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CEPTH®IKAT AKOCTT
CERTIFICATE OF QUALITY

Haspa nponyiry: METAMIH®, rabnetky, sxputi o6ononxolo, no 1000 mr
Name of product: METAMIN®, coated tablets, 1000 mg
Cuna gii: Metdopniny rigpoxnopun — 1000,0 mr
Strength: Metformin hydrochloride — 1000.0 mg
Cepist No / Bateh No.: SMF4024 Poantip ynaxosri / Package size:  Ne60 (15%4)
Pecerp. Ne/ ARNo.: FP/0417/24 Tun ynaxoprn/ Pack type: Bnicrep / Blister
Posnip cepii/ Batch size: 250 000 Tab/tab Hara puvoronnewns / Mg, date: 052024
Kin-Te ynaxopoi / No. of packs: 4 166 Teprin nprmaThoeri/ Exp. date:  04.2027
Kpaina / Market: UER
Peecrpanifine nocsigvenus No: TepMiH aif HeodMexennit
Registration Certificate Noa 2/ 11506/02/03 unlimited validity
Ne ni/n Haspa anasisy Cremidiikanis PezyabTaTn ananisy
Sr. No. Test name Specification Test result
Onne TaGnernn, skputi obosoukoio Bimoro abo maibke | Binnowinae
Ginoro xompopy, opamenol QopMu, xpBoonyki,
i rnanerekiz oGox Gokie.
Description White or off-white, oval shaped, biconvex, film | Complies
coated tablets, plain on both sides.
laenmhchiranix Yacy  yTpMMYBAamHA  OCHOBHOYO  Wika  Ha | Bimnmonimae
XPOMATOrpaMax, BHNPOGORYBAHOTO TA CTAHARPTHATO
PO3UMHIB, ONEPHAHHX MPH KiNLKICHOMY BHIHAYEHH],
HMAlOThL COIBNANATY,
2 Identification In the Assay, the retention. time of the principal peak | Complies
in the chromatogram obtained with sample solution
must match to the retention Lime of the principal peak
in the chromatogram obitained with standard solution.
Onuepianicrs 1030BaHER Bianosinae pisoran Bignosinae
5 OAMHHU
Uniformity of dosage units Complies with requirements Complies
Poaragauns He Ginbwe 30 xmiuiun, 9 xp 24 cex
s Disintegration Not more than 30 minutes, 9 min 24 sec
Poaunuenns He mexmie 75 % (Q) 3a 30 xb. 100 %
5 Dissolution Not less than 75 % (Q) for 30 min, 100 %
CynposinHi omimku Llianoryanigan: pe Ginsure 0,02 %. -] 0,003%
Byme-aixa iHwa ouniHyea noMinka: He Gimbuwe 0,1 %. | 6,010 %
Cyua noMilmok: He Ginsme 0,5 %. 0,035 %
g Related substances Cyanoguanidine: NMT 0.02 % 0.003 %
Any other individual impurity: NMT 0.1 % 0.010 %
Total impurities: NMT 0.5 % 0.035 %
Kinnxicse nnsHaveHas Bin 95,0 % mo 105,0 % Bin zanenetiol KiNbKoCTL 99.4 %
7| Assay 95.0 % to 105.0 % of label claim 99.4 %
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‘Cnennpiranisa

Xo nin Haspa ananisy PesyHeTaTit aHadizy
Sr. No. Test name Specification Test result
3ammurosi kinyxocri oprasiunnx | 2-nponanon — ue Ginsme 5000 ppm 160 ppm

8 plexiislisi el
Residual solvents 2-propanol: NMT 5000 ppm 160 ppm
MikpoGionoriusa uierora 3aranbha  KinekieTs aepoBHHX Mixpoopramizmin
(TAMC) — re Ginpuwe 10° KYO/r. <10KYO/r
3oramiia KinekicTe MPTKIDKOBEE Ta nnicedenux
rpubia (TYMC) — e Ginbue 10> KVOIT. <10 KYOir
Bincyrnicts Escherichia coli B ] r npenapaty. Biacyrhs
9 Microbiological purity Total aerobic microbial count (TAMC):
NMT 107 CFU/g. <10 CFU/g
Tolal combired yeasts/mouids count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichio coli must be absent per 1 g. Absent

BUCHOBOI: / CONCLUSION:

TIpoayKT BUTOTORIIENO, YTAKOBAHO TA RPOAHANIIORAHO SMIAHO 3 BHMOTaMY peecTpatditHore NocBinueHES,
The product is manufactured, packed and analyzed as per requirernents of Registration Certificate,

Binnosinae cranpapran ta ausoram GMP.

1t complies with GMP standards and requirements.

Hittensis va pnpoGumireo nixapesknx 3acolis:
Licence for medical praducts production:

Cepradirar Ne 080/2023/GMP
Cértificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Lnr ninraepmscyio, mo nei eupoSiuai crandi jua uiel cepif rotonod npoaykuil Gyny aaificneni B nosniil BinRORINNOST] 3 BUMOTAMY, 3AINAUCHUME B WINIHIA
urcTanoai 3 GMP, aarsepnxenisl MinicTepeTaoM 0x0poH 3R0pOL’S Yipafin, i 3 BUMOramMy peecTpaifiiore Aocee Kpalis DpHINAYELIL,

I hereby cenify 1hat afl dee manufacturing stages of this baich of finished product have been camied out in full compliance with the GMP requirements of the
Ministiy of health of Ukmine and with the requirements of the Marketing Authorisation file of the destination country.

Ximix—'fmanimx . ’(3313. naGoparopieto BIGT [Hattanmm}c BKA Ynoguonameua ocoba
Analytical Chemist  |/QC Lab In-charge QC Head Qualificd Person
In’s/Name: Frsntinco € 4 Cece m{;oéj A (Crasseesnio 1§ ﬁ@w@iégg@ ﬁ ‘
Tinnuc/Signature: %/ G-C@-(—C/ -7 _(:ﬂ_@_w._ %’C’é’é’(@? Y ‘74/
Tata/Date: Aoy 16l6%/21, . !\‘/*: 2l Yy A/) ;z%/
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