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CERTIFICATE OF QUALITY
Haspa wponyrery: THHMAKC®, Tabnerxy no 3 mr
Name of produet: GLIMAX®, tablets 3 mg
Ciyra gits Tainenipun — 3 my
Strength: Glimepiride —3 mg
Cepis Ne / Bateh No.: SGH3007 Poanmip yraxoskn / Package size:  Ne60 {10%6)
Pecerp. Ne/ AR.No.: FP/O0G2/24 Tun ynawonkn / Pack type: Bnicrep / Blister
Poamip cepii / Bateh size: 300 000 rab/tab | Hara nurorornens / Mig, date:  12.2023
Kin-n ynaiosox/ No. of packs: 5 Q00 ] Tepain npapatroet / Exp. date:  11.2026
Kpatua f Market: UKR
Peecpauiitne noceinvenns No: TePMiH Aii HeoBmexeH T
Registration Certificate No,: UA/T1974/01/02 unlimited validity
Me n/iy Hasea ahnaizy Cnenmiranis PesynuraTi ananisy
Sr. No. Test name Specification Test result
Oniic Bini, kpyrni, wrocki abneticn, 3 miniero poasianty 3 | Binnosigae
omioro 6oxy i rnagenski 3 igmoro.
; Description White, circular, plane tablets with break line on one Complies
side and plain on the other side,
Inenrrdixanis _
Tnimenipua Yac  yIpWMYBAHHY  OCHOBHOrO nika  na | Bignosinae

XPOMATOrpaMax nunpoBoByBaHoro i cranpapTHoOro
posusnis, OTpAMANE npn KibxicHOMY Bl3UAYenHi,
Mag cIiEnagaTH.

2 Identification
Glimepiride In the Assay, the retention time of the puincipal peak | Complies
in the chromatogram obtained with test solution must
match the retention time of the principal peak in the
chromatogram obtained with standard solution.

QumuopixticTs nozopanyx AVZL1 (LI=15,0) 5,5
3 OAlHULE
Uniformity of dosage units AVZSL1 (L1=15.0) 5.5
Posnapanus He Bingtoe 15 x8 4 xB 58 cex
d Disintegration Not more than 15 min 4 min 58 sec :
Posuunenus He menmme 80 % (Q) raimMenipuny 3a 15 xp 9% ’
2 Dissolution Not less than 80 % (Q) of Glimepiride in 15 min N%
Cynposiguai poMitky Hemiutka B (cynsdionamin) — 116 binnme 2,0% 0,167 %
Inpusizyamsrot nomimxe (kpin zomMitky B~
He finbme 0,5%, 0,039 %
6 Cyna pomiror (Buimouaroun AoMiKy B) -
He Gimbue 1,0%. 0,206 %
Cynma gonimox {sronouno 3 nomimxorn B)-
ne Gineue 2,5% 0373 %
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M nfn Haaea anasisy Crenudiranin PesynpraTi anamizy
Sr. No, Test name _ Specification Test result
Related substances Impurity B (sulphonamide): NMT 2.0% 0.167 %
Individual impurity (except impurity B):
NMT 0.5%, 0.039 %
Total impurities (exclnding fmpurity B):
NMT 1.0%. _ , 0.206 %
Total impurities (with impurity B): NMT. 2.5% 0.373%
Jannlekoni KIALKOCT OpraHivANK Cnnpr izonponinonuii — ve 6inbue 3 000.ppm 574 ppm
7 PO3UHHHUKIR
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm 574 ppm
Kinbxiche snapaucsy 95% — 105% raivenipuny mig 3a4BRSHOT KITBKOCT, 96,3 %
L P 95% — 105% of Glimepiride of LC, 96.3 %
Mixpobionoriuna yherora aransna KiLKicTs aepoBimx Mixpoopraninin _
{TAMC) - re Gimeure 100 KV O/, <10 KYOfr
Saransua KinexicTs ApiEROBIX 1 micenessx mpnbis
(TYMC) - ne Ginniwe 10° IV O/, <10 KY¥O/r
Bincyrnicts Escherichia coliv 1 r npenapary. Bincyrug
g Microbialogical purity Toial aerobic microbial count {TAMCY); )
NMT 10° CFU/g. <10 Cru/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g, <10 CFU/g
Escherichia coli must be absent per 1 g, Absent

BHCHOBOK: / CONCLUSION:

Tlpoayicr surorosneno,

The product is manulactured, packed and amalyzed as per requirements of Registration Certificate.

Binneniaac cranagpras T2 iisioray GMP.
It complies with GMP standards and requirements.

Jliuensin na BupoGHInTBO NiKApCHKIX 326061s:
Licence for medical products production:

Huar niarsepmsyio, mo poi BIpOG,
HacTasoni 3 GMP, saraepioreniig

I hereby cenify that all the maif &y, uﬁﬁ\;ysgg' I‘%&S%Mh
Minisiry of ltealth of Ukwine alfvith the requifements of the Mht

Cepradirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

ing Authorisation file of the destination COUNrY.

YIKOBAHO TA HPOAHANIZOBAHO 3TIRHO 3 BUMOraMu peecTpaniiinoro noceigtenys.

s (QBOT npoaymuii Symy axitieneni v osnitt nixnosimoet 3 BHMOTaMH, 3aIHAHEHHMH B HiIH
ieTepeTBan oxoponn 339 RS Vkpaintss, 3 BuMOravi pecerpauifior ocse KPanlil npu3nayens.
4! :

Tiished product have been carded out in fll compliance with the GMP requirements of the

Kimix-ananitux Aas. naboparopieo BICT | Havansnmk BIGI Vnosuosaxena ocoba
Analytical Chemist | OC Lab In-charge QC Head .| Qualified Person
3 - b a - !
In’s/Name: Ot ST é: fritoms peasca B F('\('F)V: \&.{mg[[,\ _%d’ﬁ:,-ca/&éo’-ﬁ&/ ‘// ,
[Miamic/Signature: /‘%__ "/'_F}ug) _ m1\,“2j ‘?@W Wﬁ/
/Dot 7 } 4
Jata/Date: 00 o S 28 S/ 2 oF[er]>y 22 o fus
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