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CepTudiikaT cepii nikapcbkoro 3acofy No 21553

1. Hasea npoaykuir: vion

2. Kpaina-supaBHuK: YKPAIHA

3. Homep peecrpauiiivoro NOCRIZYEHHSA: UA/3043/01/01

4, Cuna gli/akTuBHiCTR: 100 mn posyuny mMicTaTe nopy Sr

5. Nikapeeka dopma: PO3YUH 0N17 30BHILHLOMO 3aCTOCYBAMHHS, CAYPTOBKK 5%

6. PoaMip Ta TUn nakyeaHnsn: 00 20 MN y (hnakoHax 3 MapkyeaHHaM YKPAIHCLKOID MOROID

7. Homep cepii: 40824 Po3mip cepil: 49440 wr
8. OaTta BupobHKUTES: 08.2024

9. aTa sakinvyennn TepMiHY npugdaTHocTi; 08.2027

10. Hazsu, appecn Ta noMepu nivensii Bupobaero, skaoYaouw NakyBaHHA/MADKYRAHHA Ta KOHWTPOAL AKOCTI HA OUIBHWLL 3

BCIX  RiAEHMUL 3  BupobHuuTEa Ta BUDOBHMUTEBE PIAKUX Ta M'AKWX Jikapcbkux 3acebie TOB "AKN “®apMauesTuuna

KOHTpoMio  axkocTi: thabpuka" 33 agpecow HKuToMnpeeka 06, AKUTOMUPChKUE pafct, ¢ CraHMWIBKa,
BYN Koponbasa, 6.4; nmewzis MN:AB 598036; csigouTeo npo atecTauin XN M127,
CBIAOUTBO Npo aTecTauilo MBN M:227

11. CepTudhikatu alanoaigtocti GMP gnna ecix RiALHULL, HaBegeHUX v n.10:

12, Pesynnratu auanizis:

Moxkasuuku BuMmorn HTQ PesynnTaTu

Onuc PraviHa Yepaotio-Byporo KONbORY, NpG20pa y TOHKOMY Wap!, 3 BIonoBinae
XaPaKTEpPHUM 3anaxom

IoenTuhikani Vox . .

A hikauis CuHbo-thioneTose 3abapanannn pazuuny nican ponasaHHA posvKKy Siunosinae
KpOxXManmo, BILHOrG BIA ROAWLE

loeHTudikayis Kanito faaug, inn

i Pixau Peakwia (a) Ha kani Binnosinae

lnenTudikanis itonnan _ innoenae

i N Peaxuist (b) Ha Hoguau Bianoega

loenrudikauig E'raHon“

£ BRI 3anax nopohopMy Ta nosea KanamyTI mcna noaagaHHA PO3HURHY Bianosinac
HaTPIo riapokeuay posee qeHoro

BuicT eTanany Brat 46 % 06/06 80 52 % a6/o6 Bianosipae

Nakyrauug 3rigHo MK$ A3 BiAnoainae

MapkyBsaHHA 3rigno MKS 13 Bianosinac

0B6'em BMicTy KOoHTeRHepa He mexute 20 mn Bianoeigae

KinskicHe BusHauemn Wom - 6ia 47 5 Mrfmn 80 52.5 Mr/MA 49.5 mrfan

Kinekiche rusnauennn Kanno dogua - rig 19 0 MriMa go 21.0 Mo/Mn 20 6 mriMn

13. KoMenTapi: A
14, 3anrera npo LuM 51 33CB1A4YI0, WO HaBeAeHS Buwe iHdopMaurs € nocroslpﬁém‘sa TOYHOR. Lo cepia npoaykuwil Gyno supobneHo

cepTudixanito. (prmoyaloum NaKyBaHHA/MADKYBaHHA) Ta NposeaeHo KOHTptyipy':‘gQQCTi Ha BULLE333HaYeHIT AISISHILL Y NOBHEA
BIAMOBIRHOCT! 3 BuMOramu GMP, BCTBHOBASHUMM Mlcuesuhﬂ:‘?&ryrrmopmm OpPraHoMm, a TaxkoX BIANCBIAHO 00

CARUMPIKELNA, U0 MICTATLER ¥ PEECTPALIWHOMY BOCLE Hem\gnonisémmﬁuuu‘raa, NaKyBaHHA Ta aHam3ie Gyno

NEPerasHyTO Ta BCTAHOBNEHOD BIAMNOBIAHICTE GMP -”4‘ D . AN
15. NpisBuine Ta nocana ocaBu, axa BUOANA 003RIJT Ha Bunyck,épi“ e/ /[YrosgoBaixeHna ocoba 3 srocTi
16. Mipnuc ocobu, aka UK ana No3Ein Ha BUNYCK cepif: { . it VRS 17. Daia ”m"“ca"'”“'d’t? O’ Leid s
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alipann nixo
. M. XKutomup

CynacHr dopuaynn zaopes's
ﬁi{?g YkpaiHa, 10014, m, MuTomnp, Byn. lepMOHTOBCEKE, 5, T. 48-11-31, v/¢h. 48-11-28
i ’;(GHC“‘
&E:‘.z-}--) Ceprudikar cepii pikapebKoro 3acoby Ne 27278
S ovinrl
1. Hazea npogykuii; hop,
2. KpaiHa-eupoBuui: YKPATHA
3, HoMep peccrpauifinoro noceigueqna: Ua/3043/01/01
4. Cuna piifakrusHicrb: 100 mMn poauuny MicTaTe Aomy S r
3. Jlikapceka dhopma: PO34MH ANs 30BHILKLOrO 3acTOCYBaHMS, cnupToeyin 5%
6. PoszMip Ta Tun nakypanus: no 20 Ma v dinakoHax 3 MApPKYBAHHAM YKDaiHCLKOI0 MOBOIO
7. Homep cepii: 10425 Posmip cepii: 49400 wr
8. flara supoBuuyTEa: 04,2025

9. laTa zaxklHuyeHHA TePMiHY npuAaaTHocTi: 04,2028

10_. HBB[EH; aApecH Ta HoMepw ninewHsij BipoBaeHo, esKkMOYaoMK NaKkysaHHA/MapKyBaHHA Ta KOHTpoAb akocTl Ha AlabHuui 3

BCIX  RINLHUML 3 BupoBHuuTBa  Ta BUPOOHWLTBE pIGKUX Ta M'SKuX AIKApcLkUX sacobie TOB "[KM “dapmauesTuHa

KOHTRpOMIO  axkocri: Pabpuka® 32 agpecois MuToMupeeKa 06, JKUTOMUPCLKUA  paiion, ¢.CraHvunexa,
8yn.Koponsosa, 6.4; niteHsls NeAB 598036; ceiaouTBe npe artecTauile GXJ Nel27,
celoouTBO npo avecTauilo MBS N:227

11, Ceprudikaru sinnaeigHocT! GMP AR BCIX AinbHEUUL, HAaBEdeHUX y m10: 015/2025/GMP

12, PezyneraTu ananizie:

NoKazHuky Bumory HTQ PesynsTaTy
Onue PiavHa HepeoHo-6ynoro Konkopy, Npozopa y TorxkaMy wapi, 3 Binniosinae
XapaKTepHUM 3anaxom
o o Ron .
Inenrudrikauin CiiHbO-(htoneTose 3abapeneHHs po3unHy nicns nofaBaHHA po3uMHY Bianosinae
Kpoxmani, sinbHora sig foaupis
M Kanito fogua i i
| . "
AeHTudrikanin Peaxuls (a) Ha Kanii Bimnosinae
laentudikay] Roanaw
peHTudikalin Peakuis (b) Ha fioanan Bianosinae
£ 2 ETaHon :
lAenTHdiKauin 3anax Mopothopmy Ta nossa KanamyTi nicna nonasaHHa PO3qMHY Bianosinae
HATPi riapokcuay posseaeHoro
BMicT eTatnony Bia 46 % 06/06 no 52 % o6/06 Bianoainae
Makyeanns 3rigHo MKA 113 Bianoginae
MapKyBaHHA 3rigHo MKA N3 Binnoeipae
O6'em pMicTy KoHTefilepa He menwe 20 mn Bianosigae
KinekicHe susHayeHns Hon - BIA 47.5 Mr/MA pfo 52.5 Mrimn 49.2 Mrfin
KintkicHe susnavenun Kanito fioaua - Bia 19.0 Mr/ma oo 21.0 Mr/mn 20.6 mrfmn

13. KomenTapi:

14, 3asBa npo Linm s saceiguyio, uio Hasegena suule iHthopMauin e ROCTOBIPHOIC Ta To4HoW, L cepir npoaykuil 6yno supoBneHo

cepTudrikauiro:  (skniovarnoyy MaKyBaHHA/MAPKYBaHHA) Ta poBRAEHa, CHTPO/L 11 AKOCTI Ha BvLLe3a3HaYeHIt AiNbHHU ¥ NosHIH
BiANOBIAHOCTI 3 BUMOramu GMP, BcTaHoBnEHUMK MFLleauM PErynaTOpHWUM OpraHoM, a Takox elanosinHo go
cneuMpIKauii, o MicTaThea y peecTpauliHomy .q?c:he?fgpom KoM BUPOOHULTEA, NAaKYBaHHA Ta aHamzie Byno
TIEpernaHyTo Ta BCraHoBAeHD BianosiaHicTs Gﬂvll; (@) 2

15. Apizense Ta nocapga ocofiM, ska Bugana A 03BIN HA BUN
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