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Ha3sa npoaysTy: METAMIH®, Tabnerki, BKpuTi 060710HK0H0, 110 1000 MT \\\ﬁ;‘ s
Name of product: METAMIN®, coated tablets, 1000 mg AN CEPTHGIRATIS
Cuana pit: MeThopMiHy TiAPOXNOPHI — 1000,0 mr \.\"f“/@(.) ..
Strength: Metformin hydrochioride — 1000.0 mg St
Cepin Ne / Batch No.: SMF2124 Posmip ynaxosku / Package size: Ne30 (15%2)

Peecrp. Ne/ A.R.No.: FP/0132/23 Tun ynaxoskn / Pack type: Baicvep / Blister

Posatip cepil / Batch size: 250 000 tab/tab Jlara suroTosnenns / Mfg. date: 12.2022

Kin-Th ynaxonox / No. of packs: 8333 “Tepatin npupatuocti/ Exp. date: 11.2025

Kpaina / Market: UKR

Peectpaniitne noceinuenns Mo : repnin aii Heobmereruii

Registration Certificate No.: UA/11506/02/03 unlimited validity

Ne n/n Hazsa anasnisy Crienupixaris PesynnTaTy ananisy
Sr, No. Test name Specification Test result
Omic TabneTic, BKPHTI 000JIOHKOIO Ginoro aGo wmaibke | Binnoninae
Ginoro xonbopy, OBaibHO (popMY, Asoonyxn,
| rnajedbii 3 06ox Gokis.
Description White or off-white, oval shaped, biconvex, film | Complies
coated tablets, plain on both sides.
Inerrrudikauis Yacy  YTpHMyBaHHS  OCHOBHOTO nika  ©a | Bianosinae
Xpomatorpamax BHMpoGoBYBAHOTO TA CTAHAAPTHOTO
pO3YHHIB, OAEPKAHLX NpPH KINLKICHOMY BH3HAYCHHI,
MaIOTh CHiBMafaTH:
Identification In 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,
OnlopiricTs N030BAHUX Binnopinae BumMoram Binnosinae
3 OAHRHUE
Uniformity of dosage units Complies with requirements Complies
Poznagants He Ginblie 30 XsHAKH. 9 xB 24-cex
4 Disintegration ‘Not more than 30 minutes. 9 min 24 sec
Po3uHEHHA He menwe 75 % (Q) 3a 30 xs. 99 %
5 Dissolution Not less than 75 % (Q) for 30 min. 99 %
Cynposinai goMilIKi [lianoryauimis: He Ginblie 0,02 %. 0,004 %
Byib-SKa iHLia ONHEIYHA nomituxa: He 8inbiue 0,1 %. 0,016 %
Cyma IoMilLoK: He Binsie 0,5 %. 0,040 %
6 o
Relatéd substances Cyanoguanidine: NMT 0:02 % 0.004 %
Any other individual impurity: NMT 0.1 % 0.016%
Total impurities: NMT 0.5 % 0.040 %
KinbkicHe BH3HAUCHHA Bin 95,0 % no 105,0 % sin 3asBREHOT KUTLKOCTI, 99,2 %
7| Assay 95.0 % to 105.0 % of label claim 99.2 % B
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Yxpaina, 02092, m.Kiis,
ByJI. ANIMaTHHCEKa, 58
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Ne n/n Hassa ananisy Creunrixanin PeaysnwTaTh ananisy
Sr. No. Test name Specification Test result

BanuIuKosi KinbKocTi opranivuux | 2-nponaxosn — e Ginsie S000 ppm 257 ppm
8 PO3UHHHHKID
Residual solvents 2-propanol: NMT 5000 ppm 257 ppm
MixpoBionoriuna uucToTa BaranbHa KinbkicTh aepobHuX Mikpoopratismis
(TAMC) - nie Ginsie 10° KYO/r. <50 KYO/r
3arafbHa KITBKICTH JAPKIKOBHX T3 MIiCEHEBHX
rpu6is (TYMC) ~ e Ginnuwe 10* KYO/r. <10 KYO/r
Bincyrnicrs Escherichia coli 8 1 r npenapaty. BincyTnra
g
? 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 1 g. Absent

BUCHORBOK: / CONCLUSION;

[TpoAyKT BUFOTOBNEHO, YIAKOBAHO Ta TIPOaNani3oBaHo 3riHO 3 BUMOraMy pecCTpanifiHoro NocBiNeH s,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bixnosigac cranuapran ta sumoray GMP. Cepridixar N 009/2020/GMP
it complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jiuenain na BHpoGHHLTBO JiKapebiix 3acobis: Cepisn AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Liat mirsepviyto, Mo Bei wipoGinni crandi ams wiei cepil roronol yiposyKui Gysn uificueni B NOBUIH BIMOBIHOCT] 3 BHMOFANY, 3a3ANCHIMIL B unnnif
yacranoni 3 GMP, saraepokeniit MinicTepcrson oXopon 30pos’s Yxpai, i 3 BHMOrAMI PECCTPALIITIIOrO JOCKC KpaTiit NIPH3HanCHIA.

1 hereby cerlify that all the manufacluring stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraing and with the requirements of the Marketing Authorisation file of the destination country.
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Ximix-ananitak ' |3as. naGoparopieio BKS | Hauanenug BKA VrosHOBANXEHA 0co0a
Analytical Chemist T QC Lab In-charge QC Head Qualified Person .
) . - ; . 7 i
I’ a/Name: Tt (4. | Spnenesco B By Yumd Lol ive 1
Migmmc/Signature: 0 0 CNW ‘ Y
IAC/SIgnature: 7 L epadd - S G eleiiedecs)
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