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CERTIFICATE OF QUALITY

CEPTHOHKAT KAYECTBA

Hazeaune npoaykra: IJIMMAKC®, tabnerku 1o 2 Mr Ne30 (10><3)‘ y Gnicrepax
Name of produet: GLIMAX®, tablets 2 mg No.30 (10x3) in blisters

Per. N/ A.R.No.: FP/591/14

' Paameg cepun: / Batch size: 100 000 Tab. / tabl,

Cepas Ne: / Bateh No.: SGG4005

KonuuecTBo YMAKOBOK: / Number of packs: 3333

Hdara nsroropnenus: /Mfg, date: 08.2014

Cpox roasocru: / Exp. date: 07.2017

PerucTpaluorHoe ceueTenncrro Ne UA/11974/01/01 ot 13.09.2012 Ne 715, neficrayet fio 25.01.2017

Registration cgrtlﬁcate No. UA/11974/01/01 of 13. 09 2012, No, 715 is valid to 25.01.2017

Nemfm | Ilapame’rpbr

Cnenuuranus Pe3yasTarsl
Sr. No. Tests Specifications Observations
1 Onncanye - CreTno-KeNTHe, KpYrueie, Tuiockne Ttalnerid, ¢ | COOTRETCTRYET
JHHHEH paiioMa Ha OFHOH CTOpONe M [iafKkHe ¢
Ipyroii.
Description Light yellow, circular, plane tablets with break line | Complies
on one side and plain on the other side.
2 Hapentuduranus BpeMena yAepKHBaHWA OcHoBHOro muka ua | COOTBETCTBYET
Tnuvenupin XPOMATOTpaMMax UCHBLMYEMO20 U CTHAROAPMHOZ0
PacTiOpon, NONY4eHHLX [PH KOTHYCCTBEHHOM
OMPEeHENeHUH, NOJKHEI COBIIAAATh.
Henesa okcun Tpr  pobasnenns  aMMoHus  THolamara | Cootmercrayer
TMogRNseTcs  KpOBABO-KPACHOE  OKpalHBAHUE
pacTBOpA.
Identification in Assay, the principal peak in the chromatogram | Complies
Glimepiride obtdined with the rest solition has the same
retention time as the principal peak in fhe
chromatogram obtained with the standard solution.
.Ferric oxide " After addition of ammonium thiocyanate deep red | Corplies
colour is obtained. ;
3 QOHHOPOAHOCTS Cooteercrayer TpeOoBaHMAM, | CoorseTcTByeT
JI03HPOBAHHBIX eANHUIL
Uniformity of dosage units Complies with the rcqulrcments Complies
4 Pacnanaemocts He Goaee 15 mum. 2muH20cex o
Disintegration NMT 15 min. 2min20sec &7
5 PacTsopeHne . He menee-80% (Q) runMenupraa 3a 15 M. S07% 5 ¥ .
- Digsolution NLT 80 % (Q) of Glimepiride in 15 min. 90.7.% ~
6 ConyTCTBYIOLIME MPUMecH [psvecs B (cymponamur) — He Gonee 2,0%; 0,338%
MHpuBrnyansHoit npameck (xpome npivect B) ~ | 0,660 %~
e Gonee 0,5%;
Cymma mpaMecedi (mcwmowas mpumeck B) — me | 0,246 %
tonee 1,0 %;
Cymma mpumeceii (Bwnrodas mpumeck B) — e | 0,584 %
‘Gonee 2,5 Yo.
Related substances Impurity B (suiphonamide): NMT 2.0 %. 0.338%
Individua] impurity (except impurity B): NMT | 0.060 %
0.5%.
Total of impurities (excluding impurity B): NMT | 0.246 %
1.0%.
Total of impurities (with impurity B): NMT 2.5 %. | 0.584 %
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Ne n/n IMapameTpbi CoenupHKalys PesyanTaThi
Sr, No. _ Tests Specifications Observyations
7 OcTaToMHBIE KOTHIECTBa CrrpT H3ompomuIoBbLi — He Gonee 5000 ppm He oGnapyxeno
OpraHHueckyX pacTBopHIeed
Orgapic residual solvents Isopropyl alcohol: NMT 5000 ppm ND
8 Konuuecteennoe onpenenenue: | 95 % — 105 % muMenupioa or 3assaedHoro | 100,98 %
Kamaag TabIeTka COepHCHT: KOJHYecTna,
TIMMEIIEPU. .. ovinvnveans 2 Mr
Assay:
Each coated tablet contains 95 % —105 Y% of Glimepiride of LC, 100.98 %
Glimepiride...............2 mg
9 MuxpoGuoncrpgeckas '
YHYCTOTA:
B | I ipenapaTa JOOyCKaeTces
HAMMHE
GaxTepmis: He Gornee 10°; mersel0 KOE,
rpubon: e Gonee 107, menee 10 KOE,
faxrepwu Escherichia coli He monyckaercs HajHuue B IT. Escherichia coli —
OTCYTCTBYET.
Microbiological purity:
Total bacteria per g NMT 10° CFU/g. <10 CFU/g.
Total fingi per g NMT 10* CFU/g. < 10 CFU/g.
Escherichia coliper g Must be absent per 1 g, Escherichia coli is
absent per 1 g.

3AKJIIOUEHUE: npoaykr npominejes, yNaxoBaH i NpOTECTUPOBAH B COOTBETCTBUM C TPeGOBAHMAMY DPErHCTPALAORHOTO
cuaeTensctea, OTBeuaet TpebosanimM ¥ crannapram GMP. Ceprudukar Ne 067/2014/SAUMP/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements. Certificate No. 067/2014/SAUMP/GMP
Jlunew3us Ha NPOM3BOICTRO NekapeTBernbx cpeacts: Cepust AB Ne 598054

Licence for medical products production:

Batch AB No. 598054

A
XuMuk-aHanaTuk: AL | 3as. naoparopureil OKK: Havanbruk OKK: Hasansnux G .
Analyst: /Z‘// In charge of QC Eab;:u’ QC Head: QA Head: \ i
, - (LA M U"‘:&/ B2
i Hara: e Hara: QA .'ot\_ Jlara: Hara : .
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