CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

| Produet : Texared® (Tenoxicam) film-coated tablets 20 mg
| Hpoaykr: Tekcapea® (Tenokcukam ) TabNeTKH, MOKPHITHEC IACHOYHOI ofonoukoii 20 mr

| Market / PoiHok . Russia/ Poccua -
| Batch No / _ | Batch Quantity/ 377090 tab /
Cepns Ne - 251063814 Paszmep cepun * 377090 Tab
Analytical Repourt No/ . DI-2025-01751 ]?ate of Analysis / 16/12/2025
AHAJTHTHYCCKHIH 0TdeT No Jlara anann3sa
Date of Manufacture / . 24.09.2035 Date of Expiry / 31.08.2028
Jlara npon3BoacTBa o T'oaen o
Mfg. License No. / -
. TR/UY/2019/30-11 dated MA number: / . .
IIponzBoacrBenHan ' 05.08.2025 Howmep PY 1 JII-Ne(007956)-(PT-RU)
| IHNEH3Hs No

| Analysis performed according ND / Ananuz nposener no HJ1: JITI-Ne(007956)-(PT-RU)-041224

Pagel of4/Crp.1u3 4

Ne | Test/IoxasaTenn Result / Peayabrarsi Specification / Hopma

1 Appearance / OnHcanne Brownish yellow, oval, biconvex, | Brownish yellow, oval, biconvex, film-
film-coated tablets, scored on one | coated tablets, scored on one side. Bright
side. Bright yellow core on cross | yellow core on cross section. / Xemrroro ¢

' section. / Xenroro ¢ KOPHUYHEBEIM OTTEHKOM I[BETa OBATBHEIE,

KOPHYHEBBIM OTTEHKOM LIBETA IOBOAKOBHINYKITEIE TaONETKH, TIOKPHITHIC
OBAJIBHEIE, ABOAKOBLINTYKIIBIE IDIEHOYHOH 000NMOuKol, ¢ PpHCKOH Ha
TaONeTKH, NTOKPHITEIE IUIEHOYHOH | ofHOM cTopoHe. Ha monepeuHoM paspese
obomoukofi, ¢ puckoif Ha ogHo AP0 APKO-3KENTOrO LBETA.
cropone. Ha nonepeurnom
pazpese AApo APKO-KEJITOro
neeTa.

2 | Identification / Retention time of the main peak in | Retention time of the main peak in the
HaenTnduxanun the chromatogram of test solution | chromatogram of test solution should
HPLC / BIKX complies rwith retention. time of comp!y with retention time of the plain

the main peak in  the |peak in the chromatogram of tenoxicam

chromatogram of tenoxicam |standard solution (Assay test). / Bpems

| standard solution. / Bpems |ynepKHBaHHWA OCHOBHOIO [IHKA HA

YIepAHBAHUA OCHOBHOIO THKA HA | XpPOMAaTOrpamMMe MCIBITYEMOrO pacTBopa

XpoMarorpaMMe  HCHBITYEMOTO | AOKHO — COOTBETCTBOBATE — BPEMEHH

pacTBOpa COOTBETCTBYET BPEMEHH | YICPIKHBAHHY  OCHOBHOTO IIMKA HA

yAepKMBaHU OCHOBHOTO TIHKA Ha | XpoMaTorpaMMe CTaHAAPTHOIO pacTBopa

| XpOMATOTpaMMe  CTAHJapPTHOTO | TeHOKCHKaMa (paszen «KonuuecTBeHHOS
pacTBOpa TCHOKCHKaMa. OIIPE/ICIICHHE) ).

3 | Uniformity of weight* / Complies / CooTBeTCcTBYET 18/20 tablets - not more than + 7.5%; |
OaHOpPOAHOCTE MACCHI® 2/20 tablets - not more than + 15%. /

18/20 TabneTok - He HGonee = 7,5 %;
} . | 2/20 Tabnerox - He Gonee = 15 %.

4 Water content® / 53 9% /5.3 %. Not more than 7.5%. / He 6onee 7,5 %.

Coagepikanne BoabI* -

Remarks : The Product confirms to ND/

IIpameuanue: IIpogykT cooTBeTeTRYCT Tpebosanusam HJJ

Conclusion : APPROVED /
3akmouenne: QFOBPEHO

Prepared by / % Jee s, Checked by / Approved by: Manager/Executive /

IlogroToBneHo: z HpOBepe$0|:( ALE Onobpeno: Menemxep / PykoBonureis
P e Blol cins 28

Date / Date / Date /

Jlata: 2oL 6 Jara: f Lot Lé Jara: P of et 4




Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Mpoayvkr: Tekcapen® iTeHOKCHKaMi TabJIeTKH, MOKPHITHIE ITIEHOUHO# 060moukoii 20 Mr

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Market / Puinokr : Russia/ Poccnst -
Batch No / ] Batch Quantity / ) 377090 tab /
Cepun Ne : 25106381A | Paamep cepun T 377090 Tab
Analytical Repourt No/ . DI-2025-01751 Date of Analysis / 16/12/2025
AHaMTHYecKHi oTdeT No JlaTa anannza
Date of Manufacture / . 24.09.2025 Date of Expiry / 31.08.2028
JlaTa npon3soacTBa I'open no
Mfg. License No. / ..

. TRAUY/2019/30-11 dated MA number: / .
IponzsoacTBeHHA " 05.08.2025 Howmep PY JHI-Ne(007956)-(PT-RUT)
anuensun Ne

Analysis performed according ND / Ananns nposesen no H/I: JITI-Na(007956)-(PT-RL)-041224

Page2 of4/Crp. 2 3 4

[ Ne | Test/ Mokasatens Result / Peayabrarhl Specification / Hopma
5 | Disintegration* / 2 min / 2 MuH. | Not more than 30 min. / He Gosnee 30
Pacnagaemoctn® | MHH.
6 | Dissolution* / Unit-1/ Ta6m.-1 | 92% Not less than 75 % (Q) of tenoxicam in
PacTeopenne* . . 45 min. /
Unit-2 / Tabn.-2 | 89 % | He menee 75 % (Q) TeHOKcHKama yepes
Unit-3 / Tabm.-3 92 % 45 MHH,
“Unit-4 / Ta6n.-4 92 %
Unit-5 / Ta6n.-5 | 89%
Unit-6 / Ta6n.-6 | 88 %
7 | Impurities / Ilpamecn _ Bl

2-aminopyridine /

2-aMHHOTIHPHARH

Individual unidentified
impurity ! EnuHuuHas
HeueHTH)UIMpOBaHHAs
npUMeCh

Not detected / me oOHapyxeHa

Not detected/ He oGHapyKeHa

Not more than 0.25%; / He 6onee
0,25 %;

Not more than 0.5 %; / He Gonee 0,5 %;

jLotal ngurntnes / Cymma Not detected / He oGHapy:keHa Not more than 2.0 %. / He 6onee 2,0 %.
npHMecei
8 Microbiological_purity* / MuakxpoOHoaorHYecKas YHeToTa® -
“a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10* CFU/g. /
Count / O6mee uHcno Menee 10 KOE/r. He Gonee 10° KOE/r.
a3po0HBIX MHKPOOPTaHU3MOB
" b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10> CFU/g. / |
moulds count / OGwiee yucio Menee 10 KOE/r. He 6onee 10° KOE/T.
Remarks : The Product confirms to ND/ - Conclusion : APPROVED/
TIpumeyanue;: lIponykT cooTBeTcTBYET Tpebopanmam HJI 3axmouenue: OJJOBPEHO
Prepared by / oy Checked by / Approved by: Manager/Executive /
Iloarorosneno: /k"/ e IIposepeno: Onoﬁpexg@;MeHemﬂesp / Pykoronurtens
.-" \M %\
ERAY KALEM
| Date / Date/ ;7. .4/ [« L6 Date / :
|J__,E_L_aTa: Jlara: / Jlara: L. ol bble




CERTIFICATE OF ANALYSIS

_ CEPTHOUKAT AHAJIM3A
Produet : Texared® (Tenoxicam) film-coated tablets 20 mg
| Hpoaykr: Texcapen® :TeHOKCHKaM: TabJIETKH, TIOKPBITHIE MNEHOTHOH 000moukoii 20 Mr
Market / Poinok : Russia/ Poccna
Batch No / ) Batch Quantity / 377090 tab /
Cepus Ne : 25106381A Pazmep cepuu © 377090 1ab
Analytical Report No / . DI-2025-01751 | Date of Analysis / . 16/12/2025
AHannTHYMeCKHiH oTeT No ; JlaTa ananmnza
' Date of Manufacture / . 24.09.2025 Date of Expiry / 31.08.2028
| /laTa npousBoacTBa | Toaen g0
Mfg. License No. / RIUY
TIpon3BoACTBEHHAR : 55 08 2:;22219/30'11 gated MA number: / : JII-Ne(067956)-(PI'-RU)

| namenm3ns No

| Homep PY

| Analysis performed according ND / Anaan3 nposenen mo HJI: JITI-Ne(007956)-(PI-RU)-041224

Page3 of4/Crp.3 uz 4

| Ne | Test/ IlokazaTean Result / PeayanTaThl Specification / Hopma
NPOAGKEBBIX ©  IUIECHEBBIX
rpubos

‘ ¢) Escherichia Coli Absentin 1 g./ Shall be absentin 1 g. /

Orcyrersyer B 1 1 OrcyrcrBue B 1 1.

i 9 | Uniformity of dosage units / 24724 Acceptance value (AV) should not be
OnropoaHOCTE more than 15,0 / Tlokasarenn
AO3HPOBAHHBIX €THHHI] npaeMiaemMocTé (AV) gomkeH OHITH

ne Gonee 15.0
10 | Assay / Konnuecrpennoe 100.7% /100.7 %. 90.0 % to 110.0 % of CisHi1N304S,
onpeneIeHHe (tenoxicam) in a tablet of label claim,
/O 900% g0 110,0%
CisHuNs(4S2  (TeHOKcHMKamM) B
TabmeTke oT HOMHMHAITBHOTO
| B - CORCpAAHH.
11 | Package appearance / 10 tablets in a PVC/aluminum foil | 10 tablets in a PVC/aluminum foil blister.
Onucanue yNakoBKH blister. 1 blister and patient | 1 blister and patient information leaflet in
information leaflet in a carton. / a carton. /
ITo 10 Tabmerox B Omucrepe m3 [[To 10 Tabnerox B Onmcrepe u3
[BX/anioMuHueBoi cl)o.llbm Mo 1 |MIBX/amomunueBoit  ¢onsru. Ilo 1
OnucTepy BMecTe C© JIMCTKOM- |Bnucrepy  BMecTe € JIMCTKOM-
BKJIQJbILIEM MOMEIAIOT B IIAYKY | BRIAABIIEM  [OMEHIAIOT B MauKy
| | KAPTOHHYIO. | KAPTOHHY 0.

e 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. /

* AHamvTrueckue MeToaukH 110 DEADC AeliCTRYIOMETO H3TAHHA MPHMEHAIOTCA /I KOHTPO/IS KadecTBa Mpenapara
Ha Tepputopun EASC. [Ins BbUIycKarolero KOHTpONA KA4ecTBA HA MPOU3BOACTRE APOM3BOJAUTEND WCIONBIYET
MeTonHkH 1o Epponeiickoii ®apmaxonee AeHcTBYIOINEro H3AaHUA.

Remarks : The Product confirms to ND/

Conclusion :

APPROVED/

Hpumeuanue: [IpoaykT cootercTByeT TpeGoraHmam HJL

3akmouerne: OJOBPEHO

Prepared by / &_//l/@, pfw,/,(, » | Checked by / Approved by: Manager/Executive /

IoaroToBneHo: A Ipoeepeno: Onobpeno: Menemxep / Pykorogurens
/ =2l ERAY KALEM/ el (A

Date / Date / Date /

JlaTa: 7o Ll ara: ! 10014 Jara: al ik




CERTIFICATE OF ANALYSIS
_ - CEPTHOUKAT AHAJIM3A o
| Product : Texared® (Tenoxicam) film-coated tablets 20 mg
IMpoaykr: Tekcapea® (Tenokcrkam ) TabneTkH, NOKPBITHIE IUTEHOYHOH 06omoukofi 20 Mr

| Market / Poiok : Russia / Poccua
Batch No/ . Batch Quantity / 377090 tab /
| Cepuu Ne + 25106381A Pazmep cepun 377090 1ab
Analytical Repourt No/ . DIi-2025-01751 Date of Analysis / . 16/12/2025
AnaguTHueckni oTyer Ne B Jlara anaanza |
Date of Manufacture / . 94.09.2025 Date of Expiry / . 31.08.2028
JlaTa npoH3IBOICTBA Toaen a0 |
Mfg. License No. / :»
. TR/UY/2019/30-11 dated | MA number; / . N
IIpousBoacTBeHAAN ' 05.08.2025 Howmep PY ¢ JII-Ne(007956)-(PT-RU)

| Auunensns No .
| Analysis performed according ND / Anaaus nposeges mo H/L: JITI-Ne(007956)-( PT-RU }-041224

Paged4of4/Cp. 413 4

' API name (IN_N)_/ Hanmenopaune AQC (MHH): | B Tenoxicam / TenokcHkam
API manufacturer batch number / 92044624/ 92018125
Homep cepun nponzsoauTena A®C:
FP Manufacturer API Batch number / 25117398 /25119114
Homep cepun cyGerannmm npoussoantenn IJI@:
API Manufactured by & country / Edmond Pharma S.r.l., Italy /
IIponzsogutens APC, crpana: Imvonn MapMa ﬂ)n_, HTEHE
Name, address, authorization No for FP Gense-nta Nlac Sa,n‘ayl ve Tlcaret.A.S., Turkey, Sanayi
manufacturine site / Control site / Release site / Caddesi Nel3, Yenibosna Bahcelievler Istanbul, Turkey
utacturing st ro*sl sesie (license No TR/U'Y/2019/30-11 dated 05.08.2025) /
HanMeHoBaHHE, aJpec, IHIECH3IAA 117
I'encenra Mnad Canau ee Tumkapet A.LLL., Typuus, CaHan
IlponspoacrBennas mwromaznka / Ilnomaaka "
KOHTPos KagecTBa / [LIOMATKa BLITyCKa Kannecu Ne 13 HeHﬂﬁcha Baxuempnep CramOyii, Typuus
(minensus 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 establishedy.

3aiaoucHre 0 cooTBeTcTBHH: «HacTodAluM A moATBepXIal, YTO TPHBEAEHHAS BBIIE WHHOPMALMA SBIAECTCS
JOCTOBCPHOI 1 TOUHOI. OTa cepHd MPOXYKIUM NPoU3BeAcHa (BIIIIOUAs YIIAKOBKY (MaPKHPOBKY ) M KOHTPOIIb KA4eCTBA)
Ha BBILIEYKAa3aHHOH MpoM3BOACTBEHHON Momagke (TUIoIaakax) B MOJNHOM COOTBETCTBHH ¢ TpeGoraHuamME Tlparua
Ha/UICKAILCH MPON3BOACTBeHHOH mpakriku Eppasuiickoro sxonomudeckoro coiosa {(Noe GMP/EAEU/RU/01186-2024
oT 9 ¢eppana 2024) u TpebOBaHHAMH KOHTPOJA KAaueCTBA JIEKAPCTBEHHEIX CPEZCTR, 4 TAKKe B COOTBETCTBHH CO
crielfpuKanmaMy, COIEPKAIIMMUCA B PETHCTPAlMOHHOM I0Che CTPAHBI-HMIOpTEpa. 3alHcH IO IPOU3BOACTEY,
YHaKOBKe W aHalH3y TPOBEpEHBl, KW YCTAHOBNEHO HX COOTRETCTBHEe TpedopanmaM [lpaun Haanekauwer
npou3soacTBeHHOH lipakTuky EBpasuicKoro 3KOHOMHYECKOID COKY3a».

Remarks : The Product confirms to NI/ Conclusion : APPROVED /
Ipumeuanne: lpoaykt cooTreTcTBYET TpeGoranmsam HJL 3axmwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / |

HOﬂFOTOBﬂeHO‘(jﬂM _,f-;é/ﬂ’_’.?/ {IposepeHo: + | Omobpeno: Menemxkep / PykoBogutens
4 o L »
i ERAY KA E@ A A e

Date /
Jara:
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