BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapen® (TeHokcHkaM) THOGMHIM3AT 1A MPUTOTOBJIEHHS pacTBOpa AJIs HHBeKUHid, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /
Cepus Ne : BI250272A Pa3zmep cepuu ° 95820¢nakoHoB
Analytical Repo_rt No. / : QC/FP/25/00794 Date of Analysis / : (30/12/2025)
AHaJHTHYEeCKHi oT4eT Ne JlaTa anann3a

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JlaTa nponsBoacTBa I'ogen no

Mfg. License No. /
IIpoussoacTBeHHas
JIHOeH3usa N

: G/28/1828

MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)

Analysis performed according to ND No: / Ananus nposenex no HJI Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makers! ynakoBku yreep:xkaensi: 14.10.2025
PIL approved: / UMII yreepxkaena: 14.10.2025
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Ne Test / Iloka3zaTenn

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

lyophilized powder. /
MIOPOLIOK

Yellow
JInodunu3npoBaHHEIH
JKENTOro 1BeTa.

Yellow to greenish lyophilized powder. /
JInodpunH3HpOBaHHEIH MOPOLIOK XEITOro ¢
3€JIEHOBAThIM OTTEHKOM LIBETA.

2 (Identification / HaenTuduranus

Tenoxicam / Tenoxcuxam
HPLC /B3XX

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
yAepXKHUBaHHUs HKA TEHOKCHKaMa Ha
XpoMarorpamme HCIBITYEMOr0O
pacTBOpa COOTBETCTBYET BpPEMEHH
YAEpKUBaHUA MHKA TEHOKCHKaMa Ha
XpoMaTorpamme CTaHAApTHOTO
pacTBopa.

The retention time of tenoxicam peak in the test
solution chromatogram should correspond to
the retention time of tenoxicam peak in the
standard solution chromatogram (see Related
substances, assay of single impurities and total
impurities (254 nm)). / BpeMs ynep)HBaHHS
NMKa TEHOKCHKaMa Ha  XpOMarorpamMme
HCIBITYEMOTrO pacTBopa TOJDKHO
COOTBETCTBOBAaTh BPEMEHH YAEP)KHBAHHA MTHKA
TEHOKCHKama Ha XpoMaTorpamme
cra”igaptHoro pacteopa (oM. «IIpumecuy,
omnpeJe/ieHHe eIHHUYHBIX NIPHMecel U CYMMEI

npuMeceit (254 um)).

Remarks : The Product confirms to ND/
IIpumeqanne: IIponykT cooTeeTcTBYeT TpeboBanusaM HJ

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by / IToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\éﬁ,&/‘»’_ [TpoBepeHa: ITposepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIULIO:
e 1 &5
I = ;@ KB 0%
Date / o\1026 Date Date / Date / 12z 202c
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Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560« Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 531, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (TeHokcHkaM) TMOGHIH3AT A8 NPUTOTORIEHHS PACTBOPA /i MHBbEKLHH, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials/

Cepus Ne + BI250272A Pasmep cepun " 95820¢nakoHoB
Analytical Repourt No. / : QC/FP/25/00794 Date of Analysis / . (30/12/2025)
AHAJHTHYECKHH oTyeT Ne JlaTa aHanu3za

Date of Manufacture / : (11/2025) Date of Expiry / . (10/2028)

JlaTa npou3BoAcTBa T'ogen oo

Mfg. License No. /

IIpon3BoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT'-RU)
JIHIIeH3HA Ne

Analysis performed according to ND No: / Ananus nposeaen no HJI Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / Makersl ynakoBkH yrBep:xaenb:: 14.10.2025
PIL approved: / HMII yreep:xaena: 14.10.2025
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Tenoxicam / Tenoxkcuxam UV absorption spectrum of the test |[UV absorption spectrum of the test solution
UV spectrophotometry /! Y- solution prepared for the Assay in the |prepared for the Assay in the range fr9m 230
range from 230 nm to 400 nm has |[nm to 400 nm should have maxima at
cnexkmpogomomempus
maxima at wavelengths of 257.50 wavelengths of 257 +2 nm, 285+ 2 nm and 368
nm, 285.49 nm and 369.96 nm. / Y- |£ 2 nm (see Tenoxicam Assay). / Y®-cnekTp
CIEKTP TIOTJIOWIEHHs HCIIBITYEMOrO MOTJIOLIEHH S HCIBITYEMOr0 pacTBopa,
pACTBOpA, MPHTOTOBJEHHOTO U [IPHTOTOBJIEHHOIO AN  KOJHYECTBEHHOIO
T et B onpeneneHus, B obnactu ot 230 um 10 400 HM
5 230 i 0% ’ JIOJDKEH UMETh MAKCHMYMBI NPH AJMHAX BOJNH
oo g HM A HM HMECT 1757 + 2 1M, 285 £ 2 M # 368 £ 2 uM (cM.
MAECIMYNA S DAIHHAX. B G O e CTREHHOE onpeJeneHne
257,50 HM, 285,49 HM H 369,96 HM. TeHOKCHKa.MEl»).
—_—
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipoaykt cootseTcTBYET TpeboBanusam HJJ 3axnouenune: OJJOBPEHO
Prepared by / ITogrotoneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
vt [TpoBepeHo—. IMpoeepeno (AOK): |[|Omo6peno: ObecnedeHne kauectBa/OTBETCTBEHHOE JIMLIO:
W l ¢
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Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560« Fax : +91 22 4056 0555 ¢« Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponykr: Texcapen® (TeHokcHkaMm) THOGHIH3AT 1M NMPUrOTOBIIEHHS PACTBOPA AN HHBEKLHH, 20 MI

Market / PeiHok : Russia / Poccus

Batch No. / ) Batch Quantity / . 95820 vials /

Cepust Ne ¥ BESUA72A Paszmep cepuu " 95820¢nakoHoB
Analytical Repourt No. / : QC/FP/25/00794 Date of Analysis / : (30/12/2025)
AHaJHTHYeCKHi oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JlaTa npoH3BoacTBa Togen go

Mfg. License No. /

IIponsBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIIeH3HA Ne

Analysis performed according to ND No: / Ananns nposeaen no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBKH yTBep:xaenni: 14.10.2025
PIL approved: / MUMII yrBepaaena: 14.10.2025
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Sodium metabisulfite /
Hampua memabucyavhpum

HPLC/B2KX

The retention time of sodium
metabisulfite peak in the test solution
chromatogram corresponds to the
retention time of  sodium
metabisulfite peak in the standard
solution chromatogram. / Bpems

yIepKUBAHHUS nHKa HaTpHs
MeTabHCynbhHTa Ha
XpoMarorpaMme HCIIBITYEMOTO

pacTBopa COOTBETCTBYET BpPEMCHH

yAep>KHBaHHA nHKa HaTpus
MeTabucynspuTa Ha
XpoMaTorpaMmme CTaHJapTHOrO
pacTBOpa.

The retention time of sodium metabisulfite peak
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / Bpems ynepXHBaHHS NMHKa HaTpHS
Metabucynedura Ha XpoMarorpamMme
HCIIBITYEMOTO pacTBopa JOIDKHO
COOTBETCTBOBATh BDEMEHH YJepPKHBaHHA IHKA
HaTpHs MeTaOuCylnb(uTa Ha XpoMaTorpamMme

CTaHJapTHOro pacTBopa (c™m.
«KonudecTBeHHOe  ompeneneHde — HaTpHA
MeTabHCyIshuTaY).

3 | Dissolution time / Bpems
pacTBOpeHHS

28 seconds / 28 cexyHn

Not more than 60 seconds. / He 6onee 60
CeKYH[I.

Remarks : The Product confirms to ND/

Ipumevanue: [Ipoxykt coorrercTRyeT Tpebosanuam HII

Conclusion : APPROVED /
|3aKovenne: OAOBPEHO

Prepared by / IToarotosneHo: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
o 1'1;)021;{% [Mposepero (AOK): ||OmoGpero: OGecneuenue kauecTBa/OTBETCTBEHHOE JIHIIO:
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Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapen® (TeHokcHKkaM) THOGMHIH3AT /1A MPHIOTOBIEHHs PAaCTBOpA IJIA HHBEKUHH, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /

Cepus Ne # Blapatan Pa3mep cepuu " 95820¢nakoHOB
Analytical Repovrt No./ : QC/FP/25/00794 Date of Analysis / : (30/12/2025)
AHanuTHYecKHH oT4eT Ne Jara ananusa

Date of Manufacture / : (11/2025) Date of Expiry / . (10/2028)

JaTa npoH3BoACTBA T'ogen no

Mfg. License No. /

IponzBoacTBeHHAR : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHueH3HsA Ne

Analysis performed according to ND No: / Anaaus nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBKH yTBep:xiaeHnl: 14.10.2025
PIL approved: / UMII yreepxaeHna: 14.10.2025
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4 | Appearance of reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOI'O
pacTBopa

The product dissolves completely
without of undissolved particles and
visible particulate matter. A clear

yellow solution is formed. /
Ipenapar pacTBOpAETCS
TIOJIHOCTBIO c OTCYTCTBHEM
HEpPACTBOPEHHBIX YacTHL, bes
BHIHMBIX MEXAaHHYECKHX
BKJIIOYEHHIA. Obpasyercs

[IpO3payHBIi XENTHIH pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar moykeH
pacTBOPATHCS TMOJHOCTBIO € OTCYTCTBHEM
HEepacTBOPDEHHBIX 4YacTHl, 06e3 BHAHMEIX
MexaHuyeckux  BKmoueHuit. OOpasyercs
NpO3payHblif  3€JeHOBATO-XKENTOro  LBETa
pacTBop.

5 | Solution clarity* /
ITpospaunocTh pacTBOpa*

The product solution is clear. /
PacTtBop mpenapata Npo3payHBblii.

The product solution should be clear. / PactBop
npenapara I0JbkeH OBbITh IPO3payHbIM.

6 | Solution color* / IlpeTHOCTB
pacTrBopa*

The product solution is not more
intensely colored than the reference
solution GY;. / CteneHp oKpacku
pacTBopa npenapara He NpeBhIIaeT
atanoH GY.

The product solution should not be more
intensely colored than the reference solution
GY . / Crenens okpacku pacTBOpa npenapara
He JI0JDKHA MpeBbIaTh 3Taol GYi.

7 | pH* / pH pacTBOpa*

8.946/ 8,946

7.5t010.0. /0t 7,5 no 10,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanne: [Ipoaykt cooTBercTByeT Tpebopanuam HJ 3aknouenne: OJJOBPEHO
Prepared by / [Tonrotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\ UD"D “. IIpoBepeHo: Iposepeno (AOK): ||Ozobpeno: ObecneyeHne kauecTsa/OTBETCTBEHHOE JIMLIO:
#\& - C"\g>
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Date / o) £ Date / Date / Date / o3\ 2024
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Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@uvsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapea® (TeHokcukam) nHOdHAU3AT A NPUIOTOBJIEHHS PacTBOPA A/ HHBEKLMH, 20 Mr

AHAaJHTHYECKHH oT4yeT Ne

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /
Cepns Ne BRI Paimep cepun * 95820¢nakoHoB
Analytical Report No. / : QC/FP/25/00794 Date of Analysis / : (30/12/2025)

JlaTa aHanu3a

JHneH3us Ne

Date of Manufacture / . (11/2025) Date of Expiry / . (10/2028)

JlaTa mpoH3BoaCTBA Tonen oo

Mfg. License No. /

ITpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

Analysis performed according to ND No:
Artworks approved: / MakeTsl ynakoBkH yTBepaxaensl: 14.10.2025
PIL approved: / UMII yreepaxaeHna: 14.10.2025

/ Ananu3s npoeeneH no HJ{ Ne: JITI-Ne(012106)-(PT-RU)-141025
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8 | Particulate matter* / MexaHH4YecKHe BKJIIOYeHHA*

Visible particles / Budumble yacmuyul Complies / CooTBETCTBYET According to requirements. / B

COOTBETCTBHH C TPEOOBaHHAMH.

yacmuysl.

Subvisible particles: / Hesuoumeie 75.33 vial / 75,33 ¢naxon Particles > 10 pm: not more than

6,000 per vial; / YacTui pasmepoM
> 10 MkM JomkHO OBITH He Gojee
6000 Ha ¢pnakoH;

2.00 vial / 2,00 ¢nakon Particles > 25 pm: not more than 600
per vial. / UYactHun pasmepoM
> 25MKM momkHO ObITh He 6onee 600
Ha (QnaKoH.

9 | Related Substances / IIpumecu

2-aminopyridine / 0.00% /0,00% Not more than 0.25 % / He 6onee 0,25 %
2-aMHHOIMPHAHH

Individual unidentified Not more than 0.5 % / He 6onee 0,5 %
impurity / EnunuvHast | Below BDL (BDL= 0.02 %) / Huxe

HeUJIeHTH (GHLIUPOBaHHas nopora perucrpauuu (ITP =0,02 %)

IpUMech

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Iponykr cooTBeTcTByeT TpeboBannaM HJT 3axmwyenne: OJOBPEHO
Prepared by / [Toarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person/
ut ITposepeHo: IMposepeHo (AOK): ||OnobpeHo: Odecneuenue kauecTpa/OTBETCTBEHHOE JIHLO:
| = OYRyes
[ate 7 o2l  |Date/ Date / Date / an | L BEE
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Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (TenokcHkam) THO(HIM3AT 11 IPUrOTOBJIEHHS PacTBOpa A/ HHBEKLHMIA, 20 Mr

Market / PeiHOK : Russia / Poccus

JIHNeH3usa Ne

Batch No. / . Batch Quantity / . 95820 vials/

Cepua Ne = BEINZEA Pasmep cepun " 95820¢nakoHoB
Analytical Repo"rt No./ : QC/FP/25/00794 Date of Analysis / . (30/12/2025)
AHaJIHTHYeCKHH oT4yeT Ne JdaTa ananusza

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JlaTa npon3BoAcTBa I'onen no

Mifg. License No. /

IIpou3zBoacTBeHHast : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)

PIL approved: / UMII yrBepsxaena: 14.10.2025

Analysis performed according to ND No: / Ananus nposeaen mo HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynaxkoeku yreep:xkiaensi: 14.10.2025
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Total impurities /

Not more than 1.0 % / He 6onee 1,0 %

J03HPOBAHHBIX eIHHHL*

CyMMa npHMecei 0.00% /0,00%
10 | Uniformity of dosage units* / Acceptance value (AV) should not be more
OpHopoaHOCTH 3.12/3,12 than 15.0. / ITokasarens npuemaemocts (AV)

AomxeH ObITh He Bonee 15,0.

uv/yo-
chekmpogomomempueckull

100.0 % /100,0 %

* 0, 0
11 Waten; / Conepsanue 1.01 % /1,01% Not more than 3.0 %. / He 6osee 3,0 %.
BOABI
: o :
12 | Bacterial endotoxins* / Less than 1 EU/mg / Not more than 1 EU/mg of tenoxicam. / He
BakTtepnannHeie M bonee 1 ED/Mr TeHOKCHKama.
* eree 1 EQ/mr
3H/OTOKCHHBI
ity * * i
13 | Sterility* / CrepunbHocTb’ Sterile / Crepien Should be sterile. / JomkeH 6biTh
CTEPHJIBHBIM,
14 | Assay / KonuyecTBeHHO€ onpeeienue
Tenoxicam / Tenokcuxam 90.0% to 110.0% of Ci3sH;N;O4S;

(tenoxicam) of label claim. / Ot 90,0 % 10
110,0 % Ci;3sHiN3O4S; (TeHOKcHKaM) oOT
HOMHHAIILHOTO COAEPKaHMSL.

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr cooTBeTcTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
3aKiar04YeHHe: OJ_IOBPEHO

Prepared by / Hoi;orosneﬂo: Checked by / Checked by (AQA) / | Approved by: Qzllity Assurance/Authorized person /
P
Daes™ IIpoBepeno: ITposepeno (AOK): ||Onobpeno: Obecnieyenne kauectsa/OTBETCTBEHHOE JIHLIO:
utt ;
i @V - % % PN
Date / slooel  |Das/,g) e Date / Date / T
Ilara: t 3\03\ JlaTa: (_ﬂ@ JQJQ Iara: ‘3\ "= \M%’ Jlara: 3 \ t =0

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@uvsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (TenokcukaM) THO(HIMZAT MU NPHIOTOBJIEHHS PacTBOpa A HHBEKLHIA, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /

Cepus Ne : BI250272A Pasmep cepun * 95820¢nakoHoB
Analytical Repo“rt No./ : QC/FP/25/00794 Date of Analysis / : (30/12/2025)
AHanHTHYeCKHi oTyeT No JaTa aHanu3za

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JlaTa npou3BoacTBa Topen mo

Mfg. License No. /

IIpon3BoacTBeHHast : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHUeH3Hs No

Analysis performed according to ND No: / Ananus nposeaen no HJ[ Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBku yreepxaensi: 14.10.2025
PIL approved: / UMII yrBepsaena: 14.10.2025

Page 7 of 12/ Ctp. Tu3 12
Sodium metabisulfite / 107.5%/107,5 % 85.0 % to 110.0 % of Sodium metabisulfite of
Hampua memabucynvpum the label claim. / Or 85,0% mo 110,0%
HPLC / BKX HaTpus MeTabucynbduTa OT HOMHHAJIBHOIO

COAEpKaHHA.

15 | Package description / Onucanue ynakoskn

YRnakosxka

Primary package / [lepguunas

20 mg of the tenoxicam in a
colorless glass vial type I stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / Ilo 20 Mr TeHOKCHKaMa BO

AJIFOMHHHEBBIM KOJIITa4yKoOM Cc
KOHTPOJIEM TII€PBOr0 BCKPBITHA H
IIJIaCTHKOBBIM JHCKOM MOoBEPX
ATFOMHHHEBOI'O KOJInavyka.

20 mg of the tenoxicam in a colorless glass vial
type I stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-off seal
with a plastic disk over an aluminum cap. / ITo
20 Mr TeHOKcHKaMa BO (JaKOH M3
GecuBeTHOrO cTekia THN I, YKyNOpeHHbIH

(haxon u3 GecuBeTHOro CTekna THIN | MPOGKOH M3 GpPoMGYTHIOBOM  pe3MHBI
I,  ykynopenHblH npoOkoif u3 | 06kaTOM  amIOMMHHMEBBIM  KOJIMAYKOM C
GpomOyTHIOBOI pe3HHbl, 00XkaToli | KOHTPOJIEM IIEpBOro BCKDBITHS H

NNaCTHKOBBIM JHCKOM ITOBEPX aJIOMHHHEBOIO
KOJIIavyka.

. Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykt cooTBeTcTByeT TpeGoBanuam H]J 3akmoyenne: OJOBPEHO
Prepared by / I'!o,v;o_'mnneﬂo: Checked by / [Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
g [TpoBepenos- IMporepeno (AOK): ||Onobpeno: O6ecnieyenre kauecTsa/OTBETCTBEHHOE JIHLIO:
LY S \ S
s —@ 204 RS
?
Date / o2l Date / Date /. Date / i3lozl nozg
[lara:_ (5 lOS\ Ilata: m lB/l’mL’b IlaTa: '3\ "3\9"7/{’ IlaTa: .

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@uvsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmabhal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapen® (TeHokcHkaM) THODHAM3AT [UIA MPUIOTOBIEHHS pacTBOpa AJI1 HHBEKLHH, 20 Mr

Market / Peidoxk : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials/

Cepus Ne f BEdUReE Pazmep cepun " 95820¢naxoHoB
Analytical Repourt No./ : QC/FP/25/00794 Date of Analysis / . (30/12/2025)
AHaJuTHUYecKHH oT4eT Ne JlaTa anaansa

Date of Manufacture / : (11/2025) Date of Expiry / . (10/2028)

JlaTa npoH3BOACTBA Tosen 1o

Mfg. License No. /

IIponsBoacTBeHHAN : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIeH3HA Ne

Analysis performed according to ND No: / Ananus nposegen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025

Artworks approved: / Makersl ynakoBku yTeepxiaessr: 14.10.2025
PIL approved: / HMII yrBepxaena: 14.10.2025
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16

XpaHeHHsI)

Shelf-life (storage period) /
Cpok roagHocTH (CpoK

3 years /3 roga

* Note. / * Ilpumeuanue.

Analytical procedures according to the current Rus. Ph. are used for the product quality control in the Russian Federation. The manufacturer uses the
current Ph. Eur. procedures for release quality control at the manufacturing site. / AHanuTHyeckne MeTOMHKH No I'® PO neHcTBYIOMEro H3AaHHA
MPHMEHAIOTCH Ul KOHTPOJIA KauecTBa npenapara Ha tepputopuu Poccuiickoit @enepatus. JIis BBITYCKAIOIIEr0 KOHTPOJIA KA4ecTBa Ha NPOH3BOJCTBE
MPOU3BOIHMTEIbL HCIIONB3YET METONMKH N0 EBponeiickol ®apMakonee NeliCTBYIOMEro H3JaHus.

=
Remarks : The Product confirms to ND/
Ipumeqanne: IIponykt coorBercTRyeT Tpebopanuam HJ

Conclusion : APPROVED /

3armoyenne: OJJOBPEHO

Prepared by / IToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
u ITpoBepe Iposepeno (AOK): ||OmoGpero: OGecneuenue kauectsa/OTBETCTBEHHOE JIHIIO:
L T
Date / — Date / Date / Date / : ‘ B
Iata: \3\0 23\?'07’6 Iara: G\M ,Hara:"'?’ ‘,3\»074 Jlara: 3102l 20

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4,52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapen® (TeHokcHkaM) THOGHIM3AT [ MPUTOTOBJIEHHS PAacTBOpa I HHBEKIMH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /

Cepus Ne % BIIeiih Pasmep cepun ° 95820¢nakoHoB
Analytical Report No. / : QC/FP/25/00794 Date of Analysis / . (30/12/2025)
AHanuTHYecKH# oTueT No JlaTa ananu3a

Date of Manufacture / + (11/2025) Date of Expiry / . (10/2028)

JlaTa npon3BoacTBa T'onen oo

Mfg. License No. /

IIpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

JHueH3us Ne

Analysis performed according to ND No: / Ananns nposeaen nmo HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBKH yTBep:kIeHnsl: 14.10.2025
PIL approved: / UMII yrBepaxaena: 14.10.2025
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KIT / KOMILIEKT
TESTS / IOKA3ATEJIH RESULTS / PE3YJIBTAThI SPECIFICATIONS / HOPMBI
Package description |/ | Secondary package / Bmopuunas | Secondary package / Bmopuunas ynaxoska

Onncanue ynakoBkH

HAKOBKA
5 vials with the medical product and
5 ampoules with the solvent in a
polyvinyl chloride cassette. 1
cassette and patient information
leaflet in a carton pack. / Ilo 5
(hnaKOHORB C IpemapaToM U 5 ammyn
C PpACTBODHTENEM TOMEMAKT B
KacceTy M3 MOJMBHHUIXJIOpHAa. 1
KacceTy BMeCTe ¢ HHCTPYKLHeH 1o
NPUMEHEHHIO TIOMEIIAOT B MauKy
KapTOHHYIO.

3 vials with the medical product and 3 ampoules
with the solvent in a polyvinyl chloride cassette.
1 cassette with the patient information leaflet in
a carton pack.

5 vials with the medical product and 5 ampoules
with the solvent in a polyvinyl chloride cassette.
1 cassette and patient information leaflet in a
carton pack. /

ITo 3 ¢nakoHa ¢ mpemapaToM M 3 aMmynsl C
pacTBOpHTENEM IIOMEINAT B KacceTy M3
NONUBHHUIXIOPHAA. | KacceTy BMecTe C
HHCTPYKIHEH N0 NPHUMEHEHHIO IOMEILAloT B
[ayKy KapTOHHYIO.

ITo 5 ¢nakoHOB ¢ mpemapaTtoM H 5 ammyn C
PACTBOPHTENEM [OMELIAIOT B KAcCeTy MH3
NONUBHHUIXJOpUAA. | KacceTy BMecTe C
HHCTPYKUMEH MO NpHMEHEHHWIO TOMEIIAIOT B
NaykKy KapTOHHYIO.

Remarks : The Product confirms to ND/
[pumeuanue: [TpoxykT cooTBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axiaouenne: OJJOBPEHO

Prepared by / Tloarotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITpoBepeHo: IMposepeHo (AOK): [|OmoGpeno: OGecneyerne kauecTBa/OTBETCTBEHHOE JTHLIO:
upu"\ w—’? ;
R i Y PRes
Date/ .. Date / Date / - Date / ‘
Jara: \3lo3\2 s [lara: {m @',ololé Iara: '3’ 03\ 20 »L ||[ata: \3lealaoe

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net  www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Texcapen® (TeHokcHkaM) THOGHIM3AT 1A MPHrOTOBJIEHHSA PacTBOpa A HHBEKLMH, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /

Cepus Ne = BIAAEd7n Pasmep cepuu * 95820¢nakoHoB
Analytical Repourt No./ : QC/FP/25/00794 Date of Analysis / - (30/12/2025)
AHanHTHYecKHH oTyeT Ne Jara ananusa

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JlaTa npon3BoacTBA T'ogen no

Mifg. License No. /

IIpousBoacTBeHHAN : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHIEeH3Ha Ne

Analysis performed according to ND No: / Ananns nposeaen no HJ{ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makers! ynakoBku yreepxaens:: 14.10.2025
PIL approved: / MMII yTeep:xaena: 14.10.2025
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KIT / KOMILJIEKT
TESTS / HOKA3ATEJIA RESULTS / PE3YJIbTATHI SPECIFICATIONS / HOPMBI
Labeling/ Mapkuposka Complies / CooTsercTByeT See Section 1.3.2 of Module 1 of registration

dossier. / B cooreercrBiM ¢ pasmenoM 1.3.2.
MOy | perucTpaloHHOrO JOCKE.

Storage / Y cii0BHS XpaHeHHS

For configuration with 5 filled vials and 5 ampoules with a solvent in a cassette:

In the original packaging (5 vials with medical product and 5 ampoules with solvent in the
carton), at temperature below 25 °C.

J1s YIaKOBKH 10 5 ()IaKOHOB ¢ MpEnapaTroM M 5 aMITyi ¢ pacCTBOPHTENIEM B KacceTe:

B opuruHaneHoi ynakoske (¢rakoHsl ¢ mpenapaToM U aMImyJibl C PaCTBOPUTEIIEM B Ma4Ke)
IIpH TeMneparype He Bbiite 25 °C.

Kit shelf-life (storage period) /
Cpok rogHocTH (CpoK
XPaHeHHs) KOMILJIEKTa

The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
years. / CpOK FOJHOCTH KOMILIEKTa OMpEesieTcss CPOKOM FOAHOCTH JIEKAPCTBEHHOTO
npenapara AJji METHUIMHCKOIO IIPUMEHEHNA — 3 roaa.

API name / Haumenosanue A®C:

Tenoxicam / TeHOKCHKaM

INN / MHH:

Tenoxicam / TeHokcukam

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cootBercTBYeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

Prepared by / IToaroroenexo:

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

&)_M"L [Ipose [Mposepeno (AOK): ||OmoGpeno: OGecneuenne kayecTsa/OTBETCTBEHHOE JIHIIO:
oY =F \ 2.9
6 \,/ /fgp/ n)}%fa}:
Date / , Date / Date / Date / 2| 2020
JlaTa: } 3102}\ tols ,Ila'ra:m 03] 1‘% Iara: 3\ 03'\ G JlaTa: : 3\ e I B

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560¢ Fax : +91 22 4056 0555 * Email : bdrpharma@vsnl.net  www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (TenokcHkaM) THOGMIM3AT AN MPHTOTOBJIEHHS PACTBOPA I HHBEKLIHH, 20 MT

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials/
Cepus Ne § BR50272A Pa3zmep cepuu " 95820¢nakoHoB
Analytical Repourt No. / : QC/FP/25/00794 Date of Analysis / : (30/12/2025)
AHaJIuTHYeCKHii oTueT Ne JlaTa ananu3za

Date of Manufacture / . (11/2025) Date of Expiry / : (10/2028)

JlaTa nponsBoacTea T'omen no

Mfg. License No. /
IIpou3BoACTBeHHAsN
JHIeH3HA Nb

: G/28/1828

MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Anann3 nposeses mo HJI Ne: JITI-N2(012106)-(PI-RU)-141025

Artworks approved: / MakeTsl ynakoBKH yrBepsaenni: 14.10.2025

PIL approved: / UMII yreepxaena: 14.10.2025
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API manufacturer batch number / 92044624
Howmep cepun nponseoautess ADC:
FP Manufacturer API Batch number / B250000663

Howmep cepun cyGerannuu
npousBoguTens I'JID:

API Manufactured by & country /
IIponssoaurens APC, crpana:

Edmond Pharma S.r.1., Italy /
Oamoua @apma C.p.a., Uranus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHnoBanue, agpec H HOMep
JIHLeH3HH IUTOLAKH,
ocyuecTBAIOII el
NPOH3BOACTBO/KOHTPOJIB
KayecTBa/Boinyck I'JID

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.- 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT — VANSETI VILLAGE, PO -
TAJPURA, TALUKA -

BJIP ®APMACBIOTUKAJIC MHTEPHEMILEHEI [IBT. JIT/., Unaus
Cypseit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/5,
53/1, 53/2, 53/3, 54/1, 54/2, OT - Banueru Hdepesus, [I0-Tamxnypa, Tanyka
- Xanon, okpyr ITanumaxan — 389 350, Munus (nuuensus Ne G/28/1828)

HALOL, DIST. PANCHMAHAL - 389 350, India
(license No G/28/1828) /

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/00939-2023 dt. 21 July 2023) and requirements

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykt cooTBercTRyeT TpeGoanuaM HII

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / IToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITpoBepeHo: ITposepeno (AOK): ||Onobpeno: Obecneuenue kauectea/OTBETCTBEHHOE JIHLIO:
ws g
Date / & Date / Date / l Date / § = P
IlaTa: ‘5‘05\ L5l Ilara: K‘n& \guﬂ’é ara:' > u:s\wv{, lara: i3lo3]2026
= —

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 « Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoayxr: Tekcapea® (TeHokcHKam) THOQHIM3AT A5 IPUTOTORJIEHHS PACTBOPA [UIS HHBEKLMH, 20 Mr

Market / Prinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95820 vials /

Cepus Ne + BI250272A Paszmep cepuu " 95820dmakoHoB
Analytical Repourt No./ : QC/FP/25/00794 Date of Analysis / : (30/12/2025)
AHATHTHYECKHH oT4eT No JlaTa ananu3a

Date of Manufacture / : (11/2025) Date of Expiry / . (10/2028)

JlaTa npousBoacTBa T'ogen o

Mfg. License No. /

IIpousBoacTBeHHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHLeH3HA Ne

Analysis performed according to ND No: / Ananus nposexen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBkH yrsepaaens:: 14.10.2025
PIL approved: / UMII yreepsaena: 14.10.2025
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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». /

3axmouenne o coorsercTBHM: «HacTOAWMM 5 IOATBEPKAIO, YUTO NPHBEIEHHAS BhilIe HHbOpMalKs ABIAETCS AOCTOBEPHOI
H TOYHOH. JTa CepHs POAYKLMH NPOH3BeAeHa (BKIIOYAs YIaKOBKY (MapKHpOBKY) H KOHTPOJIb Ka4€CTBA) Ha BhILIEYKa3aHHOi
MPOH3BOACTBEHHOH miowWanke (IUIOIAAKaX) B MONHOM COOTBETCTBHH C Tpebosanuamu [Ipasun Hamnexameii
TMIPOH3BOACTBEHHON NpakTHKK EBpasuiickoro skoHoMHueckoro cowsa (Ne GMP/EAEU/RU/00939-2023 ot 21 mrons 2023) u
TPeOOBaHHAMH KOHTPOIIA KauecTBa IeKapCTBEHHBIX CPE/ICTB, 4 TAKKE B COOTBETCTBHH CO creurHKALHAMH, COAEPKALMMHUCS
B PErHCTPalHOHHOM 0CBE CTPaHBI-UMIOPTepa. 3alHCH M0 POU3BOAICTBY, YIAKOBKE M AHATH3Y NIPOBEPEHBI, H YCTaHOBJIEHO
HX COOTBETCTBHE TpeGoBaHusM [IpaBin HaIexKallel IPOM3BOCTBEHHON IPAKTHKH EBpasuickoro 5kOHOMHYECKOrO COM03a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITponykr cootsetcTByeT TpeGopanusm HJT 3amroqenu_e: OJOBPEHO
Prepared by / Hon?o*maneuo: Checked by / Checked by (AQA) / ||Approved b.y—:Quality Assurance/Authorized person /
R ITpoBepeHs: Tposepero (AOK): |[Ono6peno: OGecneuenue kayectsa/OTBETCTBEHHOE JIHLIO:
/\ ‘S&t\ /6’2:}
(ha < W) 4 kb praes
Date / 2\ 2026 Date / Date / Date / i _—
Ilata: (2l 02| Tlara: mﬁm Ilata: ’31 03\_”"% Hara: I3loa) 2026

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 « Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJIM3A

Name of Product/
Haumenosanue npenapara

Water for injections (solvent) /

Boaa nas nebexuuii (pacTBOpHTEIR)

Batch no. / Homep cepnn BI250269
Amount of product per batch / Pazmep 2050 L
cepuun
Date of Control / ara ananuia 09/12/2025
Manufacturing date / laTa nposssoacTsa 11/2025
Expiry date /[lata okoHYaHHA CPOKAa 10/2030
TOAHOCTH
Water for injections (solvent) / Boaa aas unbekumnii (pacrsopurens)
TESTS / NIOKA3ZATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI

Description /Onncanne

Clear, colourless liquid without odor. /
[Ipospaunas GecuseTHas KHIKOCTE De3
Janaxa.

Clear, colourless liquid without
odor. / Ilpospaunas OeciBeTHas
WHAKOCTH Oe3 3anaxa.

Particulate matter / Mexaunyeckne BKIWYCHHA

Visible particles /
Buodumeie vacmuybl

According to requirements. / B coorBercTBHM €
TpeDOBAHUAMH .

Complies / CoorBercTBYET

Sub visible particles /
Heauowmeie vacmiibl

=10 pm particles /
yacTul pasmepoM = 10 MM

=25 um particles /
HACTHI] Pa3MEPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 na amiyny;

Not more than 600 particles per ampoule. /
He Boxnee 600 na ammymy.

61.87 particles per ampoule; /
He Sonee 61.87 na amnyny;
0.67 particles per ampoule, /

He osnee 0.67 na amoyny.

Acidity and alkalinity /
Kuciaornocrs u mie04HoCTS

Test sample should pass the test. /
WcnbiTyemslii obpasen; 101keH BBIASHKHBATD
HCIBITaHNE.

Complics / CoorseTcTBYeT

Reducing substances /
Boceranasnusarommne
BewecTna

Test sample should pass the test. /
HcneiTyemelit 06pasell 101KeH BbLICPKHBATh
HCIBITAHHE.

Complies / CoorsercTByeT

Carbon dioxide
¥raepoaa anokeunj

No turbidity should be observed within 1 hour.
{ He pon#HO GbITh NOMYTHCHHS B TCUCHHE
1 vaca.

Complics / CooTsercTyer

Chlorides/ Xnopuasi

Not more than 0.5 ppm. / He 6onee 0.5 ppm.

Less than 0.5 ppm / Mcenee 0,5 ppm

Nitrates and Nitrites/

HuTparsl H HHTPUTHI

Not more than 0.00002 % (0.2 ppm). /
He Gonee 0,00002 % (0,2 ppm).

Less than 0.00002 % (0.2 ppm}. /
Menee 0,00002 % (0.2 ppm).

Sulphates / Cyasdarnt

No turbidity should occur within not less than
I h. / B Teuenne He MeHee | 4aca He JOKHO
Ha0MIOIaThC TOMYTHEHHE,

Complics / CooTsercTRyer

Ammonium / AMMOHHI

Not more than 0.6 ppm. / He 6onee 0,6 ppm.

Less than 0.6 ppm / Mence 0,6 ppm

Administrative Office : “Engineering Centre”, 3rd Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 = Fax : +91 22 4056 0555 « Email : support@bdrpharma.com = www.bdrpharma.com
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS /TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATDI

Calcium and magnesium /
Kanbunii 1 maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHo HabmOAaTECH YHCTO
cHHee okpalnBaHue (6e3 guosieToBOrO
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tamxennie
METANIBI

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

Less than 0.00001 % (0.1 ppm) /
Menee 0.00001 % (0.1 ppm)

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
ek TPONPOBOANOCTE

Not more than 0.004 %. / He 6oxaee 0,004 %.

0.000 % / 0.000%

Extractable volume /
HsBiekaemblii 06bem

Bacterial endotoxins /
BakTepHaibHbIe JHIOTOKCHHBI

“Not more than 25 }LS.;cm. / [1.14 pSlem. /
He 6omee 25 MrCm/cM. 11.14 MxCwm/cM.
Not less than label claim (not less than 2 mL). / 2.2mL/

He menee HoMHHanBHOTO (HE MEeHee 2 M), 2.2 M0

Not more than 0.25 EU/mL of water for
mnjections. / He 6onee 0,25 ED/mn poast ans
HHBEKLHH.

Less than 0.12 EU / mL /
Menee 0.12 ED / mn

Sterility / CTepuabHoCTh

Packaging / ¥Ynakoska

Should be sterile. / Jlomkna 06T CTCPUITEHOR.

Sterile. / Crepuneho.

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type | with an orange
one-point-cut at the top of the ampule. /
IepsryuHas ynakoBka

[To 2 ma pacTBopuTens (Boaa O MHBEKITHIT) B
amnyay uz Occupernoro crexna, tun I Ha
BEPXHEHl 4YacTH aMmynbl HAaHEeCeHa TO4YKa
pasioMa OpaHKeBOro LBCTA.

Primary package
2 mL of the solvent (water for

injections) in glass
ampule type 1 with an orange one-
point-cut at the top of the ampule. /
INeppHunas ynakoBKa

[To 2 mn pacrroputens (Boja ans
HHBEKLIHIT) B aAMITYTy W3
Occusernoro crexna, tuan I Ha
BepXHell uYacTH aMIlynbl HaHeceHa
TOYKA Pa3/loMa OPAHIKEBOI'O LBETA.

a colorless

Shelf-life / Cpox roanoctu

5 years. / 5 nert.

Asscssment: / 3akioueHue:

The batch complics with the specifications according to ND JIC-000295-040325. /
Cepus cooTBeTcTBYET TpedoBaHUAM HOpMATHBHOTO AokymeHTa JIC-000295-040325,

PREPARED BY REVIEWED BY

APPROVED BY

Name

Vaidehi Trivedi

Bhushan Kothawade

Deepak Sonar

Designation

Sr. Executive Sr. Executive

Manager

Department
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaumenopaHue npenapara

Batch no. / Homep cepun

Amount of product per batch / Pazmep

cepun

Date of Control / JlaTta anaansa

Manufacturing date / [lata npoussoacrsa

Expiry date //lata oxonuaHHs cpoka

TOAHOCTH

Water for injections (solvent) /

Boaa aas nHbeKURii (PACTBOPHTENE)

BI1250270
2050 L

10/12/2025
11/2025
10/2030

Water for injections (solvent) / Boaa aas unbexkunii (pacrsopuTes)

TESTS / NOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATEI

Description /Onucanue

Clear, colourless liquid without odor. /
[Tpospaunas DecupeTHan KHAKOCTh Oc3
3anaxa.

Clear, colourless liquid without
odor. / Tlpospaunas OecupeTHas

KHIKOCTE Oe3 3amaxa.

Particulate matter / MexanH4ecKHne BKIKOYCHHA

Visible particles /
Buouwwie wacmuysi

According to requirements. / B cooTeeTcTBHHE C
TpeOOBAHMAMH .

Complies / CooTBeTCTRYET

Sub visible particles /
Hesudumsie wacmuo

=10 pum particles /
4acTul pazmepom = 10 MrM

=25 pm particles /
YaCTHUI] Pa3MEPOM = 25 MKM

Not more than 6000 particles per ampoulc; /
He douice 6000 Ha amnyny;

Not more than 600 particles per ampoule. /
He Goxee 600 na ammyny.

65.20 particles per ampoule; /
He 6omee 65.20 na ammyay;
0.80 particles per ampoule. /

He Gonee 0.80 Ha ammyy.

Acidity and alkalinity /
KHCI0THOCTL H LIEN09HOCTD

Test sample should pass the test. /
HensiTyembii odpasel J0IKEH BELISPKHBATH
HCILITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
Boccranasiusaomue
BeliecTBa

Test sample should pass the test. /
HenwsiTyembii odpasell 10/DKeH BELISPKUBAT
HCHBITAaHHE.

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepona AHOKCHA

No turbidity should be obscrved within 1 hour.
{ He nomKHO OBITH TOMYTHEHHA B TEYSHHUE
| uaca.

Complies / CooTBercTByeT

Chlorides/ Xuopuaei

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

Less than 0.5 ppm / Mesnee 0,5 ppm

Nitrates and Nitrites/

Hurparst 1 HHTPHTBI

Not more than 0.00002 % (0.2 ppm). /
He Goaee 0.00002 % (0,2 ppm).

Less than 0.00002 % (0.2 ppm). /
Menee 0,00002 % (0.2 ppm).

Sulphates / Cyasdatet

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee | gaca HE JOMKHO
HabIH0IaTECA TOMYTHEHHE.

Complies / CoorBercraycT

Ammonium / AMMoOHHIl

Not more than 0.6 ppm. / He 6onee 0,6 ppm.

Less than 0.6 ppm / Meree 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ZATEJIH

SPECIFICATIONS / HOPMBI ]

RESULTS / PE3YJIBTATHI

Calcium and magnesium /
Kanbunii 1 Maruuii

Pure blue color should be observed (without a
violet hue). / JonsHo nabmoaaThes Y4HCTO
cHHee okpamueanie (6e3 guonerosoro
OTTCHKA).

Complics / CooTsercTByeT

Heavy metals/ Tskeasie
MEeTANb]

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

Less than 0.00001 % (0.1 ppm) /
Menee 0.00001 % (0.1 ppm)

Residue after evaporation /
Cyxoii octaTtok

Not more than 0.004 %. / He Goace 0,004 %.

0.000 % / 0.000%

Conductivity / Not more than 25 pS/cm. / 12.16 uSicm. /
31eKTPONPOBOIHOCTH He Homee 25 mxCam/cM. 12.16 MxCwmicm.

| Extractable volume / Not less than label claim (not less than 2 mL), / 22 mL/ ]
H3paekaemblii odLem He menee HoMmHambHOTO (He MeHee 2 M), 2.2 mn

Bacterial endotoxins /

Ba!nepnaﬂhﬂ b€ FHIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6oxee 0,25 ED/Mn Boasl ans
MHBCKLINH,

Less than 0.12 EU / mL /
Menee 0,12 ED /M

Sterility / CtepuabHocTh

Should be sterile. / Jomxna ObiTh CTEPHILHOI.

Packaging / Ynakoska

Sterile. / CtepunbHo.

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type | with an orange
onc-point-cut at the top of the ampule. /
[TepBiuHasg ynakoBka

[1o 2 M1 pacTBopuTens (BOJA ANS MHLCKIIHI) B
amnyny u3 OecuserHoro crexma, tun [ Ha
BepXHEiHl uacTH amMnyibl  HAHCCCHA TOYKA
pas3loMa 0paHKeBoTO 1BETa,

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
lleppuunas ynakoBka

ITo 2 Mn pactBOpuTEns (BOAa A
HHBCKIHH) B aMmyay H3
OecuperHoro crexna, tun I. Ha
BEpXHEil 4acTu amiyibl HAHCCCHA
TOYKA pPa3noMa OpaH;KeBoOTO IIBETA.

Shelf-life / Cpox roanoctn

5 years. / 5 net.

Assessment; / 3akTr04CHUC:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cooTBeTcTBYeT TpeGoBaHUAM HOpMaTHBHOTO dokymenTa JIC-000295-040325,

PREPARED BY REVIEWED BY

APPROVED BY

Name Vaidehi Trivedi Bhushan Kothawade Deepak Sonar
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
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