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CeprHpukaT KayecTBa

MpoaykT: AMEPTHJI® Creundmraums: SP/PG/LG-19-UA (AHJ Ne 291)
Crpana-npoussoaurens: [onswa

Per. ceug. UA/2728/01/01 pelicteurensro xo 19.05.2020

10 Mr ueTMpH3MHA AMTHAPOXJIOPHAE, TAGIETKH NOKPBITHE 000I0UKoiH

Pasmep u Tun ynakoBku: [To 10 rabnerox B OmpcTepe, mo 2 6aMcTepa B KapTOHHOM Kopolke

Ne cepun: 111019 pazmep cepun: 35 000 ynakosok

Jata nponssoacrea: 28.10.2019. Jdara okoH4aHus cpoka rogHocTu: 10,2022

HasBanwue, ajpec H HOMEP JIMLEH3HH BCeX YYACTKOB NPOM3BOACTBA H KOHTPOJIst KAMeCTBA

Buodapm JIta., yn. Ban®xkucka 13, 60-198 [osuans, Honsua; GIF numer zezwolenia 111/0060/15
Ceprudnkarel coorsercreuss GMP s Beex yuactros Ne: TWZJ.405.14.2017.MG.2 WTC/0060 01 02/246

Ne Onncanue TpeboBauust PeaynbTaThl

1. | Onucanue Kpyrnele,  IBOAKOBHIIIyKNIBIE  TabneTkH, NOKPHITEIE
obonoukoif, ©Oenoro mBeTa, ¢ MMHMeH pasnoma Ha opHoil | CooTseTCTBYET
CTOpPOHE,

2. | Cpennas macca TabIeTKH 140,0 Mr£35 % 140,0 mr

3. | OnnopoanocTs Maccsl TabneTok |+ 7,5 % CoOTBETCTBYET

4. | Huamerp rabnetok 7,1 +£0,2 MM 7,1 MM

5. | Pacmazaemocts He 6onee 30 mun. 6,2 MHH.

6. | Unentnduxanus

[leTHpu3nHa IUIHIPOXIIOPHL KauecTreHHas peakuus (a) Ha XJIOPUILL. CooTBercTBYET

KayecTreHHas peakius ¢ peaktueoM parengopda.
Bpemena yaepxuBaHHA MHKOB UETHPH3MHA JUTHAPOXIOPHAL
HA  XpOMAaToOTpaMMax  UCHBIMYEeMO20  pacingopa H
cmandapmioz0  pacmeopa, TOJNYUEHHBIX B pasgene
«KonuuecTBEHHOE ONpeleeHHEY, JOKHBI COBNAAATE.

CoOTBETCTBYET
TuTana IHOKCHI Obpa3oBaHre OpaHKeBOr0 OKpallIMBAHMS.
7. | CollyTCTBYIOIIHE MPHMECH HunueunyansHeIX npuMeceit — ve Gonee 0,2% 0,02 %
cyMMa npHuMeceii He Gosiee 0,75 %. 0,02 %
8. | OnHoponHOCTh AO3HPOBAHHBIX | COOTBETCTBYET TPEGOBAHMAM. CoorseTcTBYET
COMHHII
9. | Konuuectennoe onpenenenue | OT 9,5 Mr 10 10,5 Mr ueTHpH3HHA AMTMAPOXTIOPHAA B
tabnerke (95,0-105,0%). 98 %
10.| PacTeopeHue He menee 80 % (Q) 3a 30 mMun.
11.; Mukpobuonoruueckas unctota | B npemapare nomyckaercs: ofiiee 4ucno adpoGHEIX
mukpooprainsmoe (TAMC) - ke 6onee 10° KOE/T;
ofIIee YHCIO APOIOKEBBIX U MIecHeBhX rpubos (TYMC) — COOTBETCTBYET
ne Gonee 10> KOE/r. He nonyckaercs Escherichia colir 1 T
Tpenapara.
12.| OaBOpPOIHOCTE MACCH! Macca ToabKo 1 ONOBUHKA TabneTku 13 30-TH MOXKeT
IIOJIOBHHOK TaONeToK npeBeiiaTh npenen 85% - 115% cpeanei Macchl MONOBHHKH
TAabNETKY; HA OJHA HE MOMKET BBIXOIMTE 3a Npefensl 75% - | COOTBETCTBYeT

125% cpenHeit Macchl MONOBUHKH TabeTKH

PeaynbraT Boinucan na ochoBannn [IPOTOKOJIA KOHTPOJISI KAYECTBA Ne 42-7923

| 3akodeHue: IPONYKT COOTBETCTBYET /He-cootperctnyer Tpebosannsam Cnemdukanun SP/PG/LG-19-UA

«HacTosmmm 5 NoATBEPKAAO, HTO BHILICYKA3aHHAA MH(OPMALMS ABILETCS AOCTOBEPHOH H TOuHOI. [aHHan cepus IpoaykTa 6buia
Npou3BeleHd, (BKIIOYAs YIIAKOBKY/MAPKMPOBKY) H NPOBEICHHLIH KOHTPOMb KAYECTRA HA YKA3AHHOM NPOHIBOACTREHHOM YYACTKE B
TIOJIHOM COOTBETCTBHH ¢ TpebopanuamMu GMP, yCTaHOBICHHBIMM MECTHBIM DETYJISSTOPHBIM OPTAaHOM, @ TakK e B COOTBETCTBHH CO
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JEPXJIIKCIIYXXEA YKPATHU
AEPKABHA CJIYKBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIM OBJIACTI

npocnekt Banepia Jlobanoscbkoro, 51, m. Kuie, 03110, ren/dakc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Nnpo sAKicTh BBE3eHOro B YKpainy JikapcbKoro 3aco0y

20.02.2020 Ne 5859/20/10

AMEPTHJI®

(nafiMenyBsaHHa AiKapcLKOro 3acoby 3riaHo 3 peecTpauifHuM NOCRIAYEHHAM)
TabaeTKu, BKpUTI 000/10HK010, 110 10 Mr mo 10 Tabnerok y Gaicrepi; mo 2 Gaicrepu B
KapToHHiil Kopobui

((hopma Bunycky, 103yBaHug, BHI NAKYBaHHS NiKapcbkoro 3acofy)

Howmep peecrpauiittoro nocsinenna UA/2728/01/01 crpox aii peectpauiiinoro nocsinuenns 19.05.2020

Cepin nikapcbkoro 3acody Ne 111019 KinbkicTs BBe3eHOro fikapebkoro 3acoby 34952
BupoGHuk biodapm Jltn, [Monsima
(HaiimenyBanns BupoOnluKa Nikapchkoro 3acoly, kpaina noxXoaKeHHs)
Bsesero B YkpaiHy CrniibHe yKpaincbKo-eCcTOHCbKe NiANPHEMCETBO Y (hopMi TOBapHCTBA
3 oOMexenolo Bianosigaasuictio "Onrima-Mapm, JITI", inent. kon:
21642228

(nalimenyBanig ta ko 3a €fIPTIOY opuanynoi ocodu abo npissuuie, iM's, no Garbkosi (Giznunoi
ocolu - nianpuesmus, T Micile NposkuBaig Ta peccTpauifinuii Homep 061iKOBOT KApTKH NAATHHKA
nonarkis abo cepis Ta HOMEp Nacnopra)

Mporoxon Bisyansuoro kourpomio sia 11.02.2020 N 0391/1.

3a pesynbTataMW JIEPKABHOTO KOHTPOMIO BCTAHOBAEHO, W0 Jikapcbkuil 3acid BBeseHo B VYkpainy 3
AOTPHMAHHIAM BuMOT 3aKOHOAABCTBA WOMO 3a0e3NeUeHHs AKOCTI NiKapebKHX 3acobis.
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