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Location: Ramazanogiu Male. Ensar Cad. No: 20.

34906 Kustkoy - Pendikristanbui, Turkey
License: TR/LTY/2020:34-2

Bupotaeso: Medap Las Cau AL
Micuesuanomxerun: Pasanorsy Max. Encap [lwas

. Ne 2.

34906 Kyprxofl - Mewmps/Crandys, Typesdnna

Niuensin: TRAUY 2020342

CERTIFICATE OF ANALYSIS Ne. 2024004305
CEPTHMIKAT AROCTY

Product name: ARTOXAN

Huazsa npodyrmy:. APTOKCAH

Pharmaceuntical form,
package type and size:

Jirapcexa dopya, mun ina
Poe3MIp yiarossu:

Dosage / potency:

Hoza / cuza Oil:
Registration certificate:
Pecempayiine
Roceidyeins:

Batch no.:

Ne cepii:

Batch size:

Poztip eepil:
Manufacture date:

Iyophilizate for solution for injections 20 mg,
3 vials with Iyophilizate for solution for injections in

a set with 3 ampoules of

solvent (water for injections) in a contour tray, 1 contour tray tagether with a

leaflet in a carton box
niaghinisam dan pazunmy Oast in 'exyiii no 20 s,
3 @raxonu 3 aiogizizamont Oxa posuuny Of i €Kyt ¥

woataexn 3 3 @i

POSUUHHURG (500G OAR in'exnily) y Kownypuifi vapynxosii ynasosyi I xonnnpya

NAPYHROGA YHAKOSRA PAIOM 3
xapmonnin kopooiyl
Tenexicam 20 mg
Tenorcuxengy 20 2

UA/16802/01/01

2419013

31 458 packages/ynaxogox

fiempyryicn 818 Meduiioco 3ucHocysuNI v

p ) 07.2024
Hama cupodiuymea:
Tpiry date: § 06,2027

epin RpuOannoCnii
TEST LIMIT RESULT
[loxaswusu ARocnii Hoparveannsa ! Pesyipniani
Appearance {Onue)
Powder Yellow lyophilized powder Conform
Hopoutox Hiogpinizsosanuil NOPOWOK JCOCMOZ0 KOILOPY Bionusiduc
Reconstituted solution Clear yellow-green solution Conform
aigrnogaenult posuun TITpozopuit posuitn ICOBMIO-381EH0Z0 KOI0PY Bignosiouc )
Identification Retention times of main peaks obtained from sample ! Conform
Tenoxicam and standard solutions chromatogram must be same. Bionoeiouc
Idenmugbiroyin 3uauernn wacy YMpUMGUHA  OCHOGHUX NRIG  HO
Tenoxcuxecwy Xpostmmoepaax Qechidicyaano20 ma ciandapmnoro |
POV ROGUHNT Bymu idenniiuHIt.

Average mass 108.8 mg = 10 % (98.0 mg - 120.0 mg) 106.8 myg fuey

Cepedna maca
Uniformity of mass
Odnopidnicme sacu

108.8 me = 10 9% (98.0 a2 - 120.0 a12)
Not more than 2 of the individual masses deviate from

them could deviate more than 20.0%.
He Sirvwze 2 indugiovaisux sac gioXuwisomses 6io
cepednsof aacu bl nine ua 10,0 %. ma ocodna we
sioxisemsen Biasut wiaw ne 20,0%.

the average mass by more than 10.0% and none of

Conform
Bionosioue

br.ou SO54Y,
A9 71 4 J%/
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Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/lstanbul, Turkey
License: TRAUY:2020°34-2

Bupoiaenn: Medap Loy Cza AT
Micleanaxokenas; Pavuganory Max. Eucep Joeaa. Ae 20,
34906 Kyprwoh - Menans/Cransya, Typeuuunz

Aiuewsis: TRAJY/2020.33.2

i Clarity of the reconstituted | The solution should be clear Conform

! solution Pozyun nosuren Gyvmu nposopum Bidnosioue:
[Iposopicu gicnosaeH020
posuuny —
Colour of the reconstitated | Yellow-green solution Conform ‘
solution Posqun ACOBMO-3IEHOZ0 ROABOPY Bionosioae
Kouip gidnosaenozo posuiny
pH of the reconstituted
solution 9.6-10.0 9.1
pH sidnogaenozo poszunmy
Water content <30% 0.3 %

Batiem aodu

Powder reconstitution rate
Yac siduosrens nopouny

<1 min (¥6.}

0.1 min fas §

Uniformity of dosage uniis
Qduapidiicms dozosaix
OSunUL

Acceptance value (AV) should meel the requirements
Hpuitnstinne snavennn (AV) wae gionosidamu stz

Conform:
Bidnosicue

Assay

Tenoxicam
Kiwsricne eusnauenis
Tenoxcurenry

20.0 mefvial = 5 % (19.0 - 21.0 mg/vial)

20.0 mdpraron £ 5 % (19.0 — 21.0 a2/dhaaxon)

- 105.6 %
© 20,1 mg'visl
A0 b

Related substances
Cynpogidri dositxn

- unknawn impurity <0.30% .02 %

- negidoaa doarinika 20,50 %

- Impuvity A <0.25% 0.01 %

- dowika A <025%

~ impurity B <0.50% Not detected
- doniua B <050 % He guscienn
- Impurity G = 0.50% 0.01 %

- doninga G <0350%

- Impuriy H <0.50% .01 %

- dovimra H £0,50%

- total impurities < 2.00% Conform

- cyva SoMfLoR < 2,00% Bidnosivae -

Particulate contamination
Mexarrivui sronovents

- sub-visible paiticles

= HEGUOUMI YQACHIKH

- visible particles
- oAl nachRy

2 10 pm: <6000 particles/vial

> 10 amev: <6000 wacimor/haaron
2 25 ym: < 600 particles/vial

= 25 v £ 600 wacmor/ghaaron
should be absent

noguumi dymu sidcymni

" 61 particles/vial
61 uacmor-ghr.
3 particlessvial

f

i

|3 weemon o
; 3 wacmor .

Conform

_ | Bionseioge

Sterility
Cmepwisiicms

Should be sterile
Hosunen yinu cmepisius

<~ Steriie’
e

s Umeprictolonin )

Bacterial endotoxins
Sarmepiaioni endomorcuny

< 17.48 EUrmg
2 17,48 EQA

g
. .%,<‘.|'7

8 Tl/mi -
— o
8 L5
g




