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TOB «Kycyu Papm»
K1) xﬁma 54

-
Ha3samie npoaykta: BOKCHI®, Tabnerku no 0,2 mr, N30 (10x3) y Gricrepax N W ~
Name of product: VOXID®, tablets 0.2 mg, No.30(10x3) in blisters A
Per. Ne: / A.R.No.: FP/0838/20 Pasmep cepun: / Batch size: 150 000 Ta6n./tabl,
Cepun Nt; / Batch No.: SVBK004 | Kosnuecrno ynaxosok: / Number of packs: 5 000
Jara usrorosnenusn; / Mfg. date; 10.2020 Cpox roanocrn; / Exp. date; 09.2023
Perucrpaunonnoe ceugerenncrae Ne UA/13543/01/01, Tepmin aif neoGMexenni
Registration certificate No. UA/13543/01/01, unlimited validity
Nen/n Mapaserpn Cneunduxaunn Pesynntatnt
Sr. No. Tests Specifications Qbservations
I Onncanne Benuie  kpyrasie  nnockue  Tabnerku  co | CooTmercTmyer
CKOWICHHLIMY KpasMH, THCHeHuem “K Ha onmHoilt
CTOpOHE H NHHueH pasnoma Ha Jpyro#.
Description White colared round shape flat beveled edge tablet | Complies
with “K” marking on one side and break line on
other side.
2 Hnevwrngmxauns Bpemena ynepwusanus ocnosnoro mnmuxa Ha | CootBercTByer
XPOMATOTPAMMAX  UCNBIMYEMO20  pacmeopa W
pacmeopa  cpacuenus,  MNOAYMGHHWX  MpH
KOJH4ECTBEHHOM onpeaeneHu, JOMKHLL
COBIIaAaTh,
Identification In the Assay, the principal peak in the | Complies
chromatogram obtained with test solution has the
samé retention time as the principal peak in the
chromatogram obtained with standard solution,
3 Hcrnpaemocrs He 6onee 1,0 %. 0,38 %
Friability Not more than 1.0 %. 038%
4 Onnoponnocts zosuposannuix | AV<LI (L1=15) 53
CAUHNL
Uniformity of dosage units AV<L]I(L1=15) 5.3
5 Pacnapaemocts He Gonee 15 muu. 2 mun 51 cex
Disintegration Not inore than 15 min. 2 min 51 sec
6 Pacrnopenne He menee 80 % (Q) 3a 15 mun. 97 %
Dissolution Not less than 80 % (Q) in 15 min. 97%
7 Konuuectsennoe onpenenenne | Or 95,0 % no 105,0 % ot 3aABlCHHOro Konuyectsa | 103,7%
- - | BorimbGosa,
Assay 95.0 % to 105.0 % of Voglibose label claim. 103.7 %
FP/0838/20 Crpannua No: 1 13 2
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Kufscvka dimin
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Ne n/n

AR

Microbiological purity

ITapameTpui Cneunduxauun
Sr. No. Tests Specifications
8 MuxpoGuonorsueckas uncrora. | Obtiee 4HCAO  ASPOCHEIX  MHKPOOPIAHHIMOB N\

(TAMC) - e Gonee 10° KOE/r

Obuiee uncno APOMOKEBHIX M IUIECHEBHIX rpuboB
(TYMC) - ne 6onee 10> KOE/r

Ortcyrersue Escherichia coli 8 | r npenapara

Total aerobic microbial count

(TAMC): NMT 10® CFU/g

Total combined yeasts and moulds count
(TYMC): NMT 102 CFU/g

Escherichia coli must be absent per 1 g

9..-..5.
THA w.
menee 10 KOE/r

Escherichia coli -
oTcyrcreyers I r

<10 CFU/g

<10 CFU/g
Escherichia coli is
absentper 1 g

3AKJIIOYEHHE: npoayxr nponsseiey, yiakoBai H NPOTCCTUPOBAH B COOTBETCTBUN C TpeGoBaHMAMM perucTpauHonHoro
cuaerenscrsa. Otseuaer TpeGosannam u cranaapram GMP, Ceprudpmicat Ne 009/2020/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements, It complies
with GMP standards and requirements. Certificate No, 009/2020/GMP

JInuensua na TPON3IBOACTBO JICKAPCTBCHHBIX CPEACTB:

Licence for medical products production:

Cepus  AB Ne 598054
Batch AB No. 598054

«EIEIbAPM

L
lnevmubicayinnua

xop 20075891
CEPTUOIKATIE

Xumyx-ananutik | 3am. saganshuxa OKK | Hauansinx OKK Yrnontomouentoe muo
Analyst 71 Deputy QC Head LQC Head Qualified Person
Hma/Name: Wc é;p.ucﬁ_ww 7 5' _ P&ﬂw \,ﬂa Mmb. @‘wa sersote J1Q
l’Iozxnucs/Signmure: W '\,.: (1‘4 e (},‘\\/} U1
Aara/Date: Oy 77/ 20 oy /1o eululge oYqlt11140
FP/0838/20
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