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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Ha3sa nponykry:
Name of product:

TITUMAKC®, rabneTku 1o 4 Mr
GLIMAX®, tablets 4 mg

Registration Certificate No.:

unlimited validity

Cuna pif: CriMertipua — 4 mr

Strength: Glimepiride ~4 g

Cepist Ne / Batch No.: SGJ4002 Poamip ynaxosxw / Package size: Ne30 (10%3)
Peccrp. Ne/ AR.No.: FP/0408/24 Tun ynaxkoskH / Pack type: Buicrep / Blister
Po3mip cepii / Batch size: 600 000 Tab/tab Jara purorosnenns / Mfg, date: 06.2024

Kin-r1 ymaxopok / No. of packs: 20 000 Tepmin npuaatroeri / Exp. date:  05.2027

Kpaiua / Market: UKR

Peectpauiiine nocsingenus Ne: UA/11974/01/03 TepMin i HeoBumexenyi

Ne ri/m Hazga ananisy Cneuudikauin Pesynbrati ananisy
Sr. No. Test name Specification Test result
Onue I(pyrm TiiocKi TabneTky 61 R0-pOHEBOTO KONBOPY, 3 Bixnosinae
ninieto poanaMy 3 oHoro Goxy i rmapeHbKi 3 inworo.
! Light pink, circular, plane tablets with break line on
Description one side and plain on the other side. Complies
Tnenrudikanis
Tnimenipyn Yac  yrpuMyBaHsa  OCHOBHOTO  nika  Ha Binnosinae
XpoMaTOrpamax BHNPOGOBYBAHOrO 1 CTAHNAPTHOrO
posqnms OTpHMAaHHX NPH KIIbKICHOMY BH3HAYEHHI,
Mag cliiBraaTH.
3aniza OKCHA Ilpu nomasanni amoHio TiowjaHary 3WBIAETLCA Bianosinae
KpHBABO-4EPBOHE 3a0aPBIICHHA POSTHEY.
2 Identification
Glimepiride In the Assay, the reteition time of the principle peak | Complies
in the chromatogram obtained with sample sofution
must match to the retention time of the principle peak
in the chromatogram obtained with standard solution.
Ferric oxide After addition of ammonium thiocyanate deep red { Complies
colour is obtained.
OpHopinHICTL HO30BAHUX AVL LI (L.1=15,0) 6,3
3 OfMHHILb
Uniformity of dosage units AV<L1(L1=15.0) 6.3
Po3nanabus He Ginsine 15 xB 4 xB 32 cex
4 Disintegration Not more than 15 min 4 min 32 sec
Po3uMHEHHS He mere 80 % (Q) rimenipuny 3a 15 xB 82 % (S2)
> Dissolution Not less than 80 % (Q) of Glimepiride in 15 min 82 % (S2)
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Ne n/nt Ha3ga auanisy Crneundirauin PesynabTaTh ananisy
Sr. No. Test name Specification Test result
Cynposinni doMimkn Tomimxa B (cynsdoramin) — we Gimeue 2,0 % 0,183 %
Il gyassHol KoMimmke (xpiv xomiumky B) ~
ne Ginsmwe 0,5%, 0,063 %
Cyma oMIIIOK (BHIUIOUAI0YR ROMILIKY B) ~
He 6ursue 1,0%. 0,246 %
Cyma AOMIIIOK (BIUKOHHO 3 AOMiKOi0 B) —
6 ne Ginse 2,5% 0,429 %
Related substances Impurity B (sulphonamide): NMT 2.0 %. 0.183 %
Individual impurity (except impurity B):
NMT 0.5 %. 0.063 %
Total impurities (excluding impurity B): .
NMT 1.0 %. 0.246 %
Total impurities (with impurity B): NMT 2.5 %. 0.429 %
SANHLIKOBI KITBKOCT] OpranivHuX | CrmpT isonponinosmit — He Ginbie 5000 ppm 257 ppm
2 PO3YMHHEKIB
Organic residual solvents Isopropy! alcohol: NMT 5000 ppm 257 ppm
Kinskicke BU3HA9CHHS 95 % - 105 % raiMenipuay Bin saseexol kimbkocri. | 98,8 %
§ Assay 95 % — 105 % of Glimepiride of LC. 98.8 %
Mikpo6ionoriuna 4ucroTa 3aralibRa KinbKicTh aepoCHIX MikpoopranisMis
(TAMC) ~ ne Gineiue 10° KYO/r, | <I0KYO/r
3aransHa KineKicTh APIKIDKOBAX 1 IIiceHeBHX TPHOIB
(TYMC) — e Ginsme 10* KYO/T. < 10 KYO/r
Bincyrsicrs Escherichia coli s 1 r npenapary. Bincyths
’ Mierobiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <10 CFU/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:

TTpOAYKT BUFOTOBNEHO, YIAKOBAHO TA IPOGHANI30BAHO 3MIAHO 3 BUMOraMH peccTpaitifHoro noceimenHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosigae crangapram Ta sumoram GMP.

It camplies with GMP standards and requirements.

Tiuensis Ha BUPOGHHUTBO JiKapChbkux 3acobin:
Licence for medical products production:

CeprudiraT Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepis AB Nt 598054
Batch AB No. 598054
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LiuM miATBepIDIYIo, 1o Bei BHPOGHIY] cTAAT Ans uich cepii rotosoi nponysaiii Gyni 3nifickeni o NOBHI BIANOBIAHOCTI 3 BUMOraMH, Ja3NAUEHHMH B B
wacranosi 3 GMP, 3aTeepmreniii MisictepcToom 0xopons 310pos’s Ykpaity, i 3 BHMOranH peceTpaifitoro LOCHE KPATHH MPHIHAUCHIA.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of bealth of Ukraine and with the requirements of the Marketing Authorisafion file of the destination country.

Ximik-amanituk  |¢3as. naGoparopiero BKSA | Hawansnux BKA YnoBHOBaXeHa 0coba
Analytical Chemist | QC Lab In-charge ¥ QC Head Qualified Person
Im’sa/Name: {1 Pa'/é(" @@Cﬁl‘ﬁp@&l ,Z('VL( GT/ZLQ»’J/LQ.:LD_J:@ ,({,), /?i&/( { é C/&P (/7/\?
Ilinnne/Signature: %/V’.‘:}/ (vw_ e/ T /ou:)\ - ’r
Jlara/Date: /"A’g’ t {oler) 2y 1=/ 1OSOr £
FP/0408/24 Crop./Page Ne: 3 3/0f 3

Page 1/1



