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[ Hassa NPoOAYKTY:
Name of product:

_ME'TAMIIH‘@, TabneTKH, BKPHTi 000JOHKOI0; 11O 1000 Mr
METAMIN®, coated tablets, 1000 mg.
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“Cuna ails Merdopminy rizpoxsoput — 1000,0 Mr ~ ..-f-;\-\
Strength: ~_Metformin hydrochloride — 1000, 0 mg . &h@}lﬁﬁ
Cepin Ne/ Batch No : SMF3089 Po3mip ynakoBKH /Package size: N060 (15%4)

Peeerp. Ne/ A.R.No.: FP/0780/23 Tun ynaxosks / Pack type: ~ Bnicrep / Blister

Poamip cepil/ Batch snze.

250000 Taﬁftz;b | INaTa surorosiaenns / Mfg, date:  09.2023

Kin-re ynaxoaom/ No. of packs: 4 166

Tepmin npuaarrocti / Exp. date:  08.2026

Kpaina / Market: UKR

| Peccrpayiline nocBinuenns Nu:

UA/11506/02/03

'repMiH niY HeoOMexxeHp#
unlimited validity

| Registration Certificate No.:

| Ne n/nt Hassa anasnisy Crenmdixanin " Pe3yAnTaTH aHAAI3Y
1 Sr. No, Test name | Specification L Test result
Onuc Tabnerin, pkpuTi ofononkoio Ginoro abo maibke | Binnosiae
6inoro xomeopy,. OBaNbHOL GOpMH, JBOOTIYKM, |
1 | rnapennki 3 060x GOKIB.
Description ‘White or off-white, oval shaped, biconvex, film | Complies
coated tablets, plain on both sides.
InenTHOikauis Uacw  yTpHMyBaHHA  OCHOBHOTO  Mika  Ha Bignosigae '
XpoMaTorpaMax BMIIPODOBYBAHOIO Ta CTAHAAPTHOIO
POUNKIB, OACPKAHNX NPY KiNbKICHOMY BU3HAYESHH,
MaroTh CMBHANATH,
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.
L'O,D.HOpi.!IHi(:‘,TL HO30BAHHX Bjﬂ_ﬂoginae;g}dmoram | " - TBimosizae |
3 ONHHALD
Uniformity of dosage units Complies with requirements Coniplies
i} Posraganus F | | He Ginpimre 30 XBHMHH. o 12x87 cek' o
4 Disintegration Not more than 30 minutes. 12 min 7 sec
Po3unHeHHA 1 He menme 75 % (Q) 3a 30x8. 100 %
> | Dissolution Not less than 75 % (Q) for 30 min. 100 %
) CyrpoBigHi ZOMIIKY Hianoryaninuu: He Ginsuie 0,02 %. T 0,003 %
Byzb-sika jHIa onuMHAYHA goMimka: e Ginswe 0,1 %. | 0,012 %
Cyma pomimrox: ne 6inewe 0,5 %. 0,053 %
S Related substances Cyanoguanidine; NMT 0.02 % 1 0.003 %
{ Any other individual impurity: NMT 0.1 % 0.012 %
‘Total impurities: NMT 0.5 % 0.053 %
T Biz95.0 % 110 105,0 % Biz 3aA8NER0T KITLKOCTI. 99.1%
-' 95 0 % to 105 0 % of label ¢laim 99.1 %
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Kuiscbxa pixis - TOB «Kycym dapny
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' an ‘Haanaauamsy e Cneumpinauig ______ . Peaymfra‘rﬁ ﬁhanijy
| Sr.No, | Test name . Specification ~ Testresult
3anMiuKoRi KINbKOCT] opraniudux. | 2-npomnanon —~ He Hinsuwie 5000 ppm 255 ppm
g PO3YUHHUKIB.
Residual solvents 2-propanol: NMT 5000 ppm 1 255 ppm
Mikpo6ionoriusa yHcTOTa | 3araibHa KUIBKICTh aepOBHuX. Mi{cpoopraﬁismia )
(TAMC) - ne Ginswe 10° XY O/r. < 10 KVO/r
| Baranena KinbKICTH NPDKIKOBEX Ta JUTICEHEBHX
| rpu6is (TYMC) —He 6uiswe 102 KYO/T. {1 <10KVYO/r
BincytHicts Escherichia colis 1 v npenapary, ‘BipcyThs
oy Microblological purity. Total aerobic microbial count (TAMC):
{ NMT 10° CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC). o
NMT 10% CFU/g. | ~' <10 CFU/g
| Escherichia coli must be absent per 1 g. Absent

BHUCHOBOK: / CONCLUSION:

[TpoRyKT BAFOTOBNEHO, YIIAKOBAHO T2 NPOAHANIZ0BAHO 3riAHO 3 BMMOTaMM peeCTpaLlifHoOTO NOCBIAYEHHA.
The product is manufactured, packed arid analyzed as per requirements of Registration Certificate.

‘Binnosifac cTannapram ta BuMoram GMP. Ceprudixar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
JTivensis ra BHPOOHHLUTRO NiKAPCEKHUX 3aC00IB! Cepin AB Ne 598054

Licence for medical products production: Batch AB No, 598054

Llinm DILTBEPIUKYIO, 110 Bei BHpoBHKYL cTanli oA Wick cepil roTonor npsﬁymii' Gyny 3pilicHeri B NOBHIA BIANORLIHOCTI 3 BHMOraMH, 383NRUCHIMY B SHITHIT
nacraiosi 3 GMP, saraepoxetili MikicTepetnoM oxoponn 350pos’s Yipaitu, i 3 BEMOTamH peccTpaifEOTo A0CHE KPUiNH NPUIRANEHRAL,

 hereby. certify that all the manufacturing stages of this batoh 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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Analytical Chemist QC Lab In-charge o

VIOBHOBRXEHA 0coba
Qualified Person
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