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Knischka ginin : TOB «Kycym @apw»
TORB «(Kycym Dapan Yrpaina, 40020, m.Cyms, pyn. Cxpabina, 54
VYikpaina, 02092, M. Kuis, Tesn.: +38(0542) 77-46-10, daxe: 77-46-11
BYNL. AJMaTHHCBKA, S8 f e-rnail: plant@kusum,ua
Ten.: +38(044) 495-82-88, daxkc: 495-82-87 /&:um harin www. kusum.ua
CEPTHURIKAT SIKOCTI
CERTIFICATE OF QUALITY
Haipa n'po,ay_my: METAMIH®, taénerxu, Bxpuri 0660a0HK0I0, 110 500 Mr
Name of product: _ METAMIN® coated tablets, 500 mg
Cuna ait: Metdopminry riapoxopun — 500,0 mr
Strength: Metformin hydrochloride — 500.0 mg
Cepin Ne / Batch No.: SMC3018 Posmip ynaxosxu / Package size: NelQ0 (10x10) |
Peectp. Ne/ A.R.No.: FP/0&678/23 Tun ynaxosxu / Pack type: bricrep / Blister
Po3nmip cepii / Batch size: 500 000 Ta/tab Hara suroropnenns / Mfg, date:  08.2023
Kin-tb ynaxonox / No. of packs: 5 000 Tepmin npanartioeri/ Exp. date:  07.2026
Kpaina f Market: UKR
Pecerpaniiise nocsinyenns Ne; TepMin Ai HeoOMmexeHui
Registration Certificate No.: w2 1o0a 001 unlimited validity
Ne ni/n Hasza ananizy Cnenndikauin . " PesynnTath ananisy
Sr. No, Test name Specification Test result
Onuc Tabnerxu, sxpuri ofonoukoo Ginoro ao maibxe | Bifnosinac

Ginoro  kombopy, Kpyrnol ¢opmu, ABOONYKIH,
riajgeHbki 3 060x Gokis.

Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.

Lrenrrudixais ) Hacu  yIpuMyBaHHA  OCHOBMoOro  mika  wa | Biznosinae P e
XpOMaTOrpaMax BUNPO6O8YRAHOrc Ta CTaHAZPTHOIO :
PO3YNHIB, ONEPKANNK NPH KiNbKICHOMY BH3HAYEHHI,

MalOTh CIIiBNANATH.
2 Identification In the Assay, the retention time of the principal peak
: in the chromatogram obtained with sample solution
must match to the retention time of the principal peak
in the chromatogram obtained with standard solution. ;
j Fhar TOeenas]
OAHOpPIAHICTS KO30BAHUX Bipnorinae smMoraMm Bianosinae \"*L“_?E
3 ORMHHI
Uniformity of dosage units Complies with the requirements Complies.
Posnaganus He binpmme 30 xprmin. 9 xB 2 cex
1 Disintegration NMT 30 minutes. O min 2 sec
Posuntierns He meniue 80 % (Q) 3a 30 xs. 93 %
. Dissolution Not less than 80 % (Q) for 30 min. 93 %
-CynpoBiani gomiluka [lianoryaninun: ve 6insine 0,02 %. 0,005 %
byAp-sxa MDA oMMHEYHA AoMiliKa: He Gimsme 0,1 %. | 0,013 %
Cyma pomimox: ne Ginse 0,5 %. 0,037 %
Cyanoguanidine: NMT 0.02 %. | 0.005 %
Any other individual impurity: NMT 0.1 %. 0.013%
Total mpurities; NMT 0.5 %. 0.037 %
Bin 95,0 % no 105,0 % sin 3asBnenol kabLkocTi. 98,2 %
95.0 % to 105.0 % oflabel claim. 98.2 %
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Kunincnka Ppixia TOB «Kycym Mapm»
TOB «Kycym ©apm» Vxpaina, 40020, m.Cymn, sy, Cxpabina, 54
Yxpaira, 02092, m.Kuis, Ten.: +38(0542) 77-46-10, paxe: 77-46-11
BYIL. AnMarHnchka, 58 e-mail: plani@kusum.na
Ten.: +38(044) 495-82-88, daxc: 495-82-87 Kusum P, harin www.kusum.ua
Ne n/n Hazra apanisy ‘Cneiindixania Pe3ynnrath aganisy
Sr. No. Test name Specification Test result
- 3ajlHKOB] XLIBKOCT Opranivanx | 2-nponadon — xe Ginpie 5000 ppm 211 ppm
g PO3YUHHRBKIB '
Residual solvents 2-propanol: NMT 5000 ppm 211 ppm
Mixpobionoriuna umcroTa JaransHa  KinbkicTs aepobuux  Mlkpoopranizmis
(TAMC) - He Ginsure 10* KVO/T. < 50 KYO/r
3aranbHa KiNbKICT, ApiRQmKOBHEX Ta INiceHeBux
rpu6in (TYMC) — se 6insuie 102 KYO/r, < 10 KYO/r
Bincyrricts Escherichia coli 8 1 v npenapary., BincyTHa
? Microbiological purity Total aerobic microbial count (TAMC);
NMT 10} CFU/g, <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per | g. Absent

BUCHOQBOK: / CONCLUSION:

TIpOYKT BUNOTOBIEHO, YIAKOBAHO T2 IPOanani3oBaso ITiZEO 3 BHMOTaMy peecTpauiiHoro NoCRiYeHHA.
The product 1s manufactured, packed and analyzed as per requirements of Registration Certificate.

-Binnopinae crannapraM ta sumoram GMP,

Cepradirar Ne 005/2020/GMP

It complies with GMP standards and requirements, Certificaie No. 009/2020/GMP

Jliyensis Ha BUPOGHUNTEO JIKAPCHKUX 32CO6iR:
~ Licence for medical products production:

Cepin AB Ne 598054
Batch AB No, 598054

LM ninTeepmkyro, wo sei Bupouii oraaif ans wigl cepif roTonoi nposyxnt Gysin 301ECHEHT B NOBHIN BIANORIANOCTI 3 BUMOraMu, 3A3MAUCHAMH [ NHHIf
Hactanosi 3 GMP, sarsepmxesiis MinicrepeTsom oxoporn 3nopos’s Yrpaiuu, § 3 bumorans PEECTPALITHOTO AOCKE KPATHH DPUAHANCHRA.

{ bereby certify that all the manufacturing stages of this batch of finished product have been carried oot i full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

JUTE»

FAH TADIR AL WA
roa 20075891
AR
CEPTUDICATIB

P

A fiK-aHATITHK /3aB. nabopatopiero BKA | Havanpnux BKA | YnosroBaxkeHa ocoba
+ | Analytical Chemist ¥ QC Lab In-charge QC Head Qualified Person
Im’a/Name: o’ = ‘ ~ % ?Q :
Mipnuc/Signature; A St Y &ééw ;
& ./ Gpand , ;
Hara/Date: 06 fo3/723 @Q(’g g_;’{gag @G\lej}} @Wf%{ﬁ /
FP/0678/23
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