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Kesume Phavm

CEPTHOIKAT AKOCT]
CERTIFICATE OF QUALITY

Haipa npoaykry: TJHOTA30R®, ta6netku mo 15 Mr

Name of product: GLUTAZONE®, tablets 15 mg.

"Cruna aif: Miornitasony rixpoxnopun expisamenTHo HOTTTas0Hy — 15 Mr

Strength: Pioglitazone hydrochloride equivalent to pioglitazone — 15 mg

Cepin No / Batch No.; 5GC4001 Possip ynaxorkn / Package size:  No28 (14%2)

Peecrp, Ne/ AR.No.: FP/0141/24 Tun ymaxosxn / Pack type: Brictep / Blister

Poamip cepit/ Batch size: 300 000 Tad/tab Jara BuroroBncHns f Mfg. date:  02.2024 ;

Kin-rs ynaxonow / No, of packs: 10 714 Tepmin npuaarnocri/ Exp, date:  $1.2027

Kpatna / Market: UKR

Peecrpaniitne nocninvennsa Ne; : TePMEH AT HeaOMexeH

Repistration Certificate No.: UALI871/01/01 unlimited validity
Ne i/t Ha3zia ananizy Cneumpixauiﬂ“m . Pesyneratn ananisy
Sr. No. Testname Specification Test result

Onc Bini, xpyrni, maocki Tabnetkn 3 TeoHeHHN «I» 3 | Bignosinae
0KOTO GOKY Ta rialeHbKi 3 Himoro Soky.

] Description White, round, fiat iablets with ‘K’ embossed on one | Complies
side and plain on the other side,

Inenrudikauia Hach  yrpumysammt  ockoproro  mika | rm
’ XPOMATOIpaMax  BUIPOGOEYBaHOrD posuuny i
CTZHIAPTHOTO  PO3YMHY,  OTpHMAMmX npu

KINLKICHOMY BHSHAYEHN, MAIOTs CTIBNATATH.

2 Kdentification. In the Assay, the principal peak in the chromatogram Complié | Q : _/lu:is":ﬁm
obtained with. the test solution has the same retention GEI"I'H:IW'(AT;I;
time as the principal peak in the chromatogram
obtained with the standard solution.

Cepeﬂ_rm Maca. SO.0mMr£50% 80,1 mr
2 Average weight 80.0mg+3.0% 80.1 mg
Posnananns He 6insime 15 xa. 3 xB 10 cex
: Disintegration NMT 15 min, 3 min 10 sec
Onnopinuiers nososamn Bianosinae nimvoram. Biarrosgae
5 ONHHHELE
Uniforsity of dosege units Complies with.the requirements. Complies
o  Posaumenis He menme 75 % (Q) 32 30 xa. 95 %
| BEsoiufon NLT 75 % () in 30 mix. 05 9
Cynposinui gomiwks Bynp-axa omuumana nomimka: pe Gimmnme 0,2 %. 0,073 %
Cyma nomitmox: e Ginsine 0,6 %. 0,330 %
7 . . .
Related substances Any individual impurity: NMT 0.2 %. 0.075 %
Total impurities; NMT 0.6 %, 0.330 %
Kinskicre pasnavenus 95,0 — 105,0 % Bin 3aan0enoi KNLROCH 96,8 %
g ;
L Assay 95.0 % to 105.0 % of labeled claim 96.8 %
FP/C141/24 Crop./Page Ne: 1 3/0f 2
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Kuiscrica dinin TOB «Kycyy Tapan
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Ten.: +38(0542) 77-46-10, axc: 77-46-11
e-mail: plant@kusum.ua

Ten.: +38(044) 495-82-88, daxc: 495-82-87 /‘ffwzfz/ﬂ jD ey wiww kusum.ua
Mo n/n Haaéa ananisy Cremsidikauin PezyasTatu aﬂa.rxizy
Sr. No, Test name Specification Test result

3aNHUKOBL KITLKOCT] OPranisRHX | 2-Hponanon — ue 6insile S000 ppm 40 ppm
9 PO3SUHHIMKIR
Residual solvents 2-propanol: NMT 5000 ppm 40 ppm
MikpoGiomorivya ynerora Saramsna  kinpkicrs aepoBSumx Mikpoopraniamie
{TAMC) - ne Ginpme 10° KV O/, <350 KYO/r
3araneps  KinExicTs AplmIKOBEX | micenesix
rpubin (TYMC) - ge Ginsme 102 KYO/r <10 KYOrir
Bigcyrmicrs Escherichia colin 1 v nperrapaty. Bincyria
ie Microbiclogical purity Total acrobic microbial count (TAMC):
NMT 10 CFl/g, <50 CFUfg
Total combined veasts and moulds {TYMC): _
NMT 107 CRU/g. ) <16 CFU/g
Escherichia coli must be absent per 1 g Absent

BHCHOBOK: / CONCLUSION:

Tpoxyxr suroToBnexo, YMAKOBAHO T4 DPOAHANIZ0BAHO 3IIAHO 3 BUMOraMu PRECTPALIITHOTO NGCBIAYeH S,
The product is manufactured, packed and anatyzed as per requirements of Registration Certificate.

Binnorinae cTanpapTaM Ta siMoray GMP, Cepradixar Ne 080/2023/GMP
1t complies with GMP standards and requirements, Certificate No. 030/2023/GMP
Jlinenais pa prpoSuAnTEO JNKEPCEKHX 3aco6in: Cepisn AB Ne 508054

Licence for medical products production: Batch AB No, 598054

L miprsepokyo, 1o vei supobum crami g uiel cepil roronoi npogyxuii Oy apificneni o nossiil niznopimioct a BHMOTAMM, JABIAYSHNMIL B YHanil
nacranowi 3 GMP, sarseppxeniii Minicsepernom oxopony snopoz’s Yipaiuw, i 3 ssorams poectpauintaoro aocke KDATHN IpHAHaueni,

1 hereby cenify that all the manufactuting stages of this baich of finished product have been carred out in fult compliance with the GMP requirements-of the
Ministry of heaith of Ukmine and with the requirements of the Marketing Authorisation fite of the desiinalion country,
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r Ximik-ananizug ](339, naboparopicro BKA | Havamnug BIGT YneeneBaxeHa ocoba
Analytical Chemist T QC Lab In-charge QC Head _| Quatlified Person
3 . ] o s ko a P,
Ie'o/Neme: Whorkodsins Kineomsume 7.5 Poge \Cumal | Poeqiodesrn
Hianue/Signanre: M - c:?qwj\% \J \\q\\"\ﬂ 7{{, PRLCE fi"ﬂfﬁﬁ/
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FPi0141/24 ' Crop./Page Ne: 2 afof 2
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CEPTHPRHEAT KAUECTBA
CERTIFICATE OF QUALITY

GueTicn 1o 13 ﬁ:xte«b;;ngmmpm
Name ui inmluc: GLUTAZONE", 15 mg No. 28 (14:2) in hh\lux

Hassaine t:pwgy:c:f:'a' FIIOTAOH™, i

‘}?ibﬁmﬂﬁ&ﬁﬁMT“m”

. W‘Ww‘“ ks: 10744
X ' { (UM L o=
Per nugmuummnc e CHBCTT0 Nn lJr’v! TETHOI01 o1 13.09.2012 Ne }la,, zc"nm I o I 1 11 ‘El)lﬁ v N
i Registration eertificate No. UA/TI871/01/01, 0f 13.09.2012 No. T15,is valid (o 14112006 1
| Ne n/u Hapasicrpee | Coomdmeamn L Pesyaerarne
LoseNoo b Mests . Specifieations . Obseryations
{ Onucaitne Beanie, Kpyrie, IOCkHe Tabuerien ¢ Cooraeremycr

THCHENHEM KR 1L 0AHOIT CTOPOIC 1K
© Apyrofl Cropotb,
Preseription White, round, flat tablets, with K embossed | Complics

o0 one side and plain on the ofher side. N WS St
2 Haertanucos Bpesenn yaeprisaiin oCHORMON0. 11K o Coormerereyer
| XPOMATOIPAMMINX  HCHBUTSEMOZ0 . pacmaopd 1
= L"H?ILIH()Cl})nimh,‘r" JHICTHIEORE, HOMAYUCIH LI TP
i KOAHICCTRCHHOM GIPENSTICHHY, NOUER BT
COBMIOTD,
Identification In Assay, lhe principal  peak in o the | Complies

chromatogram oblained with the fest selution
has the same retention time as the principal
peak in the chromatogrant obtained with the
staickgrd solution.

3 {.?'ps:ﬂ_mm wacea ai() O a1 5,0 %, ' ‘ T mr
Average weight 30.0 myg .t 5.0 %, -

4 PacnanaeMocTs He Hos e 15 ML

Disintepration CLNMT LS min,

5 Uﬂmqm.mmm ‘!i)s!l}}m WL Lumuuun}u ulmmsmsumm
cuann
il Complics with the re nluuumnzx i Complies
O e wetee 73 25 () 51 30w, 84,9 %
| Dissolotion __ LNLE7ZS% Q)] SR, 5. ..o S R
Conyrersyionne npmuur Kasenan uenmenruduiiaposanian  Apisecs.
i e Gonee 0,2 %4, 0041 %
Cymae npumecedl: i Honee 1.0 %, G133 %
Related substances Every unknown impurity: NMT 0.2 %,
VVVVV - Total of impurities: NMT 1.0 %, ' el o = N
FPAI92/14 Crrpanmnga Nt 1 2
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| palie TR COACPIKIT
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Asgsay: Fach fablet conlaing
Pioglitazane hydrochloride

13 my
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Baxrepuil:

pubon:

Guerepnu fscherichic coll

Micrabiological purity:
Total bacteria per g
Totad funai por g
Escherichio coli pev g,

Seytyicr HPOIBOACH, YINKOBAH 11 IpoTECTIponaLl
rpeBoBaLaM M CTHLIRYTIM Civil, Ceprigpur

Or
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Kitsuin Phare

Crennpranin
Specilications

[[CEXIRRRI TR R H

950 % 1o 105.0 % of the labuled claim.

Zenponcaon - e Hodes 5000 pp.

2opropapol: NMTI000 ppim.

He Honee 107
o 2
ne Gonee 107
e gonyekaeres e s 1.

NMT 10° Cpy
NMT L O
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Pesyninvabi
_____Obseryations
94 98 %

49,98 %,

Fhe obuapyiReno

ND

aenee 50 KO,
sienee 10 KO,
Exeherichia colf -
areyreTeyet B 11

<50 CPLU g,
<10 CFU Jg.
Evelrerichiv coli is absent per
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TOB «Kycys @apan

Yipaina, 40020, m.Cynm, uyn. CxpaGina, 54
Teq.; +38(0542) 77-46-10, hawre: 77-46-11

e-mail: plant@kusim.ua
wirw kusum.ua

CEPTH®OIKAT SIOCT]
CERTIFICATE OF QUALITY

Haspa npogyrry: FHIOTA30R®, Tabnerrr no 15 Mr A Aoﬁég?;;sé;';"“
Name of product: GLUTAZONE?, tablets 15 myo 2) ey
Cuna aii: Tiomitasony rigpoxsopny expiBaneHTRO M1 orniTazony ~ 15 Mr %

Strength: Pioglitazone hydrochloride equivalent to pioglitazone - 15 mg & iavseyeepent]
Cepist Ne/ Batch No.: SGC4002 Poamip ynaxosicy / Pnckage size:  Ne28 (14%2) ]
Peeerp. Mo/ AR.No.: FP/0672/24 Tin ynakosxn / Pack type: Baicrep / Blister

Posntip cepii/ Bateh size: 300 000 Tab/tab HMara suroTosnenna / Mfg. date;  09.2024

Kin-1s ynaicosox / No. of packs; 10714 Teparin apiaarnoeri f Bxp. date:  08.2027

Kpaiua / Market: UKR

Pecerpauiiiite nocsinycnnga No: TepMid Ojt HeoGMeenNi

Registration Certificate No.: UA/11871/01/01 unlimited validity

Page 1/1

Ne n/n Hasra awanizy Crenndirauin PeayasraTi ananisy
Sy, No. Test name Specification Test result
Onwe Bini, xpyrai, anocki Tabnerku 3 micnennan «Gs 3 Bianorinae
onerora Joxy Ta raneRsxri 3 innIoTo Goxy.
1 2= 3 : 2
Description ‘White, round, flat tablets with ‘K’ embossed on one | Complies
side and plain on the other side.
1aenrrdikauia Yacn  ympumynamMs  ocnomioro nika  pa | Bijnosinac
SPOMOTOIpanaX  BHNPOGOBYBAHOrO  po3uMHy |
CTAHAAPTHOrO  POZTHHY, OTPIMAHHX ApH
KIMLKICHOMY BHIHANGHHI, MAIOTS Chi BRAMATH.
Identification In the Assay, the principal peak in the chromatogram Complies
obtained with the test solution has the same retention
time as ihe principal peak in the chromatogram
obtained with the standard solution.
Cepeaus maca 300mMr£50% 20,2 mr
% evarage veclg $0.0 mg s 5.0 % 30.2 mg
Posnaganna He Ginbwe 15 xb, 4 xB 27 cex
é Disintegration NMT 15 min. 4 min 27 sec
Opopinyicts no3opanmx Binnosimac srmoran. Biznozimae
5 OAMHMID .
Uniformity of dosage units Complies with the requirerents. Complies
Poaumzennn He menwe 75 % (Q) 31 30 xa. 90 %
S | Dissolution NLT 75 % (Q) in 30 min. 90 %
Cynposiani noMiuxu Bynu-axa onuuyana pomiva: He Ginbue 0,2 %. 0,131 %
Cyma BoMioR: ne Ginpime 0,6 %. 0,405 %
L Related substances Any individual impurity: NMT 0.2 %. 0.131 %
Total impurities: NMT 0.6 %. 0.405 %
Kinsricue susnavenss 95,0 - 105,0 % pill 309BNCHOT KINLFOCT] 95,3 %
& Assay 95.0 % to 105.0 % of Jabeled claim 95.3 %
FPA0672/24 Crop./Page M 1 s/of 2

Pxak 4 02/0
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Kninenka dinin . TOB «I{ycysr Dapar
TOB «Kyeya ®apam Yipaiia, 40020, 3.Cymu, syn. Cxps6iua, 54

Ypaina, 02092, a1.Kuin, Ten.: +38(0542) 77-46-10, tanc: 77-46-11
BYA. ANMATHHCLKS, 38

e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, daxc: 495-82-87 /i/él.%ﬁ% .79 ﬁa!"iﬂ wwwkisumm.ua
N i Taspa anazisy l Creewurepircnuia PesyabraTi ananizy
Sr. No. Test name Specification Test result
3aumimoni KUIBKOCT] oprasivEn 2-npomanon — se 6insme 5000 ppm 379 ppm
g POMIHAUKIB
Residual solvents 2-propanol: NMT 5000 ppm 379 ppm
MixpoBionoriuna ynerora JaransHa kinekicte aepoBumx  mixpoopramizmin
(TAMC) - ne Ginpue 10* KVO/T. <50 KYO/r
3aranbHa kimekiors mpiwmxonmx | nnicemenix
rpubis (TYMC) ~ vie Binpme 12 KYO/r, - <10 KVO/r
Bigeyrnicts Escherichia colis 1 1 npénapary. Bincyrns
12 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Tolal combined yeasis and moulds (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g, Absent

BHCHOBOK: / CONCLUSION:

Tponysr suroTouneno, ynaxosano ta TPeANIANI30BAHO 3TIAHO 3 BUMOTAMH peecTpaniiiHoro moceiayeHns.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crangapran 1a sumoran GMP, Cepruditcar Mo 080/2023/GMP
It complics with GMP standards and requirements. Certificate No. 080/2023/GMP
Jhnewsis va BupoGHmrEo Nikapehknx 3nco6is: Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Lty nigrRepicacyto, mo nel mpoGumei eranii s uief cepil roToBoT npoykeii Gyan 3xificnel o nosnis BEATOBIANOCTE 3 BUAMOTAMI, IEVHDYCHIMI B WDl
nacranoni 3 GMP, snmsepprenin Minicreperon OXOpoHiL 320p08"T Yipainy, 19 sumoramn peecTpauifinero focte xpainig npssuatenny,

1 hereby centify that aill the manufacturing slages of this bateh of fnished product kave been carrded out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and wilh the requirements of the Marketing Authorisation file of the destination country.

Himik-auanitux 3aB, maGopatopicio BKS | Havanoung BICA Yronrozaxena ocoa
Analytical Chernist f'QC Lab In-charge ; QC Head Qualified Person
RN (ot b, Coseoryolys 241 [Setronnna~ 8| Bopiobotim Jd,
Thannc/Signature: & /Ze " /' @'_.EU-; / ;r(’.}w _ %;i CeLoie &;:%
e 13/ '/;/0?"'/ 1304002 3t fry Bl o /
FPIO6T2/24 Crop./Page Ne: 2 3/of 2
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