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Manufaciured by Mefar Tlac San. A. S.
: Location: Ramazanogiu Mah. Ensar Cad. No: 20,

m q : 34906 Kurtkoy — Pendik/Istanbul, Turkey

License: TR/UY/2020/34-2
Bupobneno: Mepap Inay Can AL,
MICHE3HaXOKERHS Pamazanoray Max. Encap Hxan, No 20,
34906 Kyprioh - Menumme/Crambyn, Typeuunna

Jivensia: TR/UY/2020/34-2

CERTIFICATE OF ANALYSIS No. 2022009026

CEPTHOIKAT AKOCTI

Product name; ARTOXAN

Hasea npodyrmy: APTOKCAH

Pharmaceutical form, lyophilizate for solution for injections 20 mg,

package type and size: 3 vigls with lyophilizate for solution for injections in a set with 3
ampoules of solvent (water for infections) in a contour tray, 1 contonr

Hixapevra opma, mun. Iray together with a leaflet in a carton box

G POIMIP YROKOGKY: nloginizam ons posuuny ons in €KYt no 20 me,
3 @uaronu 3 rioginizamom Ons Po3vuny 0ns in’ckyill v xomunexmi 3 3
AMRYIGMU pOSHUMHUKA (600a O in’exyiti) y KOHIMYPHIU YapyHKOGiN
YRaKoeylr 1 KOHMYpHA 4apynxoea ynaxoexa pasom 3 iHecmpyryicio 0
MEOUUHOZ0 30CIOCYSAHHS ¥ KAPMOHRIY KOpobYyi

Dosage / potency: Tenoxicam 20 mg

Hoza/ cuna oii: Tenoxcurxamy 20 mz

Registration

certificate: |

Pecempayiine UA/16802/01/01

noceiovenn;

Batch no.:

Nz cepii:

Batch size:

Posmip cepii:

Manufacture date:

2219026

33 249 packages/ynarxosox

Llama supoOnuymea: 04.2022
L . 03.2025
EPMIH NPUOAMHOCIN
TEST LIMIT RESULT
Hoxasnuxu axocmi Hopayaarms Pesynvimam
Appearance (Onuc)
Powder Yellow lyophilized powder Conform
Hlopoutox Hioghinisoeanuii nopowox sicoemozo KOMbopy Bionogidae
reconstituted solution Clear yellow-green solution Conform
BIOHOGRCHUI DOZYUH LIposoputi posuun scoemo-zenenoceo KOJLODY Bionosioae
Identification
Tenoxicam
Retention times of main peaks obtained from sample and
{oenmupixayis standard solutions chromatogram must be same. Conform
Tenorcuxamy SHAYEHHR Hacy ympumanis ocHOGHW: nirie na xpomamozpamax | Bionoeidae
Oocaidocyeanozo ma CHAHOQDIMHOZ0 PO3YUHIE NOSUHHI bymu
I0eHmMUYHUMU.
Average mass 108.8 mg = 10 % (98.0 mg— 120.0 mg) 105.8 mg (m2)
Ceépedus maca 108.8 me = 10 % (98.0 M2 — 120.0 M2)
Uniformity of mass Not more than 2 of the individual masses deviate from the [ Conform
Oonopionicms macu average mass by more than 10.0% and none of them could
deviate more than 20.0%.
He binvwe 2 indusioyanonux mac sloxunsromeca 6id cepeduvor | Bidnosioae
N\ Macu binvus vizic na 10,0 %, ma sicoduag e gioxunsemses binviu
> Neioie na 20,0%, ki
Clarity

I, Cetr i) 030C 420G 9 3 ) e




mefar

Manufactured by Mefar Hac San. A. S.
Location: Ramazanogly Mah. Ensar Cad, No; 26,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/AUY/2020/34.2

Bupoiieno: Megap Lnay Cair A.IIL
Micneanaxomresnys: Pamazanoriay Max. Escap Jhran, Ne 29,
34906 Kyprrots - Herame/Cranbyn, Typeuqna

Jizensis: TR/UY/2020/34-2

TEST LIMIT RESULT

Hoxasnuru axocmi Hopmyeauns Pesyavmam
solution The solution should be clear Conform
IIpozopicme sidnoenenozo Posuun nogunen Gymuy npo30pUM Bidnogidae
po3quny
Colour of the reconstituted
solution Yellow-green solution Conform
Konip eionoenenoeo Po3vuny | Posuun sicosmo-senenozo KORLODY Bidnosidac
pPH of the reconstituted
solution 2t~ L0 8.2
PH éidnosnenozo POHUHY
Wa.ter content <3.0% 0.7 %
Bmicm eodu
Pﬁwd?:r reconstitution rate < mils 0.5 min (k&)
Yac eidnosnenus HOpOUWIKy
Uriformity of dosage units Acceptance value (AV) should meet the requirements Conform
Odnopionicnty dozoeanio: {Iputinsimue snavenns (AV) mae 6idnosidamy sUMO2aM Bionogidae
OOUHLYY
Assay
Tenoxicam 103.6 %
Kinvricne susnavenns 20.0 mg/vial £35 % (19.0—-21.0 mg/vial) 19.7 mg/vial
Tenoxcuxamy 20.0 me/chnaxon + 5 % (19.0 - 21.0 me/Praxorn) 19,7 me/n.
Related substances
Cynpoaioni domiuu
- unknown impurity <0.50% 0.01 %
- Hegidoma domika <0350 %
- impurity A =0.25% Not detected
-~ OoMiwna A £025% He sungneno
- impurity B < 0.50% Not detected
- domiwuxa B <0,50 % He eungneno
- impurity G =<0.50% 0.05 %
- Qomiuuxa G <0350%
- impurity H £0.50% Not detected
~ Oominixa H <6,50% He gungneno
- total impurities <£2.00% Conform
- cyma dominiox <2,00% Bionosidac

Particulate contamination
Mexanivui exmovenns

- Sub-visibie particles

- HEBUOUMI YacHIrcy

2 10 pm: <6000 particles/vial
= 10 mrom: < 6000 Yacmox/praxon
2 25 um: < 600 particles/vial

53 particles/vial
33 wacmor/gpa.
6 particles/vial

> 23 mxm. < 600 YACINOK/ raron 6 uacmox/cha,
- Visible particles should be absent Conform
- BUOUMI Yacmxu ROsUHNI Oymu eidcymui Bionoasioae
Sterility Should be sterile Sterile
Cmepuwronicms Llosuren Gymu cmepunsrm Cmepunvrui

Bacterial endotoxins
baxmepianvui endomoxcuny

<17.48 EU/mg
< 17.48 EO/uz

<17.48 EU/mg
<17.48 EQ/uz




mefar

Solvent for lyophilizate :

Posuunnux ons

Manufactured by Mefar Hac San. A. S,
Location: Ramazanoglu Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/AUY/2020/34-2

Bupoéneno: Medap Inau Can A
Micuesnaxomxenns: Pamasanorny Max. Encap Dxan. Ne 20,
34906 KypTsoi ~ Mexrtnni/CranGyn, Typeuusna

Muewnsia; TR/UY2020/34-2

WATER FOR INJECTIONS, 2 ml in an ampoiile,

solvent in a contour tray

3 ampoules of

BOJA VLT IH’EKIITH, no 2 mn g QMAYRL, N0 3 QMAYAU POIUUNHUKG &

roinizamy: KOHMYPHIU uapyrkoeid ynaroasyi

Batch no.:

Ne cepii: 2220024

Manufacture date:

Lama supobuuymea: URE2e

Expiry date:

Tepmin npudammocmi: aleg

TEST LIMIT RESULT
Hoxaznuxy axocmi Hoparysauus Pesynvmam

Appearance Clear colourless liquid Conform
Onuc Iposopuii Gesbaperi posuun Bionoasioac
pH 5.0-7.0 6.5
Conductivity <25 puS-cm’! 1 pS-cm?
[Tumoma nposidnicme <25 mxCaoad™ 1 mxCarcm™
Filling volume >2.0ml 2.1 ml
006 'em nanosuenns > 2.0 mn 2,1 mn
Ammonium
<50 mi '
Amonii < 0.6 ppm <0.6 ppm
< 50 mn
Calcium and magnesium Complies with the test Conform
Kanvyiii i maznii Bionosioae mecmy Bionosidae
Chlorides
oy < 0.5 ppm <0.5 ppm
Sulphates Complies with the test Conform
Cymechamy - Bidnosidae mecmy Bionosioae
Restoring substances Complies with the test Conform
Bionosmoiovu pevoeuny Bidnoeidae mecmy Bionogidae
Acidity or alkalinity Complies with the test Conform
Kucnomuicms abo xyxcnicme Bionogidae mecmy Bionogidae
Nitrates
Eemziin £0.2 ppm <(.2 ppm
Residue on evaporation
Jamuuor nicns BUNAPOBYSEAHHS
<10 ml <0.004% (4 mg) 0.0003 % (1 mg)
<10mn < 0.004% (4 me) 0.0003 % (1 mz)
Sterility The solution is sterile Conform
Cmepunvuicme Posuun cmepunbrui Bidnosidae
Bacterial endotoxins < 0.25 EU/ml <0.25 EU/mi
Baxmepiansui endomorcuny < 0.25 EO/Mn < (0,25 EO/an
Particulate contamination
Mexaniuni exnovenns 2 10 um: not more than 6000 particle/amp 41 particle/amp
- sub-visible particles 210 mxm: we Ginvue 6000 YACTOK/amnyny 41 wacmor/avin.
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Mandfactiered by Mefar llac San, A, S,
Location: Ramazanoglu Mah, Ensar Cad. No: 20,
m q r 34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/AUTY/2020/34-2

Bupobnerno: Medap Inay Can AL
Micuesyaxomuenas; Pamasanoriy Max. Encap Tnan. Ne 20,
34906 Kyprkoii - Henrnux/Crambyn, Typeyunna

Jinensia: TR/UY/2020/34-2

TEST LIMIT RESULT
LHoxasnuxu sixocmi Hopmysars Pezynomanm
- He8uouMi vacmy 2 25 pm: not more than 600 particle/amp U particle/amp
= 25 Mrm: e binvute 600 HQCTHOK/ My ity 0 wacmor/amn.

1 do hereby certify that the abovementioned data are lrustworthy and accurate, This product batch is
manufactured (packagin /?abelling included) under the quality confrol on the "abovementioned
manufactyring site in ful cor}z{arng; with the GMP requirements, established by the regulatory agency
of lurkey as well "as with the specification am? control methods of the analytic-normative
ocumentation, registered in Ukraine. The rotocols of manufacture, packaging and analysis are
reviewed; conformity with the GMP is established,
Lum 2 saceiduyo, wo nepepaxosara euye inghopmayin ¢ docmoegipuoi i mounoro, Lla cepia npodyxyii
byna suzomosnena (sxmoumiouy NAKY6annn [/ mapryeauns) 3 ADOBCOCHHAM KORMPOMO SKOCHE Ha
SUEBKA3AHIY  6UPObHLMYIT Qinetuyi "6 noswiii ionosionocmi 3 sumozamu GMP, ecmanosnenuwu
peeymmogyww opzanoem Iypevuunu, a maxosie Y 8ionogionocmi 3i cneyugixayicio i memodamu KOHMPOIIO

aArocmi v, 3apeccmposanumu ¢ Yipaiui Aggomom.fzu GUPOOHUYMBA, YnaKosKky MG anarizia By
REPeCnANY ML InQ 6CMAan0sNeno eionoeionicn € .

Surname and position of person, approving batch release to market
IIpizsuge ma nocada / seanus ocodu, axa eudana dosein na SUNYCK cepli

Signature and date, stamp
17, ionuc ma dama nionucanss, nevama / UEmamn 02.05.2022




