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CEPTUDIKAT SIKQCTL
CERTIFICATE OF QUALITY
Hassa nponyxTy: METAMIH®, raGnerxu, sxpuri 06olioskolo, no 500 Mr
Name of product: METAMIN® coated tablets, S00 mg
Cuna pil: Merdopminy rigpoxnopua — 500,0 Mr
Strength: Metformin hydrochloride — 500.0 mg
Cepis N/ Batch Ne.: SMC4009 Posmip ynakosku / Package size:  Ne100 (10x10)
Pecerp. Ne/ AR.No.: FP/0317/24 Tun ynaxoskn / Pack type: Bricrep / Blister
Poamip cepii / Batch size: 500 000 Ta6/tab JaTa surotonnenns / Mfg. date:  04.2024
Kin-re ynaxosok / No. of packs: 5000 Tepmin npunatocri/ Exp, date:  03.2027
Kpatna / Market: UKR
‘PeccTpauiiine nocpingenna Ne: TCpMiH Ail HeoOMexeHuit
Registration Certificate No.: UA/11506/02/01 unlimited validity
Ne n/n Hazsa ananizy Cneundixauist PesynnTaTH aHATI3Y
Sr. No. Test name Specification Test result
Omic Tabrerry, BKpuTi ofonaikoro Ginoro aGo maibie Binnosinae
Ginoro Xomsopy, Kpyrmoi QopMu, JIBOODYKI,
1 FafeHbKi 3 060X Gokis.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inenrndiranis Yac  YTpHMyBAaHHR  OCHOBHOTO  Tika  Ha Binmosinae
XpOMATOrpamMax. BHnpoGoByBasoro Ta CTaHAAPTHOro
PO34HKIB, OfEKAHUX NPH KiTbKiCHOMY BU3HAYEHHI,
MalOTh CIRMALATH,
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.
OxropinHicTh JO30BAHHX Bianosinae sumMoram Binnosinae
3 OJIHHHLb
Uniformity of dosage units Complies with the requirements Couplies
Posnananus He Ginpie 30 XBrauH, 9 xB 55 cex
4 Disintegration NMT 30 minutes. 9 min 55 sec
Posunnenns He menure 80 % (Q) 3a 30 xs. 92 %
5 | Dissolution Not less than 80 % (Q) for 30 min. 92 %
CynpoBIIHI AOMILIKY 1fiaHoryaniaun: He Ginswe 0,02 %. 0,003 %
Byms-ska iHuIa OXMHAYH Tominka: we Ginbie 0,1 %. 0,025 %
Cywma nomiwox: He Ginsine 0,5 %. 0,088 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.025%
Total impurities: NMT 0.5 %. 0.088 %
Kinbkicre Bu3HaueRHs Bin 95,0 % 10 105,0 % niz 3asaneHol KinmbkooTi. 974 %
7 Assay 95.0 % to 105.0 % of labe] claim. 97.4 %
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Ne ni/n Ha3zsa aHajizy Cnenudikanis PesyanLTaTH ananisy
Sr. No, Test name Specification Test result
SAIMIIKOB] KILKOCT] OprauivHpx | 2-nponaxon — ve Gimbise 5000 ppm 412 ppm

g PO3YMHHHUKIB
Residual solvents 2-propanol: NMT 5000 ppm 412 ppm
MixpoGiosoriuna YHCTOTA Jaransia KiTbKicTh acpoBHux MikpoopraHismis
(TAMC) — ne 6insie 10° KYO/r. <10 KYO/r
3aranbHa KUILKICT IPDIDKOBHX Ta TMIICEHEBHX
rpubis (TYMC) - ue Ginsume 102 KYO/r. < {0KYO/r
Bincyrnicts Escherichia coli B 1 v npenapaty. BincyTia
9 Microbiological purity Total acrobic 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

BUCHOBOK: / CONCLUSION:

TIpOXyKT BUFOTOBJEHO, YIIAKOBAHO Ta POAHANI30BAHO TLIHO 3 BUMOTaMH peecTpaliliBoro NOCBiRYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceptuoixar Na 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598034
Batch AB No. 598054

Bignosinae crannaptam ta siMoram GMP.
It complies with GMP standards and requirements.

Jliuensis Ha BRPOGRALTBO JKapChKuX 3acobis:
Licence for medical products production:

‘LM migTBepIKYIO, WO Bei BRpoBRUYi cTanil AN uiei cepii roTosoi npomykuii 6ym spificueni B NOBRIH BIANOBIHOCTI 3 BUMOraMH, 3A3HAUCHUMH YHHMIN
wacTatosi 3 GMP, sarsepmienii MinicTepcisomM oXOponH 310pos’a Yrpainu, i 3 SUMOTAMM PEECTPALIHNOND A0CKE KPaitH NPHIHAUCHAA.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carricd 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.

XiMiK-gHaniTnx ‘ #3&8. naboparopiero BKSI /Haq'an‘mmk BKA VrosHosaxena ocoba
Analytical Chemist [ QC Lab In-charge 1 QC Head Qualified Person
Im’s/Name: K(;u‘b\t,w(«a 0| G rpca # A Quu.on.wx&o 78 {%g/”c& /55'% ,szf :
Tinnuc/Signature: LK/’ Coveci / =/ Crand %é? I /
Hata/Date: 26 /oS [24 301¢ 5Tt 2o fe\(‘!";b( (g;é}//;( Aél(
T
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