CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

Ipoaykr: Texcapen® (TenokcukaM ) TabneTKH, OK[PBITEE IITEHOYHOH 0bomoukoii 20 Mr

i_'_&arket / Prinok : Russia / Poccust |
' Batch No / . Batch Quantity / . 432360 tab/ |
 Cepns Ne ’ ELO?Z]A | Pasmep cepun © 432360 1ab
| Analytlcal Report No/ . 040000003085 Date of Analysis / . 23/12/2025
AHaJMTHYeCKHIH oTdeT No | JlaTa anannza - -
Date of Manufacture / 11.11.2025 | | Pate of Expiry A 31.10.2028
Jlara npon3BoacTea I"open no =
Mfg. License No. / o0
. TR/UY/2019/30-11 dated | MA number: / .
IIpousBoncTBennan * 05.08.2025 Homep PY JHI-Ne(007956)-(PT-RU)
Junenzua Ne
| Analysis performed according ND / Asanus n _EOBe,[leH mo H1: JIII-.N‘01007956] -(PT-RU)-041224 !

Page 1 of4/Crp. 1 n3 4

2 | Identification /
HpenTadukaina

HPLC/BKX

Ne | Test/ ITokazatean

1 Appearance / Onncanne

3 | Uniformity of weight* / [
OanopoanocTs Maccehl®

4 | Water content* /
| Cogepixanne BOAbI*

Result / PesyabTaTh!

| Specification / Hopma

Brownish yellow, oval, biconvex,
film-coated tablets, scored on one
side. Bright yellow core on cross
section. / Xentoro ¢
KOPHYHEBBIM OTTEHKOM LIBETA
OBANEBHEIE, TBOSKOBBIMYKITHIE
TabNeTKy, NOKPHITHE IEHOYHON
000104KOH, ¢ pUCKO# HA OIHO#
cropone. Ha nonepeutnom
pazpese Axpo APKO-KEeNnToro
1IBEeTA.

| 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

YACPKHUBAHHA OCHOBHOI'O THKa Ha
XpoMaTorpaMme HUCITBITYEMOIO
PacTBOpa COOTBECTCTRBYCT BPEMCHH
YACPKUBAHNA OCHOBHOIO JIMKa Ha
XpoMaTorpaMMe CTaHTAPTHOTO
pacTeOpa TEHOKCHKAaMa.

Complies / CooreercTeyer

" 42%/42 %,

| Not more than 7.5%. / He Gonee 7, 5 %.

| Brownish yellow, oval, biconvex, film-

coated tablets, scored on one side. Bright
yellow core on cross section. / Aenroro ¢
KOPHYHEBHIM OTTEHKOM L{BETA OBAJILHLIE,
JABOSKOBBILYKIIBIE TAONETKH, HOKPLITHIE
nieHouHoH 00omoukoii, ¢ prickoii Ha
onno# cTopone. Ha monepeunom paspese
A7APO APKO->KENTOTO TIRETA.

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). / Bpems
YAepXKHBaHHA OCHOBHOTO THKa Ha
XpoMaTorpaMMe HCMBITYEMOTO pacTBopa
JOJDKHO  COOTBETCTBOBAaTh  BpEMeHU
YOePKUBAHHUA OCHOBHOTO TMKa Ha
XpoMaTorpaMMe CTaHAApPTHOTO pacTBOpa
TeHOKCHEKama (pazfen « KommuecTBeHHOS
oTipedeNeHHen).

18/20 tablets - not more than = 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 tabnetok - He Gonee = 7,5 %o,
2/20 Tabnerok - He Oonee + 15 %.

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

Ipumeuanne: Tpoayxr cooTeeTcTBYET TpeboranuaM HJT 3akmoyenne: OJJOBPEHO

Prepared by / (fw /ﬁ,ﬁgw Checked by / Approved by: Manager/Executive /

Iloarotorneno: ML Hposepeno: Opobpeno: Menemxep / PykoBoaurens
ERAY KALE Bk AN T2y

Date / Date / Date /

Jlara: Wlo( 4 Jlata: [ 1a{- 16 Jlara: T et Wb




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Texared® {Tenoxicam} film- coated tablets 20 mg

| Hpoayxkr: Tekcapen® I,TCHOKCHKaM:I TabJIeTKH, TIOKPBITBIE NIEHOUHO# 0Gonoykoi 20 Mr

| Market / Prinog : Russia / Poccua
| Batch No / ) Batch Quantity / 432360 tab/
Cepusn Ne e | Pasmep cepun " 432360 Tab
Analytical Report No/ . 40000003085 Date of Amalysis/ .~ 3,5 995
AHajnHTHYeCKHH oTyeT N laTa amanuia
| B
Il)ate of Manufacture / 11.11.2025 Date of Expiry / 31.10.2028
JlaTa mponsBoacTea Ionen o
Mifg. License No. / e
TR/UY/2019/30-11 dated MA number: /
IpounssoacTBenHas ' 05.08.2025 Howmep PY : JIH-Ne(007956)-(PT-RU)

Jumenins Ne

Analysis performed according ND / Anaans nposenen mo H./L: JIIT-Ne(007956)-(PT-R1 )-041224

Page2 of 4/ Crp.2 u3 4

No | Test/ Horazarean | Result/ PezyinraTh Specification / Hopma
5 | Disintegration* / 2 min / 2 MHH. Not more than 30 min. / He Gonee 30 |
PacnagaemocTn® MUH.
6 Dissolution* / Unit-1/ Tabmn.-1 100 % Not less than 75 % (Q) of tenoxicam in
PacTsopenne* BT = - 45 min. /
| Unit=2y Tagn.~2 | 7% He menee 75 % (Q) TeHOKCHKaMa yepes
Unit-3 / Tabn.-3 95 % 45 MuH.
Unit-4 / Ta6n.-4 101%
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 97 %
7 | Impurities / Ilpumecn

2-aminopyridine /
2-aMHHOTIMPHAMH

| Not detected / ne obnapyxena

Not morc than 0.25%; / He 0Oonec
0,25 %,

Individual unidentified Not d & 6
impurity /  EnuHudmas ot detected/ He OOHapyxeHa Not more than 0.5 %; / He Gonee 0,5 %;
HenzenT(pUOHpOBaHHAs
TIPUMECH
Total 1r?pur1t1es /- Cyuma Not detected / He obnapyseHa | Not more than 2.0 %. / He 6onee 2,0 %.
npuMecei
8 | Microbiological purity* / MukpoGHonoraueckas qynerora®
a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10° CFU/g7
Count / O6Gmee uyKcIO Memnee 10 KOE/T. He 6oree 10° KOE/T.
a3pOOHLIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 102 CFU/g. /o
moulds count / Ob1mee uncno | Menee 10 KOE/r. He Gonee 10> KOE/T.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: IlpogykT coorBeTcTBYeT TpeboranuaM H/J

3akmouenue: OJJOBPEHO

Prepared by / mL)\‘/ e Checked by / Approved by: Manager/Executive /
IloaroroeneHo; Hposepeno: Onobpeno: Menemxep / PyxoBoaurens
; ERAY KALE | CAD D,
Date / Date / Date /
ol Lh
Jlata: /2t 26 Jlara: | Lol Jlata: .01 2




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTA3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg_
Ipoayxr: Texcapen® (Tenokcukam) TabaeTky, NOKPbITEIE IEHOUHOH 0Gonoukoii 20 Mr

| Market / Prinox : Russia/ Poccus - -
| Batch No / . Batch Quantity / . 432360 tab /

Cepua Ne P 25L08221A — | Pasmep cepuu " 432360 Tab

Analytical Repo:'t No/ . 040000003085 Date of Analysis / . 23/12/2025

AnanuTnyeckuii oraer Ne JlaTa anaan3za

Date of Manufacture / 11.11.2025 Date of Expiry / 31.10.2028

JlaTa npom3BoacTBa Tonen no

Mfg. License No. / -

TR/UY/2019/30-11 dated MA number: /
Ipon3BoacTBEHHAS ' 05.08.2025 Homep PY : JII-Ne(007956)-(PT-RU)

JHEcH3HA No

Analysis performed acgrding ND / Ananus nponeneﬂ.no H1: JITI-Ne(007956)-(PT-RU)-041224

‘Ne | Test/Iokasatens

JPOACKEBBIX ¥ TUIECHERBBIX
rpubos

c) Escherichia Coli

Page3of4/Ctp. 3 53 4

Result / PeayabnTaTel

Absentin 1 g./
OtcyTtcTByeTB I I

Specification / Hopma

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

9 | Uniformity of dosage units / 277279 Acceptance value (AV) should not be
Onnopoanocts more than 15,0 / Ilokasatens
JAO3HPOBAHHLIX ¢THHHIY npHeMiaeMocTd {AV) go/bxeH OHITH

_ . He Homnee 15,0

10 | Assay /KoaudecTBenHoe 98.7% / 98.7 % 90.0 % to 110.0 % of C1sHiiNaO4S;

onpegesicHHe (tenoxicam) in a tablet of label claim.
/0 90,0% no 110,0%
CisHiiN3O4S:  (TeHokcukaM) B
TabneTke or HOMHHAJTHHOTO
cope[rKaHus.

11  Package appearance / 10 tablets in a PVC/aluminum foil @ 10 tablets in a PV C/aluminum foil blister.

Onucanne ynakoBku

blister. 1 blister and patient
information leaflet in a carton. /
[To 10 Tabnerok B Onmcrepe H3
1B X/antoMunueBoii onsru. ITo 1
OnHcTepy BMeECTE € JIHCTKOM-
BKJIAJBIIEM MOMEIAIOT B MAYKy
KA TOHHY IO,

1 blister and patient information leaflet in
a carton. /

Mo 10 Tabnerok B
NBX/anroMurueroii  Qoabri.
Gimcrepy — BMecTe ¢
BKIAABIIIEM  [OMEMIZIT B
KapTOHHVIO.

Onmcrepe U3

Tlo 1
JIKCTKOM-~
NauKy

* 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. /
* Ananataveckde MeToaukd no OEASC aelcTBYIOIEro H3TAHKS IPUMEHSFOTCS AJI9 KOHTPOJS KAuecTRa Npenapara
Ha TeppuTopud EADC. JInd BENTyCKAOMIETO KOHTPOIA Ka9deCTBA HA TIPOM3BOJICTRE NMPOM3ROMAHTENE HCIIONB3YET
MeTonukH 1o Esponeiickoit Papmaxonee neHCTBYIOLWIETO H3aHHA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumenanue: llpoaykT cooTBeTcTBYET TpeGoBaHuaM HJ 3axmouenne: OJOBPEHO
Prepared by/ Lot Checked by / Approved by: Manager/Executive /
Tloarorosneno: y% RS ~| ITposepeno: Onobpeno: Menepkep / PykoBonurens
b ERAY KALEM Bk A D o
' Date / ‘ Lot Date / ol 1 Date /
| Jlata: (Lol Jlara: § Lol 16 Jlara: Mal b




CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
HMponveT: Tekcapen® (TeHokcHKaM ) TalICTKW. MOKPBITBIC INIEHOYHOH 000m0ukoi 20 Mr = =
Market / Poinok : Russia / Poccus B
Batch No/ . Batch Quantity / - 432360 tab/
| Cepun Ne - 251082214 Pasmep cepan © 432360 Tab
Analytical Repo:’t No/ . 040000003085 Date of Analysis / . 23/12/2025
| AHAJHTHIECKHI 0TYeT Ne [lara anannsa
Date of Manufacture / . 11.11.2025 Date of Expiry / 31.10.2028
| {laTa npoussoacTaa B [ T'onen o
Mfg. License No. / .
. TR/UY/2019/30-11 dated MA number: / . o
[DponseoacTEeHHAs * 05.08.2025 Howmep PY ¢ JITI-Ne(007956)-(PT-R1)
JIHOeH3ns Ne
Analysis performed according ND / Avann3 npopegen no HJL: JIF-Ne(007956)-(PT-RU)-041224

Page 4 of 4/ Ctp. 4 m3 4

:_-API name (INN) / Hanmenopanne AQC (MHH): Tenoxicam / TeHoKcHKaM
API manufacturer batch number /

| Homep cepun nponseoautens ADC: l B o 92018125_
FP Manufacturer API Batch number /
. 25119715
[_Hﬂep cepHu cyGcTanuHn nponssoauTens I'JID: - o - -
| API Manufactured by & country / Edmond Pharma S.r.1., Italy /
Hponssoaurens APC, crpapa: Samong ®apma C.p.a., Uranus

Gensenta Ilac Sanayi ve Ticaret A.S., Turkey, Sanayi
) ) . ) Caddesi Nel13, Yenibosna Bahcelievler Istanbul, Turkey
manufacturing site / Control site / Release site / (license No TR/(TY/2019/30-11 dated 05.08.2025) /
Hanmenobanne, agpec, JHOEH3NA 115
I'encenra Wiay Canan e Tumxaper AL, Typuusa, Canau
IIponsBoacTBeHnasn aomaaka / [Lnomangka L
KoHTpO.S Kagecra / TLIOMANK BLITYCKA Kamaecu Ne 13 Mennbocna baxuenupnep CramOyn, Typrus
(muensus Ne TR/UY/2019/30-11 dated 05.08.2025)

Name, address, authorization No for FP

Declaration of certification: «l 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
Febroary 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».

3axmouenne o coorsercrBun: «HacroammM g noarsepxknaro, 4To NpHBEACHHAsA BbIlIEe HHGoOpMauMs ARIAETCA
JOCTOBEPHOM ¥ TOUHOM. OTa cepus MPOAYKITHH NPOH3Be/IeHa (BKITI0Uas YIAKOBKY (MapKHPOBKY ) H KOHTPOJIb KAYeCTBA)
Ha BblIeYKa3aHHOH NPOH3BOACTBEHHOH ILIOManKe (IUIoManKax) B MOJTHOM COOTBETCTBHH ¢ TpeOoBaHuaMH [IpaBun
HaJUIeKalnel npou3BoacTBeHHOM NpakTuku EBpazmiickoro sxoroMuueckoro cotoza (Ne GMP/EAEU/RU/01186-2024
or 9 deppana 2024) u TpeSoBaHWIMH KOHTPOJIA Ka4decTBa JICKAPCTBEHHBIX CPEACTB, a TAKXKS B COOTBETCTBMH CO
crieMpHKAIMAME, COASPIKAIHUMHCA B PETHCTPALHOHHOM AOCHE CTPAHBI-HMIIOPTEpa. 3amucH 10 TPOH3BOACTBY,
YOAKOBKE H aHAAH3y TNpPOBEpeHbl, M YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBanuam [lpapun Hannexamedt
NIPOH3BO/ICTBEHHOH NMpakTHKH EBpazHiicKoro 3KOHOMHYECKOTO COIO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanne: IIponykr coorBercTByeT TpedoBanuam HJ| 3akmouenne: OJOBPEHO
Prepared by / //“_ﬂ_ , Checked by / Approved by: Manager/Executive /
IToaroroBneno: Jf‘ s 3 IIposepeno: Onobpeno: Menemkep / Pykoponurens

f \ S

' ERAY KALEM Dl omd T D,

Date / : Date / [ Date / jr-al Lolh
Jara: {50/-26 JaTa: Jl-01- L Jlara: Wz:az 12. 01, 202 S




