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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
Haspa npoeaykry: TTIOTA30R®, rabneTku o 15 Mr
Name of product: GLUTAZONE®, tablets 15 mg.
‘Cyuia ait: HiorniTa30Hy FAPOXTOPHE eKBiBATERTHO BiOMNiTA30Hy - 15 MT
Strenpth: Pioglitazone hydrochloride equivalent to ploglitazone — | S mg
Cepia Ne / Batch No.: 5GC4001 Poimlp ynaxonkn / Package size:  No2§ (14%2)
Peccrp, No/ ARNo.: FP/0141/24 Tun ynaxeswn / Pack type: Grictep / Blister
Poamip cepii / Batch size: 300 000 Tad/tab Hara suroTosnenns / Mig, date:  (2.2024 |
Kir-rs ynakonox / No. of packs: 10714 Tepmin npusarnocri/ Exp. date: 01,2027
Kpaina / Market: UKR
Peecrpaniiine nocsinvenns No - TepMin Al HeoBMexennii
Registration Certificate No.; UA/LIS71/01/01 unlimited validity
No /e Haaga ananizy Cneum{:imauiﬂ“m T PesynbraTh ananizy
Sr. No. Test.name Specification Test result
Onmig Bini, xpyrmi, mnocki rabreTry 3 THCHSHHAM «E>» 3 | Bigmosinae
OAHOr0 GOKY Ta Ianeryki 3 inmoro Goky.
! BDescription White, round, flat tablets with *K’ embossed on one | Complies
side and plain on the other side.
InerTuhiranis Hach  yrpuMyeammn  ocuopnoro | ka1 Bixnosinac .fﬁf_: YREAl : :
’ XpoMarorpaMax  BHHpOGOBYBAaHOTO  posumHy i Syt N
CTHIAPTHOrO  DOSUHHY,  OTpMMBHRX  mpH END AP
KiMLKICROMY BHSHAYEHM, MAIOTS CTIBOATATS, Ay |
2 Identification. In the Assay, the principal peal in the chromatogram
obtained with the test solution has the same retention
time as the principal peak in (e chromatogram
obtained with the standard solution.
Cepcn_%m Maca. 80,0 mMr=50% 80,1 mr
3 Average weight $00mg+50% 80.1 mg
Posnananms He Ginsme 15 xs. 3 xB 10 cex
4 Disintegration NMT 15 min, 3 min 10 sec
Onmnopizuiers nososamm Bianosinae semoran. Birrosigae
5 OOUHHALE
Uniforiity of dosege units Complies with.the requirements. Complies
T Posungenns He menmwe 75 % (Q) 3a 30 xz. 95 %
& | Dissolution NLT 75 % () in 30 min. 95 9
Cynposinni gomiwky Bynb:gxa oxnamuna nominma: ne Gitpme 0,2 %. 0,075 %
Cyma noMitox: ne Ginsime 0,6 %. 0,330 %
7 . . .
Related substances Any individual impurity: NMT 0.2 %. 0.075 %
Total impurities: NMT 0.6 %, 0.330%
Kinbkicre sn3navering 95,0 — 105,0 % Rin 3assnenol kinoroc 96,8 %
2 .
L Assay 95.0 %4 to 105.0 % of labeled claim 96.8 %
FPIO141724 Crop./Page Ne: 1 3/0f 2
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TOB «Kycys Dapm»

Yxpaina, 40020, m.Cymn, syx, Crpabima, 54
Teuw.: +38(0542) 77-46-10, taxc: 77-46-11
e-mail: plant@kusum.ua

Kuizenxa dinin

TOB «i{ycym Dapu»
Yrpaina, 02092, m.Kuis,
BYN, AIMAaTHECEKA, 58

Ten.: +38(044) 495-82-88, dake: 495-82-87 %MH};‘I. ..7) hazrie www. kusum.ua
Nen/n Haza ananizy Crengdicania PesyiisTatu ax-:a.r:izy
Sr. No. Test name Specification Test result

SanMmKOBL KITEKOCT] opranium 2-iponanon - ue Ginsie $000 ppm 40 ppm
9 pO3UHHHUKIR
Residual solvents 2-propanol: NMT 5000 ppm 40 ppm
MikpoBionoriyma yrerora Saranpna  KineKicTs aepoBuEX  Mikpoopramiamis
(TAMC) ~ He Ginnme 10° KYO/T. <50 KYO/r
3araneha  RimEXICTE IPIMDKOBAX | nmicenesix
rpubie (TYMC) - we 6insme 107 KVO/L <10 KVQ/r
Bigeyruicts Escherichia colin 1 v nperapary. BizceyTis
10 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g, <30 CFU/g
Total combined yeasts and moulds {TYMC): _
NMT 107 CRU/g. . <10 CFU/g
Escherichia coli must be absent perlg. Absent

BHCHOBOK: /| CONCLUSION:

TTponyKT BUrOTOBNEHD, VIKORAHO T4 OpO&HA30BaHO 3TITKO 3 BUMOraMu PEECTPALIHROTO HoeRinueH Hs.
The product is manufactured, packed and analyzed as per requirements of Registraiion Certificate.

Binnorigae cranmapraM ta aemoran GMP., Cepradixar Mo 080/2023/GMP
it complies with GMP standards and requirements, Certificate No. 080/2023/GMP
Jhiuensia na supoSamTso Rikaperix sacobin: Cepin AB Ne 588054

Licence for medical products production: Batch AB No, 598054

Ll mipemepiveyio, o sei npofiume erasmi ana wiel' cepil roronoi npogyxnii Gyma saiitcneni b nopniit nianonimioer a BHMOTAMM, JO3IAYSHNMI B yaanil
nacranoni 3 GMP, aarsep orenii Minicreperaom oxopont snopos’s Yrpaiuu, i3 simioramn poccrpauituoro focke KPAited npuaHanenys,

T hereby cénify that all the manufactuting stages of this baich of finished product have been earded out in full compliance with the GMP requirements-of the
Ministry of health of Ukmine and with the requirements of the Marketing Authorisation file of the deslination country,
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[M Ximik-ananitux ]fjan. naboparopielo BKA | Havamehuk BRI VnesHoBaxcHz 0coba
Analytical Chemist T QC Lab In-charge QC Head Quatified Person
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