Apgpeca 02093, M.
Ten./Oakc: (+38044)566-68-78 [puiimanbHa

Kuis, Byn. bopucninbcbka, 13

(+38044)207-73-41 Bigain KoHTPONK AKOCTI
(+38044)207-73-04 YnosHoBaxeHa 0coba 3 AKOCTI
(+38044)207-73-27 YrosHopaxeHa ocoba 3 bapmakoHarnagy

[

Ceptudikat sikocti / CepTudikar aHanisy Ne 170000012055

1. HalimeHyBaHHA NpoAyKuUii:

(Ha3Ba, cuna Aii/akTuBHICTb, NiKapcbKa bopma Ta
PO3Mip YNaKoBKK (IAEHTUYHO [O TEKCTY Ha

ynaKosui rotoeoi npoaykKLii))

2. Homep cepii:

3. Po3mip cepii:

4. KpaiHa-Bupo6GHUK:

5. HaliMmeHyBaHHA KpaiHu / KpaiH NpUsHaueHHA

AnA cepil:

6. Homep peecTpaliitHoro nocsigueHHs:

7. Dara BupoGHULTBA:

8. lata 3aKiHYEHHA TepMiHY npuaaTHOCTI

MEDGEHAMIHOBA KUCNOTA-LAPHULIA

1 TabneTka MicTUTE MegeHamiHoso! Kucnoty 500 mr
Tabnetku no 500 mMr no 10 TaBneTok y KOHTYPHIM YapyHKOBIl ynakosui; no 2
KOHTYPHI YapyHKOBI yNakoBKM B Nalii 3 MapKyBaHHAM yKpaiHCbKOo MOBOIO

FH130924
33,598 Y
YkpaiHa
YKpaiHa

NeUA/7015/01/01

09.2024
09.2026

{micaup i pik, nicna akoro J13 He 33CTOCOBYETHCA):

9. HasBa, agpeca Ta HoMepw JliLeH3iil Bcix
BiAbHULL BUPOGHULTEA | KOHTpONIO AKOCTI;

CepTtudikaru signosigHocti GMP Bcix
AinbHUUb:

10. AHaniz BUKOHaHW# 3rigHo:

PesynbTaTi aHanisy:

«DapmauesTuHa  dipma  «[JapHuys» 33 appecolo. M Kuig,
Bopucninbebka, 13; nideHsia  AB Ne598086: cBigouTBO NPO  aTecrauilo
na6opatopilt BKA Ne 128; cepTudixat GMP N2 072/2023/GMP

MK# J13 go peecTpalifiHoro NoceinyeHHA NeUA/7015/01/01 Big 09.08.2017
Ne920, 3i 3miHamun

N2 n.n. HalimeHyBaHHA NMoOKasHUKa BuMor1 HOPMaTUBHOI AOKYMEHTaUIT PesynbTaT aHanisy
1 Onwc TabneTku CipygaTo-6inoro KonLopy 3i 3nerka XosTysaTum abo Binnosinae
3eM1eHyBaTUM BIATIHKOM, nRockouuninagpuyuHol Gopmi, 3 dbackoto i
PUCKOI0, AOMYCKAETHCA MapMyPOBICTL
2 lnenTudikadia A 1Y-CreKTp ofepaHoro 3auliKy Mae BIANOBIAaTY CNEKTPY Binnoeinae
CTaHAaPTHOrO 3pasKa MedeHaMiHOBOT KNCNoTv (EP CRS, USP RS
abo-OC3 AOY)
3 laenTudikayin B Y®-cneKTp NoruHaHHs sUnpoboByBaHOro Po3HUHY, Bignosipae
NPYUroTOBaHOFO, SIK ONUCaHO B po3gini «KinbKicHe BU3HaUEGHHAY, B
o6nacri Big 220 HM 2o 400 HM NOBUHEH MaTV MAKCNMYM 38
NOBXKUHW XBUNi (285 £ 2) HM
4 OpHopiaHicTL fo30BaHMX OaMHULL  Bignosigae Bumoram JoY, 2.9.40. NpumansHe 41cio Binnoeinae
AV <150 %
5 PosnagaHHa He 6inbwe 15 xB 5 xs.
6 2,3-QumetunaHinii He 6inbuwe 0,01 % (100 ppm) Binnosinae
7 CynpoBigHi AoMiluky Byab-aKkol fomiwku — He Ginbwe 0,2 % Bignoginae
8 Pog’qMHer«ﬂOW e . Bignosigae sumoram JOY, 2.9.3 npu Q=75 % 3a 45 xs Bignosipae
. ,\\&:“ "?4,»_
9 MiKpp%ionorqua auctota e KpuTepii NPURHATHOCTI: 3aranbHe Yncno aepobHmX Bignosinae *
> KC’PM*{an - MikpoopraHizmis - 103 KYO/r. 3aranbHe Yncno APRKAKOBAX i
o _ Oxcata ol nniceresux rpubis - 102 KYO/r, BiacytHicte Escherichia colis 1t
10 KirbkicHe BuBfaddliad - He meHwe 475 mr i He Ginble 525 mr medeHamioBol kncnotn, 8 499 mr/Tab
©gapnoyAne T nepepaxyHKy Ha cepepHio macy Tabnetku
11 Ynagggka 00481212 N BignosigHo go MKA N3 Bigriosinae
/K:} ‘Qf)
i, L
T g ©

Crop. 132

BUpPOGNEHO, BKAOYAOUK yMaKkoBKy/MapKyBaHHA Ta KOHTPOIb akocti Ha MpAT
Byn.



MNpoposkeHHsa CepTudikar akocti / Ceptudikar awnanizy N2 170000012055 m “""m‘lm”l““ll"lu ““mm " m

12 MapxyBaHH# BianosigHO JO 3aTBepPKEHOro TeKCTY MapKyBaHHA Binnosinae

11. Komenrapi: * MepicAnuHicTb KOHTpONIO B KOXHIR 10 cepii

12. YmoBu 36epiraHHa: B opuriHanbHil ynakosLi npu Temnepartypi He BuLe 25°C. 36epiraTv B HeflocTynHomy Ans
LiTeit micui.

13. 3asBa npo ceprudikauito: Lium nigreepaxyto, wo BCi BUPOBHUUI CTadil AnA LiET cepil roTOBOI NPOAYKLIl 6ynn npoBefeHi
B MOBHIM BIANOBIAHOCTI 3 BUMOramu, BCTAHOBAEHUMWN B YAHHOMY kepisHuyTei no GMP,
3aTeepAKeHoMy MiHiCTepCTBOM OXOPOHW 30pOoB'A YKpaiHK, i 3 Bumoramu peecTpauinHoro
JOCLE KpalHU Npu3HadYeHHs

Cepin poszBoneHa Ao peanizauyii / BigBaHTaXeHHA 3 11.10.2024

3arBepaXylo

MNib: KopoTkosa O.[.

Mocana: YnosHoBaxeHa ocoba

MignucaHo eneKTPOHHUM MiANNCoM! 11.10.2024 08:30

LapontIa

JlokyMeHT nignucaHo y cepsici BuacHo (nouaTok)
00481212_20241011_Certificate_17000001 2055.pdf

Crop. 232



JokymeHT nignucaHo y cepsici BuacHo (NMpoAoOBKeHHR)
00481212_20241011_Certificate_170000012055.pdf

Homep nokymeHTy: 170000012055

JokymeHT BignpaseHo: 08:32 11.10.2024

BnacHUK fOKYMEHTY

EneKTpoHHUIA nianuc

08:3211.10.2024

€1PM0Y/INH: 00481212

tOp. Hasea: MPUBATHE AKUIIOHEPHE TOBAPUCTBO ®APMALEEBTUYHA OIPMA JAPHWULA
CTapLunit iHcneKkTop-ynosHoBaxeHa ocoba: KopoTkosa OkcaHa leopriiBHa

Yac nepesipku KEM/ELM: 08:32 11.10.2024

CraTyc nepesipku cepTudikaTy: CepTudikar gie

CepiliHuit Homep: 32BA6ADAS780FF45040000009715000005D10100

Tun nignucy: KeanidikoBaHni



