CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Mpoaykr: Texcapen® (Tenokcykam) TabneTkH, MOKPHITHIE NJ€HOYHOMH 06010uKOH 20 Mr

Market / Peinok : Russia / Poccnsa Ty —
Batch No / ) Batch Quantity/ 433990 tab/
| Cepun Ne : 25106251A | Pasmep cepun " 433990 1ab |
Analytical Repourt No/ . 040000002768 Date of Analysis/ 26/10/2025
AHaJaHTHYECKHI oT3eT No | JlaTa aHanH3a
1 .
Date of Manufacture / 16.09.2025 Date of Expiry / 31.08.2028
Jlara npon3soacrea Fopen po
Mfg. License No. / >
D ——— : 3151‘65%22219’3“'11 dated [/MA mumber: / : JITI-Ne(007956)-(PT-RU)

JHIeH3na Ne

Homep PY
|

Analysis performed according ND / Anann3 IIpoBe/IeH Mo H: J .J]]I-.N'Q{: 007956}_—__(_1‘I‘-R1@-0ﬂ224

Pagelof4/Crp. 1 n3 4

Test / Hoxka3zatean

1 ApEearance f Onucanne

2 Identification /
| WUnenTHdHKANRA

| HPLC / BOXX

3 | Uniformity of weight* /|

OaHopoIHOCTEL Macehl®

4 ‘Water content® /
| Cojepxadie BoaAbI®

Result / PezyabTaTnl

Brownish yellow, oval, biconvex,
film-coated tablets, scored on one
side. Bright yellow core on cross
section. / XKenrtoro ¢
KOPHUYHCBLIM OTTCHKOM LIBETA
OBTBHEIE, NBOSKOBBIMYKIIBIE
TabeTKH, IOKPHITHIE IUIEHOYHOM
0B0noYKOH, ¢ pHCKOIt Ha OfHO#
cropore. Ha monepednom
pazpese AApO APKO-3KEITOTO
LEETA.

the chromatogram of test solution
complies with retention time of

the main peak in the
chromatogram  of  tenoxicam
standard solution. / Bpems

| YACpPKHBaHKWA OCHOBHOTO MHKA HA

XpOMATOrpaMMe  HCIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHH
YAEPIKHBAHHA OCHOBHOTO MHKa Ha
XpOMAaTOTPaMME  CTAH/IAPTHOTO
pacTBOpa TEHOKCHKaMa.

Compl_ies / CooEeTgByeT

Specification / Hopma

| Brownish yellow, oval, biconvex, film- '

coated tablets, scored on one side. Bright
yellow core on cross section. / Xenroro ¢
KOPHYHEBEIM OTTEHKOM IBETA OBANILHEIE,
IBOAKOBBITYKIbIe TA0IeTKH, HOKPHITbIE
TIeHOYHOH 000I0uKOH, ¢ pHcKoii Ha
oaHoH cropone. Ha nonepeunom paspese
AAPO APKO~KENTOTO [BeTA.

| Retention time of the main peak in | 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
YIEPHHBAHUA OCHOBHOTO THKA Ha
XpoMaTorpaMMe HCIEITYSMOTO pacTBopa
JO/DKHO — COOTBETCTBOBATH  BPEMEHH
VICPKMBAHHS - OCHOBHOTO TIHKZ Ha
XpOMaTorpaMMe CTaHIapTHOTO pacTBopa
TeHokcHKaMa (paznen « KOmHIecTReHHOS
OTIpeIeTIEHUE) ).

18/20 tablets - not more than £ 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 TabmeToK - He Gonee = 7,5 %o,
2/20 Tabnerox - He Gonee = 15 %.

6.1% /6.1 %.

Not more than 7.5%. / He 6onee 7,5 %. -

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumenanne: [poayxr coorBercTBYET TpeboranuaM HJL 3akmouenne: OJOBPEHO
Prepared by / _ i /ﬁm_ = Checked by / Approved by: Manager/Executive /
HonrorosneHo, /‘ IpoBepeno: é Onobpeno: Menemiep / PykoBoauTeNb
A ERAY KALEN Bk CA) 7

f,/f?L TP
Date / Date / Date /
Jara: el 26 Jlata: (20126 Jlara: el ot




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Hpoaykr: Tekcapen® 1TeH0l<cnKaM1 TabNeTKH, TOKPHITHIE TIEHOUHOH 0Domoukoii 20 Mr

| Market / Peinox . Russia/ Poccun
Batch No/ ) Batch Quantity/  433990tab/
Cepus Ne t 25106251A Pazmep cepuu * 433990 Tab
Analytical Repourt No/ . 040000002768 Date of Analysis / . 26/10/2025
AHAJIHTHYECKHI 0TaeT No JlaTta anannsa
Date of Manufacture / . 16.09.2025 Date of Expiry / 31.08.2028
[laTa nponseoAcTBa Tonen no - -
Mfg. License No. / -
. TR/UY/2019/30-11 dated MA number: / . . (P
ITponsBoacTBREHHAS P 05.08.2025 Howmep PY : JIII-Ne(007956)-(PT-RU)

Junenzana Ne

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

Page2 of 4/Crp.2 u3 4
No | Test / Ilokazarens | Result / PesyanTarnl Specification / Hopma
5 | Disintegration* / 2 min/ 2 MuH. Not more than 30 min. / He Gomnee 30
Pacnagaemocts* | MHH.
6 Dissolution* / Unit-1 / Tabmn.-1 88 % | Not less than 75 % (Q) of tenoxicam in
PacTeopenue* [ - 45 min. /
Unit-2 / Tabi-2 6 He menee 75 % (Q) TeHOKCHKaMa Uepes
Unit-3 / Tabn.-3 85 % 45 MHH.
| Unit-4 / Ta6n.-4 | 84%
| Unit-5 / Tabn.-5 85%
Unit-6 / Ta6.-6 | 85%

7 | Impurities / Ilpumecn

. 2-aminopyridine /
2-aMUHOTIHPAAWH

Individual unidentified
impurity / EnunuvHas
HeHAeHTH)HIMPOBAHHAS
TIPHMECh

Total impurities / Cymma
npuMecei

| Not detected / re oOHapyKeHa

<0.05% / <0.05%

<0.05% / <0.05%

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

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

Not more than 2.0 %. / He 6onee 2,0 %.

'8 Microbiological purity* / Mnxpoﬁnonorn'leckan yucroTa*

a)  Total Aerobic Microbial
Count / O6mee uHcao
a3pOOHBIX MUKPOOPIaHH3MOB

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

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

T) Total Combined Yeast and
moulds count / Obmee aucmo

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

Not more than 10> CFU/g. /
He 6onee 10° KOE/T.

Remarks : The Product confirms to ND/
' Hpumeuanue: [Iponykr cooTBercTByer Tpebosanusam HJT

Conclusion ;: APPROVED/
3armrouenne: OTOBPEHO

Prepared by / )z Checked by / Approved by: Manager/Executive /
HOI(I‘OTOBJI&H /VZ HposepeHo: Onobpeno: Menemxep / PykoBoaurens
ERAY KALI—:MCQi il A
Date / 7rel-2 6 Date / Date /
I JlaTa: Tata: 120126 Mara: el bte




CERTIFICATE OF ANALYSIS
~ CEPTUMUKAT AHAJIA3A

 Product : Texared® (Tenoxicam) film-coated tablets 20 mg
I poaykr: Texcapea® (Tenokcukam) TabIeTKH, HOKPHITHE IUIEHOHHO#H o0onoukoi 20 Mr

Market / Puinok : Russia/Poccns - - B
Batch No / ) Batch Quantity / 433990 tab/
Cepua No f 25106251A Pazmep cepun © 433990 Tab

 Analytical Report No/ . 040000002768 | Date of Analysis / 26/10/2025

| AHanHTHYeCKHi oTyeTr Ne | laTa aHau3a T -
Date of Manufacture / . 16.09.2025 Date of Expiry / . 31.08.2028

| JlaTa NpoA3BOIACTBA | Togen o

| X :
M. License No. / TR/Y/2019/30-11 dated | MA number: /

ITpon3zBoAcTREHAAR : JII-Ne(007956)-(PT-RU)

© 05.08.2025 Homep PY
JiHHeH3nA Ne - l -
Analysis performed according ND / Anaan3 nposeges o H./1: JITI-Ne(007956)-(PI'-RL)-041224 |
Page3 of4/CTp. 3 u3 4

l Ne | Test/llokazareasn Result / PeayabTaTsl Specification / Hopma
OPOMOKEBHIX M IUIECHERBIX
rpubor
[ - | e |
¢} Escherichia Coli Absentin 1 g./ Shall be absentin 1 g./
OtcyTcreyerB 1 1. OrcyTerBre B 1 F.
| 9 | Uniformity of dosage units / 5.1/5.1 Acceptance value (AV) should not be
OnanopoaHocTh more than 15,0 / Tlokasarens
A03HPOBAHHLIX HHHI npremiemoctt {AV) pnoisked OHTH
_ |meGomee1s0 o
10 | Assay/KoanvecTBenHoe 102.0 % /102.0 %. 190.0 % to 110.0 % of CisH1iN304S,
onpeae/icHAS | (tenoxicam) in a tablet of label claim.
/0O 90,0% gm0 110,0%
CisHuN3048:  (Tenoxcuxam) B
| Ta6neTKe OT HOMUHANBEHOTO
o CORepIKaHH4. _
11 | Package appearance / 10 tablets in a PVC/aluminum foil |10 tablets in a PVC/aluminum foil blister,
Onucanue ynakoBku blister. 1 blister and patient | 1 blister and patient information leaflet in
| information leaflet in a carton. / a carton. /
IMo 10 rabnerok B Omuctepe u3 ([lo 10 TaGneroxk B Oaucrepe U3
MBX/amomunreroi goneru. [lo 1 | [IBX/amomunneroit  ¢omeru. Ilo 1

Onucrepy BMecTe ¢ JIMCTKOM- | OnucTepy — BMecTe ¢ JIACTKOM-
|BKJIa):[meeM MOMEINAIOT B TAYKY | BKIAABMIEM  TIOMEIUAIOT B TAUKy

| KapTOHHY10. KapTOHHYH). .
* 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. /

* Ananuriueckue MeToaukd o GEADC nelcTByIOmEro #3aaHus NPUMEHAIOTCS /IS KOHTPOJS KAYeCcTsa fpenapara
Ha TeppuTtopun EADC. a9 BBIIyCKarOILCIO KOHTpPONd KayecTBa HA MPOH3BOIACTBE INPOMIBOAUTENL UCHOILIYET
MeTonHKH o Erponeiickoit PapMakonee neficTBYIOMIEro U3aHUA.

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

Tpumeaanne: [Ipooykt cooTeercTByeT TpeboBauusam HJT Jaxmwuenne: OJOBPEHO

Prepared by / / /%.. s Checked by / Approved by: Manager/Executive /

TloaroroBneno: = TIpoBepero: 5 Onobpeno: Menemxep / PykoBoantens
% ERAY KALEM/~). Bl T2z

&
Date / 26 Date / Date /
JlaTa: reer Jlata: 120726 Jlara: 12 ol ot s




CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHATIU3A
Product : Texared® (Tenoxicam) film-coated tablets 20 mg
IIpoayvkr: Texcapea® (TeHoxcHKaM ) TabJICTKH, NOKPHITEIE HIeHOYHOH obonoukoii 20 mr

Market / Poinok : Russia / Pocecns
Batch No/ ) Batch Quantity/ 433990 tab/
Cepna Ne t 251062514 | Pasmep cepun © 433990 Tab e
Analytical Repourt No/ . 040000002763 ]?ate of Analysis / . 26/10/2025
AHANATHYECKHI 0TYeT Ne Jdara anannza
Date of Manufacture / . 16.09.2025 Date of Expiry / 31.08.2028

| JlaTa nmpon3BOACTBA I'ogen 10

| Mfg. License No. / .

. TRAUY/2019/30-11 dated | MA number: / ) o

IIpon3poacTBenHas * 05.08.2025 Howmep PY : JITI-Ne(007956)-(PT-RL)
JHieH3Ha Ne

Analysis performed according ND / Anaums nposenen o HJL: JIT-Ne(007956)-(PT'-RL }-041224 _-]
Page 4 of4/Crp. 4 13 4

API nine (INN) / Hanmenosanne AD®C (MHH): I Tenoxicam / TeHOKCHKaM

API manufacturer batch number / 92044624
Homep cepun npoussoautens APC:

FP Manufacturer API Batch number /

Homep cepau cyOcTaHIHE 11 POHIBOAHTEIH FﬂtD:__l__ S 25117398 B ____
API Manufactured by & country / Edmond Pharma S.r.1., Italy /
Hponspoaarens A®C, crpana: 1 Onmonn Papma C.p.o., MUranua
Name, address, authorization No for FP CGensepta Tac San‘ayi ve Ticaret.A.S., Turkey, Sanayi

facturine site / Control site / Release site / ad.des1 Nei3, Yen“1bosna Bahcelievler Istanbul, Turkey

| mant g (license No TR/UY/2019/30-11 dated 05.08.2025) /

Haunmenoranune, aapec, THIEH3UA 114

I'encenrta Mnau Canau Be Tunaaper A, Typous, Canan
| lIponsBoacreennas miomanka / Tlnomaaka | P ypu

KOHTDOAA Ka9ecTha / TLI0mMALKe BEITVeKA Kapnecu Ne 13 Henubocna Baxuenurnep Ctambyn, Typuma
| KOHTP Al Y | (nmuensus N TR/JY/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».

3akaouenne o cooTBercTBUM: «HacTosmmm s moaTBepKIalo, YTO NpHBENSHHAs Bhie WHQOpPMALUS ABIAETCA
JOCTOBEPHOH M TOUHOH. JTa cepHs POAVKIHH NPOH3BeacHA (BKII0UAd YIIAKOBKY (MapKHPOBKY) M KOHTPONE KAYECTBA)
Ha BBIILIEYKa3aHHOH MPOU3BOICTBEHHOI IUIoanKe (IUIOIAAKAX) B MONHOM COOTBETCTBHH ¢ Tpebopaumsamu [Tpasimn
Hajanexaieii npon3eoacTReHHOR npakTHky EBpasniickoro skoHoMHYeckoro cotoza (Ne GMP/EAEU/RU/01186-2024
oT 9 derpans 2024) u TpeGoOBaHHAMH KOHTPONs Ka4yeCTBa JIEKAPCTBEHHBIX CPENCTB, 4 TAKXKEe B COOTBETCTBHH CO
CHeIH(GHKALMAMHA, COMEPKAIUMMHCA B PETHCTPALIMOHHOM JOCHE CTPaHBI-AMIOpTepa. 3alucH [0 HPOH3BOACTBY,
YIAKOBKE W aHAIM3y TPOBEPEHBI, M YCTAHOBIEHO WX cCOOTBeTcTBHe Tpebomanuam [lpaBun Hamiexameit
MPOU3ROACTECHHOMN MpakTHKKU EBpasHHCKOro SKOHOMHUECKOIO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanne; ITponyxr coorBercTByer TpeboBannam HJT 3akawuenne: ONOBPEHO

Checked by / Approved by: Manager/Executive /

Prepared by / ir- /{ e eh
Monarorosnenoy /" / - | IlposepeHo: Onobpeno: Menemxkep / Pykosoaurens
z |

ﬂ:ﬁ/ sLer26 Date/ ) .26 Date/ 7 1, 2t




