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Marufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S. g ;
1 ocation: 15 Temmuz Mahallesi Cami Yolu Caddesi /
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-0

Bupebnrens: YOPAA MEMIIE DIAY CAH. BE TLDK Al
Micuearaxomkenna: 13 Teamyl Maxannenti Lzani Hoay Dxannect
Nes0 Tiokenini Barmuunap/CramGyn, Typewuuna
Higeasin: TRATY/2019/12-0

CERTIFICATE OF ANALYSIS No.40000021923
CEPTH@IKAT AKOCTI

Product name: ARTOXAN

Hazsa npodyxmy. APTOKCAH

Pharmaceutical form,
package type and size:
Hixapeoxa opma, run ma
POIMID YRAKOSKU

Dosage / potency:

Hoza / cuna Ot
Registration certificate:
Peecmpayiiine noCGiOUeHH.
Batch no.:

No cepil:

Batch size:

Posmip cepii:
Manufacture date:

film coated tablets, 20 mg; 10 tablets in a blister; 1 blister together with « leaflet in a
carton box

mabnemx, 6XpUmi NABKOG0I 06QNOMKOI0 30 me, no 10 madnemox y Gnicmepi; no 1
Gricmepy pazom s iHCMPYKHIED QIR MEOUYHO20 3CCTOCYEUHNA Y KAPMONHii xopot i,
Tenoxicam 20 mg

Tenoxcuxamy 20 me

UA/17118/01/01
311000070

169 426 packages/ynaxcgon

Jama supoduuymsa: 11.2023
];1"9“.7 date: N 10.2026
epatin RPUOGIHOCHL.
TEST LIMIT RESULT
ITorasnury Axocmi Hoproyaanus Pegyapmam
Description Round, biconvex, yeliow film coated tablets Conform
Onuc Kpyeni, ososxosunyini madremxu, erpumi nuigkosoo | Bidnosioae
OBOROKKOID, DILOGMOZG KORLOPY
Identification
oenmudpixaylis
— tenoxicam The retention time of the principal peak i the
- MENORCUKAALY chromatogram obtained from sample solution should

correspond to that of the standard solution in the assay | Conform
Juauenna  wacy YMPUMOHNS  OCHOGHUX  HiKIE  Ha Bionogidae
XPOMAMOZPUMMAX QOCRIOdCYEaREG20 MA CHIQHOQPIMHOZ0
POFRUKIE ROBUNNE Byu GOHAKOEUMIL

— titgniwm dioxide An orange-yellow colour is appeared Conform

- mumarny diorcudy Iogurno  crocmepizamycs  HOMOPAHYEEs-JCosMme Bioncsioae
3000peNEHHA

-~ iron oxide yellow A red colour is appeared Conform

- oreud 3anisa scosmui 3 'SGRASMBCA YEPBOHE 3G0ADEAEHHA Bionoeidac

Average mass 205 mg = 7.5% (190 — 220 mg) 204.0 mg (22)

Cepedus macd
Uniformity of mass

QOdropidricme mac

205 mz £ 7.5% (190 — 220 ma)

Not mare than 2 of the individual masses deviate from
the average mass by more than 7.5% and none deviates | Conform
by more than 15% Bignogidae
He Ginvwe 2 inOusidyaspHux Mac SIOXUIRICHLCA BI0
cepednboi macu Ginbus widie na 7,5% ma oiodna He
gidxunnembes Giaviu wive Ha 15%

Water content

<6 % 4%, |

Baicm godu

Disintegration < 30 min. . -
PosznadaHus < 30 x8. 11 min (x8..)
Uniformity of dosage units Acceptance value (AV) should meet the requirements Contorm

Oonopiduicrte G0308aHUN
oouRUYb

[Ipwinamne snavenns (AV) mac sidnosidamu 6UA020M Bidnosidac
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Muanufactured by WORLD MEDICINE ILAC SAN. VE TIC. AS.
Location: {5 Temmuz wahallesi Cami Yolu Caddesi
Na:50 Gunesli Bageilar/lstanbul, Turkey
License: TRAUY/2019/12-0

Bupadneno: Y OPJI MEJMIAH LIaY CAH, BE T AL
Micteasaxonsxenna: 15 TeMmys Maxameti ks Hoay Tsanaec
Ne50 Mosemsi Barmrunap/Crambyn, Typeuma
Tlinengin: TRATY/2019/12-0

M TEST LIMIT RESULT
Moxaznuxu aicosmi Hopatyauria “ Pesypasmam
Dissolution > 80 % in 45 minutes (Q=T75 %) 102 %
Pozvithenns > 80 % vepes 45 xaumin (Q=73 %) i
Assay of tenoxicam
Kinviicne euzHa4eHs 20 mg/tabl. £ 5 % (19 ~21 mg/ltabl.) 20 mgftabl.
MEHOKCURAMY 20 me/mabn, £ 5 % (19 - 21 mz/mabn,) 20 s/ mabi.,

Related sabstances
Cynposioni domiuex
— single impurity

<Disregard limit

OpicOdICOBHYE M RAICHAGUX
zpubie (TYMC)

— Escherichia coli

- Escherichic coli

o ‘

- oQuHuUHA JOMIMKA S0.1% ‘ <Meni BUABACHHA

— impurity A o . <Disregard limit |

- domimra A s0.15% | <Mexki BisBiieHES

- impurity B o <Disregard limit

- domluika B =0.15% <Mewl BHUABNEHHS

— impurity G o | Not detzeted

- domimxa G <0.15% | He BuABneHo

— impurity H < o <Disregard limit

- Qomiwra H £0.15% <Mexi BUABNEHHA ]

- total impurities Conform ‘
< g,

- CYMa QOMIULOK £0.0% Bidnogidag

Microbiological guality:

Mikpobionoziuna wucmoma E

— total aerobic microbial count | i

(TAMC) < 10°CFU/g | <1 CFU/g

- 302a1bHA KLTLKICMb QepoBHuUX < [P KYOre <1 KV 2

mixpoopeanimis (TAMC) 1

— total yeast/moulds count ! |

(TYMC) < 108 CFU/g 1 <1 CFU/g |

- 3q2anpHA KIABKICTb < ] KYOre <V KYO/ 2 -

Absent
Bidcynui

Absentin 1g
Bidcymuis l 2

I do hereby certify that the abovementioned data are trustworthy and accurate. This product baiclt Is manufactured

(puckaging/labelling included) un

der the quality control on the abovermentioied manufacturing site in Jfull conformity

with the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and control
methods of the analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and
analysis are reviewed; conformity with the GMP is established.

Lum 2 3acaiduyio, wo Nepepaxosana suye inhopMayia € QOCIOSIPHOIO i mourolo. 117 cepis apodyxyil Gyaa euzomosend
(arcion Aoy NAKYBaAnHSL MAPKYBAKHIL) 3 NPOGEOCHHAM KORINPORIO axocnii HG GUULEEKA3aIIT BupPODHIID QiapHityl @ NOGHIT
sidnoeidnocmi 3 suvozaviu GMP, ecmanoenenumu pezVRSImOPpHUM OPEdHOM Typewuuny, « MmaKoxic y gidnosidnocmi 31
cneyugbixayicio i memodamu KORMpPOLo axoemi (MKA), sapescmposaiumi & Vpatni. Tipomoroau gupabHULMEQ,
VRGROGKU ING AHARI3IE By repe2AAHymi Ina 6CMAnOBAEH0 gionpeionicmes GMP.

Surname and position of person, approving batch release to mgrket

Hpiseuge ma nocada / 36aHHA ocobu, aKa sudara 0osein Ha GunyeK cepll e

Signature and date, stamp

Tidnuc ma dama pidmucannd, AeHamKa / umamn
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