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CEPTHOIKAT SKOCTI
CERTIFICATE OF QUALITY

Hazspa npogyxry:

METAMIH® ratnetky, srpuTi 050101K0:0, 110 §50 Mr

Najue of product: METAMIN? coated tablets, 850 mg
Craa pit: - Merdopminy rinpoxropen - 850,0 Mr
Strenpgih: _Metformin hydrechloride — 850.0 mg
Cepin N/ Bateh No.: SMD4018 Posmip ynaxonxn / Package size:  Ne60 (10%6)
Peeerp, No/ ATRUNo.: FP/0633/24 Tun ynaxopkn / Pack type: Enictep / Blister
Posmip cepli / Bateh size: 300 000 rab/tab Jara suroTopnenns [ Mfg, date:  08.2024
Kin-ts ynaxonox / No. of packs: 5 000 Tepmin npaparrocti / Exp. date:  07.2027
Kpaina / Market: UKR
Peecrpauiiisne moceimuern Ne: TepMis 1if BeoOMEKeHRIT
Registration Certificate No,  U*+/11506/02/02 unlimited yalidity
Ne i/ Hasea anaisy Crieundgixania Pesyavratu ananisy
Sr. No. Test name Specificalion Test result
Onuc TaGnerky, BrpuTi ofoncHroio Ginoro afo Maibke | Binnosigae
Oinoro  womsopy, Kpymiol opmu, AsooIyxi,
1 rnangHeki 3 o6ox Goxis.
Description ‘White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
leeuﬂﬂpixauiﬂ UacH  YIpUMYBaHHH  OCHOBHOTO  nixa  ua | Binnosipac |
XpomMaTorpaMax BHNpOGOBYBANOTG T4 CTAHMRPTHOTO
PO3UNIIB, OIEPIKAHMY OPH KinsKiGHOMY REIHAVESHA,
MAFTh CTIiBNAAATE.
7
- Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample sohution
| must match to the retention time of the principai peak
in the chromatogram obtained with standard solution.
QuaopinnicTs A030BAMHY Bianosinac sEMoram. . Binnozinae
3 QAMHALL
Uniformity of dosage units Complies with requirements. Complies
Posmananns He Ginetme 30 xomms, G xp 12 ceK
4 Disintegration Not more than 30 minutes, 9 min 17 sec
Pozunnesun He merme 75 % () 3a 30 xB. 95 %
5| Dissolution Not less than 75 % (Q) for 30 min. 95 9
CynpoBisHi 1oMiLK] Lljasoryarimnn: ke Giapme 0,02 %. 0,002 %
By ss-sxa inma onpnvysa zomMinmka: ve Sinewe 0,1 %. | 0,013 %
CyMa aoMilmox: He Hinsine 0,5 %. 0,633 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.002 %
Any other individual impurity: NMT 0.1 %. 0.013 %
Total impurities; NMT 0.5 %. 0.033 %
Kinnxicne pusHaueHAN Bin 95,0 % no 105,0 % Bix sansienol KiabKocT. 89,0 %
7 Assay 95.0 % to 105.0 % of label claim. 99.0 %
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TOB «Kyeys Qapmy

Yxpaina, 40020, M.Cymn, sy, Crpadina, 54
Tesn.: +38(0542) 77-46-10, paxe: 77-46-11

e-mail: plant@lmsum.ua
www.kusuntua

Ten.; +38(044) 495-82-83,

Ne nfn Hasea ananisy Crnenndikanin Peaynbratn ananizy
Sr, Ne. Test name Specification B Test result
3anuixosi ¥inkxocti opranivhux | 2-nponanon — ye Ginkme 5000 ppos. 195 ppm

g PO3YHBHHKIR
Residual organic solvents 2-propancl: NMT 5000 ppm. 195 ppm
MikpoBionoriuna yscrora JaranbHa KUIBKICTH  aepobHHX  Mikpoopranizmis
(TAMC) — e Ginpme 10° KYO/r. <10 KYO/ir
aranena KiMekicTe APIRUUKOPWMX TR TICEHEBHX
ron6is (TYMC) — ne Ginsme 102 KVO/r. <10 KVOIr
Bincyraiets Eschierichia coll s 1 1 nipenapary, Bizeyrha
? Microbiological purity Total acrobic microbial éount (TAMC):
NMT 103CFU/g, <10 CFU/g
Total combined yveasts/monlds count (TYMC):
NMT 107 CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g, Absent

BHCHOBOX: / CONCLUSION:

HIponyKT BUTOTOBACHO, YZKOBAKO T4 IPOAHANIZ0BAHO 3TI/IHO 3 BUMOTAMIU PECCTPANiiiioro HOCExeH s,
The product is manufactured, packed and analyzed as per requitements of Registration Certificate.
Ceprndiar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Bateh AB No. 598054

Bianoeinae craHpgpraM 1a suMoram GMP.
It complies with GMP standards and requirements,

Jivensin Ha BHPOGHRITEO NIKAPChKHY 3acoBin:
Licence for medical products production:

Ulnw pinrnepiusyio, mo et BHpoGimi oTaaiil Ama wiel copii roTonoi npo,a)mul By aniicuenri v NEBEIA BIANOBITHOCT! 3 BHMOraMH, TA3HANCHEMI B YBHHIR
nacraiosi 3 GMP, sateprenii MinicTepcrson 0X0pomn 300poe’s YKpaiion, 1 3 BIMOTEMI PeECTPARITIHGIO fuche KPATHIE TPH3NAC1HA,

I hereby cetify that all the menufacturing stages of this batel: of finished product have been canied out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Auvtherisation file of the destination country.
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Ximix-anamiTnr /B'm maboparopico BKA !,Haqanhmm BKA VnoBHOBRXKEHA 00008
Analytical Chemist  { QC Lab In-charge HQC Head Oualified Person
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