CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIHM3A

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

Hpoaykr: Texcapen® (Tenoxchkam ) TabIeTKH, NOKPHITHIE MIeHOYHO#H obonoukoit 20 Mr

Market / Poiok : Russia / Pocens
Batch No / . Batch Quantity/ = 443440tab/
Cepnn Ne + 23106371A Pazmep cepun " 443440 136
Analytical Repourt No/ . 040000002786 Date of Analysis / . 06/11/2025
ApanuTHueckHii oTyer Ne o | /laTa anannia
Date of Manufacture / . 24.09.2035 Date of Explry / 31.08.2028
| JlaTa mponsBoacTBa | T'ogen no |
M. License No. / TR/UY/2019/30-11 dated | MA number: / |
HpousBoacTBeHHAR ' 05.08.2025 Homep PY JIII-Ne(007956)-(PT-RU)
aunenzus Ne

=

|I'.N‘9 ' Test/ Hoxasa'n;.nh

| Result/ Pe3_y.l'leaTl>l

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Ne(007956)-(PT-RU)-041224
Pagel of4/Crp. 1134

|

' gpgciﬁcation / Hopma

' 1 | Appearance/ Onucanne

Brownish yellow, oval, biconvex,
film-coated tablets, scored on one
side. Bright yellow core on cross
section. / Wenroro ¢
KOPHYHEBBIM OTTEHKOM I[BETA
OBaNbHEIC, TBOAKOBBIITYKIIBIC
TabIeTKH, NOKPBITHIE VIEHOYHOR
ofomouxoi, ¢ pHckoit Ha oaHO#
cropoHe. Ha noniepeunomM
paspese Aapo ApKO-KEITOro
TBETA.

Brownish yellow, oval, biconvex, film-
coated tablets, scored on one side. Bright
yellow core on cross section. / Xenroro ¢
KOPHYHEBEIM OTTEHKOM IIBETA OBAJIBHBIE,
JBOAKOBBIMYKIIbIE TAONETKH, TIOKPHITEIE
weHouHo# obomoukod, ¢ pHckoll Ha
oaHo# cropoHe. Ha nonepeunoM paspese
AIpO APKO-KENTOTO HBETA.

| 2 Identification /
HaenTndurxanuna

HPLC / BOXKX

| 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. / Bpems
YAEpAUBAHHA OCHOBHOTO ITHKA HA
XPOMATOTpaMMe  HCIBITYEMOro
pacTBOpa COOTBETCTBYET BPEMEHU
y/lep’KHBaHHA OCHOBHOTO TIHKa Ha
XpOMAaTOrpaMMe  CTAHIAPTHOIO
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). / BpeMsa
YOeKHBAHHUS OCHOBHOTO IIMKa Ha
XPOMATOIPaMMe HCIIBITYEMOI'O PAcTBOpa
JOMKHO  COOTBETCTBOBATE  BPEMEHH
YHCPIKHBAHUS OCHOBHOTO TIIMKa Ha
XpOMATOTpaMMe CTAHAAPTHOTO pacTBOpa
TeHokcHkaMa (pasaen «KonmuuectseHHOE
OTIPETICTEHUEY ),

3 | Uniformity of weight*
OaHOPOIHOCTE MacchI®

/

Complies / CooTBeTcTBYET

4 | Water content* /
Cogeprxanne Boab1*

4.3 % /4.3 %.

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TabireTok - ne Goaee + 7,5 %o;
2/20 Tabnerox - He bonee + 15 %.

Not more than 7.5%. / He Gonee 7,5 %.

Remarks :

The Product confirms to NI/

Conclusion : APPROVED /

Ipameuanne: [Ipoxykr coorercreyer TpeGosanusy HJ

3aknrwuenne: OJOEPEHO

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

TMOATOTORIEHO: J"’“‘- /?4‘”"’ HpoBepeHo: = Onobpeno: MeHemKep/ PykoBogurens
(2601 =0 e ?:7'/

Date / Date / Date /

JlaTa: /2 21 26 Mara: [2.01-2:6 Jlata: 12 .0l 2216




CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A
| Product : Texared® (Tenoxicam) film-coated tablets 20 mg
 Hpoaykr: Tekcapen® [TeHOKCHKan TabJIeTKH, IOKPBITHIE IMIeHOYHOH 06onoukoii 20 mr

| Market / PbiHox . Russia/Poccms - _
"Batch No/ | Batch Quantity / 443440 tab /

Cepna Ne : 25106371A Pasmep cepun " 443440 126 -

Analytical Repourt No/ . 040000002786 Date of Analysis / . 06/11/2025

Ananuraveciknii oraer Ne JlaTa ananuza

Date of Manufacture / . 24.09.2025 Date of Expiry / 31.08.2028
JlaTa npon3BoACTEA T'ogen no

Mfg. License No. / o

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

IlponsBoacTBEHHAR ' 05.08.2025 Howmep PY : JITI-Ne(007956)-(PT-RU)

| nnensus Ne

Analysis performed according NI} / Ananans npoBegen 1o _IE]:_JH'I-NQI-OOWSG}-[E;I“-R_L’_j-041224
Page2 of4/Crp.2u3 4

“Ne | Test/ Iokazateas | Result/ PesyantaThi Specification / Hopma

5 | Disintegration® / 2 min / 2 MuH, | Not more than 30 min. / He 6onee 30
| PacnagaeMocTh* MHH.

6 | Dissolution* / Unit-1 / Tabn.-1 101 % Not less than 75 % (Q) of tenoxicam in

PacTBopenne* - = 45 min. /
Unit-2 / Ta6u.-2 93 % He menee 75 % (Q) TeHokcHKkama yepes

| Unit-3 / Ta6n.-3 91 % 45 MuH.
| | Unit-4 / Ta6x.-4 | 96 %
|' | Unit-5 / Tabn.-5 93 %
| Unit-6 / Ta61.-6 | 96 %

| 7 | Impurities / Mipumecn

Not detected / He oOHapyKkeHa Not more than 0.25%; / He Oonee

2-aminopyridine /
0,25 %;

2-aMUHOTIHPHAWH

Individual unidentified
impurity /  Eaunuudas <0.05% / <0.05% Not more than 0.5 %; / He 6onee 0,5 %;
HeMAeHTU)HUMPOBaHHAS
TIPAMECH
Total impurities / Cymma ° b
. <0.05% / <0.05% Not more than 2.0 %. / He 6onee 2,0 %.
npuMecei
8 | Microbiological purity* / Mmcpo_ﬁno.ﬂornqemcan uncrota* o
' a) Total Aerobic Microbial Less than 10 CFU/g. / | Not more than 10° CFU/g. /
Count / O6mee uucno Menee 10 KOE/T. He 6onee 10° KOE/T.
a3pOOHBIX MUKPOOPraHU3MOB
b} Total Combined Yeast and Less than WCFU/g. / Not more than 10? CFU/_g. /
moulds count / Obwmee dkHcIo Menee 10 KOE/T. _| He Gonee 10> KOE/T.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoayxr coorBeTcTByeT TpeGoranuam HJT 3axmouenne: OJOBPEHO
Prepared by / " Checked by / Approved by: Manager/Executive /
1'[0)11"0T013..neﬂo'()‘4“"r y ITposepeno: Onobpeno: Menezkep / Pyko TENb
Engytislorm 7oy Pole) A
Date / Date/ | Lot L6 Date /
Jlara: 7 Lel: L6 Jlara: JlaTa: 2.0} L




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Ipoaykr: Texcapen® (TenokcukaM) TabneTky, MOKPHITHE IUIEHOYHOH 00onoukoi 20 mr

Market / Prinok : Russia/Poccus -
Batch No/ ) Batch Quantity / 443440 tab/
| Cepun Ni : 231063714 Paimep cepun - 443440 Tab
Analytical Report No/ . 040000002786 Date of Analysis / . 06/11/2025
| AHAJTHTHYECKHH oT4eT Ne | llara ananmsa
]?ate of Manufacture / . 24.09.2025 Date of Expiry / 31.08.2028
JlaTa npon3BoicTBa T'ogen o
Mfg. License No. / -
TR/UY/2019/30-11 dated | MA number: /
IIpon3soacTBeHHAA t 05.08.2025 Howmep PY : JII-Ne(007956)-(PT-RU)

Jnunen3ns Ne | -
Analysis performed according ND / Anaauz nposeaen no H/1: JITI-Ne(007956)-( PT-RL )-041224

Page3 of 4/Crp.3u3 4

Ne | Test/IlokazaTenn Result / PezyabTaTsl Specification / Hopma
JPOJCKEBRIX M TIIECHERBIX
rpuGoR
¢) Escherichia Coli Absentin 1 g./ Shall be absentin 1 g./
OtcytctByerB 1 T OrcyTcTBHE B 1 T
9 | Uniformity of dosage units / 29/29 Acceptance value (AV) should not be
| OnnopoanocTh more than 15,0 / Tloxasarens
JO3HPOBAHHBLIX ¢ANHAU npueMieMocTH (AV) nomkxeH OBITH
| | He 6onee 15.0
10 | Assay/KoanuecreenHoe 98.0 % /98.0 %. 90.0 % to 110.0 % of C1sHnN304S;
onpenejcHuE (tenoxicam) in a tablet of label claim.
/0t 90,0% a0 110,0%
Ci3Hi1N3O4S:  (TeHOKCHKaM) B
TabneTke oT HOMHHAJIEHOTO
- ! - CORepIKaHuA.
11 | Package appearance / 10 tabiets in a PVC/aluminum foil | 10 tablets in a PVC/aluminum foil blister.
Onucanne ynakoBKH blister. 1 blister and patient | 1 blister and patient information leaflet in
information leaflet in a carton. / a carton. /
ITo 10 Tabmerox B Gmmcrepe m3 [lo 10 tabnerox B Ounucrepe u3
IBX/anmromunnesoii goneru. [Mo 1 | [IBX/amomunueeoit  ¢onern. Ilo 1
Oamcrepy BMeCTe C JIACTKOM- | Oamcrepy  BMECTC ¢ JIUCTKOM-
BKJIJIBINIEM TIOMEINAIOT B TIAYKY | BKIAJBIUEM  TOMEMAIOT B MauKy
| KAPTOHHYIO. KapTOHHVIO.

* 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. /

* Ananmurudeckne Metoaukn no PEADC geiicTByioniero w3ganus NPUMEHAIOTCS /11 KOHTPOJS KadyecTBa Tpenapara
Ha Tepputopur EABC. JIng BhIMycKarollicro KOHTPOJM KadccTBAa Ha IPOU3BOACTRE IMPOM3BOAHTENh HCIONB3VET
MeToauKH 1o Eeponeiickoit @apmakonee NeHCTBYOIETO U3AaHHA.

Remarks : The Product confirms to ND/

Ipumenanne: [Ipoxykr cooTeTcTBYET TpeboBanmam HJ{

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / /|, Firersr | Checked by / Approved by: Manager/Executive /
ToaroroBnenat //%{ - [Tpoeepeno: Onobpeno: Menemxep / Pykoponurens
& AN gy
' Date / YA Date / . Date /
| JlaTa: & Jlara: Lok 6 Jlara: J2.0\ b1 b




CERTIFICATE OF ANALYSIS
— — CEPTHOHUKAT AHAJIM3A
Product : Texared® (Tenoxicam) film-coated tablets 20 mg
Ilpoayxr: Tekcapen® (Tenokcukam) TabaeTkH, MOKPhIThIE IIICHOYHOH 060m04Kkoil 20 Mr

‘Market / Peinok : Russia/Poccns

Batch No / ) Batch Quantity / 443440 tab/

Cepus Ne + 23106371A | Pazmep cepun 443440 Tab

Analytical Repourt No/ . 040000002786 ]_)ate of Analysis / . 06/11/2025
AmanaTH4eckuii oTuer N [lara anasmsa |

Date of Manufacture / . 24.09.2025 Date of Expiry / . 31.08.2028 '
| laTa mpoH3BOACTBA Topen 10

Mfg. License No. / ..

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

IIpon3BojcTEEHHAR " 05.08.2025 Homep PY 1 JII-Ne(007956)-(PT-RU)

| iHnenzus Ne

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

Page4of4/Crp. 43 4
API name (INN) / Hanmenosaane ADPC {‘EI_HHI_ N " Tenoxicam / TenoKcHKam
APT manufacturer batch number / 92044624
Homep cepun nponzsognrens ADC: |
FP Manufacturer API Batch number/
25117398
Homep cepun eyfcTtannnn npoussognrtens: IJId:
| API Manufactured by & country / Edmond Pharma S.r.1., Italy /
| ITpouseonTens ADC, crpana: Onmong ©apma C.p.a., Uranusa |
Name, address, authorization No for FP Genseflta Nac San.ayl ve Tlcaret.A.S., Turkey, Sanayi |
facturi :te / Control site / Rel ite / Caddesi Nel13, Yenibosna Bahceelievler Istanbul, Turkey
MATIIACIRRIEE 51T £ - OQITOLMITE FARETEase Sie (license No TR/UY/2019/30-11 dated 05.08.2025) /
HanmenosaHune, anpec, JHOEHIHA AJIA
I'encenta Mnau Canan e Tumxaper AL, Typumns, Canan
Tlpon3soncreenHan eaomaaka / Iltomagka ..
Kagmecu Ne 13 Henubocna baxuemusnep Ctamoyn, Typims

koRTpoas kauectsa / Inomanxa suimycxa | (mwemsua Ne TR/UY/2019/30-11 dated 05.08.2025)

Declaration of certification: «l 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».

3akm0yeHHe 0 COOTBeTcTBHE: «HacTosimuM s NMOATBEpXKIAl0, YTO MpHBEACHHAS BhIIe HHGOPMAaIMsa SBJAETCS
JOCTOBEPHOH H TOYHOH. 3Ta cepus NpONYKLIMH Mpou3seaeHa (BKIMoYas yaKoBKY (MAPKHPORKY) H KOHTPOITh KAUCCTRA)
Ha BBRILIEYKA3aHHOH NpPOM3BOACTBEHHOH Moniaaxe (TUIOMIAAKAX) B MOMHOM COOTBETCTBHM ¢ TpebopaHuamu Ilpaeun
Ha/Iexamei NpoM3BoACTBEHHOH NpakTuky EBpazniickoro sxoHoMuueckoro corsa (Ne GMP/EAEU/RU/01186-2024
oT 9 deppans 2024) u TpeboBaHuAMH KOHTPOJA KayecTBa JIEKAPCTBEHHBIX CPEICTB, a TAKXKe B COOTBETCTBHH CO
CTIelM(pHUKALIMAMY, COEPKALMMHCS B PETHCTPAIMOHHOM JIOCKE CTPaHBI-AMIOPTEpa. 3alMCcH O MPOU3BOICTRY,
YMaKOoBKE M AHAIM3Y M[POBEPEHbl, W YCTAHOBISHO HX COOTBeTCTBHEe TpeGopaHusaM llpaBun Hagnexkameit
NPOH3BOACTBEHHOM NMPAaKTHKH EBpasHHCKOro 3KOHOMHYECKOTO COM3a».

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

IpaMeuanne: [Ipoaykt coorBeTcTBYeT TpedoBannim HJT 3axmouenne: OJOBPEHO

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

Iloaroroeneny: e )ﬁ‘% Iposepero: Omobpeno: Menemxep / Pykopopurens
P e | &g bl C " Sy

Date / 2007 Date / i Date /

JlaTa: { 4 Jara: ! Lo/ 6 Jlata: 2. o) 16




