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CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazea nponyry:
Name of produet:

TIHMAKC®, taGnersn no 3 mr
GLIMAXS, [ablets 3 mg

Cuna gif:
Strength:

T'nimenipan — 3 mr
Glimepiride — 3 mg

Ne30 (10x3)

Registration Certificate No.:

Cepis Ne / Batch No.: 3GH4602 Posmip ynakoery { Package size:
w]"eﬁcw‘p. Ne/ARNo.: FPA0613/24 Tun ynarowstn / Pack type: Baicrep / Blister
Posmip eepit/ Bateh size: 300 000 tad/ab Hara surorosnenns / Mifg. date:  07.2024 L
Kia-te ynaxosok / No, of packs: 10 000 Tepmin npunatuocti/ Exp. date;  06.2027 ) o
_1;;;:;1‘;3 / M;"ket: UKR
Peeerpaniiine Rocsinvenns No: UA/11974/01/02 TEPMIN BT HeoBmMeskenuii

]

unlimited validity

I'nivenipun

Ne n/u Hasna ananisy Creundikauis ] Pesynurarn ananizy
| Sr. No. Test name Specification Test resnlt .
Omuc binmi, xpyrai, nnocki 1263eTRR, 3 Ninico posnamy 3 | Binnosigae
0EHOTO GUKy I IMafensKi 3 inuroro.
Description White, circular, plane tablets with break Jine on one Complies
side and plain on the other side,
Lienrndirauis '

Hae  yrprMysanns OCHOBROIO nika  wa | Bianosinae
XPOMATOrpaMax BHNPOGOBYRAHOTO | CTAHAAPTHOTG
PO3HHHIS, OTpHManNX TPy KIILKICHOMY BisHAYCHSI,

MAae CHIBMAAaiN,

2 Identification
Glimepiride In the Assay, the retention time of the principal peak Complies
in the chromatogram obtained with test solution must
match the retention time of the principal peak in the
chromatogram obtained with standard solntion.
Oanepignicts Acsosanim AVZLL(Li=150) 6,0 T
3 ONHHHLL,
Uniformity of dosage units AVS LI (L1=15.0) 6.0
Posnananes He Sinpie 15 x5 4 XB 48 cex
4 Disintegration L Not more than 15 min 4 min 4§ sec
H‘"ﬁ@i’ﬁéﬂx He Menme 80 % {Q rriMenipuay sa 15 xg 92% T
3 Dissolution Not less than 80 % {()) of Glimepiride in 15 min 92 %
Cynposimi ftomimks HJomimka B (eynbdoraming — ne Ginbue 2,0% 0,227 % )
LiareiyansHoi noMimkn (kpiM nomimxu B) ~
ne 6intwe 0,5%, 0,046 °%
6 CyMa 2oMhuok {sHkm0uaIo Aominxky I3) -
ne Ginsiie 1,0%. 0,225 %
CyMa noMInoK (BIUTFOWIHO 3 10M Koo B)~
I He Ginblue 2 5% 0,452 %,
b — _ S
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Ne n/n Hassa ananisy Crenndirxaia Pesyspram anasisy
Sr, No. Test name Specification Test result
Related substances Impurity B (sulphonamide}; NMT 2.0% 0.227%
Indjvidual impurity {except impurity B):
NMT 0.5%, 0.046 %
Total impurities (excluding impurity B):
NMT 1.0%. 0.225 %
Total impurities {with impurity B): NMT 2.5% 0.452 %
Jammuxosi kinbkocTi ¢praHidnx Cnnpr isonponinosnit — ue Ginsme 5000 PpOT 228 ppm
7 POIMHAHNKIB
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm 228 ppm
T Kimxicue BH3HAYCHNS 95% — 105% rniMerdipumy Bijl 8arBREHO] KUIROCT], 9.2 %
5 | Assay 95% — 105% of Glimepiride of LC, 99.2%
MikpoBionoriusa yucrora Jaranbha kiNbKiCTh 28poGHIX MIKpOOPraHiaMiB
{TAMC) - ne 6inpe 10° KVO/T. <10 KYO/r
Saransha kibKicTh MPIKDKOBRX | NNiceHeRIT rpabiz
(TYMC) - ne Gimswe 102 KV O/, <10 KYO/Ir
Bincyruicts Escherichia colia 11 npenapary., Bimcyrus
? | Microbiological pusity Total aerobic miczobial count (TAMC):
NMT 10° CFU/fg. <10 CFU/g
| Total combined yeasts and moulds eonnt (IYMC):
NMT 16 CFU/g, <10 CFU/g
Escherichia coli must be absent perl g Absent
—

BUCHOBOK: / CONCLUSION:

Tponykr suroTosnenc,

The product is manufactured, packed and analyzed as per requirements of Registration Certificaie,

Binnosirae crangepram ta sumMoram GMP,

It compliss with GMP standards and requirements.

Jiilensia va BUpoGHUUTES nikeposkux 3acobin:
Licence for medical products production:

Ceprudinar N 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

YRAKOBAHO T4 NPOAHANIZOBAHO 351 OHO 3 BHMOraMy peecTpatiitore nocsiguenna.

Lo sigreepaanno, wo eci BHpOGHIS cTaaiy ans wiet cepii rovosol TiponvkuE Sy 3aificken o nosii

DIMDOBLUICETE 3 BHMOTAMH, 3A3RaNCHIAE wanik

ircTanoni 3 GMP, sarsepaxenif Minicrepetsos oxeponsr 34008’ Yupaitu, {3 snsoramy PEECTPALERHOIO ZOCBE Kpainn OpH3HadCHNS,

I hereby certify that all the manufsciuring stages of this batch of finished product kave been carried ouf in full compliance with the GMP requirements of fhe

Ministry of health of Ukias

S ey Cy M BAPM'
&

uiremends of the Marketing Anthorisation fife of the destination ¢ountry.
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