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CEPTIAMKATIB.

Ten,: +38(0542) 77-46-10, (axc: 77-46-11

e-mail: plant@kusumua-

Tens =38(ﬂ44} 495-87:88, qmm, 49" ﬁa www.kusum.ua
CEPTH®IKAT AXOCTI
CERTIFICATE OF QUALITY:
| Hasga npoﬂymy ) f‘JIIOTABGH"“, fraﬁ;léi*m{né 15 84
Namé of prodtict: GLUTAZONE®, tablets 15 mg
Cina gl THiOTHiTa30HY TIAPOXIOPH expiRRIeHTHO HHOrNiTa30Hy ~ 15 M
Stréngth: nghtazone hydrochloride equivalent to pioglitazone ES mg
Ccpiﬂ e / Batch No.:. SGC3001 Po3sniip ynakoskn / Packagé size: Ne28 (14%2)
| Peucrp. Ne /A R No.: .. FPIO253(23 Tun YHAKOBKH / ‘I’a‘c'k type: | Bhib*rep / Blister
“Poumip cepu-f Bateki size: 300 000 126/tab’ | Marawurorosnenns / Mfg. ddte; 02,2023
- Kin=1s ynaxonéx / No; of packs 10714 Tepyin npunataocri/ Exp.date: 01.2026
Kpaina/ Market: UKR
Peectpauiiine nocsinyennn Nu: YA JE 161 I TepMiH AiT uedﬁsiﬁﬁccnuﬁ_
| Registration Certificate No,: UA/11871/01/01 untimited validity
Ne 11/ Hasva gaanizy Crensdlxanis PeayabTats ananisy
Sr. No, | Test name. Specification Test resolt
‘Onue _.Blm XpyTILi, TIOCKT TAGNETKY 3 THCHennAM K 3 | Bizrosinac
“OAHOTO BOKY Ta INaARHEK] 3 THINOrO GOKY:
1 Description - White, round; flat tablets with ‘K embossed on one | Corplies
sidé @d.._plaihlbn' the n't]mr' side:
InenTidixais Yacy  yIpHMYBAaHHA  OCHOBHOIO  RiKd  Ha. Binnuﬂiﬂg_{i
B {:Xpomarorpamax mmpc-ﬁonynaﬂnm posuBiy i
| CTAHIAPTHORO .  DOTWIHY,  OTPHMAaHHX  -TpH
 KIABKICHOMY BHSHAMEHHI, MAIOTS CIHBNANATH:
2 Identification In the Assay, the principal peak in the chromatogram. | Complies-
_:ﬂbtalned with thé test-Solution has the same retention
‘time . as .the. pnnmpa] peak in the -‘chrométogram-
‘obtained with the standard solution:
_Cépeﬁﬂﬁ Macs 80,0 M50 % ) ;8"{),? M-
3| Average weight 80.0 g+ 5.0 % 80,7 ng
Posranaiin I'He 6iimme 15 %8, T35 %s S cex
4 Disintegration NM’N 5-mim. 5 miin 8 s¢e
O,aﬂépmmcm ﬂDBDBaHH}{ ‘ "Bi}iﬂﬁﬁiﬂ_ﬁé"ﬁﬁﬁﬁfﬁ?{!. Bignoniﬂaeh
5 OAHHHIL
| Uniformity of dosage units "Cnng_p_l'i:gs_ with the requirements. Complies
| Pozunienns He menmue 75 % (Q) 3a 30 xs. 99 %
6 | Dissolution NLT-75 % (Q) in 30 min. 1 99%
Cynposinni gomituxy 1 By,ab—.ﬂka nmiﬂﬂtma Jzomm}ca ue Ginpime 0,2 %, 0,077 %
| Cyma nomimox; ne 6inpme 0,6 %. - '0;_3'?8 %%
7 Related substances Any individual 1mpunty NMT 0.2 %. Xy
- Total impurities: NMT 0.6 %.
Kinpkicie pu3spavenng 95,0 - 105,0 % Bl,!l-ﬂﬂﬂ_ﬂﬂﬂﬂ(}l _xmwwri-
5 | Assay 9510 % 16'105.0 % of labeléd claim
FPi0253/23
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Sr.No. | Test name- Specification Test result
“SaNMMIKOB] KIIBKOCTE. Gpl AHIYHHX |. 2-niponanos ~ He Gimine 5000 ppm 467 ppm

0 poaqnmmkm |
‘Residual solvents: *propanol NMT 5000 ppm 467 ppm
Mu:puﬁmnnmrma witctoTa Baranbiin KIJ“ILKICTL aepnﬁuux mxpnopm}namn ) | -
(TAMC) - ne Sinbire 10° KYO/r. | <50 KYOfr
Jaranbua RUIKiCTL ApiRMropHx 1 mmicenmesmx.|
Tpubis (TYMC) ~ ne Gimpine 10° KYO/. | <I6KYO/r
; Bincyics Escherichia coli B 1y npenapaty. Bincyrus
10 ‘Micrebiological purity 'Total aerobie microbial count (TAMC):
- ' NMT 163 CRU/g. <30 CFU/g
_Tutal combined yeasts and moulds (TYMC}:-
‘NMT 10*CFU/g,. | <10 CFU/g
Escherichia coli must be absentper 1.g. | ‘Absent

-

BHCHOBOK: / CONCLUS ION:.

TIpoayxr BHTOTOB/CHO, YIAKOBRHO T NPOAHATIIOBARG STIAHO 3 BUMOTAMIL peec'rpaigmﬂom HOCRIAYeHHY,

The product is matiufactired, packed and. analyzed ag per requirements of Registration Certificate.

Bianosinae CTAN/IAPTAM T2 BUMOFaM GMP,
Tt complies with GMP standards and reqmrcmems

Jinensia Ha BHpOCHUITRO. m;capcmnx 38c0GiB:
Licenc¢e for medical products praoduction:

Ceprudixar Ne 009/2020/GMP
Certifiéate-No, 009/2020/GMP

Cepis AB Ne 598054
Batch AD No 558054

AT n:.r:memm:ym, uto Bei mipﬁﬁlﬂi‘n oranil- ana uict cepil 1OTOROT hp{},uymuf Gy :mlhcuem B nnﬂﬂ;ﬁ amnommiqan 3 BHMOTAMIL, JATHAYCHHMA B t;imuiii
‘uacranosi 3 GMP, asrseprweniii Miniercpetpon OROPQHH 3FOPOB’A Y Kpaihl, i 3 BUMOTAMH pm‘rpamﬁunm HOCHE KPaTHH NPHIHAYCHHA,

3 héreby cemf‘y that all the manufactunng slages of this batch of finishied product have been carriéd put in full compliance-with the. GMP requirements’ at‘ the:.
‘Ministry of healih of Ukraisic and with ihe’ Tequiremeits of the Marknhng Authorisation file of the deslination country,

- lem-anammlc " (r naﬁupampiem BIU:'I Haqam.-.ﬁnx BKS
Analytmal Chemist, ] QC Lab In-charge QC Head. | .
IM’s/Name: A [{ fpvmacice e e %@Qm e P{t gm? \&!rﬁ‘% .Uﬁﬁasci’ﬁ %ﬁffix ./é/
N s ] e o /
Hmﬂudslgnamw, . ﬁ!’w--:) v (" ATV S ) W | Cf%é’:fﬁéééwf‘ffff/
IinTafD-ﬁw_j DY IO 2.3 ooy f«t_f} ‘C?*ﬂ*ﬁ"i_ >3 g}%éf/{,(’g" /
FP/0253/23 ) Crop./Page Ne: 2 3/0f 2

" il ot b e L
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| Nen/n IlapameTph) Creunduranun TP YbTaTR |
Sr.No. | Tests Specifications Observations
8 Konwyecrsennoe onpeaenenne: | Ot 950 % a0 1050 % or 3assaensoro | 98,39 %
| TabneTka coaepxuT: KONHuECTRA.
P NHOraTa30Ha FHAPOXIOPHAa
i IKBHBANEHTHO
THOTANTAIOHY ... |} MT
| Assay: Each tablet contains | 95.0% t0105.0'% of the labeled claim. 98,39 %
Pioglitazone hydrochloride il
equivalent to Pioglitazone....
15 mg
9 OCTaTouHsie KONHYECTBA ?-nponau;.;'}'——nc Sonee 5000 ppm | 341 ppm |
OPraAHHYECKHX PACTROPHTENEH
Residual organic solvents 2=propanol; NMT 5000 ppi. {341 ppm.
10 Mukpodiionormueckan
HYHCTOTA!
B | T npenapata KONyCKacTes
HATMHe : | |
Gaxrepuit: He Bonee 10%; ‘menee S0 KOE,
rpuos: we Sonee 10° { Menee 10 KOE,
Oaxrepuu Escherichiu coli ‘He gonyckaetca Hajimye 8 1r. Escherichia coli ~
| OTCYTCTBYET B 1 I
Microbiological purity: i . |
Total bacteria per g | NMT 10* CFUrg. <50 CFU /g
Total fungi per g { NMT 10°CRU/g, <I0CFUfg.
Escherichia coli per g 1 Must be absent per 1 g. -Escherichig coli is absent per
....... - S 1 § -2 _

SAK "T" HUE: npoyKY DRQIIBENEH, Yhakosal 1 NPOTECTHPOBAH B COOTBETCTBIN ¢ TPefOtaynb
HMAM ¥ cranaaptaM GMP, Cepraduxar Ne 033/2013/5A fi' ¢
s7htanufactured, packed and analyzed as per Registration Cq J bk i
1Y) de-ind mquﬂ'ﬂns Certificate No. 033/2013/SAUMP/GMP G
Jin n % Ha i-?'“" DACTBO AeKRPLTBeHuLIX cpeacT: Cepus AB Ne 598054
: ctg priliction: Batch AB No. 598054

! nn;g 3%25}“":/%
NTZ -

GB.H.{I e iﬁ_\;k

.
w

XuMpk-aBaTHTHK: | | 3ab. naﬁﬁﬁd;ﬁféﬁ Oi{'l\’:% |
Analyst: .:_w}/ In charge of QC Igbr

Jlata: Y 9007 12 Ha"ra ?" u.”'d—’,r,)'

Date: | Date:

Crpansua Ne: 2 w3 2

FP275/13
Page No.: 20f2
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CEPTHOUKAT KAYECTBA |
CERTIFICATE OF QUALITY
Ha3panne npoaywra: [JHOTA3OH®, tabnetkn no 15 mr, Ne28 (14%2) y Drictepax
Name of product: GLUTAZONE®, 15 mg No. 28 (14x2) in blisters. | |
Per. Ne: / A.R.No.: FP275/13 Pasmep cepuu: / Batch size: 300 000 1abs /tabl,
Batch No.: / Cepna Ne: SGC3001 Koanuectso ynaxosok: / Number of packs: 10 714
JHata waroroachin: / Mig. date: 07.2013 Cpoi roanocth: /Exp. date: 06,2016
Peructpansonnoe caraereanctno Ne UA/I1871/01/01 or 13.09.2012 Ne 715, neficrayer no 14.11.2016
Registration certificate No. UA/11871/01/01, of 13.09.2012 No. 715, is valid to 14.11.2016
Ne n/n Tapamerpe Creundnxanus PesyatTaTnt
Sr. No. Tests Specifications Observations
1 Onucanve benbie, kpyrabie, nnockue TalneTkn ¢ CooTBeTCTBYO?
THCHeHREM «K» Ha oAsoli cCTropoHe ¥ rhagkue
¢ Apyroi CTopoHbl. | __
Description White, round, flat tablets, with “K” embossed | Complies
o | on one side and plain on the other side. L
2 HaenTndmrauva BpemeHa yjiepiuBanus ocHobuoro muka Ha | CooTsercTByer
XPOMATOrpaMMaX UCHBMYEAG20 PACINGopa ¥
CMANOApMNIO0 PACMGOPd, TIONYYEHHBIX TPH.
KONMYECTBEHHOM  OMPCACACHMY,  HOJDKHLI
o COBNAAATL.
identification In Assay, the principal peak in the | Complies
| chromatogram obtained with the rest solution
has the same retention time as the principal
1 peak in the chromatogram obtamned with the
_ __| standard solution. . B
3 Cpennas mMacea 80,0 Mr £ 5,0 %. 80,1 mr
Average weight. 80.0 mg £ 5.0 %. 80.1
4 PacnanaeMocTs He 6onee 15 Mun. 04 M. 21 cex,
| Disintepration | NMT 15 min. 04 min. 21 sex.
5 OasopoaHocTs posuposanelx | CooTReTCTBYET TPEGOBaHHAM. Coorsercrsyer
CARHHL
Uniformity of dosage units Complies with the requirements. Complies
6 PacTsopenue He menee 75 % (Q) 3a 30 mun. 947%
Dissolution NLT75%(Q)in30min. 94.7%
7 ConyTCcTayIOWHE npuMecy Kaxpas HeACHTHOHOUPOBAHHAR NPHMECD
He Gonee 0,2 %. 0,12 %.
1 Cymma nipumeceit: ne 6onee 1,0 %. 0,47 %.
Related substaices | Every unknown impurity: NMT 0.2 %. 0.12 %.
3 _ | Total of impurities: NMT 1.0 %. 0.47 %
08 vpppa
Aoy

Crpannua Ne: | w32
Page No.: 1 of 2




