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CERTIFICATE OF QUALITY
Haapa npoaykry: METAMIH® tabnerks, sBkpuTi 060N0HKOI0, 1O 850 mr
Name of product: METAMIN® coated tablets, 850 mg
Ciuna pii MeT@opMiny TiipoXIOpHA - 850,0 mr
Strength; Metformin hydrochloride — 850.0 mg
Cepis Ne/ Batch No.: SMD3034 Posmip ynaxopxi / Package size:  Ne30 (10x3)
Pecerp. Ne/ ARNo.: FP/0587/23 Tun ynaxosxu / Pack type: Bnicrep / Blister
- Po3mip cepii / Batch size: 300 000 1ab/tab Jata surotonienns [ Mfg. date: 07.2023
Kin-1b ynaxosok / No. of packs: 10 000 Tepmin npuaariocri/ Exp. date:  06.2026
Kpaina / Market: UKR
Peccrpauifine nocsiguenns Ne: TepMin 1 HeoOMesKeHHUit
Registration Certificate No.: UA/11506/02/02 unlimited validity
Ne n/n Hassa ananisy Crenudikauin PesynbTaTh ananisy
Sr. Nao, Test name Specification Test result
Onne Tabretin, BXpUTI 0B0JNOHKOIO Gisoro aGo Maibke | Bignosinae
Ginoro xomsopy, pyrnoi ¢opmy, FBOONYKN, |
1 rnanesbxi 3 060X GokiB.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
InenTudixauis Yacy  yTpHMYBaNHA  OCHOBHOTO nika Ba | Bigmosinae
XpOMATOrpaMax BHIPOGOBYBABOTO Ta CTANKAPTHOTO
PO3UHHIB, ONEPKAUNX TIPH KinbKicHOMY BR3HAveHHI,
MaKTh CHIBIANATH.
é Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must mateh to the retention time of the: principal peak
in the chromatogram obtained with standard solution.
| OnHOpIiRHICTS I030BAHKX Bijmosifae BAMOraM. Binnosiza€
3 OIMHHIb
Uniformity of dosage units Complies with requirements. Complies
Posnananys He Ginsine 30 XBHAMH. 8 xB 54 cex
4 Disinteégration Not more than 30 minutes. 8 min 54 sec
Posuunenns He menme 75 % (Q) 3a 30 xB. 100 %
) Dissolution Not less than 75 % (Q) for 30 min. 100 %
Cynposinni JoMimIKy ianoryasinny: ne Ginpue 0,02 %. 0,002 %
Byip-sixa inud OAMHAMHA nomiwka: e 6inswe 0,1 %. 0,012 %
Cyma nomitok: e Ginbie 0,5 %. 0,049 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.002 %
Any other individual impurity: NMT 0.1 %. 0.012%
Total impurities: NMT 0.5 %. 0.049 %
Kinbkicne BH3HAYEHHS Bin 95,0 % no 105,0 % sin sassneHol KiIbKOCTI, 100,0 %
7| Assay 95.0 % to 105.0 % of label claim. 100.0 %
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Ne n/n Hasea ananisy Crenydixauis Pe3yabTaTH aHANI3Y
Sr. No. Test name Specification Test result
SaNMMIKOB] KUTHKOCT] OPTaniuHiX | 2-TIpONaHoN — e Ginpuse 5000 ppm. 66 ppm

3 POITHHHMKIB
Residual organic solvents 2-propanol: NMT 5000 ppm. 66 ppm
MikpoGionoriyna YHCTOTa Jaranbha KiIbKiCTh 2epoOHIX MixpoopraHismiB ‘
(TAMCY) — He Ginpine 10° KYO/r. <50 KYO/r
Raranbia KUILKICTb APDKIUKOBHX Ta TINICCHEBAX
rpu6in (TYMC) - ne Ginbwe 102 KYO/r. <10 KYOfr
BincyTHICTH Escherichia coli 3 1 r npenapary-. BincyThA
9 Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 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

BUCHOBOK: / CONCLUSION:

[TpomyKT BUTOTORNEHO, yNIAKOBAHO Ta NPOAHANI30BAHO 3riAHO 3 BUMOraMH peecTpauiiin

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Rianosiac CTaunapTaM Ta BUuMoraM GMP.

It complies with GMP standards and requirements.

Tliterais Ha BWPOGHULTEO NIKAPCHKHX 3acobiB:

Licence for medical products productiomn:

Cepoudirat N 009/2020/GMP
Certificate No, 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Oro noCBiAMEHH.

LlpM NiATBEPIUKYIO, WO sei pupoGil crazii uici cepii rotosol npoyKuii Gy)n aniticueni B nonnii BIANOBIAHOCTE 3 BIIMOTAMS, JEBHEHCHHMH B yRHHIA
wacTanosi 3 GMP, 3arBepiukenii MiHICICPCTBON OXOPOHH 370pon’s YXpainn, i 3 8UMOranH peecIpaLiRoro Rocke Epaifii NPUIBACHHA.

1 hereby certify that all the manufacturing stages of this batch of finished product ha

Ministry of health of Ukraine and with the requirgix X
RRERDI0 &

lnenTrOlkanifnd /
KopL 33525927

ei\i[\urketing Authorisation file of the destination country.
N

vé been carried out in full compliance with the, GMP requirements-of the

Ximik-aHaniTiK ;388 naGopatopicio BKA | Haqanspuk BKA Vrnosronaxena ocoba
Analytical Chemist T QC Lab In-charge QC Head Qualified Person
Im'/Name: v £ g (Laaes n e ) P(m,m \Cuy ma!r\, %@,,%m/@ Sl ‘;z,//
TNiamne/Signature: W e /w,a _____ (g \\L\\;J /?(/i Coeliodicd] i/
s | ortor® gy | oUsales | orfosfed
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