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CERTIFICATE OF QUALITY ‘ ’jf}‘“f"‘“
|11Numj)m iiis
Hazisa npoayxry: TITHMAKC?, tabaetin no 3 mr ‘—j A 200/5‘9'
Name of produet: GLIMAX®, tablets 3 mg ) THGJH’ATIB
Cuna il Trimenipyn — 3 uMr \< _____/
Strength: Glimepiride -3 mg fflfm ()10\"3
Cepist Xe [ Batch No.: SGH3005 Poamip ynakoskn / Package sive:  No60 (10%6)
Peectp. Mo/ ARNo,: FP/0643/23 Tan ynaxosru / Pack type: Bnicrep / Blister
Po3mip cepii / Batch size: 300 000 rab/tab Hara paroroptenun / Mig, date:  07.2023
Kir-1s ynaxosor / No. of packs: 5000 Tepmin npunatnoert/ Exp, dater  06.2026
Kpatna / Market: UKR
Peccrpauiiine noceigyenna No: TepMin Ail neoGMeskennit
Registration Certificate No.: UAN1974/01/02 unlimited validity
No ni/n Hazga ananizy Creundiauis PesyarTarn ananizy
Sr. No. Test name Specification Test result
Onne bini, xpyrni, muocki Tabrerkn, 3 niniero posaamy 3 | Binnosinae
opyoro Boxy i rnapesexi 3 hunroro.
! Description White, circular, plane tablets with break line on one { Complies
side and plain on the other side.
Inentudiranin
Tnimenipua Yac  yTpuMyRaHHS  OCHOBHOFO  mika  wHa | Bifnoeigae
XPOMETOIPEMaX BIIPOOOBYBEHOIO | CTAHOADTROTO
POIHHHEIE, OTPHMAHEX TIPH KifsKICHOMY BHIHATCHHI,
Mac CRiRMagaTy.
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 solution.
OnropigsicTs rojonanux AV< L1 (LI=150) 9.9
3 QAHHHIE
| Uniformity of dosage units AV< L1 (LL=15.0) 9.9
Poananauns He 6irpine 15 xn 4 x8 1 cex
4| Disintegration Not more than 15 min 4 min 1 see
PorunserHs He memue 80 % (Q) raiMemipuay sa 15 xn 91 %
3 Dissolution Not less than 80 % (Q) of Glimepiride in 135 min 91 %
Cynposiani noMitnkx Homimka B (cynpdonamin) — ge invine 2,0% 0,186 %
Inmusizyanshol nominnagr (kpiM gomimkn B) -
He Biabie 0,5%, 0,051 %
6 Cysa pomimon (erxmoyaroun somimky B) —
ue 6insme 1,0%. 0,141 %
Cyma poMiwoex (BRIIOYRO 3 goMimrkewo B) —~
He Ginsuie 2,5% 0,327%
FP/0643/23 Crop./Page Ne: 1 3/0f 2
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Kutscrxa dinin

TOB «Kycysm Dapn
Vipaiga, 02092, M. Kuis,
BYA. ANMaTHHCHKA, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87 Ksum Phavm worw Kusum va
Ne o/ Hassa ananizy Cneundirnanis PesyneTaTi anamisy
Sr. No. Test name Specification Test result
Related substances Impurity B (sulphonamide); NMT 2.0% 0.186 %
. Individual impurity (except impurity B):
NMT 0.5%, 0.051 %
Total impurities (excluding impurity B):
NMT 1.0%. 0.141 %
Total impurities {(with impurity B): NMT 2.5% 0.327%
3anmwkoni kinkxoecTi opraninpnx | Cnupr isenponinossii — ve Giawme 5000 ppm 153 ppm
7 PO3YMHHHKIB
Organic residuat solvents Isopropyi alcohol: NMT 5000 ppm 155 ppm
KinexicHe susHavegus 95% — 105% raimenipumy Biz 3a1BReHOT KUILKOCTI. 956 %
8 | Assay 95% — 105% of Glimepiride of LC. 95.6 %
Mixpo6ionoriuna yncrora 3aranesa KiNEKiCTe aepoGHUX MixpooprasisMis
{TAMC) - ne 6invwe 102 KVO/r, <10 KYOhr
3aranbHa KiMLKICTe APDIDKOBHX i TUliceHeRAX [PpHOIB
(TYMC) — ne Ginpine 107 KVO/I. <10 KVO/ir
BipeyTHicTs Escherichia coli 8 1 T npenapaty. Bincyrug
s Microbiological purity Total aerobic microbial count (TAMC):
NMT 10* CFU/g. <10 CFll/g
Total combined yeasts and moulds count {TYMC);
NMT 10% CFU/g, <10 CFU/g
Lscherichia colf must be absentper 1 g. Abszent

BHCHOBOK: /| CONCLUSION:

TIpoayxt BUROTOBAERO, YIAKOBAHO TR APOAHA/I30BAHO STIIHO 3 BUMOraMH peecTpanifuore mocsizyenya. o TARHeARM
The product is manufactured packed and analyzed as per requirements of Registration Certificate, i ‘ ATl

AR O HdikaLiF i
Bipmoginae cranzapram Ta Brmorasy GMP, Ceprudikar Ne 009/2020/GMP S, Ko %’5539’
It complies with GMP standards and requiremaents. Certificate No, 009/2020/GMP ¢ CEPTUBIKATIS
Jiinensiz na BUpoBHUITRO NikapeskHx 3acobis; Cepis AB Ne 598054
Licence for medical products production: Batch AB Ne. 598054

Gy niATBepxyio, mo Bel BUPoCHAY] CTaaii i uiel cepil roTool nponysaii Syim 3aiicsenl & NOBNIH RINOBIANCCTH 3 ZNAOTAMY, FAIHAYCHUMM B MWHHIG
RacTanDei s GMF, sarsepivkeHiit MiHICTepcTONM OXOpOHH 310pOB™H Yipainy, i 3 BUMOrams PECCTPaniisor0 A0CkE KpaiuH NPHIHAYEHHA.

I hereby certify that all the manufacturing stages of this batch of finished product have been camried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with 1 wirements of the Marketing Authorisation file of the destination country.
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