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CEPTURIKAT AKOCTY
CERTIFICATE OF QUALITY
Ha3ea npogyxry: METAMIH® SR, Tabnetxn NPONORIOBanol Ail 11o. 500 mr
| Name of prodiict: METAMIN® SR, sustained release tablets 500 mg
Cuna pil: Merdopminy rizpoxaropus ~500,0 mr
Strength: | Metfonnin hydrochloride — 500.0 mg
Cepin Ne / Batch No,; SMA3008 Posmip ymaxoskn / Package size:  Ne90 (15%6)
Peecrp. Ne / A.R.No.: FP/0393/23 Tun ynaxoskn / Pack type: Baicrep / Blister
Poamip cepii / Batch size: 250 000 rab/tab | Mara sarorosnenus / Mfg, date:  05.2023
Kin-ts ynaxonox / No. of packs: 2 777 Tepmiu npupatiocri/ Exp. date:  04.2026
Kpaina / Markets UKR
Peectpaniiive mocsinuenns Ne: . - TEpMIH Aif HeoOMexeHHH
Registration Certificate No.; UA/11506/01/01 unlimited validity
| Nen/m - Hassa apanizy Crenudivanin PesynsTaTti ananizy
Sr. No, Test name Specification Test result
Onuc Tabnerkn Ginoro xonbopy, osansuoi dopmy, | Bixnosinae
I rianeneki 3 06ox Goxin.
Description White oval shaped tablets plain on both sides. Complies
Inentudixanis Hack  yipHMyBaHHS  OCHOBHHX  IIKIB  Ha | Binnosimae
XpoMaTorpaMax . BHOpoSOBYBAROMO i CIAHAApTHOIO
POSHHHIE, OTPUMAHMX NIPH KDIBKICHOMY BU3RaYeH,
nopuHENi cnispaaaTy (Metdopminy CIAPOXIOPHE),
2 Identification In Assay, the principal peak in the chromatograrm Complies
obtained. with the test solution has the same retention
time as the principal peak in the clhromatopram
obtained with the standard solution (metformin
hydrochloride).
. Cepennst maca Tabyetxa 900,0 Mr £2,0 % 901,0 mr
| Aserse weinht 900.0 mg + 2.0 % 901.0 g
Oﬂuopi,uuicrs_x{ozaﬁanm -MaxcHManeRo JOIYCTHAMENE Kpatepilt npnﬁmuocn 2.6
4 OAUHHLL noskyeH Oyrn 1.1=150.
Uniformity of dosage units Maximum acceptance value is L1=15.0 2.6
Posunsenus 35-55 % 3a 2 romaLy; 35 % . 47 %
50-75 % 3a 4 rogunu; 50 % - 66 %
ne Mene 70 % 3a 8 rogun; 85 %
ue menme 86 % 33 12 romum. 92 %
*" | Dissolution 35 % - 55 % in 2 hours; 35 % - 47%
50 % - 75 % in 4 hours; 509%- 66 9%
NLT 70 % in 8 hours; 85 %
'NLT 80 % in 12 hours. 02 %
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Ne n/n Hazpa ananaizy Crneundiraniz PesysibTaTi ananisy
Sr. No, Test name Specification Test result
Cynposinni goMityku LlianoryauinvH: we 6insme 0,02 %; Hrpkae piBHA BsHaueHHA
Byne-axa 1nma oxanagia noMiioka: ne Oinsiae 0,1 %: 0,014 %
Cyma goMiinok: e 6iasnie 0,5 %. 0,035 %
6 Related substances Cyanoguaridine: NMT 0.02 %. BDL
Any other individual impurity: NMT 0.1 %. 0.014 %
Total impurities: NMT 0.5 %. 0.035 %
KinskicHe BUIRAYMEHHS Bin 475 mr/7aba. no 525 mr/radin. 489,3 Mr/Tabn.
(95-105 %o 8iA sasBeHOY KiNLKOCTI). (97,9 %)
¢ -Assay 475 mg/tabl. to 525 mg/tabl. 489.3 mg/tabl.
(95 Y% to 105 % of label claim) (97.9 %)
Mikpobionoriuna yHcroTa. 3aransya xinpkicrs aepoduux Mixpoopranizmis
(TAMC) - ne Ginpwe 103 KYO/r, ) <40 KYO/r
JaransHa KIABLKICTS APINCUKOBRAX i Iuricenenux
rpubie (TYMC) —ue Gimemre 10° KYO/. <40 KYO/r
BircyrHicts Escherichia coli B 1 v npengpary. Bincyrus
: Microbiological purity Total aefobic microbial count (TAMC);
'NMT 10°CFU/g. ' <40 CFU/g
Total combined yeasts/moulds count {TYMC):
NMT 10* CFU/g. <40 CFU/g
Escherichia coli must be absent per 1.g; Absent

BHCHOBOK: / CONCLUSION:

[poxyxr BuroTosieno, ynaxopane ta npoaHaiizoBaHo 3rijiHO 3 BUMOIGMH PeecTPaLiiHOTo TOCRI AUCHHY,

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

Bianosinae cranyapram ta kumoram GMP,

It complies with GMP standards and requirements.

Jlinensis Ha BEpoOHUUTBO AIKAPCLKHX 3ac0biB;

Licence for medieal products production:

Ceprudirxar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 588054
Batch AB No. 598054
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Uy nigrsepmicyio, o el BupoBuitai cramy znn wiel cepH roToBoY Npoaykuii Gy uificneni nosnill BLARCRIAHOCTI 3 BUMOTAMH, JI3HAYEHHMY & YHHHIN
nacranost 3 GMP, 2atsepoxeniit Minicreperaon oxoponu anpopos’s YRpaiu, 13 BUMOraMu peecTpaliiinoro Aoche KPATHH DPUIHAME NH,

I hereby certify that all the manufacturing stages.of this batch. of finished product have been éarried out in full compliance with 1hs 3 remicements of the

Ministry of health of Uksaine and with the requirements of the Marketing Authorisation file of the destination country, PHA &

45. nadoparopicro BKSA. | Havanwanxk BKA \"‘"Q.' - e
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