CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Mpoaykr: Texcapen® (Tenokcukam ) TaboeTkH, NOKPLITHE NeHo4HON obonodkoi 20 mr |

Jaunen3as Ne

Market / Prinox : Russia/ Poccms |
Batch No / _ Batch Quantity/ 419010 tab / ‘
Cepusi No - 25106361A Pazmep cepun " 419010 Tab ]
Analytical Report No / . 040000002785 Date of Analysis / . 06/11/2025
| AHAJIHTHYECKHI 0TUeT Ne JlaTa anaynza
Date of Manufacture / . 23.09.2025 Date of Exp:ry f 31.08.2028
JlaTa npou3BoacTBa T'oaen go
Mfg. License No. / o
. TR/UY/2019/30-11 dated MA number: / .
Ilpon3BoacTBeHHAR * 05.08.2025 ' Howmep PY JHI-Ne(007956)-(PT-RU) ‘

. Analysis performed according ND / Apann3 npoBeaeH 1o Hr']. JITI-No(007956)-( PT - RU)-041224 |

T

'l_‘es._t / HOK&;T&JI_I:

Pagel of4/Crp. 1 m3 4

| Result/ PesyanTaThl

Specification / Hopma

1

Appearance / Onncanune

Brownish yellow, oval, biconvex,
film-coated tablets, scored on one
side. Bright yellow core on cross
section. / XKenroro ¢
KOPHYHEBBIM OTTEHKOM LBETa
OBAJTBHBIE, IBOSKOBHITTYKIIBIE
TabneTKH, MOKPHITHIE IUIEHOYHOH
06070uKoi, ¢ pHUcKOi Ha OaHOH
cTopore. Ha nonepeunom
paspese PO APKO-KEATOTO
LBETA.

Brownish yellow, oval, biconvex, film-
coated tablets, scored on one side. Bright
yellow core on cross section. / Xenroro ¢
KOPHYHEBBIM OTTEHKOM IIBETA OBANEHEIE,
JBOAKOBBITYKIbIe TabNeTKy, IOKPHITHe
IWIeHOYHOH ofomoukoli, ¢ pHCKOH Ha
oaHo# cropone. Ha nonepeunom paspese
AAPO APKO-KENTOTO IBETA.

2 | Identification / Retention time of the main peak in | Retention time of the main peak in the
HaenTHOUKANHSS the chromatogram of test solution | chromatogram of test solution should |
HPLC / BRKX complies with retention time of | comply with retention time of the main
the main peak in  the |peak in the chromatogram of tenoxicam
chromatogram  of tenoxicam |standard solution (Assay test). / Bpema
standard solution. / Bpemsa |yaepkMBaHHMA OCHOBHOFO TIHKa Ha
VAEPKUBAHUA OCHOBHOI'O NIMKA HA | XpOMATOTpaMMe UCTILITYEMOI'o pacTBOpa |
XpOMAaTOTpaMMe  MCHBITYEMOTO | IO/DKHO  COOTBETCTBOBAaTh — BPEMEHH
PACTBOpa COOTBETCTBYCT BPECMCHH | YICPKMBAaHHMSL OCHOBHOTO TIHKa Ha
yIep:KHBaHMA OCHOBHOI'O TIHKA HA | XpPOMaTOrpaMMe CTaHOapTHOTO PacTBOpa
XpoMATOrpaMme  CTaHAAPTHOTO | TeHOKcHkama (paszaen « KonuuecTBeHHOS
PacTEOPA TEHOKCHKAMA. oTIpeaeneHue).
| 3 | Uniformity of weight* / Complies / CooTBercTByeT 18/20 tablets - not more than  7.5%;
QaHopoaHOCTL MACCHT® 2/20 tablets - not more than + 15%. /
| 18/20 tabnetok - He Gonce £ 7,5 %,
| | B | 2/20 TabneTok - He Somee £ 15 %.
[ 4 | Water content* / 5.5%/5.5 %. Not more than 7.5%. / He Gortee 7,5 %.
| | Coaepxanme Bogb*
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: TIpoaykt cooTReTCTRYET TpeGoraruaM HJI Jaxawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HO,I[I‘OTOBJIGHUW&” // [Mpoeepeno: Onobpeno: Menemxkep / PykoBoautens
|l i
Date / Date / Date /
MHata: fz ‘7/'26 Hara: (vol- 2.6 JHara: 17 0t 226




CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

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

IIpoaykr: Texcapen® tTeHOKcHKaMII Ta0IETKH, OKPHITHIE NIEHOYHOH obonouxoi 20 mr
Market / Prinok : Russia/ Poccus
'Batch No / ] Batch Quantity / . 419010 tab/
Cepuna Ne : 25106361A | Pazmep cepun 419010 tab
LI = — |
Analytical Repourt No/ . 040000002785 Date of Analysis / . 06/11/2025
AHajguTHYeCKHH oT9eT Ne o ,‘Iara AHZJTH3A
|
| Date of Manufacture / . 23.09.2025 Date of Expiry / 31.08.2028
Jdara npoH3BoaCTBA | Togen g0 .
|

Mfg. License No. /

| nunensng Ne

Inomsmoncrnemas _ TRAUY/2019/30-11 dated | MA number: /
P * 05.08.2025 Homep PY

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

B ]

| Analysis performed according ND / Aua.ﬂm OpOBENeH 1o HJ1: JITI-Ne(007956)-(PI-RU)-041224

Page2 of4/Crp.2u34
Ne | Test/HoxazaTean Result / PesyabTaTnt Specification / Hopma
5 Disintegration* / 2 min / 2 Mun. N Not more than 30 min. / He 6onee 30
| Pacnagaemoctn* _ - o | muH.
6 | Dissolution® / Unit-1/ Taba.-1 93 % Not less than 75 % (Q) of tenoxicam in
Pacreopenne* . 5 45 min. /
1_Umt-2 /Tabn.-2 | 101 % | He menee 75 % (Q) TeHoxcukama yepes
| | Unit-3/ Ta6.-3 99 % 45 mun,
| Unit-4 / Tabn.-4 96 %
Unit-5 / Ta6n.-5 | 94 %
Unit-6 / Tabn.-6 94 %
7 I_mpﬁrities / Tlpamecn -
2-aminopyridine / Not detected / ne oOHapysxena Not more than 0.25%; / He Gomee |
2-aMHHOTIAPHIAMH 0,25 %;
Individual unidentified
impurity /  Emuemmkas | - 00070/ <0.05% Not more than 0.5 %; / He 6onee 0,5 %;
HEeHAECHTHHLIHPOBaHHASA
MPHMECH
Total 1r£1pur1t1es [ Cymma | 0.05% / <0.05% Not more than 2.0 %. / He 6onee 2,0 %.
TipHMeceii
| 8 | Microbiological purity* / Mnxpoﬁnonornqecxaﬂ ymeTOTA*
| a} Total Aerobic Microbial Less than 10 CFU/g. / Not more than IOWZFU/g./
Count / Ob6mee uywucio Menee 10 KOE/T. He Gonee 10° KOE/T.
a3poOHBIX MUKPOOPTaHH3MOB
' b) Total Combined Yeast and  Less than 10 CFU/g./ Not more than 10? CFU/g. /
| moulds count / Obmee uncno Menee 10 KOE/T. He Gonee 10? KOE/T,

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipameuanue: [ponykr cootBeTcTBYeET TpeboannaM HJT 3axnwuenne: OJJOBPEHO

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

Ho,uro*ronneﬂoi‘)H** A‘”’" Ilporepeno: Onobpeno: Menemxep / Pykoronurens
%‘ ERAY I(ALEI":.I"r J« Bl cand _%_—;]

Date / £ Date / Date /

Jlata: 12 of- 2 Jlata: 1201 L6 Jlata: }2"’"'?925




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

"Product : Texared® (Tenoxicam) film-coated tablets 20 mg N
Hpoaykr: Texcapea® (TeHokcukam) TabneTKH, MOKPBITHIE TNIEHOYHOH 06010uK0#i 20 Mr B -
Market / Prinok : Russia / Poccua _
Batch No / . Batch Quantity/ 419010 tab/

_Cepnn Ne : 25106361A Paszmep cepun * 419010 Tab

Analytical Repourt No/ . 040000002785 Date of Analysis / . 06/11/2025
AHaTHTHYECKH# oTueT Ne | Jlata ananan3a o i
pate of Manufacture / . 23.09.2025 Date of Expiry / 31.08.2028

| Jlata npon3ssoacrsa T'ogen 10

Mfg. License No. / -

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

IIpoussoacTBEHHAN ' 05.08.2025 ' Howmep PY : JII-Ne(007956)-(PT-RU)

gmmewswa Ne 7 | S
Analysis performed according ND / Anains oposegen no H/L: JITI-Ne(007956)-(PT-RL)-041224

Page3d of4/Ctp. I m3 4

Ne | Test / IlokazaTean Result / PesyabTaTsl | Specification / Hopma
| | JIpOMCKEBBIX W TUIECHEBBIX
rpuboB
' ¢) Escherichia Coli Absentin 1 g./ Shall be absentin 1 g./
| OtcyTcrByeT B 1 T. OrcyterBHe B 1 T.

9 | Uniformity of dosage units / 2.8/2.8 Acceptance value (AV) should not be
OaHopoaHoOCTh more than 15,0 / Tlokazarens
J03HPOBAHHLIX AHHHI npuemiiemoctd (AV) pomken ObITh

| - | He 6omee 15,0 B
10 | Assay/KoanuecTBeHHOE 97.9 % /97.9 %. 90.0 % to 110.0 % of CisHiiN;O4S:
onpeae/icHAe (tenoxicam) in a tablet of label claim.
/O 90,0% a0 110,0%
CisHiN3O4S8;  (TeHoxcHkam) B
TabneTke OT HOMMHAJEHOTO
i | = = = | cogepKanus. = _

11 | Package appearance / 10 tablets in 2 PVC/aluminum foil | 10 tablets in a PVC/aluminum foil blister. |

OnHcaHue YIAKOBKH blister. 1 blister and patient | 1 blister and patient information leaflet in
information leaflet in a carton. / a carton, / |

ITo 10 Tabmetox B 6nmctepe w3 llo 10 Tabmerok B OmHcTepe W3

MBX/amoMuanneroii gpomeru. [To 1 | [IBX/amomunaneroit  gomsrun. Tlo 1

Onucrepy BMecTe ¢ JIMCTKOM- |OauMcTepy — BMecTe ¢ JIHCTKOM-
BKJIAJIBIIIEM TIOMEIAFOT B MAUYKy |BKNAJABINEM  MOMEMAXT B TMAYKY |
| KaPTOHHVH. 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. /

* AnanuTtHveckre MeToguku o @EAJC peficTBYIOIWEro H3MaHMA NPUMEHSIOTCA A1 KOHTPOINS KauecTBa Ipenapara
Ha Teppuropu EASC. s BBIMYCKAlOIETo KOHTPONS KA4YE€CTBA HA NPOM3BOIACTBE NPOM3BONHTENL HCIONL3YET
MeToIHKK 1o EBponeiickoii apmaxonee aeficTRyIomero H3naHH;.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponyxrt cooTeercTBYeT Tpeboranuam HJI 3arnwovenne: OJOBPEHO

Checked by / Approved by: Manager/Executive /

Prepared by / " /04{ »

Ho,urommermd /’; IlpoBepeHo: @/ Onoﬁpeﬂo;g/lﬁfmlcep/ PykoBogutens
o ¥
&

ERAY KALEM CAND -’%:/'
Date / Date / Date / '

Jlara: ﬂ/“rbé Jlara: 100 L6 Jara: 120l ks




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

| IIpoaykr: Tekcapea® (Tenokcuxam) TabneTK#, MOKPHITHIE IIeHOUHOH obonoukoii 20 Mr

Market / Peinok : Russia / Poccun i}
Batch No/ ) Batch Quantity/ 419010 tab/
Cepnsa No ) 251063_6 1A PazmMep cepHu " 419010 Tab
Analytical Repo“rt No/ . 040000002785 Date of Analysis / . 06/11/2025
AHAJIHTHYECKHH 0T9eT No | llaTa anaau3a S
Date of Manufacture / . 23.09.2025 Date of Expiry / 31.08.2028
JaTa npon3BoacTea | Togen go
Mfg. License No. / e

. TR/UY/2019/30-11 dated MA number; / ) .
ponsBoxcTEeHAAN ' 05.08.2025 ‘ Howmep PY ¢ JIII-Ne(007956)-(PT-RU)
Jnuensus Ne

| Analysis performed according ND / Anaaus NpoBeAeH Mo l-I:LL:_.JIl'I-Ee_l_007956_:3_-{_§’1"-1§{1:041224 |

Page4 of 4/ Crp. 4 n3 4
'API name (INN) / Hanmenopanne A®C (MHH [} Tenoxicam / TeHokcHKam
API manufacturer batch number / 92044624
Homep cepnn nponssoanre;in AQC: ;
FP Manufacturer API Batch number /
25117398
Homep cepun cyGeranuun nponssoautenn IJId:
API Manufactured by & country / Edmond Pharma S.r.l, Italy /
IMpouzsoantens ADC, cTpana: i Oamong ®apma C.p.n., Hramig
Name, address, authorization No for FP Gensepta Tlac San.ayl ve T1caret.A.S., Turkey, Sanayi
| manufacturing site / Control site / Release site / Caddesi Nel3, Yenibosna Bahcelievler Istanbul, Turkey
(license No TR/UY/2019/30-11 dated 05.08.2025) /

Hanmeﬂonamie, aapec, JUNCH3INA 17189

I'encenta Mnau Canau e Tumkaper AL, T Canau
TTpon3BoAcTEECHHAN omaaka / [Liowmaaka il ;L YPUIA,

KOHTpOIS KauecTsa / [LIOMANKa BLIMYCKA Kaanecu Ne 13 MennGocna Baxuenmsiep CramGya, Typrus
P y (muuenzua 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 fuil
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».

3ax/nioueHHe 0 COOTBeTCTBHM: «HacTosfIpM % NMONTBEP:KAAI0, UTO MPHBEICHHAS BBIIE WHQOPMAIHS ABIICTCA
JOCTOREPHOI H TOUHOM. JTa cepHd MPORYKIMU NPOH3BeeHa (BKIIIOUAS YIAKOBKY (MAPKHPOBKY ) M KOHTPOJIb KAYECTBA)
HA BBILCYKa3aHHOH NpOM3BOACTBEHHOHN Onomanke (TUIOMAKax) B TOAHOM COOTRETCTRHM ¢ TpeOoBaHHAMH LIpaBun
Hajajexkanieii NpoH3BOACTECHHON MpakTHKH EBpasniickoro skoHommuueckoro comwsa {Ne GMP/EAEU/RU/01186-2024
oT 9 deppans 2024) u TpeOOBaHUAMH KOHTPONA KAUECTBA JIEKAPCTBEHHBIX CPEICTR, 4 TAKKE B COOTBCTCTBHM CO
cOclM(HKALAMYE, COICPKAINMMUCI B PErHCTPALIMOHHOM JOCHE CTPAHBI-HMIOPTEpa. 3aluCH [0 MPOH3BOACTBY,
YNakoBKe M aHalW3y TPOBEPEHBl, H YCTAHOBIEHO WX COOTBETCTBHG TpcOGoBaHMam IIpaBun Hazac:kaurei
MPOH3BONCTBCHHOH NpakTuxH EBpasniicKoro 3KOHOMHYECKOTO COM3ay.

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

Ipameuaunne: IlpoaykT cooTBeTcTByeT Tpeboranuam HJI 3anwuenne: OJJOBPEHO

Prepared by / ;ﬁ = Checked by / 1 Approved by: Manager/Executive /

Hoaroropaency: that y ‘ TIposepeno: OnobpeHo: MeHemxep / PykoBoanrens
P ERAY KALE Phel e ArD %

.t
Date / r26 Date / Date /
Jata: /e Jlara: 12 0124 Jara: L of brs




