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BUCHOBOK
Ipo AKiCTh BBE3eHOro B Yxpainy aikapeskoro 3aco6y

02.05.2023 Ne 21701/23/26

APTOKCAH

(uakstenynanng Jikapenkoro 30C00Y 3rian 3 peecrpatifinns rocsizveiny )
giodisrizar s Po3TMuy anst in’ exuid o 20 M1, 3 daaonu 3 diodiaizarom s PoO3aHRY Aug
exniif y womnaercri 3 3 asmnrysamu DoswIHuKRa (Roaa aun in'ewuidi) y KOy pHiii
Hapynxosiii ynakosui; 1 ROIWTYpHA Mapyukosa ynakosia Y wapronuiii kopodui

(thopnta Bunyexy, aosyoan, i HAKY BN ATKAPCHEOrO sacoty )
Howmep pecerpauiitvoro noesiavenns UA/16802/01/01 CTPOK il peecTpauiitnoro nocsinuesig 06.07.2023
Cepia nikapcukoro 2acoby Ne 2219026 Kiabkicrs ssesenoro nikapeskoro 2ac08y 33184

Brpotuuk Medap Lnay Can. A.LIL. Typeuunpa
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Bueseno 8 Yrpainy Tosapuerso s o6menenon BinosinanLricTio "BJIYC ®A PMA",
inenr, won: 43821180
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Iporokon sisyanniore KOIFrposio pin N,
Jaboparopiui anaais AKOLTE Nikapewkoro 3acody aaliicHéHuii

JaGoparopis hapsmakoneiinoro anauizy JII " Vipaiiesiuii Hay KOBUI hapMaKociinyii ueurp
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mefar

CERTIFICATE OF ANALYSIS

Manufactured by Mefar Yiac San, A. S.
Location: Ramazanoglu Mah. Ensar Cad. No; 20,
34906 Kurtkoy - Peadik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupobneno: Mepap Inay Cap A,
Micueanaxomues; Pamusanorny Max. Encap [bkan, M 20,
34906 Kypriolt « Meuumise/Cranoyn, Typeswuna

Jinensia: TR/UY/2020/34-2

No. 2022009026

CEPTUHOIKAT AXOCTY

Product name:

Hazey HpoQyIerny:
Pharmaceutical form,
package type and size:

Mixapewra dopma, mun,

ma posmip ynaxoexy:

Dosage / potency:
Hosa/ cuna dij-
Registration
certificate;
Pecempayiime
noCGIOeHRs;

Batch no,:

N cepiiy

Batch size:

Posmip cepiy:
Manufacture dates
Hama supotuuymeaq:
Expiry date;

Tepmin npudAmHOCH;

ARTOXAN
APTOKCAH
yophilizate for solution Jor injections 20 mg,

3 vials wirh bophilizate for solution Jor injections in a set with
injections) in a contour tray, 1 contour

ampoules of solvent (water for ‘
iray logether with o leaflet in a carton box
nrodinisam dng POSHUNY 0N T "G1cyiii no 20 e,

3 genrconu 3 nRoginisamon dng Postuny Oma in’eiyint y xommnexmi 3 3

MRynaMU  poswunnuka (e0da ons in'exyit)
ynakosyi 1 xonmypua vapynxosa ynaxoexa paszom 3
MeOUUHO20 sacmocysanun y xapmwionniy Kopobyi
Tenoxicam 30 mg

Tenoxcuramy 20 me

UA/16802/01/01

2219026

33249 packagestynarosox
04.2022

03.2025

<t

Inempyryicio Ong

Oocnidoysanozo A Cmandapmuozo  posyunis HOGUHHT Bymu
Denmuuruny,

Average mass
Cepedns macq
Uniformity of mags
Qonopionicmy macy

TEST LIMIT [ - RESULT 7
Lokasninc axoemi Hopmysanns Pesynvinam _
Appearance (Onue)
Powder Yellow lyophilized powder Conform
Hopouox Hioginisosanuz; ROPOULOK JeOemozo Koneopy Bionogioae
reconstituted solution Clear yellow-green solution Conform
_8idnoanenuni posyuy posopuii posvun HCOBMO-3eneHOL0 KOopy Bidnogivge
Identification ’
Tenoxicam
Retention times of main peaks obtained from sample and
Lenmugixayis standard solutiong chromatogram must be same, Conform
Tenorccwcamy 3Hauenns acy ympumannn ocnoenux nicie Ha xpomamozpamco Bidnoeidae

108.8 mg & 10 %
1088 mz 5 10 %

(98.0 mg —120.0 mg)
(98.0 Mz~ 120.0 M)

105.8 mg (mz)

/])X ceif, pJ ©30¢ AL Q9 9 4 //Qj"‘/

Not more than 2 of the individual masses deviate from the Conform
average mass by more than 10.0% and none of them could
deviate more than 20.0%.
He Binowe 2 Inousidyansiux mac sioxunsmomecs gio cepeonsol | Bionosidae
Macn binsul wive ne 10,0 %, ma JIeodna ue GiOxunAcnBON Sinsuy
e na 20,0%,
1




mefar

Manufactured by Mefar Hac San. A. S
Location; Ramazanoglu Mah. Ensar Cad, No; 20,

34906 Kunikoy - Pendik/Istanbul, Turkey

License: TRAUY/2020/34-2

Bupobneno: Megap Lnay Cair AL

Micieanaxomxenns: Pamazanoriy Max, Encap oxan, Na 20,
34906 Kyprrxolt - IMewasme/Crambyn; Typewasna

Jlinensis; TRAUY/2020/34-2

Yac sidnosnenus nopowicy

TEST - LIMIT RESULT

Hoxasnurcu axoemi Hopmyeanns Pezynomam
solution The solution should be clear Conform
Iposopicme sionosnenozo Poguun nosuner Gymu nposopum Bionogioae
POZHURY
Colour of the reconstituted
solution Yellow-green solution Conform
Konip ¢iduosnernoso Posuuny | POSUuN 2Ic08MO-3e8eH020 10Oy Bidnogidae
pH of the reconstituted 9.0—10.0
solution : ' 9.2
PH 6ionoenenozo posuuny
Water content 9
Buicm godu S3.0% 0.7%
Powder reconstitution rate <1 038 i i

Uniformity of dosage units | Acceptance value (AV) should meet the requirements Conforim
Oduopionicnte dozosanux Hpuiinamue snavenns (AV) mae 6idnosioamu sumozam Bionogioae
oQunuyw

Assay

Tenoxicam 103.6 %
Kinoxicne eusnauennn 20.0 mg/vial 5 % (19.0-21.0 mg/vial) 19.7 mg/vial
Tenoxcuxamy ' 20.0 me/hnaxon = 5 % (19.0 — 21.0 me/cbraxon) 19,7 ma/chn.
Related substances '

Cynpogioni domiuri

~ unknown impurity <0.50% 0.01 %

- Hegidoma domiura £050%

- impurity A £0.25% Not detected
- Qomina A £025% He suneneno
~impurity B £0.50% Not detected
~ domimiica B 2050% He sunanerno
~impurity G %0.50% 0.05 %
«-Qomiuxa G 2050%

~ impurity H £0.50% Not detected
~ Oomiuixa H <0,50% He eusaneno
~ total impurities £2.00% Conform

- eyma Qomiwox < 2,00% Bionosidae

Particulate contamination
Mexaniuni gxnovenns

~ sub-visible particles

~ HegUOuUMI uacmrn

2 10 pm: < 6000 particles/vial

& 10 mrcu: < 6000 wacmox/paaxon
225 pm: < 600 particles/vial

2 25 mion. < 600 wacmor/gnaxon

55 particles/vial
35 wacmor/ghn.
6 particles/vial
6 wacmox/gn.

~ visible particles should be absent Conform
= QUOUMI HdemKy nogunnl Gymu eidcymii Bionosioae
Steritity Should be sterile Sterile
Cmepunsuicmn Ilosunen 6ymu cmepunsriv S Cmepunonuii

: A 2 A
Bacterial endotoxins <17.48 EU/mg .;W o <17.48 EU/mg
Baxmepianoni endomoxcunu | < 17.48 EO/mz T 2 <17.48 EQ/m2

,3? ’g w0 (2
Flanwe O




mefar

Solvent for lyophilizate ;

Manufactured by Mefar Hac San, A. S.
Location; Ramazanogiu Mah, Ensar Cad. No; 20,
34906 Kurtkoy - Pendik/stanbul, Tutkey
License: TRAUY/2020/34-2

Buposneno: Medap Inau Cay A.LI,
Micuesnaxomuerins; Pavasanorny Max, Enoap ixau, N 20,
34906 Kyproi ~ Mouna/Crambyn, Typeausyia

Jirersin: TR/UY/2020/34-2

WATER FOR INJECTIONS, 2 ml in an ampoule, 3 ampoules of

solvent in q contour tray

Posuunnur dng BOIA JIA 1 "CKUIA, no 2 un ¢ Wnyn, 1o 3 amuyau posyunnuka ¢

noginizamy: KOumypuiii vapynxogisi ynaxoeyi

Batch no.:

Ne cepi: 2220024

Manufacture date:

Hama supobuuymea: 04.2022

Expiry date:

Teng npudamuocmi: 03.2027

TEST [ LIMIT RESULT
Hoxasnuxy sxocmi Hopmysanus Pesymsmam
Appearance Clear colourless liquid Conform
Onuc Iposzopuii besbapenutii posuun Bioneeidae
| pH 5.0~7.0 ' 6.5

Conductivity X 25 uSrom! 1 pS-em
Llumoma nposidnicm, S 25 MrCotead! ) I mxCreen’
Filling volume 22.0ml 2.1ml )
06'em nanoenenns 2 2.0 mn 2,1 mMn
Ammonium
< .
fbj(())z:;:; £0.6 ppm <0.6 ppm
< S50 mn
Calcium and magnesium Complies with the test Conform —!
Kanvyiii i maznis Bidnoeidae mecmy Bidnosivae
Sulphates Complies with the fost Conform
Cymegpamuy - Bidnoeidae meemy Bidnosioae
Restoring substances Complies with the test Conform
Bionosmonouy Peyosuny Bidnoesione mecimy Bidnosioge
Acidity or alkalinity Complies with the test Conform
Kucromnicm, » abo nyorenicrs _Bionosidae meemy Bionosioae
z;;z;f;u ‘ %0.2 ppm <0.2 ppm 7
Residue on evaporation
Samumon nicns 8URAPOBYeanNs
<10ml <0.004% (4 mg) 0.0003 % (1 mg)
S 10mn < 0.004% (4 mz) 0.0003 % (I m2)
Sterility The solution is sterile Conform
Cmepunsnicme, Poguun cmepumonyi Bidnogidae
Bacterial endotoxing %0.25 EU/ml <0.25 EU/mi
Baxmepiansui endomorcuny 50.25 BEQ/mii < 0,25 EOMn

Particulate contamination
Mexariuni BRIIONCHH S
~ Sub-visible particles

2 10 wm: not more than 6000 particle/amp
210 Miem: ne Ginvue 6000 wacmor/amnyny

41 particle/amp
41 vacmor/amn,

3




) Mannfactired by Mefar ac San, A, S,
4 Location: Ranazanoglu Mah, Ensar Cad, No; 20,
m q r 34906 Kurtkoy — Pendik/stanbul, Turkey
License: TR/UY/2020/34:2

Bupobnenop: Medap Inay Cax A.10L.
Micuesnaxomuesns; Pamasnrorny Max, Excap Mrcan. Ne 20,
34906 Kypixoft - Mengu/Crambys, Typeuuuna

Tiviensin: TRAUY/2020/34-2

TEST ’ LIy RESULT
Tloxastuxu sixocmi Hopmyearms Pesynomam
- Heaudumi uacmuy ’ 225 pm: not more than 600 particle/amp 0 particle/amp
2 25 Mt we Ginvwe 600 vacmor/amnyiy 0 vacmor/amn,

[y

manufactured (p ckaginfflabelling included) under the quality control on the abovementioned
mau]‘tgﬁzcz‘un'ng site in ful, cor;lfomuty 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 manufucture, packaging and analysis are
reviewed; conformity with the GMP is established,
Llum 5 3aceiduyio, wo fiepepaxosana euge inghopmayin ¢ docmosipuow i mounow, Ln cepin npodyiyii
byna suzomosnena (BXmoYcIouy narysanns { MODKYSANHS) 8 npogedemsm KOHMPOMO sxoemi ua
SUMeBRO3ani  GupobHyy it Oineruyl "¢ noewiii ¢ionosidnowmi s sumozamu GMP, scmanoeneniwu
pezyramoprusm opzanom Typeuyuny, a mearoye Y 8idnogiowocmi 3i creyugikayicio i memodamu KOKMpoma
axoemi (MES]), dapeecmposanumy ¢ Yipaini, Hpomoxoim 6upobruymea, ynaxosxy ma onanizie Bynu

nepezranymi ma ecmanoéneno eidnogidnicms G,

I do hereby cer% that the abovementioned data are trustworthy and accurate, This product batch is
[t

Surrame and position of person, approving batch release to marker
Hpizeume ma nocada / seanus 0cobu, axa eudana dosein na sunyck cepiy

Signature and date, stamp
Hidn;:c ma gama nidnucanns, newgma / utmamn 02.05.2022
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