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CEPTHRIKAT AKOCTE
CERTIFICATE OF QUALITY
Hassa npogyxry: TITHMAKC®, tabnerior 1o 4 mr
Name of produet: GLIMAX®, fablets 4 mg,
Crna pii: Inimenipug — 4 mr
Strength: Glimepiride —4 mg
Cepis Ne / Batch Na.: SGI3010 Poasmip ynaxonwen / Package size:  Ne60 (10%6)
Pecetp. N/ AR.Nou: FP/0645/23 ‘Tun ynaxosku / Pack type; Buricrep / Blister
Poamip cepii / Batch size: 600.000 zad/tab Hata surorornema / Mfg, date:  07.2023
Kin-T ynaxonow / No, of packs: 10 000 Tepmin nipnaarnoeti f Exp. date: 06,2026
Kpaina / Market: UKR
Peecrpaniiine nocsinwenirs Ne: . , TepMiR 1T HeoDMexe i
Registration Certificate No.: UA/L1974/01/03 unlimited validity o
N n/n Hazpa ananisy Crneungikauis PesyasraTh ananisy
Sr. No. Test name Specification Test result
Omie Kpyrei, nnocki TaGnerxy Gnigo-poxenoro Koneopy, s | Binnosigac
AHIEO po3TaMy 3 oaroro Boky i reazenyyi 3 fnmoro.
1 . . . . .
Light pink, circular, plane tablets with break line on
Description one side and plain on the other side. Complies
Inenrudirania
TriMenipun Hac  YTpUMYBBaHHY  OCHOBHOTO  Tixa  ma Binnosinac
XpoMaTorpaMax BunpoboBysanoro i crazaapraore
POFIHHIB, OTPHMANRX OPH KiTLKICHOMY BUsHaYeHHi,
MEE CTIBNAKATH. 7
3aniza oKcuyy Upn nopasamwi amoniio Tioniamaty 2'semsersca | Bianonimae
KPHBABO-YepSOHE 3a0apRNeHHA POITHHY.
2 Identification
Glimepiride In the Assay, the retention ime of the principle peak | Compiies
in the chromatogran obtained with sample solution
must match to the retention time of the principle peak
in the chromatogram obtained with standard solution.
Ferric oxide After addition of dmmonium thiocyanate deep red | Complies
volour ig obtained. :
Onsopinsicts AozoBanmy AV<L] (Li=150) 4.1
3 OMUTH b
Uniformity of dosage units AV<LI (L1=15.0) 4.1
Poanarmauns He Gineine 15 xp SxB 12 cex
4 Disintegration Not more than 15 min 5 min 12 sec
Posunnenns He menme 80 % () rniMenipuny 3a 15 B 87 %
Dissclution Not less than 80 % (Q) of Glimepiride in 15 min 87 %
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Ne i/ Hazea ananizy Cneundiranin PeaynrraTn ananisy
Sr. Na. Test name Specification Test resuit
% Cynponinm goMilnxe Homiuka B (oyns@goramin) — e Ginplue 2,0% 0,193 %
Tapusinyansyol nomimk (xpin Ronitxy 13) —
He Sinsue 0,5%, 0,053 %
Cyna poMimox (suxmovanyn Jomiwky By —
He Ginsiite 1,0%. 0,183 %
Cyma poMIoK (BKITI0UHO 3 HoMInIKOI0 B)--
He 6inpie 2,5% 0,376 %
6
Related substances Impurity B (sulphenamide): NMT 2.0 %, 0.193 %
Individual impurity (except impurity B):
NMT 0.5 %, 0.053 %
Total impurities (excluding impurity B):
NMT 1.0 %. _ 0183 %
Total impurities (with impurity B): NMT 2.5 %. 0.376 %
- Samukosi KinkxocTi oprasismiy Crapr i3onponinosull — ve Ginvime 5000 ppm 441 ppm
7 POIEHHHNKID
Organic residua) solvents Isopropyl alcohol: NMT 5000 ppm 441 ppm
Kinsxiche suznaucing 95 %~ 105 % [MENIPHRY B/ 329BEHOT KibKOCT]. 96,5 %
§ Assay 95 % - 105 % of Glimepiride of LC, 96,5 %
)> Mixpo&ionoritia yncTora JaraseHa KinbKicTh aepoGEHX MIKPOOPIanimin
(TAMC) - ye Simpane 10° KYO/r-, <10 KYOir
3aransya KDILKICTE IpismKoBuy 1 ruricenenix TpHhiB
(TYMC) - we 6inpie 107 KYOM, <10 KYO/ir
Bincyraicre Escherichio colis 1 v npexapary. Biacytns
? Microbiological purity Total aerobic microbial count {TAMCY):
NMT 10* CFil/g, <16 CFU/g
Tetal combined yeasts and moulds.count (FYMC}:
NMT 10? CFl/g, _ <10 CFU/g
Zscherichia coli must be absent per 1 g, Absent

BUCHOBOK: / CONCLUSION:

Hpoaykr Buroropneno, ynakosano 1z UPOAHANTIOBAHO 3rIH0 3 BHMOranMn PEECTPAUIAHOTO NMocRiggelu.
The product is maruf; actured, packed and anialyzed as per requirements of Registration Certificate.

Binnosiaae crangapTam ra pumoram GMP.

It complies withk GMP standards and requirements,

Jinewsis #a srpoSrituroo JiKapchkuX 3acobis:
Licence for medical products production:

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

Cepia AB M 598054
Batch AB No. 598054
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Llsne nioracpoxyro, we aci BHpOGHISI ST 1A wiei copil roTosot TPOYRUIT Gyau spiffcueni B noswii nianoeimmocts 3 BUMOIaMH, JTBHANEHHMH & ulHHi
uacranoni 3 GMP, sareepaxeniit Minicrepersox oxopos

1340pOB'S YKpaiin, | 3 BnMorari peccrpanifinoro nocke spati TpsE3RATICIN,
P s PeECTR P

I hereby certify that all the manufacturing stages of this batch of finished product have besn carded culn ful

1 comgliance with the GMP requirements of the
Ministry of health of Ukmine and wilh the requirements of the Marketing Authorisation file of the destination ¢

ountry.
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KXimix-ananitag (3as. maGoparopicro BKA | Havanomnx BRA Ynoenopaxcera ocoba
Analytical Chemtist 7QC Lab In-charge QC Head Qualified Person

S ooty Gz 1] R\ | Fropcnisn 4
ITiaruc/Signature: ’/{//{,/Qf’w’{ -—_/'IC’(-/(_;_L.J\w mﬁm gf@f&f{f&ff’uﬁf’fﬁ/

Y4 : 7
Hara/Date: Zf/af/zj v&jfc:oor}i{,_ﬁ) }&\QE")’} ﬂé’ﬂpﬁ/ﬁj 4 3
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