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CEPTUGIKAT AXOCTIY
CERTIFICATE OF QUALITY
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Hassa npoaykry:
Name of product:

METAMIH® rabnetxy, BkpuTi 06010HKO0I0, N0 §50 Mr
METAMIN® coated tablets, 850 mg

CEPTUGIKATIB

%

Registration Certificate No.:

Cuaa aif: Metdhopminy riapoxnopust — 850,0 Mr “;iif’lf ¢
Strength: Metformin hydrochloride — 850.0 mg
Cepin Ne/ Batch No.: SMD3042 Posmip ynakosku / Package size! Nel00 (10%10)

Peecrp. Ne/ AR.No.: FP/0612/23 Tun ynakoskH / Pack type: Bnicrep / Blister

Posmip cepii / Batch size: 300 000 Tab/tab Rata urotopstenns / Mfg. date: 072023

Kin-ts ynaxosox / No. of packs: 3 000 Tepmin npuparnocri / Exp. date:  06.2026

Kpaina / Market: UKR

Pecerpauiiine nocsinyenns No: UA/L1506/02/02 TepMiH RiT HeobMexenni

unlimited, validity

Ne n/m Iazga ananisy Cneundixauis PesynLTaT anmaisy
Sr. No. Test name Specification Test result
Ornc Tabrerky, bkpuTi 0BoNoHKO0 Ginoro abo Maibke Binrnosixae
Gimoro Konbopy, Kpyrioi (GOpMM, ABOOIYXI,
) rnazessxi 3 o6ox 6okin.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Ineurudirania Yacy  yTpAMYBAaHHA  OCHOBHOTO  nika  Ha Binnosinae
XpoMaTorpaMax BunpoCoByBaHOTO Ta CTaHAAPTHOIO
PO3YMHIB, OLEPXNAHMX NPH KITLKICHOMY BH3HANEHHI,
. MAIOTE CTIiBIIANIATH.
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.
OHHOPIAHICTE J030BAHUX Bianosiza€ BUMOTaM, Bianosinae
3 ONUBHLE
Uniformity of dosage units Complies with requirements, Complies
Posnananns He 6ibine 30 xBRIRKH, 8 xB 51 cex
4 Disintegration Not-more than 30 minutes. 8 min 51 sec
PozynHEHHA He Menme 75 % (Q) 3a 30 xa. 98 %
3 Dissolution Not less than 75 % (Q) for 30 min. 98 %
Cynposiasi noMimxu iasoryanimus: ve Gimbwe 0,02 %. 0,003 %
By/s-sixa iHiua O/wHIHA JoMiLUKa: He Glibie 0,1%. | 0,011%
Cyma nomimox: se Gimbue 0,5 %. 0,041 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.011%
Total impurities: NMT 0.5 %. 0.041 %
KispkicHe BU3HAYEHHA Bin 95,0 % 00 105,0 % Bin 3a1sneHol KibKOCTI. 100,2 %
7 Assay 95.0 % to 105.0 % of label claim. 100.2 %
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Nen/n Hasga ananisy Cnenndixanis PesynbTath aHanisy
Sr. No. Test name Specification Test result
Ne i/n Hassa ananisy Cneumbixauin PesybTaTH anatisy
Sr. No. Test name Specification Test result
SanmIlKoB] KIILKOGT] OpraHiunnx | 2-nponanon — ue Ginbure 5000 ppm. 92 ppm
8 PO3UMHITKIB
Residual organic solvents 2-propanol: NMT 5000 ppm. 92 ppm
Mikpo6iosoriuna 4ucToTa 3aranbya  KinekicTs aepobuux MIKpOOpraHismis
(TAMC) — ne Ginbie 103 KYO/r. <50 KYO/r
3araibHa KUIBKICT APDKIDKOBHX T4 TWICEHEBHX
rpubie (TYMC) — ne 6inpime 10> KYO/T. <10 KYO/r
Bincyrnicrs Escherichia coli s 1 r npenapary. Bincyrns
? Microbiological purity Total aercbic microbial count (TAMC):
NMT 10 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

BHCHOBOK: / CONCLUSION:

TIpOSyKT BUTOTOBNCHO, YIAKOBAHO T4 FIPOAHANI30BAHO 3TifIHO 3 BMMOraMM PEECTPaiiiHOro NOCRII4eHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepmidirar Ne 009/2020/GMP
Certificate No, 009/2020/GMP

Cepis AB No 598054
Batch AB No. 598054

Bixnosinae crangapram Ta suMoraM GMP.
It complies with GMP standards and requirements.

Jlinensis Ha BUpOBHUUTEO JiKapCLKKX 3acobiB!
Licence for medical products production:

Ll niaraepmkyto, wo nci pupoBiiyi crandi ans wiet cepil roTopoi npoxyxuii Gyan 3aificneni 8 nosuil BINOBIAHOCT] 3 BHMOTAMH, 343HAYCHNMY B YHIniH
yiacratoni 3 GMP, sarsepmienift MiICTEpCTBOM OXOPOHH 310p0B's YKpaiH, i 3 BUMOramK PECCTPaLifiOr J0CHE KPAIRH NPHIHAUCHIA.

I hereby certify 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 filc of the destination country.
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QC Head

Analytical Chemist _y"QC Lab In-charge
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