CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Produet : Texared® (Tenoxicam) film-coated tablets 20 mg
Ipoaykr: Texcapea® (TerokcukaM) TabneTky, NOKPEITEIE TIIEHOUHOH obomoukoit 20 Mr

Market / Poisox : Russia / Poccus
Batch No / . ' Batch Quantity / . 420460 tab /
Cepnn Ne + 251062414 Pazmep cepun " 420460 Tab
Analytical Repo“rt No/ . 040000002767 ]?ate of Analysis / . 26/10/2025
AHaanTHYeCKHil oT4er Ne JlaTa anagmsa S —
| Date of Manufacture / 16.09.2025 Date of Expiry / . 31.08.2028
| lata npon3BoncTBa Topen no
' Mfg. License No. / o
. TR/UY/2019/30-11 dated MA number: / . 1
IIpou3BoacTEenHAs * 05.08.2025 Homep PY :  JII-Ne(007956)-(PI'-RU)
aunen3us Ne |

L&l_lal;fsis performed according ND / Anaus ;!_EO_BB,EIEH mo HJI: JITI-Ne(007956)-(PT-RU)-041224

Page 1 of 4/ Crp. 1 134

IN_D

Test / IlokazaTean

Resunit / PesyanTaTnl

Specification / Hopma

1 | Appearance/ Onucaune

o |

4

| Identification /
HaenTudpukanna

HPLC /B3XX

Uniformity of weight* /]
OnHOpOIHOCTE MacChI®

Brownish yellow, oval, biconvex,
film-coated tablets, scored on one
side. Bright vellow core on cross
section. / JKenrtoro ¢
KOPHYHEBLIM OTTEHKOM LBETa
OBANBHEBIE, TBOSKOBBIMYKITHIC
TabNeTKH, IOKPEITEE TUEHOYHOH
000II0uKO#, ¢ pUCKOH Ha ONHOH
cropore. Ha nonepeunom
pazpese Apo APKO-KENTOTO
LIBETA.

Brownish yellow, oval, biconvex, film-
coated tablets, scored on one side. Bright
yellow core on cross section. / JXentoro ¢
KOPHYHEBBIM OTTEHKOM IIRCTA OBANIBHEIC,
IOBOAKOBBIMYK/IbIe TAONETKH, MOKPHITHIE
MAeHOYHOM ofoaoukoi, ¢ pHcKoii Ha
oaHOi cTopoHe. Ha nonepedHoM paspese
AOPO APKO-IKEITOrO LIBETA.

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. / Bpemsa
YACPKHBAHUA OCHOBHOI'O IIHKA HA
XpoMaTorpaMMe  HCHBITYEMOTO
PacTBOpa COOTBETCTBYET BPEMEHH
yIep>KHBaHHA OCHOBHOI'O TIHKA Ha
XpOMaTorpaMMe  CTAHOAPTHOTO
pacTBOpa TEHOKCHKAMA.

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
YOEPKHBAHHWA OCHOBHOTO MHKA HA
XpOMAaTOrpaMMe MCILITYeMOTO pacTBOpa
JOIDKHO  COOTBETCTBOBATH  BpPeMEHH
yIepKUBaHHA OCHOBHOTO ITHKa Ha
XpOMAaTOrpaMMe CTaHAApTHOTO pacTBopa
TeHOKcHKama (paszaen «KomidyecTreHHoe
OTIPEICTIEHHE ).

Complies / CoorBercrByeT

.“Water_ content* /

Conepkanne BogbLI*

|' 5.4%/5.4%.

| Not more than 7.5%. / He 6onee 7,75 %.

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 taGnetok - He Gomnee + 7,5 %;
2/20 Tabnetox - He Honee £ 15 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: TTpoaykT cooTreTcTRY ST TpeOoBarmam HJT 3axawvenne: OJJOBPEHO
Prepared by / Y ﬁ[ Checked by / Approved by: Manager/Executive /
Hoﬂrommenod""“’ “is/ | Tposepeno: Onobpeno: Menenmxep / Pykosoaurens

s r ~ A

//7(/ ERAY KALEM ilal W_ P

Date / & { Date / Date /
Jara: r2ell JNara: 120026 Hara: 12. 01121k -




CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

Hpoaykr: Texcapen® ( TeHoxcMKaM} TabneTKH, MOKPHITHIE MAACHOYHOI 0bomoukoii 20 Mr

Market / Prinok : Russia / Poccus —— !

Batch No / _ Batch Quantity / = 420460 tab / '
! Cepna Ne i 2al05241A Pazmep cepun © 420460 Tab

Analytical Repourt No/ . 040000002767 Date of Analysis / . 26/10/2025
AHajgHTHYCCKHI oTueT No JdaTta ananuza

Date of Manufacture / 16.09.2025 Date of Expiry / 31.08.2028

JlaTa nponA3BoACTBA T'onen no T

Mfg. License No. / ..

. TR/UY/2019/30-11 dated MA number: / . o
IIponssoacreennast © 05.08.2025 Howmep PY : JIII-Ne(007956)-(PT'-RU)
JIMIen3Ha Ne :

'_Anall'sis performed according ND / Ananus nposegen mo HJL: JIN-Ne(007956)-(PF-RU)-041224

Ne | Test/ HokazaTenn

Result / PezyabTaThl

Page2 of 4/Crp.2 13 4

i _Speciﬂcation /Hopma

5 | Disintegration® /
__ Pacnagaemoctn*

6 | Dissolution* /
Pacreopenne®

2min/ 2 MHH.

Not more than 30 min. / He Gonee 30 |

MHH.

Unit-1/ Ta6n.-1 81 %
Unit-2 / Tabn.-2 85 %

Unit-3 / Ta6u.-3 82 %
Unit-4 / Ta6mn.-4 85% |
Unit-5 / Ta6mn.-5 84 %
Unit-6 / Tabn.-6

83 %

Not less than 75 % (Q) of tenoxicam in

+ 45 min. /
| He menee 75 % (Q) TeHokcHkaMa uepes

45 MuH.

7 | Impurities / Ilppmecn

2-aminopyridine /
2-aMHHONUPHIUH

Individual unidentified
impurity / Ennnnunas
HeHIeHTHPHLIMPOBAHHAS
npHMech

Total impurities / Cymma
TpHUMecei

Not detected / He ?)GHapy}KeHa

<0.05% / <0.05%

<0.05% /<0.05%

| Not more than 0.25 %; / He Gonee

0,25 %;

Not more than 0.5 %; / He donee 0,5 %;

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

8 Microbiological purity* / Mukpo6unoaornueckas yHcToTa*

a) Total Aerobic Microbial
Count / OOwee umcno
a3po6GHBIX MHKPOOPTAHH3MOB

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

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

b) Total Combined Yeast and
moulds count / Obiee «mcno

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

Not more than 102 CFU/g. /
He Gonee 102 KOE/T.

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykr coorsercreyer rpeboBannam HJT

Conclusion : APPROVED /
3axmwaenne; OJOBPEHO

Prepared by / %é e Checked by / Approved by: Manager/Executive /
IlogrororneHo; / j— § TIporepeHo: T'_ Onobpeno: MeHemkep / Pykopoaurens
Date / Date / Date /
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
O poayvkr: Tekcapen® rTeHOKCHKaM} TalJIETKH. IOKPHITEIE IUIEHOUHOH 00010uKoit 20 Mr

Market / PriHOK : Russia / Poccun B
Batch No / ) Batch Quantity / . 420460 tab /
Cepna Ne + 251062414 | Pasmep cepum © 420460 Tab
Analytical Repovrt No/ . 040000002767 Ir)ate of Analysis / . 26/10/2025
ApanuTHuecknii oTuet Ne dara anannza
Date of Manufacture / 16.09.2025 Date of Expiry / 31.08.2028
Jara npounzsoacTaa o | Tonen 1o
Mfg. License No. / -
. TR/UY/2019/30-11 dated MA number: / . o
Ilpou3BOaCTBEHHAS © 05.08.2025 Howmep PY : JIII-Ne(007956)-(PT-RU)
Jnnenzus Ne |

Analysis performed according ND / Ananni nposenen no HJL: JIII-Ne(007956)-(PT-RU)-041224

Page3 of4/Crp.3 nz 4

Otcytereyer B 1.

Ne | Test/Tlokasatens Result / Pesyabrars: .| Specificaam/_l-lopma
IpOACKEBBIX H IUIECHEBBIX o
| rpuGOR
¢) Escherichia Coli Absentin 1 g./ Shall be absent in 1 g. A

OrcyteTBue B 1T

9 | Uniformity of dosage units /
OIHOPOAHOCTD
AO3HPOBAHHBIX €AHHHI]

4.7 /4.7

Acceptance value (AV) should not be

more than 15,0 / Tlokazatemt
npuemsieMocTd (AV) momkeH OBITB
He Gosee 15.0

10 | Assay / Koanuecreennoe

onpeaenecHue

101.7% /101.7 %.

90.0 % to 110.0 % of C13H11N304S8;
(tenoxicam) in a tablet of Iabel claim.
{0 Or 90,0% oo 110,0%
CisHuN304S;  (renoxkcukam) B
TabneTke HOMHHAIBHOTO
COACTIKAHUS.

oT

11 | Package appearance /

Onncanne ynakoBKH

10 tablets in a PVC/aluminum foil
and patient

blister. 1 blister
information leaflet in a carton. /

To 10 Tabnerox B Gauctepe W3

10 tablets in a PVC/aluminum foil blister.
1 blister and patient information leaflet in
a carton. /

ITo 10 TabGneroxk B OoHcTepe U3

IIBX/amomunnesoii ponera. [o 1 | [IBX/anromunneroit  d¢oneru. Ilo 1
Onuctepy BMecTe ¢ JHCTKOM- |OaHCTepy — BMecTe ¢ JIHCTKOM-
BKJIAJBIIEM INOMEIIAIOT B MAYKy |BKIAALINEM MOMEINAOT B MAUKy
| KAPTOHIV ). KapTOHHV I, I

* Analytlca] 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. /

* ApammTHyeckre MeToauku o @EADC peiicTeyolero H3aaHHA NPUMEHSIOTCS AJIsl KOHTPOJIS Ka4ecTsa npenapara
Ha Teppuropud EADC. /lnd BEINYCKAIOIIEro KOHTPONA KAavyecTBa Ha MPOH3BOICTBE NPOW3BOAHTENb HCIIONB3YET
MeToAMKkH 1o EBponetickoit Mapmakoriee AeHCTBYIOIICTO H3TAHHUA.

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

IIpumeuanne: [poaykr coorsercTByeT TpedoBanuam HJ Jaxmouenne: OJJOBPEHO

Prepared by / e /{f e Checked by / Approved by: Manager/Executive /

HoaroTopaeudg: ) Ly TIposepeno: Onmobpeno: Menepkep / PykoBoaurenn
P ERAY KALEM Bilod A ey

Date / Date / Date /
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIK3A
Product : Texared® (Tenoxicam) film-coated tablets 20 mg
| INpoayxr: Texcapea® (Tenokcukam) TabieTku, NOKPBITHIE IIIEHOYHO#H 060n0uKO#H 20 Mr

| Market / Poinok : Russia / Pocens
| Batch No / . | Batch Quantity / . 420460 tab /
| Cepun Ne - 251062414 | Pasmep cepnn - 420460 Tab |
| i - .
Analytical Repourt Neo/ . 040000002767 Date of Analysis / . 26/10/2025
AHanuTHYeCKHH oTyeT Ne — — - | /lata ananm3a
Date of Manufacture / . 16.092025 Date of Expiry / 31.08.2028
Jdara npon3soiacrea Tonen ao |
Mfg. License No. / . i
. TR/UY/2019/30-11 dated MA number; / . .
Ipon3eocTBEeHHAR © 05.08.2025 Homep PY : JII-Ne{007956)-(PI'-RU)
JHIEH3HA Ne ) - o ]
Analysis performed according ND / Ananns nposeaen no H/1: JITI-Ne(007956)-(PT-RU)-041224 ]
Paged4 of4/Crp. 4u3 4
| API name (INN) / Hanmenosanne A®C (MHH): ': Tenoxicam / TeHOKCHKaM
API manufacturer batch number / 92044624
Homep cepnn nporspogntens ADC:
FP Manufacturer API Batch number /
25117398
HoMmep cepun cydcTanunu npoussoanrens IJID:
API Manufactured by & country / Edmond Pharma S.r.l., Italy /
Iponzsogutens APC, cTpana: Samona @apma C.p.o., Hranma
lac S i ve Ticaret A.S., Turk i
Name, address, authorization No for FP Gensepta e ban.a Y1 Ve LIcare A.5., TUIKeY, Sanayi
facturi ite / Control site / Rel ite / Caddesi Ne13, Yenibosna Bahcelievler Istanbul, Turkey
Ea““ acturing site / Lontrol site / Release site (license No TR/UY/2019/30-11 dated 05.08.2025) /
SHMCHOSRILES) SACL; JUCHEEGIN An I'esicenta Mnay Canan ee Tumkaper A.LLL, Typuus, Canan
IIponzBoacTBennan mwromaaka / Ilnomanka »
KONTDOS KagecTsa / Thio R PEATVCEd Kaanecu Ne 13 Mennbocna baxuesmsiep Crambyn, Typuus
P FEEEER R  (muerzus 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».

3akiaovueHHe 0 co0TBeTcTBHM: «HacTosmuM g TOATRepkNalo, YTO NPHBEACHHAS BHIIE HHOOPMAIHUA ABIsSCTCS
JOCTOBEPHOH H TOUHOH. JTa cepHs MPOAYKIMH NPOU3BeAeHa (BKIIOUAA YIAKOBKY (MapKHPOBKY ) M KOHTPOJIE Ka4eCTBa)
Ha BBIIEYKa3aHHOH MPOM3ROACTREHHON Mlomaznke (TMolNaakax) B MOJHOM COOTBCTCTBUM ¢ TpeboannsMu Ilpasun
HaJulexxallell Ipeu3BoICTBeHHOH npakTuku EBpasuiickoro skonoMudeckoro corwza (Ne GMP/EAEU/RU/01186-2024
oT 9 deppana 2024) u TpeOOBaHMIMH KOHTPOJA KAYeCTBA JICKAPCTBCHHEIX CPEACTB, @ TAKKE B COOTBETICTBHU CO
cnenhHKaLMAMH, COACPXKALIUMHCA B PETHCTPALlHOHHOM JIOChE CTpaHBI-HMIIOpTepa. 3amuch MO HPOH3BOICTBY,
YNAaKOBKe M aHATH3y TIPOBEPEHB], W YCTAHOBIEHO WX COOTBETCTBHEe TpeOoBaHMAM IlpaBunm Hame:xamei
TIPOHU3BOICTBEHHO NMpakTHKY ERpa3uiicKoro 3KOHOMHYECKOTO COM03ay.

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

Hpumeuanne: Ipoaykr cooTBeTcTBYET TpeboraHuaM HJ{ 3akmouenne: OJOBPEHO

Prepared by / ) //’{ s Checked by / Approved by: Manager/Executive /

Honrorosneﬂq./j o /??L IIpoBepeHo: £ Onobpeno: Menemxep / Pykosomurens
o ERAY KALEM( "} Bk o (e

Date / e7-26 Date/ ji.o0(-1( Date /
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