CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Iponyxt: Tekcapea® (Tedokcukam) TabJICTRY, NOKPbITHIE WIeHOUHOH o0onoukoii 20 Mr

JHUeH3HA Ne

Market / Prisok : Russia/Poccns

Batch No/ ) Batch Quantity / 423380 tab/
| Cepua Ne : 25106231A Pasmep cepnn © 423380 Tab
| . .
| Analytical Repourt No/ . 040000002765 Date of Analysis / . 03/11/2025
Anaautudecknii oruer No Jdara anammsa

Date of Manufacture / 16.09.2025 Date of Expiry / 31.08.2028
JlaTta npon3BoacTBa | Fonen no

Mfg, License No. / .. '

. TR/UY/2019/30-11 dated MA number: / . o

IIpousBoacTeenHan t 05.08.2025 Homep PY : JIII-Ne(007956)-(PT-RU)

Analysis performed according ND / Anaam3 nponeneﬂ no HJI: JITI-Ne(007956)-(PT-RU)-041224

Page 1 of4/Crp.1u3 4

Ne | Test/Hokaszarenn Result / PezyiibTath Specification / Hopma
1 Appearance / Onucanne 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. / XKenroro ¢
section. / XKeirroro ¢ KOPHYHEBBIM OTTEHKOM LIBETA OBANLHELE,
KOPHYHEBEIM OTTEHKOM LBETA JBOAKORBIMYKITbIe TAONETKH, MOKPBITHIE
OBANBHEIE, JBOAKOBBINYKIBIE mneHoYHoH ofomoukoi, ¢ pHCKoH Ha
TabNeTKH, TOKPHITEIE TNICHOYHOKH | 0AHOI ¢TOopoHe, Ha monepeuHoM paspese
00OIIOUYKOH, ¢ PHCKOH HA OHOIA AAPO SIPKO-KEITOrO LBETA.
cropore. Ha monepeunomM
paspese AApo APKO-3KeNTOro
| LBeTa.
i 2 | Identification / Retention time of the main peak in | Retention time of the main peak in the
| NaeHTHGUKALHA the chromatogram of test solution | chromatogram of test solution should
| HPLC / BIKX complies ‘Wlﬂ‘l retention time of comp!y with retention time of the main
the main peak in  the | peak in the chromatogram of tenoxicam
chromatogram of tenoxicam |standard solution (Assay test). / Bpemsa
standard solution. / Bpems |yaepXMBaHHA OCHOBHOTO TIIHKa Ha
yIepKHBaHM OCHOBHOTO ITHKA HA | XpOMAaTOTpaMMe MCTIBITYEMOTO pacTBopa
XpoMaTorpaMMe  HCHOBITYCMOTO | JOIDKHO  COOTBCTCTBOBaTb  BPCMCHH
PacTBOpa COOTBETCTBYET BPEMEHU | YICP:KHEAHMS OCHOBHOTO TNHKa Ha
VOCKUBAHUA OCHOBHOTO MHKA Ha | XpoOMaToTpaMMe CTaHAApTHOTO PacTBopa
XpOMarorpaMMe  CTaHJAPTHOrO | TeHOKCHKaMa (pa3smen «KonuuecTBeHHOE
PacTBOpa TEHOKCHKAMA. onpeaeneHues ).
3 | Uniformity of weight* / Complies / CooTBeTcTRYET 18/20 tablets - not more than £ 7.5%;
OanopoanocTs Macenr® 2/20 tablets - not more than + 15%. /
18/20 Tabnerok - He Gonee = 7,5 %,
2/20 Tabneroxk - ne Gonee £ 15 %.
4 Water content® / 4.8 % /4.8 %. Not more than 7.5%. / He Gonee 7,5 %.
| Coaepxanune Boabl* =t ]

Remarks : The Product confirms to ND/
Hpumeuanne: [lponykr coorsercTByeT Tpebosanusm HJ

Conclusion : APPROVED /
Jaxawuenne: OJOBPEHO

Prepared by / %
HOJII‘OTOBJ‘ISH(Cj"};W w:;,”l

/./

Checked by /
IIpoeepeHo:

ERAY KALEM, | /

Approved by: Manager/Executive /
QOnobpeno: MeHemxkep / Pykosoaurens

o 26

Date /
Hara:

{fLo!-Q‘C

Date /

Jlara: [2of-L6

Date /
Jara:

'2.\01\7_97.5




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTH3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
| IIpoayeT: Texcapen® [TGHOKCHKaM} TabNeTKH, OKPBITHIE TUIEHOYHOH 06omoukoii 20 Mr

Market / Poinox : Russia/ Poccua
Batch No / _ | Batch Quantity/ 423380 tab/
Cepus Ne : 251062314 Pazmep cepun © 423380 Tab
Analytical Repourt No/ . 040000002765 Date of Analysis / . 03/11/2025
Anajnarnyeckuii oTaeT Ne JlaTta anannza
Date of Manufacture / 16.09.2025 Date of Expiry / 31.08.2028
JlaTa npon3BoacTBa Togen oo
Mfg. License No. / o
. TR/UY/2019/30-11 dated MA number; / . 5
Tlpon3BoacTBEHHAN t 05.08.2025 Howmep PY :  JIH-Ne(007956)-(PI'-RU)

Janpensua Ne

Analysis performed according ND / Anaans nposenen mo H/I: JITI-Ne(007956)-(PI-R11)-041224 |

Page2 of 4/ Crp.2 w3 4

'Ne | Test/Hokasatens | Result / PeayastaTn Specification /HT)pma
5 | Disintegration* / i 2 min/ 2 Mun. Not more than 30 min. / He Gonee 30
Pacnagaemoctn* | ) MHH.
6 | Dissolution® / Unit-1/ Tabn.-1 85 % Not less than 75 % (Q) of tenoxicam in
PacTBopenne* s p 45 min. /
. Unit-2 / Tab.-2 85% He Mmenee 75 % (Q) Tenokcukama depes
Unit-3 / Tabn.-3 85 % 45 MHUH.
" Unit-4 / Ta6n.-4 85 %
Unit-5 / Tabn.-5 85%
Unit-6 / Tabn.-6 85%
7 | Impurities / IIpumecn .

2-aminopyridine /
2-aMMHONAPHIHH

Individual unidentified
impurity /  EawuHnuHas
HEHASHTH()HIUPOBAHHAS
MpUMECH

Total impurities / Cymma
IpHMECEH

Not detected / He oOHapyxeHa

<0.05% / <0.05%

<0.05% / <0.05%

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

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

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

Microbiological purity* /Mnicpoﬁnonomqeckan querora®

a} Total Aerobic Microbial
Count / O6fmee wHCcIO
a3pobHBIX MUKPOOPTaHHU3MOB

' b) Total Combined Yeast and |

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

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

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

moulds count / Obmee ynceno l

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

—

Remarks : The Product confirms to ND/
IIpnmeuanne: IIponykr coorBercTByeT Tpeboranusm HJT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / ,,éw, Checked by / Approved by: Manager/Executive /

Iloaroropneng: o dY HpOB A)GHO Omobpeno: Menemxep / PyKOBO)Z[HTeIIB
P KALEM 7 BN A T

Date / = Date/ ) 7.0 ?.,6 Date /

Jlara: / ZQ/ 26 | JlaTa: Jlarta: Lot 2o2b




CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJTU3A
| Product : Texared® (Tenoxicam) film-coated tablets 20 mg
| Npoaykr: Tekcapen® [TeﬂoxcmcaM} TabJIeTKH, TIOKPEITEIE MIEHOYHOH 060104K0H 20 MT

| Market / Peisox : Russia / Poccus |
Batch No / _ Batch Quantity/ 423380 tab/ i
"Cepnﬂ Ne t 25106231A Pazmep cepun © 423380 Tab

Analytical Repourt No/ . 040000002765 Date of Analysis / . 03/11/2025

| AHANHTHYeCKHH oT4eT Ne JlaTta ananusa

Date of Manufacture / . 16.09.2025 Date of Expiry / 31.08.2028

JdaTa npou3sBoacTea | Togen g0

Mig. License No./ .

TR/UY/2019/30-11 dated MA number: / . .
IMponzBoncTBEHHAS * 05.08.2025 Howmep PY : JHUI-Ne(007956)-(PI'-RU)

| muensnsa Ne
| Analysis performed according ND / Anams nponenen no HJI: JITI-Ne(007956)-(PT-R11)-041224

Page 3 of 4/ Crp. I n3 4
Ne | Test/ Ilokazatenn Result / Pe3yabTaTnl Specification / Hopma
JPOACGKEBEIX M TUICCHEBBIX
rpuboB
¢) Escherichia Coli : Absentin 1 g./ Shall be absent in 1 g. /
OtcyTeTRYeT B 1 T, Orcyrereue B 1 1.
9 | Uniformity of dosage units / 1.7/1.7 Acceptance value (AV) should not be
Oa"opogHOCTL more than 15,0 / Iloxa3sarens
| JO3MPOBAHHBIX €XHHHI npaemiaeMoctd (AV) HomkeH OBITH
L | He Oonee 15,0
10 | Assay/KonnuecTBeHHOE 100.8% /100.8 %. 90.0 % to 110.0 % of CisHiiN3O4S:
onpengeneHne (tenoxicam) in a tablet of label claim.
/' Or 90,0% a0 110,0%
CisHuNsO4S;  (TeHOKCHKaM) B
tabneTke 0T HOMHMHAJILHOTO
L1 | COMIEKaHuA.
11 | Package appearance / 10 tablets in a PVC/aluminum foil | 10 tablets in a PVC/aluminum foil blister.
Omnucanne yOaKoOBKH blister. 1 blister and patient | 1 blister and patient information leaflet in

information leaflet in a carton. / a carton. /

Ilo 10 Tabnerok B Omuctepe w3 |[lo 10 Tabmerok B Onucrepe w3
IBX/amomunucsoli ponwru. [To 1 l'[BX/a.rHOMHHHeBOH Goneru. o 1
faucTepy BMecTe C JINCTKOM- |GIMCTepy — BMecTe € JIMCTKOM-
BKJIAIbIIICM TOMELIAIOT B MA4Ky | BKJIAZBILEM [OMEIAloT B IIa9Ky
 KApTOHHYHO. KapPTOHHYI).
* 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. /

* AnanuTndeckre Metoauke no @EADC melicTRYIOMEro M3AaHU MPHMEHATOTCS U KOHTPOJIA KauecTsa npemnapara
Ha teppuropun EADC. Jlaa BBUIYCKAIOIIEIO KOHTPOJIA K44eCTBA HA HNPOU3BOJCTBE NPOH3BOJUTENb HCIIONB3YET
MeTonukH 1o Esponelickoll @apMakomnee neiicTRYOIIEro H3AaHHA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanne: Iponyxt cooTBeTcTBYET Tpebopanmsam H/I 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

ﬁy./ betis s
IMoaroroBneHo; F i IIpoeepeno: Onobpeno: Menemxep / Pykoeoqurens

2 ERAY KALEM [ /;,. Bld e 2 =1

Date / 24 Date / ) Date /
Jlara: (202 Jlara: Lot U Hara: 1T =t L6




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Hpoaykr: Tekcapen® (Tenokcukam) TabNETKH, NOKPRITHE TUICHOYHOH 060104koi 20 Mr

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

Market / PuIHOR : Russia / Poccus
Batch No/ _ Batch Quantity/ 423380 tab/
Cepusa Ne : 251062314 Pasmep cepun " 423380 Tab
Analytical Repo:'t No/ . 040000002765 ' Il)ate of Analysis / . 03/11/2025
. AranaTRYecKHi oTueT No | lara anajanza
Date of Manufacture / . 16.09.2025 Date of Expiry / 31.08.2028
JlaTa npon3BoacTBa | Foaen 10 |

Mfg. License No./ TR/UY/2019/30-11 dated | MA number: /

IlpousBoacTBEHHAS * 05.08.2025 Homep PY
JnneH3Adg Ne

: JITI-Ne(007956)-(PT-RU)

Analysis performed according ND / Ananns nposeaen no HJI: JIN-Ne(007956)~(PT-R1/)-041224 |

Page4 of 4/ Crp. 413 4
_ API name (INN) / Hanmenopanne AQC (MHH): Tenoxicam / Tenokcukam
API manufacturer batch number / 92044624
. Homep cepun nponssoauteas A®C:
FP Manufacturer API Batch number /
25117398
Homep cepuu cydcTannun nponisogurens [JId:
API Manufactured by & country / Edmond Pharma S.r.1, Italy /
| Hponasoaurenns A®C, crpana: Inmona ®apma C.p.n., Mranus _
Name, address, authorization No for FP Genseflta lac Sanlayl ve Tlcaret'A.S., Turkey, Sanayi
manafactari ite / Control site / Rel ite / Caddesi Ne13, Yenibosna Bahcelievler Istanbul, Turkey
AMTACIULING H;ie / LONrohsile / Be'ease sie (license No TR/(7Y/2019/30-11 dated 05.08.2025) /
Haumenosanue, ajgpec, JHNEHINS /I
m I'eHcenta Mnau Canau e Tumaaper AL, Typums, Canan
POH3BOACTReHHAA NuIomaAka / Ilnomanka .
KoHTPOas KauecTsa / TLiomanKa BEmycka Kangecu Ne 13 I/IeHHGQCHa baxuenusnep Cramdymn, Typuus
) (mnensua 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».

3axkmouenne o coorsercTBHH: «HacrodmmM s noarBepkaaro, YTO IIPUBEEHHAs BBILE MH(QOpMAalUd SBAACTCA
JOCTOBEPHOH H TOUHO#M. DTa cepus MPOAYKUHHU TIpoH3BeeHa (BKIIOYaA YIaKOBKY (MapKMPOBKY) M KOHTPOIE KauecTRa)
H& BBILICYKA3aHHOH NPOM3BOACTBEHHON IUIomMaake (ILIOIAAKAX) B IOJIHOM COOTBETCTBUM ¢ Tpebosanusamu 1IpaBun
HajnexaIel Npor3BoACTBeHHO nmpaxkTHky ERpazuiickoro sxoHoMuueckoro cowsa (Ne GMP/EAEU/RU/01186-2024
or 9 deppana 2024) u TpeGOBaHHAMH KOHTPONSA KauecTBa JEKAPCTBEHHBIX CPECTB, a TAlkokeé B COOTBETCTBHH CO
crierM(pHKALMAME, CONEPKAIUMHCA B PETHCTPAIlHOHHOM JOCEE CTPAHBI-MMMOPTEpa. 3anicH MO TPOM3BOACTRY,
YIAKOBKE M aHalM3y [POBEPEHBL, M YCTAHOBAGHO HX COOTBeTCTBHe TpebGomaHusM llpasun Hagnexaiueit
NPOM3BOJICTBEHHOH NpakTHKH EBpazniickoro 3KOHOMHYECKOTO COM03an.,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [Tpoaykr coorsercryer tpeCoanusam HIT 3arnwuenne: QJOBPEHO
Prepared by / /IJtDV /{ Dy Checked by / Approved by: Manager/Executive /
TloAroToBRNEHO: / / TIporepeHo:; _ Onobpero: MeHemxep / PykoBoauTe:1s
y ERAY KALEM /7 2k A
Date / 26 Date / : ~ Date /
Jlata: rrol Jlata: /&7 i JlaTa: 12 0\ %1k - |




