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Iperadikoliticmi

Ha3zsa npoayKTy: METAMIH®, Tabaerki, BKpuTi 0607107KOI0, 110 1000 Mr }-‘\,-:;‘ m_m il
Name of product: METAMIN®, coated tablets, 1000 mg AN UEPTHOIKATIB
Cuna ait: MeTdopaminy rigpoxnopua — 1000,0 Mr D

Strength: Metformin hydrochloride — 1000.0 mg

Cepis Ne/ Batch No.: SMF2124 Posmip ynaxosic / Package size: No30 (15%2)

Peectp. Ne/ AR.No.: FP/0132/23 Tun ynaxosky / Pack type! Baicrep / Blister

Posmip cepii / Batch size: 250 000 Tab/tab Jlara surorosnenns / Mfg, date: 12.2022

Kin-Tb ynaxosoi / No. of packs: 8333 Tepmin npupavtuocti/ Exp. date: 11.2025

Kpaina / Market: UKR

Peectpauiiine nocpiguenns No: : repnin AlT neobmeennii

Registration Certificate No.: UA/11506/02/03 unlimited validity

Ne /i Hassa ananisy Crenydianis PesyasTaTi ananisy
Sr, No. Test name Specification Test result
Omic Tabnerky, BKpuTi 00oNOHKOIO Ginoro aGo maibke | Binnosinac
Ginoro xonbopy, oBatbHOT dopMmY, ABOOINYKM,
1 rnafenbki 3 060x GOKIB.
Description White or off-white, oval shaped, biconvex, film | Complies
coated tablets, plain on both sides.
Inenrudikauis UYaci  ytpuMyBaHHi  OCHOBHOTO qmika  wa | Binnosinae
Xpomatorpanmax BUNPOGOBYBAHOTO TA CTAHAAPTHOTO
po3YHHIB, O/IEPHAHUX NPH KiNbKICHOMY BH3HAYEHH],
MaIOTh CriBNAajaTH:
Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must match (o the retention time of the principal peak
in the chromatogram obtained with standard solution.
OmopiasicTh 1030BAHKX Binnosinac sumMoram Binnosinae
3 OAMHHULE
Uniformity 'of dosage units Complies with requirements Complies
Pozragants He Ginblue 30 XBHAHH. 9 xB 24-cex
* Disintegration ‘Not more than 30 minutes. 9 min 24 sec
PozuisHeHHd He menwe 75 % (Q) 3a 30 x8. 99 %
P Dissolution Not less than 75 % (Q) for 30 min. 99 %
Cynpopigni noMilIKi Lljanoryauinny: se Ginbwe 0,02 %. 0,004 %
By/ib-SKa iHIUA ONMHHYHA noMituxa: He Ginbiue 0,1 %. | 0,01 6%
Cyma nomiwox: He inbiue 0,5 %. 0,040 %
8 Related substances Cyanoguanidine: NMT 0:02 % 0.004 %
Any other individual impurity: NMT 0.1 % 0.016 %
Total impurities: NMT 0.5 % 0.040 %
KinbkicHe BH3HAUCHHSA Biz 95,0 % no 105,0 % six 3asBAEN0T KUTLKOCTI, 99,2 %
7| Assay 95.0 % to 105.0 % of label claim 99.2 %
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Ne n/n Hassa ananizy Crewndikanin PeaysnbTaTy ananisy
Sr, No. Test name Specification Test result
Sanuiwkosi KinpkocTi opraniukmx | 2-nponatxon — ve Ginswe 5000 ppm 257 ppm

g PO3UHHHHUKIL
Residual solvents 2-propanol: NMT 5000 ppm 257 ppm
MixpoGionoriina 4ucToTa 3aranbHa KiNbKIiCTh aepofHuX MiKpOOpraHizmis
(TAMC) - ne Sinpie 10° KVO/r. <50 KYO/r
3aranbHa KiIBKICTh APDKVKOBHX Ta TUTICEHEBHX
rpu6is (TYMC) ~ ne Ginbie 10> KYO/r. <10 KYO/r
Bincyrnicts Escherichia coli 3 1 r npenapaty. Bincyrra
0
4 Microbiological purity Total aerobic 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

BUCHOBOK: / CONCLUSION;

[TpoyKT BHFOTOBAEHO, yNakoBAHO TA TIPOaNani3oBaHO 3riHO 3 BIMOraMH pPEECTPALIHOTO NOCBILYCH .

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Cepridirat Ne 009/2020/GMP

Binnosigac crannapraM ta sumoray GMP.
it complies with GMP standards and requirements.

JlitteH3is Ha BHPOGHHLTEO TIKAPChKIX 3ac00iB:
Licence for medical products production:

Certificate No. 009/2020/GMP

Cepist AB Ne 598054
Batch AB No. 598054

LLuas MiATBEPIVIY10, MO Bl wHpoCGHMni crauii s Lici cepil rotonol YIpOAYKUT Gysis 3uificicni B NOBUIT BHINOBIHOCT] 3 BHMOTANH, 3A3NAUCHIMI B unnni
ywactanoni 3 GMP, sarsepjokeniit MinictepcTson oxoponi 30pos’s Yepaiuil, i 3 BHMOraMIt PECCTRAILTIHOrO ROCKC KpaTitt NPI3HANCHIA.

1 hereby cerlify 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.
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Ximix-ananitak ' |,3as. naboparopieio BKS | Havanbnns BKA VrnosHOBaXeHa 0coba
Analytical Chemist T QC Lab In-charge QC Head Qualified Person .
Iu’a/Name: Trertsenn £ A ";:(’J—L"’f*—Q"’-‘“C-*-’D 8 P(‘.\ et Yumah jf?ﬁmf)&éﬁ%./.',f""(
[linnuc/Signature: g" 2 ' ~f ‘C./ 02 C 1)/}«\\{\/) ' (%;(1[4 (O0E (",{@(&%
Jlata/Date: 22/02/1% BN 9;\ (A8 \ 2N X/// OX /2 //
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