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CERTIFICATE OF ANALYSIS
CEPTHQIKAT AKOCT!

Product name:

Hazsa npodyxmy:
Pharmaceutical form,
package type and size:

Sirapeora ghopye, mun ni

POLNP VRUROGRN:
Daosage / potency:
Hoza 7 e O

Registration certificate:

Pecempayiiine nacgioveins:

Batch no.:

MNe cepit:

Batch size:

Pogadp cepli:
Manufacture date:

AptpoKon renb Ned00020_Crpanvua_1.jpg

Mumitfactired by WORLD MEDICINE TLAC SAN. VE TIC, A5,
Location: 15 Tenunns Mabhallesi Cami Yole Caddesi
NS0 Gunesli Bageilar/Istanhut, Turkey
Licenge: TRUY2019:12-2

Bupodreno: Y OPTE MESUHILIH ETAY CAHL BE TLTA. AL
Micuesmsomgenng 15 Teauys Muxaznenn Jisasti Noay Fasnieei
Ne30 Fronent Garmsuaap/Cravdya, Typessna

Hiverrsis: TRAY2019/12-2

No.40000029570

ARTROCOL
APTPOKON

gel, 25 mg/g, 45 mg in a tube; 1 tube together with an enclosed leaflet in a carton
box

ceTh, 23 e e no A5 0y Ryail no 1 anGi prsons 3 e mpyRyicrr oot eoiraie o
SUCTROCYEINN Y RUpimioitiilt kapody

ketoprofen 25 mg/g

remonpogieny 23 mgle

UA/9017/01/61
400020

42 664 packageshnarosor

Heama gupobnuimea: 01.2024
Expiry date:
Tepatis Aanachli; 12.2026
DA PHOANIIOCHIE!
TEST LIMIT RESULT |
Horasunrn swocmi L Hopaiveanns Pesvavmeanm
Appearance ' Clear. colowriess. homogeneous gel with light alcohol | Conform
1 Sosniwnit sieasne “odour, Bionogiouc
Hposopult  desdupsiidt  conopivmiedi ceis 3l CIUORIM
_IAXOM CHUpHY. |
Identification Retention time of main peak obtained from sample solution
Doertmuchinenin chromatogram should be same as retention time of main
-ketoprofen peak obtained from standard solution. Conform
- kemonpogen Yac ympuMyeaniin  OUlUsHocs  BIKY NG Xpoalennozpeati Bionosicuc
-methylparabene sHnpodYGaneeo  poruny  Mac gidnosidamu wacy

- .H(‘H”l’.'ﬂi‘tl])ﬂ(}t’]f

VIMPUMYGUNIE OCOGNOCO  IERY HU
CIRUNOUAPIIOS PO,

Xprestamocai

pH 50-175 7.0
Viscosity Min. 30 Pa-s 173 Pars (Mac)
Blazwicnn Min. 30 Hae
Centrifuge Test It should be in a homogenous appearance and the phase | Conform
Bunpodyaanus na separation should not occur, Bidnogioauc
yenmpuehysi Tiogunen Gy adwopiounit soeuiniill susmo [one sac
ST PSOEeHNS (s, :
- Average Tube Content Min. 450 g |
CCepeons Mucd sademy mivon Min, 43,0 0
Weight Uniformity Average content of 10 1ubes should not be tess than 10{)% 455 p
Qonopidnicmns wacn of average ube content (45g) and conlent of each wbe ! 4 5' 5 E‘
should not be less than 95% of average tube content/ C(;n form
Cepeonst mucy evicmy H) myd nosming emenosum e s
Bidnogioace

aterpe 100% R cepeonvol vucu exicmy nivou (43 o) §
Mesgcr GUICHY ROJACHOT IRVOU nOGHINIC CHIGHOGUINT 1C MeHiie
95% afo cepedunnl Macu guican: myau,

172
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Yanufectured by WORLD MEDICINE ILAC SAN, VE TIC. A8,
Location: |5 Tenmnue Mahalesi Cami Yolu Caddesi
No:50 Gunesli Bageilar Istanbul, Turkey
License: TR LY 2019°12.2
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Bupebaens: YOPLL ME U UIAM CAHL BE TL AL ALHL
hicwe siaxomrentna: 13 Testays Masasaemi Jicavi Hooay Jlaace
Ne30 Feonrernni Barssnaop/C ramGy o, Typeuumi

Jhueisia: ERAIY 2009:12-2

TEST LIMIT RESULT
Horamuru axocmi Hopmaveais Peayvaeiiom

Related Substances
Cynpoaioni domitwxu
-impurity A not more 0.2% Not detected
- doimka A e olmine 0.2% He guaaneno
-impurity C not more 8.2% <Disregard limit
- dotinrka He diupinee 0,2% < :jffearci sung:iCnis
-max. unknown impurity not more 0.2% < Disregard limit
- MARC. weldenni)ivosana He Dinvtue 0,3% <« Meact quserenns
dontiua
- total impurities noi moie (.5% .
(except A and C) ne Gizvuie 0,5% Conform
- CYMU OOMIHOK Bionoaidae
{xpiv A ma C)
Assay

' Kioricne susnauenis ;

. -ketoprofen 23.75-26.25 mg/g (a1e7e) (95.0 %-105.0 %) 25.16 mgfy tareve
- Kemonpoden :
- methylparabene 1.00 mg/g (ue/e) £ 10.0 % (0.9~ 1.1 mg/g (va2)) 1.0 mg/g (aere)
- memmapaben 300.67me -
-ethanol 320.00 mg/g (3r2%2) £ 10.0 % (288.0 — 352.0 mefg (o) 67mglp (122
- emeHo |
Microbiological Quality
Mixpodioaasivna wucmoma

_ — total aerobic microbial not more 10° CFU/g <1 CFU/e
i count (TAMC) ne diipure 107 KYO/r L <LKV 2
- AN KETBRICI
aepobnnux virpoapeanizyic

(TAMC) not more 10' CFu/g | ZII gi};)g
(—Ttgt;‘llg)ea“/ moulds count |, =0 0100 KYOrr R

- ALIBHA RETbRICH
SPHACANCORUN ML I enseey
i (TYAC)

- Should be absentg

Staphylococeus qureus A by P Absentvg '
.-Slc.vm;;(:iz:b a0 f.;.;u & I();_j It . Biocymice
. hould be absent ey
Pseidomonas acruginosa hi g Absenvg
Maiome Gymu eideymnise Bioevimnize

1 do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured
(packaging/Inbelling included) under the quality coutral on the abovementioned manufucturing site in Jult
couformity with the GMP requirements, established by the regulatory agency of Turkey as well as with the
specification and control methods of the analytic-normative docimentarion, registered in Ukraine. The protocols of
manufactire, packaging and analysis are reviewed; conformity with the GMP is established.

L a1 sacsiowyio, o nepepaxosuna sy inhopyanin ¢ oocmosipnow | oo, s cepin npodvkyii Gy
BUCOIROBICHA (GRTONAIONI NAKVEUNHS]  MAPRYBUNNS) 3 IDOBEOCHNSN KOWINDOIKY SKOCHN 1ot GULeERA3aniT cupofinuyiii

oLyl 8 noeniit sionesionoci 3 suvweany GMP, semamoaitenn pesyagmopnut opeanos Typewrinn, a muros y
sionogionoemi 3i cneyughivanicio i Memodune roumpoi sxocmi (A, sapecemposanuny 6 Yipuini, Hpomaoroiy
SUPODIMIGL, YIUROBKI Ma aHUIi3I Gy RepeItuymi ina gomenontenn sionosionicms GMP.

Surname and position of person, upproving buateh release to market
fIpissiunge mra nocadu ! ssanunr veoby, sxa sdw duseit g GUIVOR Copil
Signature und date, stunp
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