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CEPTUDIKAT SAKOCTI
CERTIFICATE OF QUALITY

Hassa npoayxry: METAMIH®, ratnerku, Bkputi 060J10HK010, 110 1000 My
Name of product: METAMIN®, coated tablets, 1000 mg
Cuaa pif: Mergopmiuy rizpoxopun— 1000,0 mr
Strength: Metformin hydrochloride - 1000.0 mg
Cepin Ne / Batch No.: SMF4014 Posmip ynaxosiu / Package size:  Ne60 (15x4)
Pecerp. Ne / AR.No.: FP/0327/24 Tun ynakoskn / Pack type: Baicrep / Blister
Poamip cepii / Batch size: 250 000 rab/tab JNara purorosnensst / Mfg. date: 04,2024
Kin-t» ynaxopox / No, of packs: 4 166 Tepmin nphaariocti/ kxp, date: 03.2027
Kpaina / Market: UKR
Peccrpaniiine nocsjpuenna Ner Tepmin il Heobmexennit
Registration Certificate No.: JA/11506/02/03 unlimited validity
Ne n/nt Hasga aganisy Cuenndikauis PeayapraTy ananisy
Sr. No. Test name Specification Test result
Omuc Ta6nerxy, BKpuri obononxoio Ginoro abo Maiike | Bianosinac
Ginoro Konbopy, OBaNLHOT  (POPMI, IBOOIYKNI,
1 rnafeHnki 3 060x 6okis.
Description White or off-white, oval shaped, biconvex, film Complies
coated tablets, plain on both sides.
Inentndikanis UYacH  YTPUMYBAHHS  OCHOBHOYO miva T | Bimtomime
XpoMaTorpaMax sBHIpoboByBaHoro Ta CTanKapTHOro
POUHHIE, OAepIANNY TIPH KiNbKicHoMY pH3MAUEH,
MaIOTh GHiBNanaTH.
Identification Tn the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must match to the retention time of the principal peak
in the chromatogram obtained with standard solution.
ORHOpPIAHICTb JO30BAHIX Binnopinac BuMoram Binnosinae
OAHHHIb
3
Uniformity of dosage units Complies with requirements Complies
Poznapanng He Glibue 30 XBHIVH. 9 xB 57 cex
4 Disintegration Noi more than 30 minutes, 9 min 57 sec
Posunrenns He menute 75 % (Q) 3a 30 xn. 94 %
3 Dissolution Not less than 75 % (Q) for 30 min. 94 %
CynpoBinni ROMIlIKH [ljanoryanignn: ue Siisme 0,02 %. 0,003 % i
Byab-siKa iHia OIRRIYHE pominmxa: e Binsioe 0,1 %. 1 0,023 %
Cyma nomimiok: e Giniue 0,5 %. 0,086 %
6 Related substances Cyanoguanidine: NMT 0.02 % 0.003 %
Any other individual impurity: NMT 0.1 % 0.023 %
Total impurities: NMT 0.5 % 0.086 %
KinwkicHe BH3HAUYEHHA Bin 95,0 % 10 105,0 % Bix 3asnieHOT Kinpxocri. 98,6 %
7 Assay 05.0 % to 105.0 % of Tabel claim 98.6 %
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Sr. No. Test name Specification Test result
SanMIIKos] KinbKoCTl opraniynux | 2-nponaHon —He Ginvure 5000 ppm 378 ppm

g PO3IMHHAKIB
Residual solvents 2-propanol: NMT 5000 ppm 378 ppm
MixkpoGiosoriusa 4HeToTa: Rarannia  KiIbKicTh aepoGHHX MIKPOOPraHismis
(TAMC) - we Ginkie 103 KYO/r. < 10 KYO/r
BaranpHa KiNbKICTh APUKIDKOBMX Ta IUHCOHCBUX
rpubin (TYMC) ~ e Ginpine 10° KYO/T. < 10 KYO/r
Bincyrricts Escherichia coli 8 1 1 nperapary. Bincyrhs
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CEFU/g. < 10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TTponyKT BHXOTOBIEHT, YNIAKOBAHO T2 poananizoBato rinlo 3 BUMOTAMH peccTpaLiiiinoro nocBinieHHA.

The product is manufactured, packed and

Binnosinae crannapTam Ta pumoram GMP,

1t complies with GMP standards and requircments.

Jlinenzis Ha BRPOGIUIITEO JHIKAPCHKHX 3acobin:
Licence for medical products production:

analyzed as per requirements of Registration Certificate.

Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne S98054
Batch AB No. 598054

LM TATBEPIDKYO, 1110 Bei Bupofrnyl cramii ang 1el cepii rorosol npoy KT Gyan snificHeni B nONUiT BIANOBIIHOGTT 3 BHMOTAMY, 3A3HANCHUMA B YHHNIH
nacTanosi 3 GMP, sarnepjpxeiiili Minictepersom oxopori 310poB’st Yrpann, {3 BUMOraMH PECCTPALLTTHOIO JOCHE KpaTH NPH3LAUCHHA,

I hereby certify that all the manufacluring stages of this hateh of finished product have heen carried out in full compliance with the GMP

Ministry of health of Ukraine and with the requirements of

the Marketing Authorisation file of the destination country.

requirements of the

XiMix-aHanirni {_Ban. natoparopicio BKSL | Hauanpiux B K VIOBHOBAKCHR ocoba
Analytical Chemist |'QC Lab In-charge [QC Head Qualified Person
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