CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Hponykr: Texcapen® (TeHokcHkaM ) TabNICTKH, NOKPHITHE IUIeHO4HOH 060noukoii 20 mr

Market / Peinok : Russia/ Poccus
Batch No / ] | Batch Quantity/ 438210 tab/
| Cepust Ne ¢ 29L08231A | Pasmep cepHn © 438210 1ad
I ' p
Amawtantstt ovacy 2 _© 04000000308 o © 2312202
"Date of Manufacture / Date of Expiry /
| Bara npowseozerna 11.11.2025 Tojten 10 31 .1_0.2028
Mfg, License No. / i
. TR/UY/2019/30-11 dated MA number: / . o |
Ilpon3BoacTBeHHAR " 05.08.2025 Homep PY : JII-Ne(007956)-(PT-RU)
JnHeH3HA Ne

Analysis performed according ND / Anann3 nposenen mo HJ1: JITI-Ne(007956)-(PT-RU)-041224

Pagelof4/Crp.1uz 4

_djﬁ'e_]' Test / [Tokaszatean

Result /P_eayJ_n;raTm

' Specification / Hopma

Brownish yellow, oval, biconvex, film-

1 | Appearance / Onmucanue Brownish yellow, oval, biconvex,

film-coated tablets, scored on one | coated tablets, scored on one side. Bright
side. Bright yellow core on cross | yellow core on cross section. / Xentoro ¢
section. / XKenroro ¢ KOPUYHEBBIM OTTEHKOM BETa OBANBHEIE,

| KOPHYHEBEIM OTTCHKOM LIBETA JBOSKOBEIMYKNBIE TabIeTKH, TIOKPHITHIC
OBAJILHEIC, IBOAKOBBITYUIGIE IUIeHOYHOH o0onmouxol, ¢ pHCKol Ha

| TabneTkH, TIOKPBITHIE TUTEHOYHOH | OHO# cTopoHe. Ha nonepevrHom pazpese

o0omnoukoii, ¢ pUCKOH Ha OaHOH PO APKO-3KENTOrO IBETA.
cropone. Ha nonepeunom
paspese A1po APKO-KEJITOrO
LBETA,

2 | Identification / Retention time of the main peak in | Retention time of the main peak in the
HpenTadukanna the chromatogram of test solution |chromatogram of test solution should
HPLC / BIKX complies .with retention. time of comp!y with retention time of the 1.nai11

the main peak in  the |peak in the chromatogram of tenoxicam
chromatogram of tenoxicam |standard solution (Assay test). / Bpewms
standard solution. / Bpems |ynepKHBaHMA OCHOBHOTO THKAa Ha
yAepKHBaHHA OCHOBHOTO MHKA HA | XpOMAaTOrpaMMe HCTBITYEMOTO PacTBoOpa
XpoMaTorpaMMe  HCIBITYEMOTO |AOIDKHO  COOTRBETCTBOBATE — BPEMEHH
pacTBOpa COOTBETCTBYST BpeMEHH | yICpJKHBAHMS OCHOBHOTO THHKa Ha
yAePKMBAHHA OCHOBHOTO TTHKA HA | XpOMAaTOTpaMMe CTaHAApPTHOTO PacTBopa
XpOMarTorpaMMe  CTaHAAPTHOTO |TeHOKcHKaMa (pasgen «KonudecTseHHoe
pacTBOpa TCHOKCHKAMA. OLIPCACIIEHHE) ).

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

18/20 Tabnetok - ve Sonee = 7,5 %
. 2/20 TabmeTok - He Gonee = 15 %.
4 Water content* / 5.0% /5.0 %. Not more than 7.5%. / He 6oxec 7,5 %.
.| Comepmanme pomr* | T =

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

Mpameuanne: [Tponyxr coorsercryer TpeboBanmam HJI 3axkmwuenne: OJOBPEHO

Prepared by / Sgeel /(7‘(f o, Checked by / Approved by: Manager/Executive /

TloaroToRICHO: ITporepero: OmobpeHo: Menemxep / Pykosoaurenpb
// ERAY KALEM Bilal caN

Date / Date / Date /

JaTa: ik Z{ Jlara; / L-01" L Jata: et w2l




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
| Ipoaykr: Tekcapea® ( TeHokcHkaM) TabIeTKH, MOK[IBITEIE TIIEHOUHOM 0bomoukoi 20 Mr

| Market / Peinox . Russia / Poccus
Batch No / . Batch Quantity / 438210 tab/
Cepust Ne - 291.08231A Pazmep cepn " 438210 1ab
Analytical Report No/ . 040000003086 Date of Analysis / . 23/12/2025
AHannTHYeCKHii oTyeT No JlaTa aHaIH3a
Il)ate of Manufacture / 11.11.2005 Date of Expiry / 31.10.2028
Jdara npon3BoaCTBA Topen o
Mfg. License No. / 2
. TR/UY/2019/30-11 dated MA number: / . .
Ilpon3BoACTBREHHAR © 05.08.2025 Howmep PY : JIII-Ne(007956)-(PI-RU)

| AMUEH3us Ne

Analysis performed according ND / Aranns nposeaen mo H/I: JIIT-Ne(007956)-(PT-R17)-041224

Page2 of4/Ctp. 2 n3 4

| Ne | Test/ ITokazaTean
i 5 | Disintegration* /
Pacnagaemocrn®
6 Dissolution® /

PacreBopenne*

7 | Impurities / Ilpumecn

Result / PeaynbTaTs!

Speciﬁca?ion { Hopma

2 min / 2 MuH.

Unit-1/ Ta6n.-1 97 %
Unit-2 / Ta6i.-2 96 %
Unit-3 / Ta6m.-3 1 99%
Unit-4 / Tabn.-4 95 %
' Unit-5 / Ta6n.-5 97 %
Unit-6 / Tabn.-6 97 %

Not more than 30 min. / He 6onee 30
MWH.

Not less than 75 % (Q) of tenoxicam in
45 min. /

He menee 75 % (Q) TeHoxcHKaMa yepes
45 MuH.

2-aminopyridine /
2-aMUHONHPHIHH

Individual unidentified
impurity / EauHu4HaA
HeWeHTH(HIMPOBaHHAS
MPEMECH

Total impurities / Cymma
npumMecei

Not detected / He oOHapyxeHa

Not detected/ He obnapy:kena

Not detected / He obHapyxkeHa

Not more than 0.25%; / He Gonee |

0,25 %;

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

Not more than 2.0 %. / He Gonee 2,0 %.

8 | Microbiclogical purity* / MukpoOuoJioryueckas 4ucrora®

a) Total Aerobic Microbial
Count / QObmee umCIO
a3pobHBIX MHKPOOPTraHM3MOB

| b) Total Combined Yeast and '

| moulds count / O0mee umcio

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

Not more than 10°* CFU/g. /
He 6onee 10° KOE/r.

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

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

Remarks : The Product confirms to ND/

Ipumeuanne: [MpoxyxT cooTBeTcTBYET TpeboranuaM HJJ

Conclusion : APPROVED /
3arnouenne: OJOBPEHO

Prepared by / - - Checked by / Approved by: Manager/Executive /
IloproToEnex / | o : /6L IIporepeno: Onobpeno: Menemxkep / Pykoroautens
A7 DA AR
_‘ P ERAY KALEM e
Date / Date / Date /
| Jlara: ol L ¢ Hara: /20014 Jara: 7ot vt




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Hpoayxr: Texcapea® (TeHokcukaM) TableTKH, HOKPHITHIE NIcHOYHOH obonoukoi 20 Mr

| Market / Prinok : Russia / Poccua - 1
| Batch No / . | Batch Quantity / . 438210 tab/ '
{ Cepnst No - 25L08231A | Pasmep cepun © 438210 Tab |

Analytical Repourt No/ . 040000003086 Date of Analysis / . 23/12/2025
AHAIMTHHYECKHi oTueT No HarTa anaansza

!)ate of Manufacture / 11.11.2025 Date of Expiry / . 31.10.2078

JlaTa npou3BoacTBA - ___|T'onen no

Mfg. License No. / ..

. TR/UY/2019/30-11 dated MA number; / . o
IponssoncTBeHHAR * 05.08.2025 Homep PY : JIH-Ne(0(7956)-(PT-RU)
Juuensns Ne

| Analysis performed according ND / Anaan3 nposenen no HJI: JIII-Ne(007956)-(PT-RU)-041224 ]

Page 3 of 4/ Crp.3 13 4

Orcyrereyer s 1 1.

Ne | Test/ IokazaTenn Result / PesyabraThl | Specification / Hopma
OPOMCKEBBIX H  IUIECHEBBIX
rpuboB
¢) Escherichia Coli Absentin 1 g./ Shall be absentin 1 g. /

Orcytereue B 1 T

| 9 | Uniformity of dosage units /
| OAHOpOTHOCTh
AOZHPOBAHHLIX €HHHI

26/26

Acceptance value (AV) should not be
more than 15,0 / TIlokazaTtens
npueMaemMocTd (AV) gomxeH OBITH
ue Honee 15.0

| 10 | Assay / Koangecrsennoe
| onpeeneHHe

4

99.1%/99.1 %

90.0 % to 110.0% of C13H11N304SZ
{tenoxicam) in a tablet of label claim.
/O 90,0% gm0  110,0%
CiaHiiNsG4S;  (Tenokcukam) B
tabnerke oT HOMHHAIBHOTO
COAepsKaHH.

11 | Package appearance /
Onncanne ynakoBKH

10 tablets in a PVC/aluminum foil | 10 tablets in a PVC/aluminum foil blister.
blister. 1 blister and patient | 1 blister and patient information leaflet in
information leaflet in a carton. / a carton. / |
Mo 10 tabnerox B Omuctepe m3 |Ilo 10 Ttabnerok B Onmcrepe w3
[IBX/antomununepoii gonery. [To 1 | IIBX/amomMunueroit  donsru. ITo 1 |
OnucTepy BMecTe ¢ JHCTKOM- | OnMCTepy  BMeCTE € JIHCTKOM-
BIJIA/IBILIEM [OMEMAOT B NAYKy | BKIAABINEM  IOMEIIAIOT B [avduky

KapTOHHY L.

KapTOHHYIO.

* 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. /

* AHamutnueckre MeToMKH o @EADC mefcTBYIOIICTO M3aHKs IPHMEHAIOTCA IJI1 KOHTPOJIA KA4eCTBa Ipenapara
Ha Teppuropur EADC. Jlna BeIMycKarollero KOHTPONS KadecTBA HA MPOM3BOLCTEE TIPOM3BOJHTENb MCTIONB3YCT

MeToaukH 1o Esponefickoit @apMakonee MelCTRYIONIEro M3/IaHH.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorsercryer TpeboBanusm HJT

Conclusion ; APPROVED /
3akmouenne: OJOBPEHO

Prepared by / / "
Honromnneﬁ{mzj'ﬁ/ /ﬁ “}}Z

Checked by /
[Mposepeno:

ERAY KALgns— 2.

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBogutens

Bor CA~D

F

,/ﬁaﬁ U

Date /
Hara:

Date /
Nara: | 2.0l 26

Date /
Tata: 12 .2l 16




CERTIFICATE OF ANALYSIS
) CEPTHOHKAT AHAJIM3A
Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Mpogykr: Texcapen® (Tenokcukam) TaOMETKH, TOKPHITHIC MICHOUHO#H 000/104K0ii 20 Mr

Market / Poisok : Russia / Poccus 1
Batch No / Batch Quantity / 438210 tab/ i
| . .
| Cepun Ne - 25L08231A Pasmep cepun " 438210 Tab |
Analytical Report No / Date of Analysis/
| AnannTHYecKHii oTueT Ne 040000003086 | JaTa anaansa © 23/12/2025
]?ate of Manufacture / 11.11.2025 Date of Expiry / . 31.10.2028
Jllata npon3soacrea ) - | T'onen a0
Mfg. License No. / 2
. TR/UY/2019/30-11 dated | MA number: / . .
HIpaBaBon EXREHE " 05.08.2025 Howmep PY ¢ JII-Ne(007556)-(PT-RU)

nHueH3HA Ne
Analysis performed according ND / Auanns nposenen mo HJI: JIII-Ne(007956)-(PT-R1)-041224

Paged4 of4/Crp. 4m3 4

API name (INN) / Haumenonanue AOC (MHH): | - Tenoxicam / Tenokcukam ]
| AP1 manufacturer batch number / 92018125 |
Homep cepan npouszsoautens APC: | =
FP Manufacturer API Batch number / ]
25119715
Homep cepun cy6erannun nponssogutens I'JIdD: | B - S
API Manufactured by & country / ' Edmond Pharma S.r.1., Italy /
IIponzsoauTrens APC, cTpana: Snmmong Gapwma C.p.u., Utaaus -
i ve Ticaret A.S., Turk i
Name, address, authorization No for FP Gense})ta Hlac San'a yLve Jearet A.5., JUrKey, Sanayl
facturi ite / Control site / Rel te / Caddesi Ne13, Yenibosna Bahcelievler Istanbul, Turkey
FRERRSCIITIMSEET £ S aRAg S f s (license No TR/UY/2019/30-11 dated 05.08.2025) /
Hanmenoeanne, anpec, JTHNEHIHSE JIIsT
I'encenta Mnau Canan e Tumkaper AL, Typuus, Canau
IMponseoncTBennan nnomanka / [Lnomanka o
Kapnecn Ne 13 Menubocna baxuemsnep Crambyn, Typuua

EEOHTROS KajiecTra / IEIQMIAER RIITYCKA  (swmensus Ne TR/ATY/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».

3akiiloueHHe 0 COOTBETCTBHH: «HacTOgIMUWM 4 NOATRCPHIAIO, YTO UpHBeleHHad Boine MHbOpMAIHs SBISeTCH
JOCTOBEPHOH H TOYHOH. DTa cepHs MPOIYKLUHH IpoH3BeAeHa { BRITIOYAS YITAKOBKY (MapKHPOBKY) H KOHTPOJIE KAUCCTBA)
Ha BBINIEYKA3aHHOH MpPON3BOACTRCHHOH IUIOIIANKS (TUTOLIAAKAX)} B NIOJIHOM COOTBETCTBHH ¢ TpeGoBaHMAMH IIpaBH
HajyIesKateH Mpou3BOACTBEHHOH NPaKTHKY EBpasuiickoro sxkonomuueckoro corza (Ne GMP/EAEU/RU/01186-2024
of 9 ¢erpansg 2024) v TpeOopaHHAMU KOHTPOJAS KadeCTBA JIEKAPCTBEHHBIX CPEJACTB, 4 TAKKE B COOTBETCTBHH CO
crielMHKanHAMY, COepXKalllUMHCA B PErHCTPAlIHOHHOM JOCHE CTPAaHBI-UMIIOpTepa. 3amkcH O TPOM3BOJICTRY,
YIMAaKOBKe M aHaM3y IpOBepeHBl, H YCTAHOBIEHO #X cooTBercTBue TpeboanuaM [lpaBunm Hajrekainei
HpOU3BOACTBEHHOH NMpakTHKX EBpa3zuiickoro SkOHOMHYECKOT0 COI03a».

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

ITpumeuanne: ITpoaykT cooTBeTCTRYET Tpebosanmsam HJT 3axknwuenne: OJJOBPEHO

Prepared by / 7{! vy Checked by / Approved by: Manager/Executive /

Ho,uromBm.Ho /ﬁﬂ”/ ;’ IMposepeno: Onobpeno: Menemkep / Pykopoaureis
ERAY KALEM Bk e Dy

Date / 5 Date / Date /

JlaTa: f@aﬁ 26 Hara: (1-01 26 Jlara: 12t vk




