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CEPTH®IKAT SIKOCTL
CERTIFICATE OF QUALITY

Ha3sa nponykry:

Name of product:

TIHOTA3Z0H®, tainerky no 30 Mr

GLUTAZONE®, tablets 30 mg CEPTUGIKATE

Cuna gii:
Strength:

TiorniTa3ouy FigpoXAOPHA eKsiBaneHTHO nioraitazony ~ 30,0 Mr
Pioglitazone hydrochloride cquivalent to pioglitazone ~ 30.0 mng
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Cepist Ne / Batch No.: SGD4006 Posmip ynaxoskn / Package size:  Ne28 (14%2) e
Peecrp. Ne/ A.R.No.: FP/06G1/24 Tun ynaxosiu / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 150 000 rab/tab HAara surorosnenns / Mfg. date:  09.2024
Kin-Tb ynaxoBok / No. of packs: 5357 Tepmin npnparnocri/ Exp. date:  08.2027
Kpaina / Market: UKR
Peectpaniiine noeninuenns Ne: TEPMIH Rl HeOBMCKCHHI
Registration Certificate No.: UA/T1871/01/02 unlimited validity
e n1/11 Ha3spa ananizy Cnenndiranis PesynwrraTh ananisy
Sr. No. Test name Specification Test result
Onne bini, xpyrai, asoonyxni taGnerky, rnanenski 3 o6ox | Bianosinae
i Ookip.
Description White, round, biconvex tablets, plain on both sides, Complies
Inenrudikauis Uacu  ytpumysanwns  ocuomworo  nika  ua | Bianosigac
XPOMATOrpaMax — RHNPOGOBYBAHOrO  PO3UMHY |
CTAHAAPTHOIO  PO3YHHY, OTPHMaHHUX npu
KinLKiCHoMY BH3HAUERHI, MAIOTH CITiBNAATH.
- Identification In the Assay, the principal peak in the chromatogram | Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution.
Ceperns mMaca 160,0 mMr# 5,0 % 160,3 Mr
3 Average weight 160.0 mg % 5.0% 160.3 mg
Posnaganus He Ginblue 15 xa. 10 x8 6 cex
4 Disintegration NMT 135 min, 10 min 6 sec
QnuopianicTs no3oBaqux Bipnosigae BuMoram. Binnosinae
5 OIMHHLb
Uniformity of dosage units Complies with the requirements. Complies
Posunxenns He menme 75 % (Q) 3a 30 xun. 101 %
6 Dissolution NLT 75 % (Q) in 30 min. 101 %
CynpoBiaHi KOMILIKH Byne-axa onsnnuna nomiuika: He 6inbuie 0,2 %. 0,146 %
Cyma jlomiox: He Ginite 0,6 %, 0,457 %
7 Related substances Any individual impurity: NMT 0.2 %. 0.146 %
Total impurities: NMT 0.6 %. 0457 %
{inpiicne pusnavcns 95,0 -~ 105,0 % sin 3aamackol kinbroCT 99,5 %
$ Assay 95.0 % to 105.0 % of labeled claim 99.5 %
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Ten.: +38(0542) 77-46-10, daxe: 77-46-11
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Ten: +38(044) 495-82-88, daxe: 495-82-87
Ne i/n Hasga ananizy Cneundirauis Pesyavrar ananisy
Sr. No. Test name Specification Test result
3amnuxosi xinekoeTi oprauivmx | 2-nponanos - He Ginbue 5000 ppm 538 ppm
0 PO3YHHHIKIB
Residual solvents 2-propanol: NMT 5000 ppm 538 ppm
Mikpo6ionorivna uncrora 3aranbHa  KiNbKiCT, acpobHHX MIKpPOOprawismip
(TAMC) — e Ginpe 103 KYO/r. <20 KYO/Ir
3aranena  KimbkicTL ApDKIKOBMX 1 ruzicenesyx
rpubis (TYMC) — e Ginsine 102 KYO/r. <10 KYO/r
Bincyrnicrs Escherichia coli B 1 r npenapary. Bincyrhs
10 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <20 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per | g. Absent

BHCHOBOK: / CONCLUSION:

HIposykT BUrOTORNENO, YNIAKOBAHO Ta APOAHANI30BANG 3r1AHO 3 BUMOraMH PEECTPALIHHOIO 1OCBI/MCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bimnosinae crannapram ta sumoram GMP.
It complics with GMP standards and requirements. Certificate No. 080/2023/GMP

Jliuensin va BMPOGHHUTBO NiKapehKHX 3aco0ip;

Licence for medical products production:

Ceprupirar Ne 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Linm nigreep;cicyio, mo Bei BipoGumai cranii um i cepii rotosoi nponyKuiy Gysi 3aiicHeNi B OBHIA BLAOBIANOCYT 3 BUMOTANK, JAIHAYCHNMH B HMHAI
nacranosi 3 GMP, sarnepokeniii Minicrepctsonm oxopouH 310pos’s Ypaitm, i 3 niMOraMy PCECTPALIFIHOTG 1OCHE KPATHH NIPHIHAUCHLIS,

I hereby centity 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 health of Ukraine and with the requirements of the Marketing Autherisation file of the destination country.
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Ximik-asanitix 3as. naboparopiero BT | Havanshnk BKS YnosHosaxena 0coba
Analytical Chemist  17QC Lab In-charge TOC Head Qualified Person
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