BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykT: Tekcapen® (TeHokcukam) aModUaU3aT A1 NPUTOTOBAEHUS pacTBOpa AAsl MHbEKUHUH, 20 Mr

Market / Poinok

: Russia / Poccus

Batch No. /
Cepus Ne

: BI260088A

Batch Quantity /
Pasmep cepuu

. 97610 vials /
* 97610 dnakoHoB

Analytical Report No. /
AHaJTHTHYECKHI oTYeT No

: QC/FP/26/00199

Date of Analysis /
JlaTa anaau3za

s (15/04/2026)

Date of Manufacture /

Date of Expiry /

: : (02/2029
JlaTa npounsBoacTBa [03:202) Ilogen no ( )
Mfg. License No. /
IMpousBoacTBeHHast : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PI™-RU)

JaHueH3usa Ne

Analysis performed according to ND No: / Ananu3 nposeaen no HJ{ Ne: JITI-Ne(012106)-(PT-RU)-141025

Artworks approved: / Makersl ynakoBkH yrBep:kaennt: 14.10.2025

PIL approved: / UMII yrBepikaena: 14.

10.2025

Page 1 0of 12/ Crp. 1 u3 12

Ne Test / IToka3areinb

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

lyophilized powder. /
MOPOLIOK

Yellow
JInodunuznpoBaHHblii
KEJITOro LBeTa.

Yellow to greenish lyophilized powder. /
JInodunu3upoBaHHbIi MOPOLIOK JKEITOro ¢
3eJIeHOBATbIM OTTEHKOM L(BETA.

Identification / UnenTndpukanus

Tenoxicam / Tenokcukam
HPLC / BO)KX

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpewms
yJepKHBaHUs MUKa TEHOKCHMKaMa Ha
XpoMaTtorpamme HCIBITYEMOr0
pacTBOpa COOTBETCTBYET BpEMEHH
yaAepKHBaHUs MHKa TEHOKCHKama Ha
XpoMarorpamme 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 ynepkuaHus
nUKa TeHOKCHMKaMa Ha  Xpomarorpamme
HCIBITYEMOT0 pacTtBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH Y/IepKUBaHHs MUKa
TeHOKCHKama Ha Xpomarorpamme
cTaHjaptHoro pactBopa (cm. «[lpumecny,
ornpe/iesieHHe eHHUYHbIX TpUMecel H CyMMBbl
npumeceii (254 Hm)).

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoaykr coorsercTByeT Tpedoanusm HJL

Conclusion : APPROVED /
3akaouenue: OJJIOBPEHO

Prepared by / [ToarortosneHo:

Gy |

Checked by /

Hposepenﬁ' i

Checked by (AQA) /
[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecnieyeHne kauecTBa/OTBETCTBEHHOE JIULO:

e

e

Date /,

Date / 2b
\ K\O \{\ = IlaTa:\

Jlara:

chouloth

Date /
JlaTa:

\K\ol—\\m%

Date /
Jlara:

15/ 04-/20 26

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 e 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

CEPTUDOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapen® (TeHokcukam) AHMoGUIN3AT 11 NPUTOTOBIEHHUS PACTBOpA M HHBEKLHI, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. /
Cepus Ne

: BI260088A

Batch Quantity /
Pa3zmep cepun

. 97610 vials /
© 97610 ¢nakoHos

Analytical Report No. /
AHaJauTHYECKHIT oTyeT No

: QC/FP/26/00199

Date of Analysis /
JlaTa aHaausa

: (15/04/2026)

Date of Manufacture /

Date of Expiry /

JlaTa npou3BoAcTBa + (03/2026) Toxen 10 : (02/2029)
Mfg. License No. /
IlpousBoacTBeHHas : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PT'-RU)

JauueH3us Ne

Analysis performed according to ND No: / Anaau3 nposeaen no H/[ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBku yrBep:kaenbi: 14.10.2025
PIL approved: / UMII yrBepxkaena: 14.10.2025
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Tenoxicam / Tenoxkcuxkam

UV spectrophotometry / ¥V @-
cnekmpoghomomempus

UV absorption spectrum of the test
solution prepared for the Assay in the
range from 230 nm to 400 nm has
maxima at wavelengths of 257.39
nm, 285.88 nm and 368.65 nm./ Y®-
CHEKTp MOrJIOUIeHHUs HCIbITYEMOro
pacTBOpa, TMPHUrOTOBIEHHOrO  JJist
KOJIMYECTBEHHOTO OMpe/e/ieHUs, B
obnactu ot 230 M 10 400 HM HMeeT
MaKCHUMyMbl TpH  JJIMHAX BOJIH
257,39 um, 285,88 um u 368,65 HMm.

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230
nm to 400 nm should have maxima at
wavelengths 0f 257 + 2 nm, 285 + 2 nm and 368
+ 2 nm (see Tenoxicam Assay). / Y®-cnektp
MOTJIOLIEHHs HCIIBITYEMOrO pacTBopa,
NPUrOTOBJIGHHOTO 17l KOJHWYECTBEHHOTO
onpeneneHus, B oonactu ot 230 HM 10 400 HM
JIOJKeH UMEeTb MakKCHMYMbl IPH JJIMHAX BOJIH
257 £ 2 uMm, 285 + 2 um u 368 + 2 HM (cMm.
«KonuyectBeHHOe onpejeneHue
TEHOKCHKaMay).

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponykr coorBercTByeT TpedoBanusm HJL

Conclusion : APPROVED /
Jakawuenne: OJJOBPEHO

Prepared by / [Toarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
M\A [TpoBe [TposepeHo (AOK): [[Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JULIO:
'S Lol .
/\\& 1 —— ; .
Date / b ate / 1L E Date / noig ||Date/ oali01
Jlara: \5’\0‘*\\)}0 Jlara: \X\Q\‘(\ JlaTa: ’{\OH\ Jlara: 15/ 4/ 6
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Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapea® (TeHokcHkam) AHOGUAN3AT AJIsl TPUTOTOBJEHHUS PACTBOPA AJsl HHbEKUHWH, 20 MT

Market / Poinok

: Russia / Poccus

Batch No. /
Cepusi No

: BI260088A

Batch Quantity /
Pa3zmep cepumn

. 97610 vials /
* 97610 ¢nakoHoB

Analytical Report No. /
AHAJTHTHYECKHH oTueT Ne

: QC/FP/26/00199

Date of Analysis /
JlaTa anaausa

: (15/04/2026)

Date of Manufacture /

Date of Expiry /

s 2 : (02/2029
JlaTa npon3BoacTBa (05/2028) Conen 10 (02/2029)
Mfg. License No. /
IMpousBoacTBeHHAasi : G/28/1828 MA number: / Homep PY : JITTI-Ne(012106)-(PI"™-RU)

auueH3us Ne

Analysis performed according to ND No: / Anaan3s nposeaen no HJ/I Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTbl ynakoBkH yTBep:kaeHbi: 14.10.2025
PIL approved: / UMII yTBep:kaena: 14.10.2025
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Sodium metabisulfite /
Hampus memaducyavhum

HPLC / BOKX

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. / Bpewms

yaAepKUBaHUs nuKa HaTpHs
meTaducynbhurta Ha
XpomaTorpamme MCILITYEMOrO
pacTBOpa COOTBETCTBYET BpPEMEHH
yJepKUBaHUs nuKa HaTpusl
MetaducynbhuTa Ha
Xpomarorpamme CTaHAApPTHOTO
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). / Bpemsi yaep:kuBaHusi MUKa HaTpus
MmeTaducynbhuTa Ha XpomaTtorpamme
HCIIBITYEMOTO pacTBopa JIOJI’KHO
COOTBETCTBOBATH BPEMEHH YAEP)KHUBAHHS MMHKa
HaTpusi MeTabucyibduTa Ha XpoMaTorpamme

CTaHJapTHOro pacTBopa (cMm.
«KonuuecTBeHHOe  ompeneneHue  HaTpus
MeTaducynbpuTa).

3 | Dissolution time / Bpems
pacTBOpeHHs

34 seconds / 34 cekyHa

Not more than 60 seconds. / He 0Oonee 60
CEKYH/I.

Remarks : The Product confirms to ND/

Ipumeuanmne: [Iponykt coorBeTcTBYyeT TpeGoBaHusam HJI

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / [Toarotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
VO\)\M"L [Ipose . [TpoBepeno (AOK): [|OnoGpeHo: ObecneyeHue kauecTBa/OTBETCTBEHHOE JIMLIO:
——
Date / 26 Date / {'K‘{WW Date / Date / s dl1a
Jlara: \S‘ko \{\Q’O JlaTa: Jlara: \Qoh\%% JlaTa: 16, 4" 16

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 e Email : bdrpharma@vsnl.net e www.bdrpharma.com
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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

CEPTUDOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapen® (TeHokcrkam) nuoduIn3aT s NPUrOTOBIEHHS pacTBOpa T HHbeKUUH, 20 Mr

Market / Poinok

: Russia / Poccus

Batch No. /
Cepus Ne

: BI260088A

Batch Quantity /
Pa3mep cepuu

. 97610 vials /
* 97610 ¢pnakoHOB

Analytical Report No. /
AHAJUTHYECKHIT 0TYeT No

: QC/FP/26/00199

Date of Analysis /
JlaTta anaau3a

1 (15/04/2026)

Date of Manufacture /

Date of Expiry /

. % ) . 7
JIaTa npon3BoACTBA + (03/2026) Tonen xo : (02/2029)
Mfg. License No. /
IIpousBoacTBeHHAS . G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT-RU)

JHUEeH3Hs Ne

Analysis performed according to ND No: / Ananus nposeaen no H/{ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBku yrBep:xaenbi: 14.10.2025
PIL approved: / UMII yrBep:xaena: 14.10.2025
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4 | Appearance of reconstituted
solution / Onucanune
BOCCTAHOBJICHHOT O
pacTBopa

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

yellow solution is formed. /
[Ipenapar pacTBopsieTcs
MOJHOCTHIO c OTCYTCTBHEM
HEepacTBOPEHHBIX  YacTHl,  0Oe3
BHMMBIX MeXaHHYeCKUX
BKJIIOUEHHUII. Obpa3yercst

NpO3payuHblii )KENTHIA pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar nomxeH
pacTBOPSATbCS MOJIHOCTBK) € OTCYTCTBHEM
HEpaCTBOPEHHBIX  4YacTHl, 03  BHAHMBIX
MeXaHM4YeckuX  BkmroueHui.  OOpasyercs
Npo3pauHblii  3€JI€HOBATO-XKENTOr0  L(BeTa
pacTBop.

5 | Solution clarity* /
IIpo3pauyHocTh pacTBOpa*

The product solution is clear. /
PacTBop npenapara npo3payHblii.

The product solution should be clear. / Pactop
npenapara J10J’KeH ObITb MPO3PaUHbIM.

6 | Solution color* / liBeTHOCTB
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY,. / CteneHb OKpacku
pacTBOpa npenapara He MpeBblllaeT
stanon GY.

The product solution should not be more
intensely colored than the reference solution
GY,./ CreneHb oOKpacku pacTBopa npenapara
He JI0JkKHa npeBbiath 3TanoH GY .

7 | pH* / pH pacTBOpa*

9.139/ 9,139

7.51t010.0. /Ot 7,5 no 10,0.

8 | Particulate matter* / MexaHH4YecKHe BKIKYEHUNA*

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponykr coorBeTcTByeT TpedoBaHuam HJL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / [ToaroroBnexo:

Checked by /

L ﬂ/p% [Tpoeepeno (AOK):

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JTHLO:

— ’

Date /
Jlara:

sloyl2026

Pate Q|04

Date / \qo L,\%Vé

JlaTa:

Date /
JlaTa:

15/04/20 2%

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
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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

CEPTUOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapen® (TeHokcrkam) THOGUIN3AT 11 NPUTOTOBJIEHHS PACTBOPA Asisi HHbEKLUHIA, 20 MT

Market / Poinok

: Russia / Poccus

auueH3usa Ne

Batch No. / . Batch Quantity / . 97610 vials /

Cepust Ne Rkt Pa3zmep cepun © 97610 ¢nakoHoB
Analytical Repovrt No. / : QC/FP/26/00199 Date of Analysis / . (15/04/2026)
AHaJHTHYECKHIT oTyeT No JaTta aHanu3a

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JlaTta npou3BoacTea T'onen no

Mfg. License No. /

Ilpou3BoacTBeHHAsI : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Anaau3 nposeaen nmo HJI Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / Makersl ynakoBkH yrBep:kaenbi: 14.10.2025
PIL approved: / UMII yTBep:xaena: 14.10.2025

Page Sof 12/ Crtp. Smu3 12

Visible particles / Buoumvie uacmuip

Complies / CooTBeTcTBYET

According to requirements. / B
COOTBETCTBHH C TPEOOBAHUAMM.

yacmuywl.

Subvisible particles: / Heguouwwie

129.20 vial / 129,20 ¢nakon

Particles > 10 um: not more than
6,000 per vial; / Yactuu pasmMepom
> 10 MkM [0/DKHO ObITH HE Oonee

6000 Ha dnakoH;

3.60 vial / 3,60 ¢utakon

Particles > 25 pm: not more than 600
per vial. / Yactuy pazMepom
> 25MKM A0JDKHO ObITh He Oosiee 600
Ha (aakoH.

9 | Related Substances / [Ipumecn

0.00% /0,00%

Not more than 0.25 % / He 6onee 0,25 %

2-aminopyridine i
2-aMUHOMUPUAHH

Individual unidentified
impurity / Enunununas
HEUJeHTUPUIIMPOBAHHAS
npuMech

Below BDL (BDL=0.02 %) / Huxe
nopora perucrpauuu (ITP =0,02 %)

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

Total impurities /
CymmMma npumeceii

0.00% /0,00%

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

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt coorBercTByeT TpeboBanusim HJ|

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / [lonroroeneHo:

Checked by /

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Opnobpeno: ObecnieueHune kayecTsa/OTBETCTBEHHOE JIMLIO:

—_—

gt [IpoBepeHno: [TposepeHo (AOK):

Date /
Jlara:

\siou\2026

JlaTa:

Date / }.{]@\{\iﬂl\‘ Date /\g\oa\w%

Date /

Jara: Jlara:

15l04{202¢

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

CEPTHOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoayxkr: Tekcapen® (TeHokcukam) nHodUAK3AT 1718 NPUTOTOBEHHS PacTBOpa As MHbeKUMH, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 97610 vials /
Cepusi Ne : BI260088A Pasmep cepun * 97610 dnakoHOB
Analytical Report No. / : QC/FP/26/00199 Date of Analysis / . (15/04/2026)

AHANUTHYECKHI oTYeT No

JlaTa ananusa

Date of Manufacture / .

Date of Expiry /

- 202 : /2029
JlaTa npou3BoacTBa (A3:2025) Toaen a0 (02/2029)
Mfg. License No. /
[Mpou3BoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT'-RU)

JuueH3ust Ne

Analysis performed according to ND No: / Auaau3 nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBkH yTBep:kaensi: 14.10.2025

PIL approved: / UMII yrBep:kaena: 14.10.2025
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10 | Uniformity of dosage units* /
OaHopoaHOCTh

JO3HPOBAHHBIX equHuI*

Acceptance value (AV) should not be more

noJKeH ObITh He Ooutee 15,0.

11 | Water* / Conep:xanue
BO/JBI*

1.04 %/ 1,04 %

Not more than 3.0 %. / He 6onee 3.0 %.

12 | Bacterial endotoxins* /
BakTepua/jabHbie
IHAOTOKCHHBI®

Less than 1 EU/mg /

Menee 1 ED/Mr

Not more than 1 EU/mg of tenoxicam. / He
6onee | ED/Mr TeHoKkcHKama.

13 | Sterility* / CrepuabHocTb*

Sterile / Ctepunen

Should be sterile. / JTomkeH ObITh
CTEPUJIbHBIM.

14 | Assay / KonrudecTBeHHOe onpeneenne

Tenoxicam / Tenokcuxkam

uv/yo-
chekmpogomomempuieckuil

102.5 %/ 102,5 %

90.0% to 110.0%

110,0 % Ci3H1iN3O4S:  (TeHOKcHKam)
HOMHHAJILHOTO COJePIKAHHUS.

Remarks : The Product confirms to ND/

Mpumeuanue: [Ipoaykr coorBeTcTBYeT TpedoBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / [TonrotoeneHo: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
C i \AQAM"L [IpoBep [MpoeepeHo (AOK): ||Onob6peno: ObecneueHune kauecTBa/OTBETCTBEHHOE JIULIO:
\A ]
< / _ (’V‘II -
Date / L Date / : Date / Date /
B L 206
[lara: \(\O LL\ }laTam@w(W‘/ Jara: '\§\0H\ Jara: 15/ 04—/ ZOLG

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
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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

than 15.0. / [Toka3atens npuemaemoctu (AV)

of C13H||N304SZ
(tenoxicam) of label claim. / Ot 90,0 % no




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMponykr: Tekcapea® (TeHokcukam) AMOGUIN3AT 171 NPUTOTOBIEHUS pacTBOpa 11 HHbeKUMH, 20 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 97610 vials /
Cepust Ne ¢ BLoHNau Pa3zmep cepun * 97610 daakoHos
Analytical Repovrt No. / : QC/FP/26/00199 Date of Analysis / : (15/04/2026)
AHanuTHYEeCKHI oTueT Ne JlaTa anaau3a

Date of Manufacture / : (03/2026) Date of Expiry / . (02/2029)

JlaTa npon3BoAcTBA I'onen o

Mfg. License No. /
IMpousBoacTreeHHast : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT'-RU)
Jauuen3us Ne

Analysis performed according to ND No: / Anaau3 nposeaen no HJI Ne: JITT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTbl ynakoBkn yrep:xaenbi: 14.10.2025
PIL approved: / UMII yTBep:xaena: 14.10.2025
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Sodium metabisulfite / 102.1 %/ 102,1 % 85.0 % to 110.0 % of Sodium metabisulfite of

Hampus memaoucyavghum the label claim. / Ot 85,0% pno 110.,0 %

HPLC / BAKY HaTpuss MeTaducynb(puTra OT HOMUHAIBHOIO
CoJepiKaHusl.

15 | Package description / Onucanne ynakoBKH

Primary package / [Tepsuunas | 20 mg of the tenoxicam in a | 20 mg ofthe tenoxicam in a colorless glass vial
VIAKOBKA colorless glass vial type | stoppered | type | stoppered with a bromobutyl rubber
with a bromobutyl rubber stopper, | stopper, crimped with aluminum flip-off seal
crimped with aluminum flip-off seal | with a plastic disk over an aluminum cap. / [1o
with a plastic disk over an aluminum | 20 Mr TeHokcukamMa BO  (IAKOH U3
cap. / Ilo 20 Mr TeHokcHkama BO | OECLIBETHOTO CTekJda THM |, yKyMmOpeHHbIH
(nakoH 13 OeCUBETHOrO CTeK/1a TUN | MPOOKOH M3 OpOMOYTHIIOBOH  pe3uHbI,
[, ykymopeHHbli mpoOkod U3 | 00XkaToll  anlOMHHMEBbIM  KOJMA4YKOM  C
OpoMOyTHIIOBOH pe3nHbl, 00XkaToil | KOHTpoJIEM nepBoro BCKPbITHS "
QIIOMUHHMEBBIM  KOJNMAYKOM € | JIACTMKOBBIM JAHCKOM MOBEPX aJIIOMUHHEBOIO
KOHTPOJIEM TMEPBOrO BCKPBITHS M | KOJIa4Ka.

MAaCTUKOBBIM  JIMCKOM  IOBEpX
AIOMUHUEBOTO KOJMayvka.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykt cooTBeTcTBYeET TpedoBaHusam HJL 3akaroyenne: OJJOBPEHO
Prepared by / TToarotorneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
w [posepene: IMposepeHo (AOK): [[Omo6peHo: ObecneueHue kauecTBa/OTBETCTBEHHOE JIHLIO:
b
St i o
Date / 16 ||Date/ m L0k p||Date / \ Date / /
Jlara: \3/(0 L{( bR Jara: Q\{( 6 Jlara: \g\oL‘ sl Jlarta: 16 /04 Zo 2—6

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, 5312, 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
CEPTUOPUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapea® (TeHokcukam) THO(UIN3AT 11 MPUTOTOBIEHHS PacTBOPA A HHBbEKLHH, 20 Mr

Market / PbiHok : Russia / Poccus
Batch No. / Batch Quantity / 97610 vials /
. > .
Cepusi Ne # BIZoD0RIA Pa3mep cepun * 97610 ¢pnakoHoB

Analytical Report No. / Date of Analysis /

. 2
AHAMUTHYECKHH oTYeT No § QUFI60013 JlaTta ananau3sa

¢ (15/04/2026)

Date of Manufacture / Date of Expiry /

: 2 : (02/202
JlaTa npoH3BOACTBA  (05/3026) Tonen 10 : (02/2029)

Mfg. License No. /
[Ipou3BoacTBeHHAsN : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PI'-RU)
JuueH3usi Ne

Analysis performed according to ND No: / Ananau3 nposeaen no HJ/I Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTbl ynakoBkH yTBep:kaenbl: 14.10.2025
PIL approved: / UMII yTBep:xaena: 14.10.2025
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16 | Shelf-life (storage period) / 3 years /3 roga
Cpok rogHocTH (CpoK
XpaHeHHs)

* Note. / * [Ipumeuanue.

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. / Anaautudeckue Metoauku no ['d PO neiicTytoiero u3iaHms
MPUMEHSIIOTCS JUTSl KOHTPOJIsl Ka4ecTBa npernapara Ha Tepputopun Poccuiickoit denepatinu. [11s BbINMYCKAIOLIEr0 KOHTPOJIsS KA4eCTBa Ha MPOM3BO/ICTBE
MPOM3BOINTENb HCIIONIB3YET METOAMKH N0 EBponeiickoii ®apmakonee 1eHCTBYIOLIETO H31aHUsL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Mponykt coorBercTByeT TpedoBaHusam HJL 3akaoyenne: OJOBPEHO
Prepared by / [ToarotosneHo: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

\,B*MVL [Ipose [Mposepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIMLO:
Kyt 4 24 ,
/ / ®

e stoutwnh (PR AU stope (1D 15[04] 2026

Jlara: Jlata JlaTa: Jlara:

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, 521212, 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

CEPTUO®UKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[poaykT: Tekcapen® (Tenokcukam) aMoUIM3AT 11 MPUTOTOBIEHHS pacTBOpa 1l MHbEKLHH, 20 M

Market / Poinok

: Russia / Poccus

Batch No. /
Cepusi Ne

: BI260088A

Pasmep cepun

Batch Quantity /

. 97610 vials /
* 97610 ¢nakoHoB

Analytical Report No. /
AHaJINTHUYECKHI oTyeT No

: QC/FP/26/00199

JlaTa aHaau3a

Date of Analysis /

+ (15/04/2026)

Date of Manufacture /

Date of Expiry /

. 2 s ’)
JlaTa npousBoacTBa ¥ {02026 Toxen 10 : (02/2029)
Mfg. License No. /
IlpousBoacTBeHHas : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PI"-RU)

JauueH3us Ne

Analysis performed according to ND No: / Ananu3 nposeaen no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Maketbl ynakoBkH yTBep:kaenbl: 14.10.2025
PIL approved: / UMII yrBep:kaena: 14.10.2025
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KIT / KOMIIJIEKT
TESTS / MOKA3ATEJIU RESULTS / PE3YJIbTATBI SPECIFICATIONS / HOPMbI
Package description /| Secondary package / Bmopuunas | Secondary package / Bmopuunas ynakogka

Onucanue ynakoBKH

VHAKOBKA
5 vials with the medical product and
S ampoules with the solvent in a
polyvinyl chloride cassette.

1 cassette and patient information
leaflet in a carton pack.

[To 5 ¢nakoHoB ¢ mpenapatom u 5
ammyJa c pacTBOpUTENIEM
MOMellalT B Kaccety  u3
NoJUBHHMIXIOpUAA. |  Kaccerty
BMeCTe C  HHCTpyKuuedl Mo
NPUMEHEHHUIO TOMEeLIAT B MauKy
KapTOHHY!O.

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. /

[lo 3 ¢nakoHa ¢ nmpenapaTtoM W 3 ammyJbl C
pacTBopuTeNieM TOMEL[AlT B KacceTy M3
NOJIMBUHUIXJIOpUAA. | KacceTy BMecTe ¢
HHCTPYKLHEH M0 MPUMEHEHHIO MOMEIAT B
NayKy KapTOHHYO.

[To 5 dnakoHoB ¢ npenaparoM W 5 ammyn ¢
pacTBOpHUTeNleM [OMELAloT B KacceTy W3
NMOJUBHHUIXJIOpHIA. | KacceTy BMecTe ¢
MHCTPYKLHEH M0 NMPUMEHEHHIO MOMEeLalT B
nayKy KapTOHHYHO.

Remarks : The Product confirms to ND/
IMpumeuanmne: [Iponykt coorseTcTByeT TpedoBaHusm HJL

Conclusion : APPROVED /
3akawouenne: OJJOGPEHO

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

wu' [Tpose . IMTpoepeno (AOK): ||OnobpeHo: Obecnevenue kauecTBa/OTBETCTBEHHOE JIHLIO:
A
@ \V "K@ M T
&—

Date / [ Date / Date / Date /
oY\ 1o 2o fo4{z026

Jlara: ﬂ \{\ Jlara: [S VW Jlara: MQL‘\ >% Jlara: 16 04.’

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

CEPTUDPUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMponykr: Tekcapen® (TeHokcukam) AMO(UAN3AT AJ1s IPUTOTOBJIEHUS pacTBopa Uit UHbeKumil, 20 mMr

Market / PoiHok

: Russia / Poccus

JuueH3ust Ne

Batch No. / Batch Quantity / 97610 vials /
. 3 .
Cepus Ne ¢ Bl=aUiRA Pasmep cepun * 97610 pnakoHOB
Analytical Repourt No. / : QC/FP/26/00199 Date of Ana!ysm/ . (15/04/2026)
AHAJIUTHYECKHUH oTueT No JlaTa aHaau3a
Date of Manufacture / : (03/2026) Date of Expiry / . (02/2029)
JlaTta npon3BoacTBa ToaeH no
Mfg. License No. /
[lpoussoacTBeHHas : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PI™-RU)

Analysis performed according to ND No: / Anaau3 nposeaen mo H/{ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTbl ynakoBku yrBepaxaenbi: 14.10.2025
PIL approved: / UMII yTBep:kaena: 14.10.2025
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KIT / KOMILJIEKT
TESTS / TIOKA3ATEJIN RESULTS / PE3YJIbTATBI SPECIFICATIONS / HOPMbI
Labeling/ MapkupoBka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration

dossier. / B coorBercTBUM ¢ pasgenom 1.3.2.
MoayJist | pericTpalloHHOro 10Che.

Storage / Ycj10BHSI XpaHeHHUS

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.

Jis yrnakoBKH 1o 5 (J1aKOHOB ¢ MpenapaToM W 5 amnyJi ¢ pacCTBOPUTENEM B KacceTe:

B opuruHanbHoli ynakoBke ((h1akoHbI € MpenapaToM U aMITyJjbl C PACTBOPUTENIEM B NauKe)
npu Temneparype He Bbilue 25 °C.

Cpok roasoctu (cpok
XpaHeHHUsl) KOMIJIEKTA

Kit shelf-life (storage period) /

The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
years. / CpOK roHOCTH KOMILIEKTA OTpPe/eNieTcsi CPOKOM I'OIHOCTH JIEKApPCTBEHHOr0
npenapara Ajs MeIULMHCKOro MpUMeHeHus — 3 roja.

API name / HaumenoBanne ADC:

Tenoxicam / TeHOKcHKaM

INN / MHH:

Tenoxicam / TeHokcHKaM

API manufacturer batch number /
Homep cepun npousBoautenss A®C:

92018125

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTByeT TpedoBaHusm HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / [ToaroroneHo:

e

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
I[TposepeHo (AOK): [|Omodpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIHLIO:

—
/
bate ! \stoulzozs ||l o gy bosgne \\on\org 220 1504 {2024

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

CEPTUOPUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[poaykT: Tekcapen® (TeHokcrkam) AHOGUIN3AT A1 MPUTOTOBJIECHHUS PacTBOpa A/t HHbeKUHH, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. /

Cepus No : BI260088A

Batch Quantity /
Pasmep cepun

. 97610 vials /
* 97610 dnakoHoB

Analytical Report No. /
AHAJIUTHYECKHIT oTUyeT No

: QC/FP/26/00199

Date of Analysis /

JlaTa anaausa : (15/04/2026)

Date of Manufacture /

Date of Expiry /

JauueH3us Ne

. 2 . ,) ,)
JlaTa npoH3BOACTBA + (03/2026) ToaeH a0 : (02/2029)
Mfg. License No. /
IMpousBoacTBeHHast : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PI"-RU)

Analysis performed according to ND No: / Anaaun3 nposeaen no HJI Ne: JITT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBku yrBep:kaenbi: 14.10.2025
PIL approved: / UMII yTBepskaena: 14.10.2025
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FP Manufacturer API Batch number /
Homep cepumn cydeTanunu
npouspoautens I'JId:

B250004300

API Manufactured by & country /
IIpoussoautens AD®C, crpana:

Edmond Pharma S.r.1., Italy /
Damona ®apma C.p.i., Utanus

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

HaunmeHnoBaHue, aapec H HOMep
JIHIEH3UH MJIOMAKH,
OCyUIeCTBJISIOLIEH
NPOH3BOACTBO/KOHTPOJb
kavectBa/Boinyck ['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 —HALOL, DIST. PANCHMAHAL - 389 350, India
(license No G/28/1828) /

BJIP ®PAPMACBIOTUKAJIC UHTEPHEWILEHEJ 1IBT. JIT/L., Uuaus
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, 3T - Banuetu Jlepesus, [10-Tamxknypa, Tanyka
- Xanomn, okpyr [lanumaxan — 389 350, MUnaus (nuuensus Ne 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
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». /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT coorBercTBYyeT TpeboBaHusM HJI 3akatouenne: OJJOBPEHO
Prepared by / [Tonrotoeneno: ||Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
U&Mm. W HposepemﬁOK); Onobpeno: ObecneueHune kauectsa/OTBETCTBEHHOE JIHLIO:
/ - é//_' -- )
Date / "o2b Date / l 2 Date / 2oz ||Pate/ ~
Jlara: \ﬂ - \’d Jlara: (fr'ﬁu Jlara: \{\0!4\ o Jlara: 15 /04',“

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
CEPTUOPHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykT: Tekcapea® (TeHokcukam) nMoUIN3AT A7 NPUTOTOBIEHHUS PAacTBOPA A UHBbEKLHH, 20 M

Market / Pbinok : Russia / Poccus
Batch No. / . Batch Quantity / . 97610 vials /
Cepusi Ne 1 BLIDDISEA Pa3mep cepuu * 97610 dpnakoHoB

Date of Analysis /
JlaTa ananu3za
Date of Expiry /
T'oaen 1o

Analytical Report No. /
AHaIHTHYECKHIT oTYeT Ne
Date of Manufacture /
JlaTta npousBoacTBa

Mfg. License No. /
IMpou3sBoacTBeHHAs : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PT"-RU)
auueH3us Ne
Analysis performed according to ND No: / Anann3 nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBkH yTBep:xkaenni: 14.10.2025

PIL approved: / MUMII yrBepsxaena: 14.10.2025

: QC/FP/26/00199 : (15/04/2026)

: (03/2026) : (02/2029)
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3akJ/1049eHHe 0 cooTBeTCTBHH: «HacToALNM s TOATBEPXKIat0, YTO MPUBEASHHAs Bbllle HHGOPMaLUs sBsSETCs JOCTOBEPHOH
1 TOUHOMH. DTa cepus NPOAYKLUH NPOU3BeeHa (BKItOYas yNakoBKY (MapKHPOBKY) H KOHTPOJIb KauecTBa) Ha BbILeyKa3aHHOH
NPOU3BOACTBEHHONH muowaake (miowmaakax) B TMOJHOM COOTBETCTBUM ¢ TpeOoBaHusimu [lpaBun Haanexaiuei
MPOU3BOACTBEHHOM npakTHkK EBpasuiickoro skoHomuueckoro cotoza (Ne GMP/EAEU/RU/00939-2023 ot 21 uronst 2023) u
TpeOOBaHUAMH KOHTPOJIsS Ka4eCTBa JEKApPCTBEHHbIX CPEJICTB, & TAKXKE B COOTBETCTBUHU CO creLUpUKaLUIMH, COIepKaLlUMUCS
B PErHCTPaLHOHHOM J10ChE CTPaHbl-UMIIOpTEpa. 3aMKucH MO MPOU3BOACTBY, YNAKOBKE H aHAIN3y MPOBEPEHbl, H YCTAHOBICHO
MX cooTBeTCTBHE TpeboBaHusM [IpaBui Haanexallel Npon3BOACTBEHHOM NpakTHKN EBpa3niickoro 3KOHOMHYECKOro COK3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanune: [IpoaykT coorBeTcTBYeT TpedoBaHusm HJI 3akaoyenne: OJTOBPEHO
Prepared by / [Toarotosneno: |[Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
\)yb\"\ [posep [[TpoBepeHo (AOK): ||Onobpeno: Obecneuenue kayectBa/OTBETCTBEHHOE JTHLO:
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBanue npenapara

Water for injections (solvent) /

Bona nas mHbekuuii (pacTBOpUTEIb)

Batch no./ Homep cepuu BI1260056
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / laTa anaan3a 09/03/2026
Manufacturing date / lata npon3BoacTsa 02/2026
Expiry date /IaTa okoHYaHHS CpPOKa 01/2031
TOAHOCTH
Water for injections (solvent) / Boana ni1s nnbekuuii (pacTBopuTeb)

TESTS / IOKA3ATEJIHU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATDI

Description /Onuncanue Clear, colourless liquid without odor. / Clear, colourless liquid without

[Tpo3pauHas GecuBeTHas KUIKOCTb O€3
3anaxa.

odor. / Ilpo3pauyHass OecrBeTHas
KHAKOCTH Oe3 3amaxa.

Particulate matter / MexanuuyecKHe BKJIAKYEHHS

Visible particles /
Buoumere vacmuywo

According to requirements. / B cooTBeTcTBHH C
TpeOOBAHUSAMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvie yacmuypr

>10 um particles /

yacTuI| paz3mepom > 10 MkMm

>25 um particles /
YaCTHII pa3MEpPoOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6omnee 6000 Ha ammyny;

Not more than 600 particles per ampoule. /
He 6onee 600 na ammyiny.

227.60 particles per ampoule; /
He Gonee 227.60 na ammnyiny;
13.07 particles per ampoule. /

He 6onee 13.07 Ha ammyiny.

Acidity and alkalinity /
KucaoTHOCTD H LI€J104YHOCTh

Test sample should pass the test. /
VcnbiTyemblii 0Opasel; 10KeH BbIISpKHBATh
UCTIBITAaHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTanaBauBaromme
BelecTBa

Test sample should pass the test. /
HcnbiTyemblit oOpaszel 10/KEH BblICPKHBATh
HCIIBITAaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yriepoaa 1HOKCHA

No turbidity should be observed within 1 hour.
/ He 10omkHO OBITH IOMYTHEHHS B TCUCHHE
1 vaca.

Complies / CooTBeTCTBYET

Chlorides/ Xsiopuasi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTtsl 1 HHTPHUTBI

Not more than 0.00002 % (0.2 ppm). /
He 60mnee 0,00002 % (0,2 ppm).

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

Sulphates / Cyabdatsi

No turbidity should occur within not less than
1 h./ B Teuenne He MeHee | yaca He TOJKHO
HaOII0AaThCS TOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHUEH .
- “ Engine

Less than 0.6 ppm / Menee 0,6 ppm

Not more than 0.6 ppm. / He 6omee 0,6 J)pm.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIN3A

TESTS / IOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI

Calcium and magnesium /
Kaabunii u marumii

Pure blue color should be observed (without a
violet hue). / JIojiskHO HaOIKO1aTHCS YHCTO
CHHee okpalinBanue (6e3 GpuoaeToBoro
OTTCHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsaxenbie
MeTaJlJIbl

Not more than 0.00001 % (0.1 ppm). /
He 601ee 0,00001 % (0,1 ppm).

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.001 % /0.001 %

Conductivity /
J1eKTPONPOBOAHOCTH

Not more than 25 uS/cm. /
He 6onee 25 mxCm/cM.

11.78 uS/em. /
11.78 MxCwm/cMm.

Extractable volume /
U3BaekaemMblii 00bem

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHAIBHOTO (HE MEHEe 2 MIT).

22mL/
2.2 M

Bacterial endotoxins /
BakTepuajibHble 3HI0TOKCHHbBI

Not more than 0.25 EU/mL of water for
injections. / He 6osiee 0,25 ED/Ma Boab! ans
WUHDBEKIUIL.

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

Sterility / CTepuabHoCTh

Should be sterile. / [lomkHa ObITH CTEPUIIBHOM.

Sterile. / CtepunbHo.

Packaging / YnakoBka

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

colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
IlepBuuHas yITaKOBKa

[To 2 ma pacTBOpuTENs (Boda I HHBEKLIHI) B
amrmyny W3 OecnBetHoro ctekma, tun [. Ha
BEpPXHEHl YacTH aMIlyJbl HaHECeHa ToYKa
pasiioMa OpaHKEBOTO 1IBETA.

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. /
[lepBuuHas ymakoBka

Ilo 2 mn pacTBOpMTENs (BOJA AJS
HHBEKLHH) B amIymay u3
OecuserHoro crekiaa, tum I. Ha
BEpXHEH 4acTH aMmysbl HaHEceHa
TOYKA Pa3/0Ma OPaHKEBOI0 LIBETA.

Shelf-life / Cpok roanoctu

5 years. / 5 ner.

Assessment: / 3aKJIFOUEHHE:

The batch complies with the specifications according to ND on quality JITT-Ne(012106)-

(PI'-RU)-141025./

CepHst COOTBETCTBYET TPEOOBAHHAM HOPMATHBHOTO JOKyMEHTa 1o kadecTBy JIII-
Ne(012106)-(PT'-RU)-141025.

PREPARED BY

REVIEWED BY

APPROVED BY

Name Pratik Jadav Bhushan Kothawade Deepak Sonar
Designation Executive Sr. Executive Manager
Department Quality Control Quality Control Quiity'cjontrol
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIU3A

[Ipo3paunas OecLBeTHas KHIKOCTH O€3
3amaxa.

Name of Product/ Water for injections (solvent) /
HaumeHoBanue npenapara Bona nas unbekumii (pacTBopuTeib)
Batch no. / Homep cepun BI1260060
Amount of product per batch / Pa3mep 205.0 L
cepun
Date of Control / Jlara ananunsa 21/03/2026
Manufacturing date / /lata npousBoacrsa 02/2026
Expiry date //lata okoH4YaHHsl cpoKa 01/2031
rOAHOCTH
Water for injections (solvent) / Boaa nuisi unbekuuii (pacrBopurein)

TESTS / TIOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATbDI

Description / Onucanue Clear, colourless liquid without odor. / Clear, colourless liquid without

odor. / Ilpospaunas OecuBeTHas
JKMIKOCTh 0€3 3amaxa.

Particulate matter / Mexanu4yeckue BKJIIOYEHHS

Visible particles /
Buoumvie yacmuiyol

According to requirements. / B cooTBeTcTBHE €
TpeOOBaHUAMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumbie uacmuyol

>10 pm particles /
qacTUL pasmMepoM > 10 MKM

>25 pm particles /
YaCTHI] Pa3MEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6oniee 6000 Ha amnyuy;

Not more than 600 particles per ampoule. /
He 6onee 600 Ha ammyiy.

181.60 particles per ampoule; /
He 6onee 181.60 na ammyuy;

5.07 particles per ampoule. /

He 6onee 5.07 na ammyiy.

Acidity and alkalinity /
KuciaoTHocTh 1 me104HOCTH

Test sample should pass the test. /
HcnbiTyemblii 00pa3ell 10/KEH BbIACPKHBATh
HCTIBITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBanBatouine
BellecTBa

Test sample should pass the test. /
HcnbiTyemblil 0Opasel AOIKEH BbIICPKUBATh
HCTIBITAHHUE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa AHOKCH

No turbidity should be observed within 1 hour.
/ He nmomxHO OBITH TOMYTHEHHUS B TCUCHHE
1 vaca.

Complies / CooTBeTCTBYET

Chlorides/ Xnopuabi

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

Less than 0.5 ppm / Mesnee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl H HHTPHTBI

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

Less than 0.00002 % (0.2 ppm). /
Meree 0,00002 % (0,2 ppm).

Sulphates / Cyasdarbi

No turbidity should occur within not less than
1 h./ B teyenune He MeHee | yaca He TOKHO
HabJ1101aThCsl TOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHMIi

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

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

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIU3A

TESTS / ITOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATDI

Calcium and magnesium /
Kaabunii u maramii

Pure blue color should be observed (without a
violet hue). / JlomkHO HaOAHOAATHCS YUCTO
cHHee okpaunBanue (6e3 GpuoaeToBoro
OTTECHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Taxensbie
MeTaJLIbl

Not more than 0.00001 % (0.1 ppm). /
He 60nee 0,00001 % (0,1 ppm).

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.001 % /0.001 %

Conductivity /
J1eKTPONPOBOAHOCTH

Not more than 25 puS/cm. /
He 6onee 25 mxCMm/cMm.

14.43 pS/cm. /
14.43 MxCwm/cm.

Extractable volume /
NU3BaekaeMblii 00beM

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHAIBHOTO (HE MEHEe 2 MIT).

2.1mL/
2.1 M

Bacterial endotoxins /
BakTepuaJibHble YHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mn Boas! uist
HHBCKLUH.

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

Sterility / CtepuabHocTb

Should be sterile. / JlonkHa 6bITh CTEPHIBHOM.

Sterile. / CtepuibHO.

Package description /
Onucanne ynakoBKH

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. /
[lepBuyHas ynakoBKa

ITo 2 M pacTBOpHUTENIS (BOAA A/ HHBEKIHI) B
amnyny w3 OecuBetHoro crexna, tun [ Ha
BCPXHEH 4YacTH ammyjbl HaHECeHa TOuKa
paziaoma OpaHKeBOTO L[BETA.

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. /
[lepBuyHas ynakoBka

[To 2 mn pactBOpHuTENs (BoAa s
UHDBEKLHN) B aMIyiny u3
OccuBeTHoro crekna, tunm [. Ha
BCPXHCH YaCTH aMITyJbl HaHECCHA
TOYKa Pa3/IoMa OPAHKEBOTO 1IBETA.

Shelf-life (storage period) /
Cpok roaHocTH (cpok
XpaHeHHus )

5 years/ 5 net

Assessment: / 3aKTH04YCHHE:

The batch complies with the specifications according to ND on quality JI[T-Ne(012106)-

(PI'-RU)-141025. /

Cepust cOOTBETCTBYET TPEOOBAHUAM HOPMATUBHOTO JOKYMEHTA 10 kadecTBy JIII-

Ne(012106)-(PT'-RU)-141025.

PREPARED BY

REVIEWED BY

APPROVED BY

Name Tejaswini Chauhan Bhushan Kothawade Deepak Sonar
Designation Executive Sr. Executive Manager
Department Qua{it}f"‘ControI , . Quality Control Qualiﬁgdogyol
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