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Manufactured by WORLD MEDICINE [LAC SAN. VE TIC. AS. .
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi /
No:50 Gunesli Bageitar/istanbul, Turkey
License; TRAGY 20197120

Bupodneno: YOPJ4 MEMIIHE DIAY CAH. BE THUK AL
Micuesraxomkenea: 13 Teanys Maxannemi ixami Posy Dxanacct
Ne50 Fronensni Barpupounap/Crambyn, Typeudnna
Tisensis: TRAUY/2019/12-0

CERTIFICATE OF ANALYSIS No.40000021323
CEPTHDIKAT AKOCTI

Product name; ARTOXAN

Hazea npedyxmy: APTOKCAR

Pharmaceutical form,
package type and size:
Jdikapcera Gopma, mun ma
posMip YRAROGKW

Dosage / potency:

Hosa/ cuna o1l
Registration certificate:

Pecompayiting nocaiouena:

Batch no.:

Mo cepil:

Batch size:

Po3snmip cepil:
Manufacture date:

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

mabaemxy, eXpumi NAIBKOB0I0 060IOHKOIO 20 mz, no 10 mabnemox y Gricmepi; no I
Guicmepy pa3om 3 HCMPYKYIED 5 MEQUUHORO 3ACTOCYGUHNA Y KAPMOHITH xopobui.
Tenoxicam 20 mg

Tenoxcuxamy 20 m2

UA/17118/01/01
311600070

169 426 packages/ynaxosox

Hama supobrugmea: 112023
Expiry date: 10.2026
Tepamin npudamuocmi: ’
[ TEST LIMIT RESULT
Torasnuxy Arocnt Hopaysanus Pezyapmarn
Description Round, biconvex, yellow film coated tablets Conform
Onuc Kpyeni, ososxoeunyini mabremsu, erpumi naiexoeoio | Bionosioae
OBOHOHKOIO, H0BMO20 KOALOPY
Identification
IDenmudbixayis
— tenoxicam The retention time of the principal peak in the
- MEHOKCUKAMY chromatogram obtained from' sample solution should

correspond to that of the standard solution in the assay | Conform
Buauenna  uacy YWpPUMOHHA  OCHOGHUX  RIKIS  Ha Bionogidae
XPOMAMOZPAMMAR QOCAIBICYSURC20 Ma CHIAHOQPRTHOZ0
posyuHie noeunnl Gymu OOHAROGUMU.

Cepedus macd
Uniformity of mass

— titanium dioxide An orange-yellow colour is appeared Conform

- mumany QioRcudy MTogunno  cROCWMEPIZAMIECA  ROMAPAHUEEG-DICOBNE Bionogidae
3000peNEHHS

~ iron oxide yellow A red colour is appeared Conform

- OKCUY 3ARIZA HCOBIMUL 3 'SEAAEMbCA HEPEOHE 3GDADGASHHA Bionoeidae

Average mass 203 mg = 7.5% (190 — 220 mg) 204.0 mg (ma)

205 me £ 7.5% (190 — 220 m2)

Not more 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

Odnopidnicnib Jo3I08ANUX
o0uHIYE

Odnopionicine mac He Binvwe 2 indusidyanenux mac ¢idxuwamomecs 6i0
cepednboi macu Ginbus wink na 7,57 ma KcodHa He
gioxunnemacs Ginput nioie Ha 15% 7
Water content
; 6% 4 9% ;
Buicm aodu
Disintegration < 30 min ; -
11 min (xe.)
Posnadanns <30 xs.
Uniformity of dosage units Acceptance value {AV) should meet the requirements Conform

Hpuinamne snavenns (AV) mae sidnosidamu GuA020M Bidnosgidae




Aprokcad Tab Ne311000070_Crpa AuLa_2.jpg

Manufaceured by WORLD MEDICENE ILAC SAN. VE TIC. A8
Location; 15 Temmuz Mahallesi Cami Yolu Caddesi

Priavmaredsil Cmpary Ma:50 Gunesti Bageilar/lstanbul, Tarkey

License; TRAY/2019/12-G

u{)

Bupodnene: YORJIR MEAMIEH [TAM CAH, BEvTI,iI}K. Al
Micuesuaxonuenta: 15 Temys Maxannewn [sawi Aoay [aanaeci
Ko50 Crosenini BargwunspiCranyn, Typeutna
Tinenain: TRIUY/2019/12-0

b TEST LIMIT 1 RESULT
TToxasHuxy axocni Hopamyéaanns | Pezypasman
Dissolution > 80 % in 45 minutes (Q=75 %) 102 %
Pozuitnenns > 80 % vepes 45 xgumun (=73 %) |

Assay of tenoxicam .

Kimoxicne eusHaIeHHA 20 mg/tabl. £ 5 % (19— 21 mg/tabl.) 20 mgftabl.
IMEHOKCUKAMY 20 mmabn. =5 % (19— 21 mafmabn,) 20 maf mabi..

Related substances '
Cynpesidui doMitiku | !
— single impurity <0.1% " «<Disregard limit _
- oQuHuwHa QOMIMKA - . <Mexi BHAB/ICHHSA !
— impurity A i <Disregard limit i
- do,afz’m;gf! S0.15% | <Mexxi BHSIBHCHEHA ;
— impurity B <Disregard lmit

- Ooﬁimm B =0.15% <Mewxl BHABNEHHA

— impurity G | Not detected

- dominwxa G =0.15% | He ppasneHo

— impurity H <Disregard limit

- donimxa H S0LS e <Mewi BHABNEHAA ]
— total impurities 5 Conform

- cyai QOMIIOK S0 Bidnosioae
Microbiological quality:

Mixpo@ionozivig wucmoma E
— total aeroble microbial count | |
(TAMC) <10°CFU/g 1 <1 CFU/g

_ sapaneHa Kiabkichib aepobux < ] KVO/z <] K¥O/ie
mixpoopzanizmie (TAMC) 1
— fotal yeast/moulds coun? _ |
(FYMC) < 18?CFU/g 1 <1 CFu/g i
- 3azANBHA KiBKICHTY < Ji? KVO/e <) KYO/ 2 -
ApineOorosuy Ma HAICHAGLY

zpubie (TYMC) i

— Eschericitia coli Absentin tg . Absent

- Escherichia coli Biocymmig I 2 Bidcymui

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch Is manufactured
(packaging/labelling included) under the quality control on the abovementioited manufacturing site in Jfull conformity
with the GMP requirements, established by the regulatory agency of Turkey as weil as with the specification and control
methods of the analytic-normaiive documentation, registered in Ukraine. The protocols of manufacture, packaging and
analysis are reviewed; conformity with the GMP is established,

LIum 5 3aCaIOWI0, WO REPEPAXOBAHA Ulye inghopMayin € GOCTROGIPHOIO i mounowo. Llg cepis npodyxyil Gyaa suzomociend
(BIHIOUAIO Y NAKYBAHHSL MAPKYEANHsL,) 3 NPOBEOEHHAM KORMPOIIO AKOCH HG GUIPEKA3GILIT GUPOBHUIT QiapHityl @ NOGHIT
aidnoaionoemi 3 euvozavu GMP, ecmanoeneni pezyAAmOpHUM OPEaHOM Typeuuiny, ¢ Maxoxic y gidnogidnocmi 3
cneyuixayiclo | Memodamy KOHMPOG axocmi (MKA), zapeccmposaiumi 6 Vupaiai. [Ipomoroiu gupabHULMEQ,

yrakoery ma aanizie Gy nepezaAHymi ma CIMaROSIEND gionpeionicms GMP.
Surname and position of person, approving barch release to market

Hpizemye ma nocada / seanur ocobu, AKA aUOARA 0036 HA SUNYER cepil w

. T
Signature and date, stamp iy
[Tidnuc ma dama idmUcaHnA, AeYamKa [ uimanh 20122023 eroeo o o e:',“f"}fj i

=2

oA \»
CYNEHTIBY
. @4

“l o
e A

i /;Q.: ‘ o




ApTtokcaH Tab N2311000070.jpg

')

S

JTEPKABHA CJIYKDBA 3 JIKAPCbKHX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hapuii Ceitnusot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHUCHOBOK
Npo SIKICTH BBE3€HOro B YKpainy JikapecbKoro 3acoby

06.03.2024 Ne 11129/24/26

APTOKCAH
(uatimenyBauus ikapcskoro 3acoby arizHO 3 peecTpalifHuM noceigyenHAM)
Tab/aeTKH, BKpUTI IUTiBKOBOX0 00010HK0¥0, TT0 20 M, mo 10 Tadnerox y Gaicrepi, no 1
GJicTepy y KapToHHiH Kopo6iti
(hopma srunycky, Ao3YBAHIA, BHIL NAKYBAHHI JHIKAPCLKOTO 32C00y)

Homep peectpauiiivioro mocsinuenns UA/17118/01/01 crpox ail peectpauiiinore nocsiauenxs HeodMeKkenni

Cepis nixapeexoro 3acoby Ne 311000070 KinekicTs prc3eHoOTO Jikapeskoro sacoby 169371
BupoGHHK YOPJII MEIVIIUH IJIAY CAH. BE TIJDK, A L, Typeyunna
(HaliMeHy BAIHS BHPOOHKKA NiKAPCHLKOTO 3aC0BY, KPAiHA HOXOUKEHHS)
Baeseno B Vipalky Tosapucrso 3 o6mexeno sianosizanenicTio "BJAYC ®APMA",
inent. wop: 43821180
{nafiMenypanna Ta kon sa EAPTIOY 1opuanyiiol ocobu abo npizsuue, im'a, no darukosi hiznynoy

0coBH - niglpHeMud, i Miclle NPOXUBAKHY Ta peecTpauiiinuii nomep o6/iKOROT KAPTIH NAATHHI
fl0AaTKiB abo cepis Ta HOMEP nacnopTa)

Mporoxon Bisyansioro kourposo pin 05.02.2024 Ne 331/1.

JlaGopaTopHui aHani3 AKocTi NikapcLKoro 3acody 3aiicHeH i

JlaBoparopis dhapmaxorneitnoro anamsy JII1 "Yrpainchkuii HaykoBuH dapmakonelHul nenrp
socTi Jrikapekicnx 3acobiB" (M. Xapkis, Bys. AcrpoHOMiuHa, 33)
(nafimeHyBanius Ta MiciesHaxopiel s naboparopil, 1o nposena naboparophnii aianiy sicocri)

BHCHOBOK IOAO AKOCTI Nikapchkoro 3acoby, suganuit mabopatopicio mix 06.03.2024 Ne 177/16024

Pesynnrati RaBOpaToOpHOre aHamisy SKOCTI Nikapchkoro sacofy 3a nepeBiperHMy nokasHnkamy BIIMOBINAIOTS
BHMOTaM METOAIB KOHTPONIO AKOCTI (AHAMITHUHO-HOPMATHBHOT AOKYMEHTALLT).

3a  pesyabTaTamli  EPWABHOTO  KOHTPOJIIO  BCTAHOBAEHO, 11O niua.pcs.lcwz/ 3aciG mmeleHo B Ykpaluy 1
JOTPHUMAHISIM BUMOI 33KOHOAABCTEA WDNO 3alesneuentn skocTi Nikapgbiux sacodin.
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