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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

Ha3spa npoAyKTy: METAMIH®, rabnerxy, nkputi 0007108K0I0, 110 500 Mr
Name of product: METAMIN® coated tablets, 500 mg
Ciuna nii Mergopminy rigpoxiopas — 500,0 Mr
Strength: Metformin hydrochloride — 500.0 mg
" Cepin Ne / Batch No.: SMC4013 Posmip ynaxosku / Package size:  Ne60 (10%6)
Pecerp. Ne/ ARNo.: FP/0404/24 Tun ynakosxs / Pack type: Bricrep / Blister
Posmip cepii / Batch size: 500 000 Tab/tab | Jara surotosnenss / Mfg. date:  05.2024
Kiji-ts ymaxosox / No. of packs: 8 333 Tepmin npuxaruocri / Exp. date:  04.2027
Kpaiua / Market: UKR '
Peectpauifine nocsinuenns Ne: TepMin il HeoSMeKennit
Registration Certificate No,: UA/11506/02/01 unlimited validity-
Ne n/n Ha3spa apanisy Creuudiranis PezyauTaTH ananisy
Sr. No, Test name. Specification Test resuit
Onue TaGnerxn, BKpuTi 0GONOHKOI 6inoro aGo maibxe | Binmosinae
Ginoro kompopy, Kpymol Qopmu, ABoomysi,
1 magenbki 3 o6ox Goxis. '
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on.both sides.
TnenTndikanig Yaci  yrpUMyBaHHA  OCHOBHOrO  mika  Ha | Bimnosinae
XPOMETOrpamMax BUIpoGOBYRaHOTO Ta CTAHAAPTHOrO
PO3UMNIB, OJIEPKAHUX TIPH KUIPKICHOMY BH3HAYEHH,
MaloTh CIiBnajgaTH.
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 time of the principal peak
in the ¢chromatogram obtained with standard solution.
OnHOpigHICTE HO30BAHKX Bianosinae BuMoraMm Bianosinae
3 OJIMHALB
Uniformity of dosage units. Complies with the requirements Complies
Posnananns He 6inpuze 30 xBuNMH, 9-xB 45 ceK
4 Disintegration NMT 30 minutes. 9 min 45 sec
Posynnenns He menme 80 % (Q) 3a 30 xa. 90 %
5 Dissolution Not less than 80 % (Q) for 30 mir. 90 %
CynpoBinHi ZOMilIKH Ujianoryanimnn: ve Sinsie 0,02 %. _ 0,003 %
Bynb-aKa iHma onuHrygHa tomimka: ve Gimewe 0,1 %, | 0,011 %
Cyma nomiwox: se Ginswe 0,5 %. 0,034 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.011 %
Total impurities: NMT 0.5 %. 0.034 %
Kinpiicne BH3HaueHH"A Bin 95,0 % no 103,0 % Bin 3asB1eHOT KiTBKOCTI. 101,0 %
T | Assay 95.0 % to 105.0 % of label claim. 101.0 %
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Ne n/n Haspa ananisy Cneundiranis PesyanTaTys ananisy
| Sr. No. Test name Specification Test result
BAIMIIKOB] KINBKOCTI Opraniunux | 2:nponauon — He Gimpwe 5000 ppm 218 ppm
8 POSUHHHIKIB
Residual solvents 2-propanol: NMT 5000 ppm 218 ppm
MikpoGionorigaa yucrora BaransHa KiTBKiCT aepoSREX Mikpoopranisuis
(TAMC) ~ re 6inswe 10° KYO/T. <10KYO/r
Baranbha KiTbKICTh JAPDKIKOBHX T4 ILUTICEHEBMX
rpu6is (TYMC) — ne 6inmpme 10 KYO/T. - < 10 KYO/ir
Bincytuicrs Escherichia.coli s 1 r npénaparty. Bincyrs
9 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g. . . <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10* CFU/g. <10 CFU/g
Escherichia-coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIpoJyKT BUTOTOBNEHO, YIIAKOBAHO T4 TIPOARAJIISOBAHO SIIIHO 3 BUMOTAMY peecTpauifisoro noCEiAYEHH,

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

Binnosinae craunapram Ta umoram GMP.
It complies with GMP standards and requirements.

Jinensis Ha BUpOBGRAUTEO NKAPCHKHX 32C00iB:
Licence for medical products production:

Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Ly niavsep Yo, 110 Bei BUpoOHHU cranil ans wiei cepii rotonoi npoxyxuii Gy 3aiticheni B nonxitt BiMNOBIAHOCTI 3 BUMOrAMH, 3a3HAMEHUMH B MHHHiHK
nacTanori 3 GMP, sarsepmkenii MinicTepcrooM oxopoln 340pon's Yxpain, i3 BHMOraMH peecTpauiituoro Kocke KpaikK NPRIHANCHHS.

I hereby centify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Kimik-aHaniTK Bas. naboparopieio BICT {Haqamanux BKA YroeHosaxeHa ocoba
Analytical Chemist ' QC Lab In-charge QC Head Qualified Person
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