CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

| Product : Texared® (Tenoxicam) film-coated tablets 20 mg )
| Mpoaykr: Tekcapen® (TeHokcykam) TabNeTKH, TOKPBITRIE TUIEHOYHOH 060noukoi 20 Mr

| Market/Peiok ~~ : Russia/Poccus -

| Batch No / ] Batch Quantity / | 427670tab/

| Cepuns Ne B o 2oLO8211A Pazmep cepun © 427670 Tab
Analytical Report No/ . 040000003084 Date of Analysis / . 93/12/2025
AHanHTHIeCKHH oTueT No Jdarta anangnza
Date of Manufacture / 11.11.2025 | Date of Expiry / 31.10.2028
Jara npou3BoacTBA  T'oaen xo o o
Mfg. License No. / .- '

TR/UY/2019/30-11 dated MA number: / '

IlpousBoacTBenHAs ‘ 05.08.2025 Homep PY ¢ JII-Ne(007956)-(PT-RU) |
HUeH3RA Ne |
Analysis performed according ND / Ananus npoBegen nmo H/1; JITI-Ne(007956)-(FT-RU)-041224 |

Pagelofd/Crp. 1 u3d

Ne | Test/

IIoka3zarenn

1 ] Appearance / Onucanne

Result / PesyabTarnl

Specification / HopM_a

Brownish yellow, oval, biconvex,
film-coated tablets, scored on one
side. Bright yellow core on cross
section. / Xenroro ¢
KOPHYHERBIM OTTEHKOM TIBETA
OBAJIbHEIE, TBOAKOBBIMYKIIBIE
TaONETKH, MOKPHITHIE MIEHOYHOMH
000n0YKOH, ¢ pUcKoii Ha OIHOH
ctopode. Ha momepeuromM
pazpese 9Ip0 APKO-3KeJITOro
LIBETA.

Brownish yellow, oval, biconvex, film-
coated tablets, scored on one side. Bright
yellow core on cross section. / Xentoro ¢
KOPHYHEBBIM OTTEHKOM LIBETa OBAJIBHBIC,
JABOAKOBBIMYKJIBIE TAONETKH, MOKPHITbE
IIeHOUHO# 000704KOH, ¢ pHCKOH Ha
onHo# cropone. Ha nonepewnoM paspese
AAPO APKO-KENTOTO LBETA.

.ilenti

|

fication /

HUnentudnxanns
HPLC /BO)XX

Uniformity of weight* /
OaHOpOoAHOCTL MACCHI™

Retention time of the main peak in
the chromatogram of test solution
complies with retention time of
the main peak in the
chromatogram of tenoxicam
standard solution. / Bpems
YIAEP’KHBaHHA OCHOBHOTO MHKA Ha
XpOMATOrpaMMe  KCHBITYEMOTO
PacTBOpa COOTBETCTBYET BPEMEHH
YAEPKHBAHHA OCHOBHOI'O IHKA HA
XpOMaTOrpaMMe  CTaHAapTHOTO
pacTBOpa TEHOKCHKaMa.

Retention time of the main peak in the
chromatogram of test solution should
comply with retention time of the main
peak in the chromatogram of tenoxicam
standard solution (Assay test). / Bpemsa
VICPKHBAHHSA  OCHOBHOTO TMKAa HA
XpoMaTorpaMMe MCIIBITYEMOTO pacTBopa
OODKHO — COOTBETCTBORATE  BPEMEHH
yISpKHBAHHA OCHOBHOTO TNHKa Ha
XpPOMaTOTrpaMMe CTaHAAPTHOTO PacTBOPa
TeHOKcHKama (paszzen «KonmuuecTeeHHOE
OnpeeneHue) ).

N Eomplies / CooTBETCTBYET

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 tabaeTokx - He Oonee £ 7,5 %,
2/20 TabneTok - HE Bonee £+ 15 Y.

Water content* /
Cogepikadne BOABLI®

4.5% /4.5 %.

Not more than 7.5%. / He Gonce 7,5 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: INponykT cooTeeTcTByeT TpebGosanusam HJI 3axmoyenne: ONOBPEHO

Prepared by / rw %, “we- Checked by / Approved by: Manager/Executive /

Ho,t[romsnend % IMposepeno: Ounobpeno: MeHemkep / PykoBonmuTens
/,.f ERAY KALEM Clah caed

Date / Date / Date /

Jlara: ol 26 JlaTa: ftol th Jlata: el b




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

| Product : Texared® (Tenoxicam) film-coated tablets 20 mg
| HponyxT: Texkcapen® (TeHoxcHkaM | TaOAETKH, NOKPBITEIE TUIeHOUHOH obomoukoit 20 mr

| Market / Prinox - . Russia / Poccust i
| Batch No / . Batch Quantity / . 427670 tab/
Cepus Ne - 2oL08211A Pazmep cepun © 427670 Tab |
Analytical Repo:'t No/ . 040000003084 Date of Analysis / . 23/12/2005
AHaIHTHYECKHH oT49eT Ne | JlaTa anannza - _
Date of Manufacture / . 11.11.2025 Date of Expiry / . 31.10.2028 |
Jara nponzsoacTea T'oaen 10 |
Mfg. License No. / .

. TR/UY/2019/30-11 dated MA number: / ) .
IIpouspocTREHHAA * 05.08.2025 Howep PY : JII-Ne(007956)-(PT-RU)

aunnensua Ne

Analysis performed according ND / Ananns nposeaen 1o H/1: JITI-N2(007956)-( PT-RU)-041224

Page2 of4/Ctp. 2 m3 4

I 7 | Impurities / IIpuMecn

Ne | Test/Iloka3zareas Result / PesynbraTnl Specification / Hopma
5 | Disintegration* / 2 min / 2 MHH. | Not more than 30 min. / He Gonee 30
Pacnapaemocth* ) MUH. - i
6 | Dissolution®* / Unit-1/ Tabn.-1 90 % Not less than 75 % (QQ) of tenoxicam in
Pacreopenne® : 5 45 min. /
U111t-2 / Tabn.-2 | 89 % He menee 75 % (Q) TeHOKCHKama depes
Unit-3 / Tabm.-3 93 % 45 MuH.
Unit-4 / Tabn.-4 | 95 %
| | Unit-5 / Ta6n.-5 ’ 84 %

Unit-6 / Tabn.-6 | 91 %

2-aminopyridine /
2-aMHUHONUPHANH

Individual unidentified

| impurity / Exnvuunas
HeHAeHTHOHIMPOBaHHASL
TPHMECE

Total impurities / Cymma
npuMecei

Not detected / He oOHapyKeHa

Not detected/ He oOHapyxeHa

Not more than 0.25%; / He 0Goaee
0,25 %;

Not more than 0.5 %; / He 6onee 0,5 %;

Not detected / He oOHapy:KkeHa Not more than 2.0 %. / He 6onee 2,0 %.

8 | Microbiological purity® / MEkpoOHOJIOTHYECKAA YHCTOTA™

a) Total Aerobic Microbial
Count / Obmee uncmo
a3po0HBIX MHKPOOPTraHH3MOB

b) Total Combined Yeast and
moulds count / O0mee umcno

Less than 10 CFU/g. /
Menee 10 KOE/T.

Less than 10 CFU/g. /
Menee 10 KOE/T,

Not more than 10° CFU/g. /
He Gonee 10° KOE/T.

Not more than 10> CFU/g. /
He 6Gonee 102 KOE/T.

"Remarks : The Product confirms to ND/
 [pumeuanue: [poaykr cooreercTByeT Tpebosanusm HJY

.l

Conclusion : APPROVED /
3akmouenne: OJJOEPEHO

"Prepared by / I, " “L .

Checked by /
IIpoeepeno:

ERAY KALEM (7

Approved by: Manager/Executive /
Onobpeno: Meﬂzu:g / Pyxoronutens

Honm"ronneno /
/
Date /

Mara: / 20/ ZJ

Date / f’l-@f' b
Nara:

Date /
Jara:

Yl o1, ’b’L‘o




CERTIFICATE OF ANALYSIS

- _ CEPTHOHKAT AHAJIM3A
Product : Texared® (Tenoxicam) film-coated tablets 20 mg
IMpoayxr: Texcapen® (Tenokcnkam) TabneTk, NOKPHITHIE IIEHO4HO# 0b6omouko# 20 mr —_
Market / Ppivox . Russia/Poccma
Batch No / . Batch Quantity / . 427670 tab /
Cepuas Ne P 2510821 U_\ - Pazmep cepun © 427670 Tab
Analytical Repourt No/ . 040000003084 Date of Analysis / . 23/12/2005
AnanaTHyecKnii oraer Ne JlaTa ananuza
Date of Manufacture / 11.11.2025 Date of Expiry / 31.10.2078
| llaTa npon3BoaACTBA Topen go
Mfg. License No. / -
TR/UY/2019/30-11 dated MA number: /
| TipousBocTBeHHAN : 0= 08 2028 HOM';; Py‘“ : JITI-Ne(007956)-(PT-RU)

| numen3zus Ne

| Analysis performed according ND / Ananus npone,z[eﬂ'r-lo l[,.[l .JIl'I-.N‘g{007956}_-[1;1"-R1I}_-041224

Page3 of 4/Crp. I nz 4

Ne | Fest/Ilokaszatean

JNPOMKEBBIX M TUIECHEBBIX
rpubOB

| "¢) Escherichia Coli

Result / PesyabTaTh

Absentin 1 g./
OrcyrctByeT B 1 T.

Specification / Hopma

Shall be absentin 1 g./
OrcytctRue B 1 1.

9 | Uniformity of dosage units / 32/32 Acceptance value (AV) should not be
| OxnopozHOCTE more than 15,0 / TIlokazarens
| 103MPOBAHHEIX ETHHHIL pueMaeMocTd (AV) noJokeH OBITE
| - He Goree 15.0

10 | Assay / Kosm4ecreennoe 97.6% / 97.6 %. 90.0 % to 110.0 % of CisHiN3048;

onpeaeeHHe {tenoxicam) in a tablet of label claim.
/ Or 90,0% a0 110,0%
CisHuN304S:  (TeHOKCHKaM) B
TabmeTke oT HOMAHANRHOTO
COAC[IKAHHUSL.

11 | Package appearance /
Ouncanue ynakoBkn

10 tablets in a PVC/aluminum foil
blister and patient

blister. 1
information leaflet in a carton. /

Ilo 10 Tabunerox B Giumcrepe H3
IBX/amomunneroi gonsra. [To 1
Onucrepy BMecTe € JIMCTKOM-
BKJIAABILIEM TOMEIAIOT B TMAYKY

KapTOHHYIO.

10 tablets in a PVC/aluminum foil blister.
1 blister and patient information leaflet in
a carton. /

Mo 10 Tabnerox B Onucrepe u3

MBX/amomunmeroit  Gonmsru. Tlo 1
OimcTepy  BMeCTe ¢ JIMCTKOM-
BKTAJIBINIEM TIOMEINAIT B MAYKy

| KAPTOHHVIO.

|

* Analytical procedures according to the current EAEU Ph. are used for the product quality control in the EAEU. The
manufacturer uses the current Ph. Eur. procedures for release quality control at the manufacturing site. /

* Ananutryeckue Metoauku no ®EASC peficTByOlIEro H3Tauus NMPHUMEHSIOTCA 1,19 KOHTPOJIA KAaUecTRa Mpernapara
Ha Tepputopun EADC. Jlns BBRIMyCKaroimero KOHTPONd Ka4yeCcTBAa Ha ITPOH3BOJCTRE MPOHM3BOAHTEID HCTIONB3YET
meToauky no Epponeiickoii (Papmakoriee AeHCTBYIOIIErD W3JaHUA.

Remarks : The Product confirms to ND/

MNpumeuanne: Iponykr cooTBeTcTBYeT TpedoBarnuaM HJ

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

Prepared by / / /D" % s it Checked by / Approved by: Manager/Executive /
Tloarorosneso/ / % TIpoBepeno: Onobpeno: Menemkep / PykoBoaurens
A7 ERAY KALEM Biloh AN e
Datc / ) Date / Date /
-2b
HaTa: /20/ Z ,J]‘B.Ta: / '2_- Io] / I_ 6 }.laTa: | 2 . %’LL




CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg

Ipoaykr: Texcapen® (TeHoxcHkam ) TabNeTKH, MOKBITHIE TINICHOYHOH ofomoukoi 20 Mr

Market / Prinox : Russia / Poccun

Batch No / o | Batch Quantity / 427670 tab/
| Cepugg Ne + 25L08211A Pasmep cepun © 427670 1ab

Analytical Repourt No/ . 040000003084 Date of Analysis / . 237122025
 AHATTHTHYECKHIi 0T4YeT No | Jlara anann3a

Date of Manufacture / 11112025 Date of Expiry / . 31.10.2028
JlaTa npoH3BOACTBA | I'oxen no

Mfg. License No. / .

. TR/UY/2019/30-11 dated MA number: / ] o
IIpou3BoacTBERHAR * 05.08.2025 Howmep PY : JHI-Ne(007956)-(PI'-RU)

Jaanenzag No _
| Analysis performed according ND / Ananns nposeaen mo H/I: JIH-Ne(007956)-(PT-RU)-041224 |

Page4 0f4/Crp. 413 4

| API name (INN) / Hanmenopanne AOC (MHH): | Tenoxicam / TeHOKCHKAM
API manufacturer batch number /
Homep ceprn nponseoautenan ADC: 9_205135 |
FP Manufacturer API Batch number / 25119114 /25119715
Homep cepun cyGcrannus nponssogurena I'JId:
API Manufactured by & country / Edmond Pharma S.r.1, Ttaly /
IIponzsoanrens APC, ctpana: Onmong ®apma C.pi., Hranua
.. Gensenta llac Sanayi ve Ticaret A.S., Turkey, Sanayi

Name, addrfess, a_uthorlzatlon 1.% for FP . Caddesi Ne13, Yenibosna Bahcelievler Istanbul, Turkey
manufacturing site / Control site / Release site / (license No TR/ATY/2019/30-11 dated 05.08.2025) /
gaz:::::;l:;:’“?ﬂp zﬁoﬁ:;::?;i.l:}:anka I'encenta Unau Cananm e Tumkaper A 111, Typnua, Canan
K(f:” 0151 KauecTra / IL10MAIKA BEITYCKA Kazinecu Ne 13 HMennbocHa baxuenusnep CramOya, Typuus

P ¥ _l (mamtenzms Ne TR/UY/2019/30-11 dated 05.08.2025)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union {(No. GMP/EAEU/RU/01186-2024 dt. 09
February 2024) and requirements to the medicinal quality and with the specifications in the Marketing Authorization
dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

3akniouenne o coorBercTBHR: «HacTodimuM g monrTBepskIalo, 9TC HPHBCACHHAA Bhlie HHQOpMAaL{f SBASETCH
JOCTOBEPHOI H TOHHOH. 3Ta cepHs NpodyKLHK NPOU3BeeHa (BIIIOYas YIIAKOBKY (MApKHPOBKY )} H KOHTPOJIEL KAauecTBa)
Ha BEHIIICYKA3aHHOH MPOMZBOACTEBCHHOM MIoWIaIKe (IUIOAaNKax) B MOJHOM COOTBETCTBMH ¢ Tpebosanusmu [Ipasui
HamIexkameii nmpousBoacTBeHHOH npakTukn Erpasniickoro skoHoMH4eckoro cotoza (Ne GMP/EAEU/RU/01186-2024
or 9 despans 2024} u TpeSoBaHMAMH KOHTPONS KadyecTBa JICKAPCTBCHHBIX CPEACTB, 4 TAKKE B COOTBETCTBHH CO
CrIeLM(UKAIMAME, COAEPKALIMMHUCA B PErHCTPALMOHHOM JOChE CTPaHBI-HMMIIOPTEpa. 3amHCH MO TIPOHM3BOICTRY,
YOAKOBKE M AaHAIH3Y [POBEpPeHEl, W YCTaHOBJIEHO HX cooTBercrBue TpeCopanmsam [lpaBmn Hapiexaineis
NMPOU3BOACTREHHOH IPAKTHKU ERpazHiickoro 3KOHOMHYESCKOTO COR3a).

| Remarks : The Product confirms to ND/ Conclusion : APPROVED /

| IIpnmeuanne: ITponykT cootBercrByeT Tpeboranmsam HIL 3axawuenne: OJOBPEHO

| Prepared by / e p?é;’ o, Checked by / Approved by: Manager/Executive /

| ToaroToBneHo: P g{r/— [MpoeepeHo: OnoGpero: MeHeukep / Pykosonutens
_ 7 ERAY KALEM THA A Tl
Date / Date / 24 Date /

| ./ ol
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