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CEPTUDIKAT SAIKOCT]
CERTIFICATE OF QUALITY

[ Hazsa HpPOAYKTY: TIHMAKC®, Tagnerkn no 2 pr
Name of produet: GLIMAX®, tablets 2 mg
Cuna aii; Cnimenipua — 2 mr
Strength: Glimepiride — 2 mg
Cepist Nt/ Batch Ne.: 3GG4003 Poimip ynaxonin / Package size:  Mo30 {10x3)
Peeetp, Ne/ ARNo.: FP/G611/24 T ynakoesn / Pack type: Bricrep / Bilister
Posatip cepit / Batch size: 300 000 rab/tab Hata suroropnenns / Mfg. date: 972004
Kin-Ts yiraxorok / No, of packs: 10600 Tepmin npugaraocTi / Exp. date:  06.2027
Kpaina / Marcket: UKR
Fegerpaniiine nocsimuenim No: c TEPMIR T HeoOMEseHMi
Registration Certificate No.; UA/L1974/01701 uniimited validity J

Ne /o Hazsa ananizy Crieumdiranis Pesynurarn ananizy
Sr. No. Test name Specification Test result

Onuc Cairno-wonti, kpyrni, mrocxi Tabnerry, 3 niwiewo | Binnosinac
Po3taMy 3 oiHoro Goxy i ranenski 3 inmoero,

Description Light yellow, circular, plane tablets with break line Complies
on one side and plain on the other side.,

Izewradixania ) )

Fnisenipun Hac  yrpumysamin CCHOBHOTO  mnika  na | Bigmopinae
XpoMarorpamax BHNpoboByRakoro | CTAHAALTHOTO
POIYHHIB, CTPEMANKX Th# KiNBKiCHOMY Bu3HAuekR],
Mae cTHBNaIaTH,

3asiza oxena IlpH  nosasansi  amomiro TowianaTy  s'ssnsernes Binnonizae
KpHEBABG-1ePBONC 520aPBARHAT PO3YHYY,

2 Identification

Glimepiride In the Assay, the retention time of the principal peak | Complies
i the chromalogram obtained with test sohation must
match the retention time of {he principal peak in the
chromatogram obtained with standard solution.

Ferric axide After addition of ammonjum thiocyanate deep red Complies
colowr is obtained.

QanopianicTs no308anMy AVZLI(Li=15,0) 1,2

CHHHHHL

Uniformity of dosage units | AV (L1=15.0) 1.2

Posnaaasum He Gimnze 15 xa. 4 x5 37 cex

Disintegration Not more than 15 min. 4 min 37 sec

Posunenns He merue 80 % () raiMenipugy 3a 15 xn. 90 %

Dissolution Not less than 80 % () of Glimepiride in 15 min. 90 %

6 | Cynponiaut posinn Homimxa B (cymberantia) - pe Binbwe 2,0 %. 0,227 %

Immaeinyansrot gomikn {xpim aomimkn B) —
ne Sirse 0,5%. 0,053 %
Cyma noMitgex (BHKnoMGu Y neMiwky B) -
ne Ginbwe 1,0%. 0,216 %
CyMa 2080k (Brrouno 3 nomimxeo By —
He Ginbiue 2,5%, o 0.443 %
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MNe nifnr Hazna auanizy Cnenpdinauin Pesynvrary ananizy
Sr. No, Test name Specifteation Test resulf
Related substances Impurity B (sulphonamide); NMT 2.0 %. 0.227%
Individual impurity (except impurity B):
NMT 0.5 %. 0.053 %
Total impurities {excluding impurity B):
NMT 1.0 %. 0.216 %
Todal impurities (with impurity B): NMT 2.5 %. 0.443 %
] Sanniokosi XineKocTi opramigmmx Cnapr 3onponinosuit - we Gianwe 5000 ppm. 361 pom
7 PO3THHHHKIR
Organic residual solvents Isopropyl alcohol: NMT 5000 ppIn. 361 ppm
KinpxicHe pusnavenns 95 %~ 105 % roiMeniputy Bin 3aqmrenol KiTbrocT, 97,5 %
1 Assay 95 % — 105 % of Glimepiride of LC. 97.5%
Mixpo6Gionoriuna waerora 3araneHa KibKicTL aepobmx MIKpOOpIARIMIR
(TAMC) — e Ginpue 103 Ky O/r, <10 KYO/r
Saranpiia ®UBKICTR ApbIIKOBEX 1 ricenesmx rpubin
{TYMC) —ne Gimbie 107 KVO/T. <10 K¥O/r
Bincyrsicts Escherichia eolip 1 v npenapary. BincyTis
? Microbiological purity Total agrobic microbial count (TAMC);
NMT 10® CFU/g. <10 CFU/g
Totai combined yeasts and moulds connt (TYMC):
NMT 102 CFU/g. < 10 CFU/g
Escherichia colf must be absent perlg Absent

BHCHOROK: / CONCLUSION:

Hpogyxt sHroToRIEHO, YIaKkosaHo Ta Tpoalanicaatio srinHo 3 BHMoraMy PEECTPALIREOTO NOCE e A,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Biznorinae ezannapran ta suMoran GMP, Ceprudirar Ne 080/20623/GMP
It cornplies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinersin va prpofuunTEO JiKapeskix szcofis: Cepin AB Ne 598054

Licence for medical producis production: Bateh AB No. 598054

Lium ninesepmicyio, wo eci BHPOORIE CTagii s wiel cepil TOT080T NpoAYKIET Gynn sitificuen] » NOBHI BiANGHIAROCT] 3 BHIOTAMH, SU3HAYCHEME 8 YHHHIT
HacTayosi 3 GMP, sarbepaxesii MinicrepeTaom OXOPGHH 31000878 Ykpailn, i 3 sisorasn PECCIPAUIINDIG SOCKE Kpaitik NPH3NAYEHNA,

iting stages of this batch of finished product have been carried out in fill compliance with the GMP requiremnents of the

I'herchy certity that all the an
ki Hprequirements of the Markeling Antharisation file of the destination country.

as. nabopatopicte B S L/Haqanmmx B Ynoenosaxena ocoba
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