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rrrrrr St.No, | Tests ‘ __ Specifications
7 Kopriecraeunoe onpenestenng: | Or 950 % jo 1050 % ot saspiennoso | 98,62%
| rabnerka KONATECTHA.

APOSAOK UPOBANHO NG ST B 1S
 CONCPAHT: MCTHOPMHIT
PHAPOXIOPRIAA.., ... SO0 Mr

| Assay: Each sustained release | 95.0 % to 105.0 % of the labeled claim. 98.62%
tablet contains 500 mg of
metformin hydrochloride

5 Miupobuonorimeckas
HHACTOTA:
18 1 rnpenapara ponyckaerea
HATHINE o
GaxTepii: e Gonee 107 meres 40 KOE,
rphbon: e Gonee 107, menee.40 KOE,
Baxrepn Eycherichia coli He gonyekaerca satiue B Escherichiv coli =

| OTCYTCTBYET B | T,
1 Microbielogical purity:

| Total bacteria per g NMT 10° CFU/. | <40°CFU /g
“Total fungi per g NMT 10° CFU/g, <40 CFU /g.
1 Excherichia coli per g Must be absent pér 't g. Escherichio £oli is absenl per
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Ji ‘3}1 OW3BEHAEH, YNAKOBAH U NPOTECTHPOBAM B COOTBETCTBIN ¢ TPeBOBANUAMKI PErHCTPANHONHOID
&ga HutstM W-cranaapram GMP., Ceprudukar Ne 035/2012/SAUMP/GMP
#ﬂ}in ufaclured, packed and snalyzed as per Registration Certificate requirements. 1t complies
'@I}!ﬁ Certilicate No. 0357201 2/SAUMP/GMP
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CEPTUHOUHKAT KAUYECTBA
CERTIFICATE OF QUALITY,

Hassamie 1 nponym a2 METAMIHSR tabneres HpOJIOHTOBANOT AfT, 1o 500 Ne 30 (leﬁ) y 03
_Name of product: METAMINYSR, sustained release tablcts S00 g, No.30 (15%2) in blisters.
“Per. Ne: JAR.No.: FP/145/13 | Pasmep cepun: / Batch size: 300 000 raGur./ tabl,
_Cepnn Ne: / Batch No.: SMA3006 )  Kommueerno ynakopors / Number of packs: 10 000
Javra nsroromicnns:: / Mip, date: 03 2013 “Cpok romocri: / Exp. date: 02.2016
PericTpanHoRKOE CBNCTRALETEO Ne UA/] 1506/01/01 usmerens ot 13.09.2012 Ne 715, nefic reyer a0 18.05.2016
Registration certiticate No. UA/11506/01/01, changes of 13.09.2012 No. 715, is valid to 18.05.2016
Ne n/ns Mapamerrpo Crregudpianms PesybTamrs
Sr,No. | Testy o Specifications Observatipns _
1 Oncanie Tabnerki 6eaoro upscra, osanshol dopmb, | CoorsercTayer T
ragakrae ¢ odenx cropon.
o Description | White oval shaped tablets plain on both sides.  } Complies
2 Hagrradmkauns Bpementa yaemxusanun ocnosroro ukka na | Cootsere rByer
§ XPOMATOrpaMMax UCHOINPEMOZ0 H
o emandapiniozo PpAacTBopoB, HOAYHOHILIX. UPH. |
KOAMMECTRCHHOM ONpEHECICH Hi, JAOIKHBL
coBrasaTh {(MeTPOpMUHA THAPOXIOPUA}
Identification It Assay, the principal peak it the | Complies
| chromatogram obtained with the rast solwdion
has. the same retention time as the principal |
peak in the chromatogram obtained with the
Y standard solution (metformin hydrochloride). ¢
3 Cpeuns Macca TabJieri 900,0 My 42,0 %. 912,7 mr
) Average weight | 200.0.mp 42.0 Y. D12.7 mg
4 CAHOPOAHOCT) NO3HpodatHbIX | MakcHmansio m;myctummu lcpu"r{.puﬁ 2,2
GHNHHL, npreseMoctl nosxet oorrs L1=15,0.
¥ Unifornity of dosage units. Maximum acceplance vajue is L1=15.0. 22
5 PacTioperie 35 % ~ 55 % 14 2 uaca. 458 % -484%
50 % - 75 % 1a 4 yaca, 71,1 % -13,2%
He menee 70 % 3a 8 wacos. 88,2 %
He menee 80 % 3a 12 uacon. 99.4 %
Dissolulion 135 % - 55% -ih 2 hours. 45.89% <484 % %
50 % - 75 % in 4 Tiours. | T % '?2% 4 =~
| NLT 70 % in 8 hours, 1 88.2% 4/')/;. 2
o o NLT 80 % in 12 hours. | 99.4% J % %é,é’%
"""""""""""" 6 ConyTeTnyomse npuMech Huanoeyauuouis, 11e Goee 0 02 “u, 0,00i4% “2 -~ ﬂo
pGun Opyean edumuunas npumecy: ne Sonce § 00032 % c%,“fg\@ 2 ,?
0,1%; ( 2 0 \;:'Gp& 73 PR
CyMAL HpuAtECelis e ‘Gouee 0,5.%. 10,0056 % 69\ / ‘5',;,* /;9
Cyanoguanidine is NMT 0.02 %, 0.0014 % &( % P2
any other individual impurity 1s NMT 0.1 %; | 0.0032 % %
total of impurities is NMT 0.5 Y. 0.0056 %
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