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CEPTUMIKAT AKOCTI

CERTIFICATE OF QUALITY

Hasba npoayxTy:
Name of product:

METAMIH® SR, tabneTxcn npononrosanof aif no 500 mr
METAMIN® SR, sustained release tablets 500 mg

Cuaa gt
Strength:

Metdopminy rigpoxiopui — 500,0 mMr
Metformin hydrochloride - 500.0 mg

Cepist Ne/ Batch No.: SMAS5002 Poamip ynaxosks / Package size:  Ne90 (15%6)
Peecrp. Ne/ AR.No.: FP/0273/25 Tun ynaoskn / Pack type: Baicrep / Blister
Posmip cepit/ Batch size: 2 725 yn/packs Jlara Burotonnenna / Mfg. dater  04.2025

Kpaina / Market: UKR Tepmin npigaTHocti / Exp. date: 03.2028
Pecerpauiiine nocpinuenns Ne: UA/11506/01/01 Tepmin (i1 neoGmeneHnH

Registration Certificate No.:

unlimited validity

Ne n/n Hassa anaaisy Crenndixaitist PesynpraTi ananisy
Sr. No. Test name Specification Test result
Onue TaGnerkdt Ginoro  konbopy, omawibhoi  Gopmu, | Binnosigac
1 rnapeHski 3 060x GoKiB.
Description White oval shaped tablets plain on both sides. Complies
Ineurndikauis Uack  yIpuMyBailis - ocsosnix  nixis o Ha Binnosinae
XpOMATOrpamax BIPOGOBYBAHOIG I CraHAAPTHOIO
pos‘umm OTPHMAHHX [PH KiIbKICHOMY BH3HauCHHI,
roBaIni criBnanaTy (MeThopaity riapoXIopiL).
2 Identification In Assay, the principal peak in the chromatogram Complies
abtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution (metformin
hydrochloride).
Cepeans maca TabjeTRH 900,0 Mr+2,0 % 901,5 mr
3 . .
Average weight 900.0 mg + 2.0 % 901.5 mg
QuuopianicTh NO30BAHNX MakcHManbHO fouycTHMIi kpuTeptit npuiinatiocti | 2,6
4 O/MHHIL nonunen 6yt L1=15,0.
Uniformity of dosage units Maximum acceptance value is L.115.0 2.6
PozuyseHa 35-55 % 3a 2 rojuini; 38 % -45%
50-75 % 3a 4 roauHK; 58 %-67%
ne mere 70 % 3a § roann; 85 %
ne menwe 80 % 3a 12 romin. 95 %
Dissolution 35 % - 35 % 1n 2 hours; 38 % -45 %
50 % - 75 % in 4 hours; 58 % - 67 %
NLT 70 % in § hours; 85 %
NLT 80 % in 12 hours. 95 %
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CEMTUOIRATYS

Ne w/n Ha3zsa ananisy Crieundixauis PesyauTaT ananisy
Sr. No. Test name Specification Test result
CynpoBisiui AOMILIKH 1lianoryanimnn: ne Ginswe 0,02 %, Hinkue pisHa Be3Hasenns
Byzb-siKa iHLa OLHHHYHA JOMILIKa: He Ginbue 0,1 %; | 0,011 %
Cyma nomimiok: He 6isine 0,5 %. 0,019 %
6
Related substances Cyanoguanidine: NMT 0.02 %. BDL
Any other individual impurity: NMT 0.1 %. 0.011 %
Total impurities: NMT 0.5 %. 0.019 %
Kinpkicne Busnaienus Bin 475 mrfrabn. po 525 mr/tabn. ’ 493,5 mr/Tadm.
(95-105 % Bin 3asBACHOT KIILKOCTI). (98,7 %)
7 Assay 475 mg/tabl. to 525 mg/tabl. 493.5 mg/tabl.
{95 % to 105 % of label claim) (98.7 %)
MikpoGionorivsa 4HcTOTA JaranbHa  KILKICTh  aepoSHuX  MiKpoOpraHiaMis
(TAMC) — He Ginbuie 10° KYO/r. <40 KYO/r
3aranbHa  KiAbKICTh APDKJUKOBHX | THTICEHEBHX
rpubin (TYMC) - ue Ginpiie 10> KVO/r. <40 KYO/r
Bincyrnicts Escherichia coli B | r npemapaty. BincyThs
Microbiological purity Total acrobic microbial count (TAMC):
NMT 103 CFU/g. <40 CFU/y
Total combined yeasts/moulds count (TYMC):
NMT 10* CFU/g. < 40 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TIpORyKT BUrOTOBNCHO, YNIAKOBAHO TA IPOAHANI30BAN0 STIANO 3 BHMOTaMH peecTpaniiiHoro NOCBIAMEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Biarnosinae cTapaapraM ta suMoram GMP.

Ceprudixkar Ne 080/2023/GMP

It complies with GMP standards and requirements. Certificate No. 080/2023/GMP

Jlinensin Ha BHPOGHALTBO JIIKaPCLKMX 3acobin:
Licence for medical products production:

Cepisi AB Ne 598054
Batch AB No. 598054

LLnn JHATBEP;DKYIO, MO BCT BNPOSIINT CTAAT wta wici cepil roTonol npoaykuii Gyan SUINCHENT § ROBMIR BIANOBLIOCT] 3 BHAMOTAMI, 3AIMAUCIBINN B Dyl

pacTanoni 3 GMP, 3arpeppkeniit Minictepe oM oxopoun

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full complias
Ministry of health of Uksaine and with the requirements of the Marketing Authorisation file of the destination country. Y,
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