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CEPTHMIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa npolyxty:
Name of product:

METAMIH®, Tabnerry, BKpUTi 000NOHKOO, TI0 300 mr
METAMIN® coated tablets, 500 mg

Registration Certificate No.:

unlimited validity

Cuna niv: MergopMiny riapoxnopua —500,0 mr

Strength: Metformin hydrochloride — 500.0 mg

Cepin Ne/Bateh No.: SMC3024 Posmip ymaxonkn / Package size:  Ne30 (10%3)
Pecerp. Ne/ A.R.No.: FP/0753/23 T'un ynakosku / Pack type: Buricrep / Blister
Poamip cepii / Batch size: 500 000 tab/tab Jata sarotonnenns / Mfg, date: 09.2023

Kin-th ynakonok / No. of packs: 16 666 Tepmin npugataocri / Exp, date: 08.2026
Kpaina / Market: UKR

Peectpauiiine nocsuriennsn Ne: UA/11506/02/01 TepMin 1T HeoOMexeHui

Ne n/n Haspa anaJisy Crnenstircanis PeaynbraTh anajisy
Sr. No. Test name Specification Test result
Onuce TaGjiertky, BXpHTI ofononkero Ginoro abo Maltie Bianosinae
Ginoro kompopy, Xpyrmoi Gopmu, JIBOOTYKAL,
i rnapeHski 3 06ox Goxin.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inentudixanis Uacn  yTpHMYBaHNS  OCHOBHOTO  Tixa  Ha Bipnosinae
Xpomarorpamax BHIpoGOBYBaHOro Ta CTANXAPTHOTO
PO3UMAIB, OJEPIKAHIX NMPH KiNBKICHOMY BH3IHAYEHHI,
MAIOTh CTBMANATH.
Identification In the Assay, the retention iime 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.
OIHOPIAHICTL JO30BAHMX Binrosinac BUMOram Binnosinae
3 OUKHHALB
Uniformity of dosage units Complies with the requirements Complies
Poanagalns He Ginswe 30 xpunun. 9 xB 15 cex
4 . . . .
Disintegration NMT 30 minutes. 9 min 15 sec
Po3unneHHs He mMenue 80 % (Q) 3a 30 xs, 92 %
3 Dissolution Not less than 80 % (Q) for 30 min. 92 %
CynpoBiHi JOMILKH Lianoryanigmy: ke 6insme 0,02 %. 0,003 %
Byb-Ka iHLIa OJHANIHA nominxa: we Gimbwe 0,1 %. | 0,012 %
Cywma gominiok: ve 6inbiue 0,5 %. 0,059 %
6 Related substances Cyanoguanidine: NMT 0,02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.012%
Total impurities: NMT 0.5 %. 0.039 %
Kinvxiche pusnatienHs Bin 95,0 % po 105,0 % sij 3asssenoi xinskoeti. 98,9 %
7 Assay 95.0 % to 105.0 % of label claim. 98.9 %
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Kninebka pinin
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Ten.: +38(0542) 77-46-10, paxc: 77-46-11
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Ne n/n Haspa axanisy Crneundixanis PesysnraTi ananisy
Sr. No. Test name Specification Test result
3annuxosi XiNLKoCTi opranivnux | 2-nponauon — He Ginnine 5000 ppm 180 ppm

g pO3UHHHUKIB
Residual solvents 2-propanol: NMT 5000 ppm 180 ppm
MikpoGionoriuna 4McToTd 3aranbHa KifbKiCTh aepoBGHHX MIKpOOpTanismis
(TAMC) - ue Ginpwe 10° KYO/r. <10 KYO/r
3araibHa KUTBKiCTS APDKIKOBAX T4 IticeHeBMX
rpuGis (TYMC) — nie 6impme 10 KYO/T. <10 KYO/r
Bincyrnicts Escherichia coli 8 1 r npenapary. BincyrHs
9

Microbiological purity

Total aerobic microbial count (TAMC):

NMT 10°CFU/g,

Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g.

Escherichia coli must be absent per 1 g.

<10 CFU/g

<10 CFU/g
Absent

BHCHOBOK: / CONCLUSION:

TIpoAyKT BUIOTOBIEHO, YNAKOBAHO TA NPOAHANIZ0BAR0 3I1/HO 3 BAMOIaMH PEECTPALIFANOTO OCRIAEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram ta BuMoram GMP.

It complies with GMP standards and requirements.

Jiuensin va supoGHHITBO AikapehKix 3acobis:
Licence for medical products production:

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

Cepis AB Ne 598054
Batch AB No, 598054

LliM TATBEpAUKYIO, 10 Bei RipobHi ctasdi s wiei cepii rorosoi npoaykuil Synn 3pificheni B NOBHIN BIANOBIANOCTI 3 BHMOTAMM, 3a3HAVCHNMY B UKHNIH
sacTanosi 3 GMP, sataep/prenili MivicrepeTsoM 0X0pOHH 3R0p0B’s YKpainy, i3 BHMOraMH peectpallifiHOro JA0ChE KpaiHy NPUIHAUCHIA,

I hereby certify that all the manufactucing 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.

Ximik-aHanitnx /3ap. naboparopicio BKS | Havansnux BKA Vrosnosakena ocoba
Analytical Chemist T QC Lab In-charge QC Head Qualified Person
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