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CepTudikar akocri / Ceprudikar aHanisy N2 170000018679

1. HalimenysaHHa npogykuii: JIEBOMIUETWH-DAPHIALIA

(Hassa, cuna fil/akTUBHICTb, Nikapcbka dopma Ta 1 TabneTka MicTUTb xnopamerikony (nesomivuetuHy) 500 mr;

PO3Mip YNakoBKW (iREHTUYHO 10 TEKCTY Ha TabneTkn no 500 mr; ro 10 TabReTok y KOHTYPHYIX YapYHKOBMX YNaKoBKax 3
ynakoBLi rotosoi npogykuii)) MapKyBaHHAM YKpaiHCbKO MOBOI

2. Homep cepii: 1DC10323

3. Po3mip cepil: 59,501 TYn

4. KpaiHa-BUpPOOHUK: YKpaiHa

5. HalimenyBaHHA Kpaiuu / KpaiH npusHavueHHsa YkpaiHa

Ans cepiit

6. Homep peecTpauiliHoro nocsigueHHs: UA/3470/01/02, Borosip nocraeku N PHARMARQOST-1
7. Oata Bupo6unyTBa: 03.2023

8. [laTa 3aKiHYeHHs TepmiHy npuaaTHoCTi 03.2028

(Micaub i pik, nicna skoro J13 He 3acTOCOBYETLCR):

9. Hasea, agpeca Ta HoMmepu RileHsiii Bcix BUPOGNEeHo, BKOUAOUU YNakoBKy/MapKyBaKHA Ta KOHTPOMb AKOCTI Ha NpAT
AiNbHULL BUPOGHULTBA | KOHTPOMIO AKOCTI; «®apmauestiuna dipma «apHuua» 3a agpecoto; M Knis, By, bopucninbcbKa,
CepTudikaTtu BignosigHocri GMP Bcix 13;

AinbHULb: niyeHsis AB Ne598086:

CBIfOUTBO Npo aTtecTauilo naboparopin BKA Ne 128;
cepTudikat GMP Ne 060/2022/GMP

10. AHani3s BUKoHaHUI 3rigHo: MKA 13 NeUA/3470/01/02, forosip nocraeku Ne PHARMAROST-1 sig
01.12.2022

Pesynbratu aHanisy:

Ne n.n.  HalimeHyBaHHA nokKasHuKa Bumoru HopmaTuBHOT AoKymMeHTauiT PesynbTtar aHanisy

1 Onuc ) TabneTku 6inoro a6o 6inoro 3i 3nerka *oBTyBaTUM BiATIHKOM Bignosipae
KOnbopy, NNOCKO LMAIHAPUYHOT Gopmu, 3 PUCKOK | packoro.
Honyckaerbea HaABHICTL BKpanseHb cipysaToro abo XosTyBaToro
Konbopy

2 lneHTudikauin A YO-cneKkTp nornuHaHHa BUNPo6oBYBaHOro posduHy, NPUreToBaHoro, Bignoeiaae
fIK onncaHo B posgini «KinbKicHe BU3HaueHHAY, B obnacTi Big 230 HM
£0 350 HM NOBUHEH MaTi MaKCUMYM NOFAUHAHHA 33 AOBXUHU XBUAN

(278 £ 2) im

3 lpeHTUdikauia B KonkopoBsa peakuia Bignosinae
4 OaHopiaHicTs fo30BaHMX oAMHKMUL MNpuitManbHe yucno AV < 15,0 % Bignosipae
5 PozumnHeHHn Bianosigae sumoram AdY, 2.9.3 npn Q=75 % 3a 45 xs Bianosigae *
6 CynpoBigHi gomiwkm 2-amiHo-1-(4-HiTpodeHin)nponan-1,3-gion-He Ginbwe 1,0 % 0,0%

7 MikpobionoriuHa wucroTa BignosigHo ao MKA N3 Bignoeinae
8 KinbKicHe Bu3HaveHHn 475 - 525 mrirab 500 mr/Tabn.

xnopamdeHuKony (nesomuueTuHy)

9 YnakoBKa BignosigHo go MKA 13 Bignoeigae
10 MapkyBarHa BignosiaHo po MK N3 Bignosinae
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11. KomeHTapi: ' * NepioanuHicTb KOHTPONo 8 KoxHIN 10 cepil
12. YmoBu 36epiraHHsa: B opuriHanbHiit ynakosUi npu Temnepatypi He Bulle 25°C. 36epiratu B HefoCTyNHOMY AN
aiTen micui.

13. 3anBa npo ceptudikauito: Lum nigTeepaxyto, wWo Bi BUPOBHUYI cTaail ans uiei cepil roToBoi NpoayKuil 6ynu nposefeHi
8 FOBHIl BIANOBIAHOCTI 3 BUMOramMu, BCTAHOBNEHUMU B YUHHOMY KkepisHuuTai no GMP,
3aTBepAKeHOMY MiHiCTepCTBOM OXOPOHN 300POB'A YKpaiHu, i 3 Bumoramu peectpauitHoro
[lOCbE KpaiHn NPU3HaYeHHnA

Cepisn possoneHa po peanisauii / BigBaHTaXeHHA 3 23.03.2023

3artBepaXxyto

nib: Kopotxosa O.1.

Mocafa: YnosHoBaxeHa ocoba

MNignucaHo enekTporHuUM nigrivicom: 23.03.2023 10:01
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