Krisepka hinis

TOB «Kycyas hapam
Yrpaiua, 02092, M. Kuis,
ByJi. AIMATHICHKS, 5§
Ter.: +38(044) 495-82-88, daxc: 495-82-87

Kusum Pharm

TOR «Kycyn Dapans

Vipaina, 40020, M.Cymu, syn. Crpadiua, 54
Ten,; +38(0542) 77-46-10, daxe: 77-46-11
c~-mail; plani@kusum.ua

www.kusum ua
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CERTIFICATE OF QUALITY

Hasna npoayicry:
Name of produet:

ITIIOTASOH®, Tabrerxy no 45 Mr
GLUTAZONE®, tablets 45 mg

Cuna nif;
‘Sirength:

IHorpitazony TIAPOXNOPHE exsizanenTHO mMorniTasony — 45,0 mMr
Pioglitazone hydrochlonde equivalent to pioglitazone — 45.0 mg

Registration Certificate No.:

Cepin Ne/ Batch No.: SGE4001 Posmip ynaxonien / Package size:  Ne28 (14x2)
Peeerp. Ne/ AR.No.: FP/0146/24 Tun ynaxoexrn / Pack type: Bnicrep f Blister
Posmip cepii / Batch size; 100 000 rabitab Jara purorosnenns / Mfg. date: 02,2024

Kin-te ynakosox / Ne. of packs: 3 571 Tepmin npyugaTHocTi/ Exp. date: 01,2027
Kpaiua / Market; UER

Peecrpaniiine nocsinsenns Ne: UA/L1871/01/03 TepMin nH HeobMeskenuit

unlimited validity

Hazea ananizy

Mo /o Crienndikanis PesynpTary axaniy
Sr. No, Test name Specification Test result
Onuc Bini, kpyrni, qsoonykni TaGreTxn, Magenbki 3 ofox | Bianosizae
1 Boxis.
Description ‘White, round, biconvex tablets, plain on boil sides. Conplies
TnenTudirania Hacu  yTpuMysaHHi  OCHOBHOTO  mixa  Ha | Biamesinae
XpoMarToTpaMax BHNpoCOBYRAHOPO  posumHy
CTAMAAPTHOIC  POIYHHY, OTPHMEHMX  IIpH

[2*]

Identification

KLNBKICROMY BU3HAYEHH], MAIOTE CHIBIIAATH.

In the Assay, the principal peak in the chromatogram
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution.

Complies 7

Cepenna maca

240,06 Mr£50%

238,8 MI' W,
2388 mg

Average weight 240.0mg+£50%
Posnanans He Ginswe 15 xa. 4 xp 45 cex
4 Disintegration NMT 15 min. 4 min 45 sec
OnuopingicTs ,t[o3oxsarmx' Biarosinac sumoram. Binnorinae
5 ONHHHLE
Uniformity of dosage units Complies with the requirements, Complies
Posunsnenns He Menute 75 % (Q) sa 30 xs, 96 %
6 Dissolution NLT 75 % (Q) i 30 min. 96 %
Cynpogninni noMinme Byne-axa cauanyHa foMimxa: ge Sisme 0,2 %. 0,072 %
Cyma nomimex: e lsire 0,6 %, 0,341 %
7 Related substances Any individual impurity; NMT 0.2 %. 0.072 %
Total impurities: NMT 0.6 %. 0.341 %
Kinbkicne BHIHaUCHHA 95,0 — 105,30 % Bix 3a4BNeHOT KiNLKGCTI 97,2 %
5| Assay 95.0 % 1o 105.0 % of labeled clair 97.2 %
FP/AQ146/24 Crop./Page Ne: 1 s/of 2
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No n/o Haspa ananmisy Crenndikanin PeayseTaTi anamizy
Sr. Na. Test npame Specification Test resalt
Zamukosi XBKOCT] opraRianmx | 2-mponanon — ke Ginsiee 5000 ppm 30 ppm

9 Do3IHBHHAKIB
Residual solvents 2-propanol: NMT 5000 ppm 30 ppm
MixpoGionoriuna werore daramena  xifbkicTs 2epobHEN  Mikpoopranismis _
{TAMC) - ne Gimse 10* KV O/r. <50 KYO/ir
Baranbua  XiNbKiCTR APDRIGKOBHX 1 nnicenenux _
rpudie (TYMC) — ye 6inpwe 107 KVO/r, <10 KYOIr
Bincyruicrs Escherichia coli 8 1 r npenapary Bipcyras
10 | Microbiological purity Total aerobic microbial count (TAMC):
™NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and monlds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli mmst be absent per 1 g Absent

BHCHOBOK: / CONCLUSION:

Mponyxr sBRrOTORNEHO, YITBKOBAHO T2 IPOAHATISORANO 3FAHO 3 BUMOTaMH PECCTPRIGIAOIO NOCBiAYeHAS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosizac craunapraM Ta BUMoraM GMP,

It complies with GMP standards and reguirements.

Jlinensiq da sHpOOHALTEO AIKAPCHKHX 38C00IE!
Licence for medical products production:

Ceprndirar Ne 030/2023/GMP
Certificate No. 080/2023/GMP

Cepia AB Ne 598054
Batch AB No. 598054

Uysm nisreeppayto, o 8¢l aupobunui crazii ang niel cepil rotosol npomykuii Syme 3pifickesi B noBHIH BLINOBIAHOCTI 3 BHMOTAMIL, 3A3HANEHHMH B YHHIH

wacrakosi 3 GMP, zateepivreniil MiHICTEpCTROM OXOPOHH

3ROPORTA YrpAIHH, 1 5 RRMOTAMH P AUTHNOTS JOCLE kAl PH3HAYEeHHA,
s P

I hereby centify that ail the manefachuring stages of this batch of finished preduct 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 Aulharisation file of the destination country.
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XiMik-ananitTHx _(1335- nabopatopicio BKA | Havamennik BKS Ynopnopamxera ocoda
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