(+38044)207-73-04 YnoBHOoBaxeHa ocoba 3 AKOCTi
(+38044)207-73-27 YnosHoBaXeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. Kuis, Byn. bBopucninbcbka, 13
Ten./Qakc: (+38044)566~68-78 [MpuiimanbHa
(+38044)207-73-41 Bipain KoHTpOMO AKOCTI

Ceptudikar akocri / Ceprudikar aHanisy N¢ 170000016254

1. HalimeHyBaHHA npoayKuii: TIAPA OYO

(Ha3Ba, cuna fiifakTUBHICTb, Nikapcbka dopma Ta 1 TabreTka micTuTb: Bancaptary 160 mr; rigpoxnopTtiasuay 12,5 mr;

PO3MIp YNakoBKU (iAeHTUYHO [0 TEKCTY Ha TabneTky, BKPUTI NNiBkoBoK 06onoHKow, no 160/12,5 wmr;

ynaKoBLi roTosoi NpogyKuii)) no 14 TabneTok B KOHTYPHII YapyHKOBIN yNakosLj;
Mo 2 KOHTYPHI YapyHKOBI YNakoBKW B Naulli 3 MapKyBaHHAM YKpaiHCbKOO
MOBOHO

2. Homep cepi: 1P10125

3. Posmip cepii: 27,729 TYN

4. KpaiHa-BUpo6HUK: YKpaiHa

5. HaiimeHyBaHHs KpaiHu / KpaiH npusHaveHHA YkpaiHa

AnA cepii:

6. Homep peectpalliliHoro NnocBi4yeHHa: UA/16280/01/02

7. Bata Bupo6HuuTBa: 01.2025

8. [aTa 3aKiHYeHHs TepmiHy npuaaTHOCTI 01.2027

(micaup i pik, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. Hasea, agpeca Ta HomMepwu AileHsii BCix BUPOGNEHO, BKIIOHaIOUY YNaKoBKY/MapKyBaHHA Ta KOHTPOJIb AKOCTI Ha TpAT
AiNbHULb BUPOBGHMLTBA | KOHTPONIO AKOCTI; «Dapmauestuda  dipma  «Japhvua»  3a  agpecoio. M Kuis, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbebka, 13; niueHsia AB Ne598086; csigpoutso npo arecrauito
RiNbHUUL: nabopatopilt BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHMW 3rigHo: MKS 113 K peectpauiiHomy noceifguenHio Ne UA/16280/01/02 sig 02.07.2022

Ne1142, 3i 3miHamu

PezynbTaTy aHanisy:

N2 n.n. HalimeHyBaHHA NoKasHUKa BumMorn HopmaTuBHOT fJOKYMeHTaLlil Pe3synbraT aHanisy
1 Onuc TabneTkn Kpyrnoi Gopmu, BKpUTi 060noHKot 6inoro abo maixe Bipnnosigae

6inoro Konbopy, 3 ABOONYKIIOK NOBEPXHE
2 lneHTudikauia A Ha xpomatorpamax BUNpo6oByBaHOro po3uuHy | po3unHy Bianosipae

NopiBHAHHA, ofepKaHux B po3gini «KinbkicHe BU3HaUeHHAY, Yacu
YTpUMYBaHHA NiKiB rigpoxnopTiasugy i BancapTaHy, BifNOBIAHO,
MatoTb criisnaaaTy (rigpoxnopriasug i BancapTaH)
3 lneHTudikauis C Y®-cnekTpy NornMHaHHA Po3YnHY NOPIBHAHHKA | BunpobosyeaHoro Bianosigae
po3unHy B obnacrti Big 230 UM po 300 HM noBUHHI MaTh
MaKCUMYMU NOFANHAHHA 33 AOBXWUHY XBUNi (254£5) Hm

4 OpnHOpiAHICTL 030BaHUX oauHULL.  Bignosigae Bumoram JOY, 2.9.40. MpuitmansHe yucno AV < 15,0 Bignosinae
BancapraH
5 OpHOPIAHICTL [O30BaHMX OAMHULbL. Bignosigae Bumoram JOVY, 2.9.40. MpulimansHe uncno AV < 15,0 Bignosigae
lgpoxnoprtiasug
6 Po3uuHeHHA. BancapTaH Bigroeinae sumoram AdY, 2.9.3. 33 30 x8 npu Q = 80 % Bignosigae
7 PoquHeHHﬂ giﬂpemopmaamn Bignosigae sumoram AOY, 2.9.3 3a 30 xa npu Q = 80 % Bignosigae
s
T
8 Cynppsl,qm OMILLKN % 4-amiHo-B-xnop-1,3-6enzonaucynbhonamigy — He binowe 0,5 % 0,0 %
OpPOTKOBA
9 Cymposm,m g%f\ﬁ e Byab-aKoi iHWwoi gomiwku - He 6inbwe 0,2 % Bignosigae
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10 Cyr‘r}goslmwﬁ Uit 113 Cyma gomiwok - He Ginbwe 0,5 % 0,0 %
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MpopoexenHn Ceprudikar akocti / Ceprudikar aHanisy Ne 170000016254 m |IIlllml"mll”l”“ll“I‘"mm" |||

11 MikpobionoriuHa yncroTa Kputepii ApUAHATHOCTI: 3aranbHe 4ucno aepobHux Bipnosigae
MikpoopraHiamis - 108 KYO/r. 3aranbHe 4ncno ApiKaXKoBYX i
nniceHesux rpubis - 102 KYO/r. BigcytHictb Escherichia colis 1 r

12 KinbkicHe Bu3HayeHHs, BancaptaH  He meHwe 152 mr i He 6inblwe 168 mr B Tabnetui 163 mr/tab

13 KinbKicHe BU3HaUYeHHH, He meHwe 11,87 mr i He 6inbwe 13,13 mr B Tabnetui 12,68 mr/rab
ligpoxnopriasug

14 Ynakoska BignosigHo go MKA N3 Bignoeigae

15 MapkyBaHH#A BianosigHo A0 3aTBEPAXEHOro TeKCTy MapKyBaHHA Bianosifnae

11, KomeHTapi: bes komeHTapis

12. Ymosu 36epiraHua: B opuriHanbHilt ynakosui npu Temnepatypi He suuie 25°C. 36epiratv B He4OCTYrHOMY Ans

aiTel micui.

13. 3anBa npo ceptudikayito: Lum nigTeepaxyto, Wo BCi BUPo6HUUI cTagil ins Uiel cepii rotosoi npogykuii 6ynu nposedeHi
B MOBHil1 BiANOBIAHOCTI 3 BUMOramMu, BCTaHOBEHUMMN B YMHHOMY KepisHuuTBi no GMP,
3aTeepKeHoMy MiHicTepcTBOM OXOPOHHU 3[0poB'A YKpaiHu, | 3 BUMOramMmi peecTpauintHoro
JOCbe KpalHu NprsHavyeHHA

Cepina posgoneHa fo peanisauii / BigpanTaxenHs 3 18.02,.2025

3aTBepaxylo
Mib: Kopotkosa O.T.

Mocapa: YrnosHoBaxeHa ocoba

MignucaHo enekTpoHHuM nignvcom: 18.02.2025  15:40
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LloKyMeHT nignucaHo y cepsici ByacHo (NMpojoBXeHHn)
00481212.20250218_Certificate_170000016254.pdf

Homep gokymenTy; 170000016254

JokymeHT BignpasneHo: 15:44 18.02.2025

BignpaBHUK JOKYMEHTY

EneKTpoHHUWI nignuc

15:44 18.02.2025

EL0PIOY/IMH: 00481212

I0p. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHWLA
cTapluuit iHcnekTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa IeopriiBHa

Yac nepesipku KE/ELMM: 15:44 18.02.2025

CraTyc nepesipku cepTudikaty: CepTudikat aie

CepiitHuit Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanidikosanui

Tun ceptudikarty: kBanipikoBaHun
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