigae

11. KomeHTapi: bes komenTapis

12. YmoBu 36epiranns: B opurinanbHii YNaKkoeUi npu Temnepatypi He Bullie 25°C. He 3amopoxysaTtin. 36epiratu B

HeRocCTynHomy ana pirei Mmici.

13. 3assa npo ceprudikauio: Uum NIATBEPIKYIO, WO &C| BUPOGHUYI cTagii gna uiet cepii rotosot NPOAYKUIT 6ynu nposegeHi
B MOBHIN BignogigHocTi 3 BUMOramu, BctaHoBReHUMY & HYWHHOMY KepiBHUUTEI o GMP,
3atBepAKeHoMy Minictepctom OXOPOHU 30p0OB'A YKpaitiy, | 3 BUMOramy peectpauiiinoro
BOCbE KpaiHu NpusHauerHs

Cepis gosBonena po peanisauii / sBigeanTaxenHs 3 24.06.2024

_“ __““&&_

3aTteeppxylo

MIB: OxotHikosa T.M.

Nocana: MpoeigHuii iHCMeKTop - ynoBHoBaXeHa ocoba

Ninnucano enektpoHHum nianucom: 24.06.2024  13:04
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HoxymenT nignucauo y ée‘psici Byacho (npo.qos)xennn)
0048121 2_20240624_Certificate_1 70000006427 .pdf

HokymenT signpasneno: 13:06 24.06.2024

BnacHuk ROKYMeHTY

EnekTpoHHuii nignuc

13:06 24.06.2024

€0PNOY/IMH: 00481212

tOp. HasBa: MPUBATHE AKUIOHEPHE TOBAPUCTBO GAPMALEEBTUYHA OIPMA JAPHULIS
NPOBigHKIA icheKTop-ynosHosameHa ocoba: OxoTHiKoBa TeTsina MukonaisHa

Hac nepesipku KEN/ELLM: 13:06 24.06.2024

Craryc riepesipku cepTudikary: Ceprudikar gie

CepiliHuit Homep: 32BABADAB780FF45040000000E1 C0000D3CRO100

Tun nignucy: KBanidikosaHui



