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CERTIFICATE OF QUALITY
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_1 Hasﬁa nponym*yi.
| Name of products

F HIOTA3OH@, mﬁncmu no 45 Mr
_GLUTAZONE®, tablets 45 mg

Cuira piie
{ Strength:

TTiorniTasony TiXpOXIOPHA eXBiBATECHTHO MIOrNiTA0HY —45,0 ML
_Pioglitazone hydmchlonde equivalent to pioglitazone — 45.0 mg

| Cepis Nﬂ / Batch No..

SGE3001

PosMip yNaKOBKH { Package size:

No28 (14%2)

| Pecerp. Nsu‘ A R No..

FI’IO260/23

THI] yIAKOBKY / Pack type:

BnicTep f I?ru{is'tm;

Poa:u;:p cepin! Batch sx.ze' 100 000 *1a6!tab ﬂ;a'ra BUrOTORIEINA / Mg, d.ate' | 022023 | F:.
| Kin-rn ynaxosek / No. of packs. 3 571 Tepatin npugaraocri/ Exp. date: 01.2026 f.:
| Kpamn_{_.Mal:ket: UKR S ] E'
| Pecerpanitfine moesinuennn Ne: TepMmin All HeobMemenH
| Registration Certificate No.: UNI 187”0”03 “unlimited validity _ 3

il Lkt par—

il Yl

Ne n/n

. Asr-N{}g N

__Test name

Hasna ananisy

Cnézmdﬂmuiﬂ
Specification

PesyanraTn ananizy
Test result

Onse:

Description

B]JII kpyr, aBoonyKT TabneTIH, TIB/CHBK] 3 ‘o6ox

{ White, round, biconveéx tablets, plain on both sides.

_ :_ Complics

Bianosigae

P TET Py FOPRORg o gy

| InenTrdikaiiz | Hagu y'rpmynaﬁwz ocrosHoro  rixa  na | Bianosinae
| 'Xpoma'mrpamax BAIIPOOOBYBABOTO  PO3UMHY - 1
| CTAMIEPTHONO  pOIYHHY,  OTPHMAHMX  (IPH
KIILKICHOMY BH3HAUCHHI, MAIOTh CINBNALATH, |
2 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,
Cepejuin Maca 1 240,0 r£5,0% 240,4 mr
3 b o
Averape welght 1 240.0 mg£5.0% 1 240.4 mg

POBHaJIaHHH

Dlsmtcgmuon

He Ginowe 15 x.

NMT 15 niin,

; ‘(B 5( ceK —

3 min 56 sec.

OAHHHKIb

OIIHOpl}.IHICTb Aoaoaaunx

Uniformity of. dosage units

Bianosiaae sUMOram.

Complics with the requirements.

| Complies

B inrﬂaninae

Po:mmxc HHS

Dissolution

| He menme 75 %(C}) 3230 XB.
| NLT 75 %. (Q) in30 min.

98%

98 %

Cynposiani goMitxy

Re lated substanccs

| B }J.I:»*cha o;wmitma nomunrca He Gmbma O 2 %. "
}’

Cyma gominok: He Ginsie 0,6 %.
Any individual impurity: NMT 0.2 %,
Total impurities: NMT 0.6 %a.

0,083 %
0,369 %
0.083 %
0.369 %

05,0 ~ ! 05,0 % Bix 3a1BAEROT KIILKOCT]
95.0.% to 105.0 % of labeled claim

101,5%
101.5 %

Crop./Page Ne: 13/0f2
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TOB «Kycys Gapuy

Vipaiua, 40020, s .Cymu, sy (‘xpﬂﬁma, 54
Ton.: +38(0542) 77-46-10, daxc: 77-46+11

e-matls plant@kusun, ua
Www kusium, ua

A VAT i A Y SRR YA W05 3oV e A £ 7791 $ 30 AL s £ € el n i P

Ne n/n " Haspa apanizy " Cnenndixamin Peaynmam auam:w
Sr. No. Test name - Specification Test resuit
SANALIKOBI KITbKOCT] DDI‘HHI‘{HHX 2-1iponanon ~ xe 6iiniie 5600 ppm 423 ppm
9 PO3UHMHHHKIE:
Residual solvents 2-pr0panol NMT 5000 ppmy 423 ppm
Mixpe‘c;iio.r;ror'itma umc‘:?rgi;ii T Sarmu,xm KL KICTI aep06mm ' mxpoopramamm |
(TAMC) - e Binsie 10° KYO/r, | <50 KYO/r
3aranbya  KIALKICTS APDKAMOBRX 1 IJICCHEBHX |
rpubin. (TYMC) — ne 6inpme 10* KYO/r, | <IOQKYOir
. Bincyraicts Bscherichia coll B 1 © npenapaty BiACyTHA
10 | Microbiological purity Total agrobic-microbial count (TAMOC): |
' NMTI10°CRUg. |<S0CFUfg
Total combined yeasts and moulds count (TYMC): |
NMT 102 CFU/g. __ 1 <10 CFU/g
Escherichia ¢oll must be absent per 1'g | Absent

BUCHOBOK: / CONCLUSION::

[Iponykt BUroTOBRCHO, YITAKOBAHO T4 IPOAHANIZORAHG Sr{ANO 3 BUMOraMH peec’ TPALITIHOIO IOCHIANEHESA,

The product is manufacturcd, packed.and analyzed as per requirements of Registration Certificate,

Cepradixar Ne 009/2020/GMP

-Binnosinae cranpapram 1a puMoram GMP, _
Certificate No. 009/2020/GMP

It complies with GMP standards and requirements,

Jlinensin va sUpoOHULITBO NIKAPCHKUX 3aC006in!

Licénce for medical produdts prodiction:

Cepist AB-Ne 598054
Batch-AB No. 598054

LiHm nmmepm}:ym wio vei BipoGHKYl-tranil ans MicT Cepit roTool npoayxuil. Gy anificneni v nopHii mnnamnnocn 3 BHMOTaMH, 323HAYCHEMA B SRBIH
nactanoni 3 GMP, satacpoxenift MinicTepcTBoM-oxopony 300pon'a . Yrpainn, i3 BHMOIAMH DEECTPANITTHOTO I0CLE KPaTHI{ APHINAYEHMS.

XimiK-ananmitHg
1 Analytical Chemist

| Basi,-ﬁaﬁu" aATO 1f_xoBKﬂ
{ paTop
t QC.Lab In-charge

1

1 htra,by cerlify that all the manufacturibg stages of this baluh of lmmhcd produm have been. catracd out in full compliance with the GMP requirements of the.
-Ministry of health of Ukraine snd with the requiremients of the Markéling Aufhionsation file of the destination country.,

| HauanpHux BKSI * h
QC Head ik

1 Im’s/Name:

.Im

.....

Cﬁtaw,u@mmm / ;5 *

¢ {:at i c,( /;*ff'n -,/// |

//

oy iy et . s iy P 50 BB AT s ire e R

| Mhanne/Signature: | Ly, / " Cpan) f‘/& Creaiedsty
| Jla'm.fotfm u | t’-'fif/( 9/ 23 o {‘\f -cm-f‘mf 23 l?:“i \:{{ -i?‘h{ /’)?5 (43 / 5(/‘-”/ A ’{ﬁ
LR 2
FP/0260/23 * - " Crop./Page No: 2 3/of 2
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No 1/n) Mapamcerpn Chenndugatus PesyanTann
SrNo. 1 oty . Specifieations . _QObseryatigns
8 Kommecmemioe onpeacaeisies v 950 % no 1050 % or susnacanoro | 99,40 %
| raneTka conepunT; 1 kogiveeTia.
HHOTRHTAZ0HE FHAPO SHOPHAL
; L IRBHBRAICUTHO
© THOUTVTIRIONY ... 4% anl
i‘ ! :
| 1 Assay: Bach tabletceniains ] 95.0% Lo 105.0 % of the labeled clajm. WAL %
Pioglitazone hydrochloride N
equivalent to Pioglitazone....
45 mp
9 [ Ocrarounsic koauneensa | Z-apondned - we Gonee 5000 ppra. | 20ppm.
OPraHiieCKuX PactBopHTEAEH
coo | Residual organic solvents | Jpropunol: NMT 5000 ppm. 1220 ppm.
10 MuxpobUONOrHsICE Kas
VHETOTH:

R—Y

8 1 r npenapara doryckaeres
. HATIMHE
< fakrephit:

rprbon;

| Gakvepun Escherichis coli

| Microbiological purity:

Total bacteria per g
Total fingi per
fxchvrichia eoli per g

el i ey r e A by e gt A Rt -l

e donee 10°

1 NMT 10° CrUA.
| NMT 10* CPU/g.

e Bonee 10%
i Ie Jionyexaeres imasiHe s 11

Must he absent per 1 g,

| mchee 10 I(OE,-,_-_
- Escherichia coli -
| orcyrcroyer s 1 1,

| 25CFU /g,
<locrur.
Escherichia coli is absent per

25 KOE.

n.
i g

FAKAIOURHUE: (poAykT ApamBeeH, yHAKOBAI # NPOTECTHPORAH B COOTBOTCTBMY ¢ THG0BaRI T L

canaetenncrsa. Orpeyact Tpeboralivay 1 cranyaptaM GMP. Cepruduwxar No 03312013
CONCLUSION: the product is aitnuluctured, packed and analyzed as per Registration fes
with GMP standards and requireracnts, Certificate Neo. 033201 I/SAUMP/GMP i
Jhngesians 1 POU3NOACTBO NEKapCIBeHitLix cpeacTs: Cepun AB Na 598054

Licence for medical products production:

FP/264/13

ot G orn s 07.05 C

] aﬁupampm“ T a—
rge of QC lab.:”

P £

J’ Nt

Batch AB No. 598054

Crpanuua N: 2 m3 2
Page No.: 2 of 2
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CEPTHOUKAT KAUYECTBA
CERTIFICATE OF QUALITY

Tl oponykra: TIHOTAION™, TabeTRR 1048 n,ﬂ‘, Ne28 (1422) y Guicrepax
Name of produet: G IUIA/ONH____«IS me No_ 28 (14%2) in biisters

e el e 1T L K e et gk e ot MR by S ST e e e e e s .

Per, Ne: / ARNo.: FP264/13 _ Pasmep cepus: / BLntch size: 100 000 16/ tabl.

 Batch No.: / Cepnst Ne: SGE3001 Konieerso ynaxonow: / Number of packs: 3 571

Mava wrgroupeunn: / Mio, date: 072013 pok roauoctu:/ Exp. date: 06,2016

R e e e b WY e P TR Wl . M adaamp 0 1 =Wl ebemed 8] Ril R e s

Perncrpanuomioe cannerennerno Ne UAS TSTHO103 wsmcticinm ot 13,09.2012 Na 715, acficrayer ao 14.11,2016
_Registeation eertificate No. UA: TISTIA K03, changes ol 13.09.2012 No. 715, is valid 0 14.11.2016

" Newfn | Hapamerpa Criieunpnxauns . PesynuTaTsl
- SroNo,  Tests 1 Specifications o Observitions
ST P Onmcanse LBeanie, kpyrsie, asoskonunykuie Tabnerkn | Cooraerernyer
| THANKHE € OOCHX CTOPOR.
:3 White, round, biconvex tabiets, plain on: both
o oseripion sides. . Complies
T Haenradukanms Bpesmenit yaemgusams octosnory 1ka na | Cootuetcrnyer
XPOMTTOIPAMMAN  FCHIIYCHO20 PCHIBOPDY 1§
i CRIAROUIMIIONO . Paciiadpd, (ORYMEIIUbIX IPK
KOMMMESTBCINOM  ONPCHSNCHRN,  AONKHbI
COBNANATE,
Identification In Assay, e principal peak in  the | Complies
chromatogrim oblined with the {est solution
has the same retention time as the principal
peak in the chromatogram obtained with the
e | Standard solution. .
3 CPCAHIN - Mateil 2400 mr + 5,0 %. 240.2 mr
Average weight 240.0 mg £ 5.0 %. | 240.2 mg
4 | PacnasaemocTs He Gonee 15 mun, 3 My, 07 cex.
o Vistegeation, 0 [ NMTSeiw. |3 min. 07 sec,
S OanopoiiacTi aosuposaitinx | Coorsererayer 1peBonatinim., Cootscrermyer
cAHKHIN
........ i | Unitormity of dosage wnits | Complies with the requirements. { Complies
G Pactnopenue He mence 75 % {Q) sa 30 mun. 1023 %
| Digsolution I NLT 75 %(Q) in 30 min. 1023 %
7 ConyTCTBYIOIHHE NPHMECH Kancnan HeuAeHTHOHUNPORAHHAN  NPHMECH: ]
e Gonce 0,2 %. 0.127%
‘ CymMa ipumeecii: ne Gosee 1,0 %, 0.731 %
I j_"n't:l-snbmancus Every unknown impurity: NMT 0.2 %. TOB Fﬂ.’l' }% n
B e Totul of impuritics; NMT 1.0 %. TEROAPM-~ T nor
g SROAPH- 17 g

HERTHD AL

FINOAT s Crpaunia Ne: § s 2
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