BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Tekcapea® (Tenokcukam) NHoHIH3AT A1 MPHIOTOBIEHHA PAcTBOpPa 11 HHBbeKUH, 20 Mr

Market / Puinok

: Russia / Poccus

AuueH3na Ne

Batch No. / - AT Batch Quantity / . 96885 vials/

Cepus Ne & BEgpe i Pa3mep cepun * 96885 (nakoHoB
Analytical Repourt No. / : QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHATHTHYECKHIT 0TUeT N2 Jara anaausa

Date of Manufacture / : (01/07/2026) Date of Expiry / . (30/06/2029)

JaTta npou3BoacTea I'ogen a0

Mfg. License No. /

IMpousBoacTBeHHasn : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PI"™-RU)

Analysis performed according to ND No: / Anaaus nposeaen no HJI Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBku yreep#aenbt: 14.10.2025
PIL approved: / UMII yreep#aena: 14.10.2025

Page 1 of 12/ Ctp. 1 u3 12

No Test / ITokaszaTean

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanne

lyophilized powder. /
MOPOLIOK

Yellow
JInodunuzupoBaHHbIi
JKENTOro LBETA.

Yellow to greenish lyophilized powder. /
JInounu3MpOBaHHBIH MOPOLIOK JKENTOro ¢
3e/IeHOBAThIM OTTEHKOM LBETa.

Identification / Hnentnduranus

Tenoxicam / Tenokcurkam

HPLC / BOXKX

The retention time of tenoxicam peak
in the test solution chromatogram is
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
yaepKHBaHUA MHUKA TEeHOKCHKaMa Ha
XpoMmaTtorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH

yIAEP:KUBAHHMA MHKA TEHOKCHKaMa Ha
Xpomarorpamme CTaHIapTHOrO
pacTeopa.

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:uBaHus
nMKa TEHOKCHKaMa Ha  XpomaTorpamme
HCIBITYEMOTO pacTBopa JIOTIKHO
COOTBETCTBOBAThH BPEMEHH YAEp:KHBaHUA MHKa
TEHOKCHKaMa Ha XpoMaTorpamme
cranaaptHoro pactBopa (cM. «[Ipumeci»,
onpeneneHue eIHHUYHLIX OpUMeceil H CyMMbl
npuMmeceii (254 um)).

Remarks : The Product confirms to ND/

Mpumeuanne: [poaykT cooTetcTByeT TpeboBanuam HJI

Conclusion : APPROVED/
3akmouenne: OJJIOBPEHO

[1pos

wmem:
T

—

Checked by /

Checked by (AQA) /

[Mposepeno (AOK):
e

Approved by: Quality Assurance/Authorized person /
OnobGpeno: Obecneuerue kauecTra/OTBETCTBEHHOE THLIO:

e

Date/ n \Qa\2n2G

Jlata:

e A ugho i b\t

JlaTa:

Date /

210812026

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
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, 52/212(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

CEPTHO®HUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapen® (TeHokcukam) AHodHIN3AT AN NPUTOTOBIEHHS pacTBOpa A1d HHBEKUMI, 20 Mr

Market / PbiHok

: Russia / Poccus

Batch No. / . BI260244A Batch Quantity / . 96885 vials /

Cepus Ne S Pasmep cepun " 96885 dnakoHoB
Analytical Repourt No./ : QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHaauTHYecKuii oTyeT No Jdata anaausa

Date of Manufacture / : (01/07/2026) Date of Expiry / . (30/06/2029)

JaTta npou3BoacTea I'oaen 10

Mfg. License No. /

IMpou3soacTeBeHHan : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PI'-RU)
JHUeH3Hsa Ne

Analysis performed according to ND No: / Anaans nposenex no HJL Ne: JIIT-Ne(012106)-(PI'-RU)- 141025
Artworks approved: / MakeTsbl ynakoBkH yreep:ienni: 14.10.2025
PIL approved: / UMII yTeepxaena: 14.10.2025
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Tenoxicam / Tenokcuxkam

UV spectrophotometry / YV ®-
chekmpogomomempus

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 257.33
nm, 285.29 nm and 367.40 nm. / Y-
CMEKTP MOTJIOUIEHNA HCNBITYEMOro
pacTBopa, MPUIOTOBIEHHOrO /s
KOJIMYECTBEHHOI0 OMNpeleneHus, B
obnactu ot 230 Hm 10 400 HM umeeT
MakCHMyMbl TNpH JIHHAX BOJH
257.33 HM, 285,29 um 1 367.40 um.

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®-cnekrp
MOrJIOLEHHS UCIMBITYEMOro pacTBopa,
MPUIOTOBIEHHOrO  AJ  KOJHYECTBEHHOrO
onpeaenexus, B odnactu ot 230 Hm 10 400 HM
JOJKeH UMEeTh MakCHMYMbI NPH JIHHAX BOJH
257 £ 2 Hm, 285 + 2 M M 368 = 2 um (cMm.
«KonnuecTBeHHOE onpejeneHue
TEHOKCHKaMa).

Mpumeyanne: [IpoaykT coorercTByeT TpeboBanuam HJL

Conclusion : APPROVED /

‘Remarks : The Product confirms to ND/

::'_:E.n wuenne: OJJOBPEHO

/ T1oAroToOBNAEHO:
‘-———________

Checked by /

Checked by (AQA)/ |
[poeepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: OdecneueHue kayecTsa/OTBETCTBEHHOE JIHLIO:

MR

L

Date/ N AQRWRSDG
Jara:

nar?\\0€ hot

EZtZ/ 2\\ok\2~%6

Date /
JlaTa:

2 \o%l2026

Administrative Office :

Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrac Kadam Marg,

Lower Parel West, Mumbai, 400013 Maharashtra.

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 Pvit. 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

CEPTH®UKAT AHAJIHM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Texkcapen® (Tenokcukam) NHOQHIN3AT 71 NPUTOTOBJIEHHS PacTBOpa UI MHBEKUHIA, 20 mr

Market / PoiHOoK

: Russia / Poccus

Batch No. /
Cepus Ne

: BI260244A

Batch Quantity /
Pasmep cepun

. 96885 vials /
© 96885 dnakoHoB

Analytical Report No. /
AHAJHTHYeCKHii oTyeT No

: QC/FP/26/00528

Date of Analysis /
Jlara aHanusa

: (21/08/2026)

Date of Manufacture /
Jlata npoH3BOACTBA

: (01/07/2026)

Date of Expiry /
I'onen no

: (30/06/2029)

Mfg. License No. /
[IpousBoacTBeHHas
auueHsus Ne

: G/28/1828

MA number: / Homep PY : JII[I-Ne(012106)-(PI"™-RU)

Analysis performed according to ND No: / Ananns nposeaen no HJI Ne: JITII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makerbl ynakoBku yreepxaenn: 14.10.2025
PIL approved: / UMII yrBepiaena: 14.10.2025
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Sodium metabisulfite /
Hampua memaducyivum

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. / Bpems
yJep:KHBaHHUA nuKa HaTpus

MmeTtabucyabdura Ha
XpomaTtorpamme HCIBITYEMOrO
pacTBopa COOTBETCTBYET BPEMEHH
yaepKUBAHUS fnuKa HaTpus
meTabucynbura Ha
XpoMmarorpamme CTaHAapPTHOIO
pacTBopa.

The retention time ot 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 yaepKHBaHHS NHKa HaTpus
metaducynbhura Ha XpomaTorpamme
HCTIBITYEMOTO pacTBopa JIOT’KHO
COOTBETCTBOBATH BPEMEHH YAep:KHBAHHUS MHKa
HaTpusi MeTabUCYNb(UTa HAa XpoMaTorpaMmme
CTaHJAPTHOTO pacteopa (c™.
«KonuyecTBeHHOe  onpenesieHHe  HATPHA
meTtabucynshuran).

3 | Dissolution time / Bpemst
pacTBOpeHHs

30 seconds / 30 cexyHA

Not more than 60 seconds. / He Gonee 60
CEKYH]I.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Tpoaykr cootBercTByeT TpebosaHuam HJL 3axaouenne: OJJOBPEHO
P [Tloarorosnero: |[Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Mpose poeepeHo (AOK): ||Onobpeno: ObecneueHue kauecTra/OTBETCTBEHHOE JIHLIO:
- A MR
Date / Date / Date / g, ||Date / . 2026
Jlara: l\\“%\l‘b‘lg Jlara: d' \QQ L0 Jara: q’\\o R\M JlaTa: & l 08‘

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
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, 52/12/1, 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

CEPTHDOHUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykT: Tekcapen® (TeHokcukam) nMOQUIH3AT AN MPUTOTOBNEHUS PacTBOPA AN MHbeKLUMH, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / Batch Quantity / 96885 vials /

. o) ) .
Cepus Ne + BIS02A Pazmep cepun © 96885 dnaxkoHos
Analytical Repovrt No. / : QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHaaHTHYEeCKHIl oTueT N ﬂaTa AHAJIH3a
Date of Manufacture / : (01/07/2026) Date of Expiry / . (30/06/2029)
Jara npousBoacrea Tonen 1o
Mfg. License No. /
TlponseoacTeeHHas : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PI'-RU)
JIHIEeH3HsA No

Analysis performed according to ND No: / Anaans nposeaged no H/ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsbl yNaKkoBKH yTBepxkaeHbi: 14.10.2025
PIL approved: / UMII yreep:kaena: 14.10.2025
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4 | Appearance of reconstituted
solution / Onncanne
BOCCTAHOBJ/IEHHOT0
pacTBopa

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

yellow solution is formed. /
[Mpenapar pacTBopseTcs
MOJNHOCTBIO c OTCYTCTBHEM
HEepacTBOPEHHBIX  yacTuu,  Oe3
BHIMMBIX MeXaHHYeCKHX
BKJIHOUEHHIA. O6pasyercs

Npo3pavHblil kENTBIH pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar nomxeH
pacTBOPATLCA MOJHOCTBK) C  OTCYTCTBHEM
HEPACTBOPEHHBIX  4acTHL, 0e3 BHIMMBIX
MexaHHuYeckux  BrmodeHuil.  OOpasyercs
NpO3payHblii  3€/€HOBATO-KENTOro  LBeTta
pacTBop.

5 | Solution clarity* /
Ilpo3pauHocTh pacTBOpa*

The product solution is clear. /
PacTBop npenaparta npo3paHbli.

The product solution should be clear. / PacTBop
npenapara JA0JkeH ObITh MPO3PAYHBIM.

6 | Solution color* / IlpeTHOCTH
pacTtBopa*

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

The product solution should not be more
intensely colored than the reference solution
GY ./ CreneHb OKpacky pacTBOpa npenapara
He JO/DKHA npeBblath 3Tanod GY.

7 | pH* / pH pacTBOpa*

9.176 /9,176

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

8 | Particulate matter* / Mexann4ecKHe BK/JIIOYEHHA ™

Remarks : The Product confirms to ND/

INMpumeuanue: [Npoaykt coorsercTByeT TpedopaHuam HJI

Conclusion ;: APPROVED/
3axaouenue: OJOBPEHO

P [ToAroToBneHO:

ITpoge

Checked by /

— S -

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

s

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE JHLO:

RS

Date/ o\xa\asD Q

Jlarta:

e\ 0R[ 2004

Date /
HZ;Z:”"\ 0%\%%

Date /
Jlata:

21| 08| 2024

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
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




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykT: Tekcapen® (TeHokcukam) AHodunu3aT A1 NPUTrOTOBICHHUS PACTBOPA AN HHBEKUHI, 20 M

Market / Peinok : Russia / Poccus
Batch No. / . BI260244A Batch Quantity / . 96885 vials/
Cepus N T Pazmep cepuu " 96885 thnakoHOB

Analytical Report No. /

Date of Analysis /

: : 2 )
A RIS R0 : QC/FP/26/00528 it P— : (21/08/2026)
Date of Manufacture / : (01/07/2026) Date of Expiry/ . (30/06/2029)
JlaTa npon3BoacTBa Ionen 1o
Mfg. License No. /
IIpou3BoacTBeHHas : G/28/1828 MA number: / Homep PV : JI[1-Ne(012106)-(PI'-RU)

JHUeH3HA Ne

Analysis performed according to ND No: / Anaans nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakosku yreep:xiensi: 14.10.2025
PIL approved: / UMII yreep:kaena: 14.10.2025
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Visible particles / Buoumwle vacmuiul Complies / CooTBeTcTBYET According to requirements. / B
COOTBETCTBHH C TPeOOBAHHIMH.

Subvisible particles: / Heguoumvie 23.07 vial / 23,07 dnakon Particles > 10 pm: not more than

yacmuysl; 6,000 per vial; / Yactuy pasmepom

> 10 MKM gomxHo ObITb He Oonee
6000 Ha dnakoH;

0.27 vial /0,27 ¢nakon Particles > 25 um: not more than 600
per vial. / UYactuy pasmepom
> 25MKM JIOJBKHO ObITh He Dosee 600
Ha (pnaxoH.

9 | Related Substances / IIpumecn

0.00% /0.00% Not more than 0.25 % / He 6onee 0,25 %

2-aminopyridine /
2-aMHUHOMUPUINH

Individual unidentified
impurity / Enaunuunas
HenaeHTH(DULUMpOBaHHAs
npuMech

Not more than 0.5 % / He 6onee 0,5 %
Below BDL (BDL= 0.02 %) / Huxe
nopora peructpauuu (ITP = 0,02 %)

Total impurities /
CyMma npumeceii

Not more than 1.0 % / He Gonee 1,0 %
0.00% /0,00%

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Tpumeuanne: [NpoaykT cootBeTcTBYeT TpeGoanuam HJJ 3akawuyenne: OJOBPEHO

R / ToarotoeneHo: ||Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
Hpcmﬁ HpoaepeHBSjOK): OnoGpeno: Obecnevenre kauyecTsa/OTBETCTBEHHOE JIHLIO:

‘-__—_—_—""-—-—q -
~SXA2 - N>
/
e e e e T

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : 491 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 AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapen® (TeHokcukam) nHOdHUAM3AT A8 NPHTOTOBNEHHS pacTBOpa A1 HHbeKUHH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. /
Cepus Ne

Batch Quantity /
Pazmep cepun

. 96885 vials /

: BI2602
: BI260244A * 96885 ¢uakoHoB

Date of Analysis /
JlaTta ananu3a

Analytical Report No. /

AHATHTHYECKHH 0T4eT Ne » CFR2R00EIS

: (21/08/2026)

Date of Manufacture /
JdaTta npou3BoacTsa

Date of Expiry /

: (01/07/2026) lonen no

: (30/06/2029)

Mfg. License No. /
[Mpou3BoacTBeHHAN
JHUeH3HA No

: G/28/1828 MA number: / Homep PV : JII1-Ne(012106)-(PT’-RU)

Analysis performed according to ND No: / Anaaus nposeaex mo HJI Ne: JITII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTBep:kaenn: 14.10.2025
PIL approved: / UMII yTBepxaena: 14.10.2025
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10 | Uniformity of dosage units* / Acceptance value (AV) should not be more
OnunopoaHocTh 542/5,42 than 15.0. / [Tokasarens npuemiaemoctu (AV)
JO3HPOBAHHBIX eAHHHIL* JomkeH ObITh He Donee 15.0.

* - 0, 0,

11 \Natel;e / Conep:xkanne 1.10 %/ 1.10 % Not more than 3.0 %. / He 6onee 3.0 %.
BO/bI

. FE— o i
12 g:zt:rlal endotoxins* / Less than 0,162 EU/mg / Tgot mc;r]eE gqfan 1 EHU/m:Kot;:enox1cam. / He
epua.ru,n:le Mettee 0,162 ED/Mr ojee MT TEHOKCHKaMa.
IHAO0TOKCHHBI
1 H * * 1
13 | Sterility* / CTepuabHOCTh Srectladl@epuren Should be sterile. / Jlonxen ObiTh
CTEPHIIBHBIM.

14 | Assay / KoninuecTBeHHOe onpejeieHHe

Tenoxicam / Tenokcuxkam 90.0% to 110.0% of CisHiN30.S;

uv/ V-
cnekmpoghomomempuieckuil

103.2%/103,2 %

(tenoxicam) of label claim. / Ot 90,0 % no
110.0 % Ci3H1iN3O4S:  (TeHokcukam) oOT
HOMMHANILHOTO COJEpPIKAHHUS.

Remarks : The Product confirms to ND/
Mpumeuanue: [Ipoaykt cootsercTByeT TpebosaHuam HJI

Conclusion : APPROVED /
3aknwouenne: OJOBPEHO

[Ipo

ngff“":
1'_-———-_.______-

Checked by /

HO!

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

R

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHre kauecTBa/OTBETCTBEHHOE JTHLIO:

Mhi>s

Date / Date / Date /
[ 2NN WG ﬂ.aTa:ou (U e ,J-ﬂirq ’J.—\\D%\M »6

Jara:

Date /
JlaTa:

21|08 | 2zc26
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Tel. : 02676 - 230220
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykt: Tekcapen® (TeHokcHkam) IModuan3aT A1 NPUrOTOBNEHHS PacTBOpa IS HHbeKUHMit, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / Batch Quantity / 96885 vials /

o ) %
Cepusa Ne } BIRS0EM Pasmep cepuu " 96885 dnakonor
Analytical Repourt No./ : QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHaJaHTHYecKHiH oTyeT No Jara ananusa
Date of Manufacture / : (01/07/2026) Date of Expiry / . (30/06/2029)
JlaTta npon3BoacTBa I'onen a0
Mfg. License No. /
[MpousBoacTBeHHAas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
auueH3us Ne

Analysis performed according to ND No: / Anaans nposeaen no HJL Ne: JIII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBku yreep:kaenbi: 14.10.2025
PIL approved: / UMII yreepa#aena: 14.10.2025
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Sodium metabisulfite /
Hampus memaducyashum

HPLC / BIXKX

100.9 % / 100,9 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% no 110,0%
HaTpus MeTaducyiab(uTa OT HOMHMHANBHOIO
coJIepKaHus.

15

Package description / Onucanne ynakoBku

Primary package / Ilepsuunas
VHAKOBKA

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
(hy1akoH M3 OeclLBETHOrO CTeKN1a TN
I.  ykynopeHHblli npobkoil  u3
OpomMOyTHIIOBOH pe3HHBl, 00XKaTOi
AllOMMHHEBBIM  KOJMA4KOM ¢
KOHTpO/EM [epBOro BCKPHITHA H
MJACTHKOBBIM  JIMCKOM  MOBEPX
AMIFOMMHHEBOI0 KOJMayka.

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  (IakoH M3
OecupeTHOro ctekna Tun I, yKynopeHHslH
npobOkoil w3 OpomOyTHIOBOH  pes3HHBI,
o0:xaTOH  aJIOMHHHEBBIM  KOJIAYKOM €
KOHTpOJIeM nepBOro BCKPBITHSA H
MAACTHKOBBIM HCKOM MOBEPX aIFOMHHHEBOTO
KOMmaykKa.

Remarks : The Product confirms to ND/

Conclusion : APPROVED/
Jakawuenne: OJOBPEHO

IMpumeuanue: [Ipoaykt coorseTcTByeT TpedoBaHuaM HJI

P OJITOTOBIIEHO:

Checked by /

anz

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHne kayecTsa/OTBETCTBEHHOE JIHLO:

/%73'} Moo
Date / Date / Date / Date /
ﬂ,:*rz: NQRASDL Iﬂ_:T}l{ ‘Ufflvbé e OQ&\M F 2103|026

“Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
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
CEPTHOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Tekcapen® (TeHokcukam) NHOQUINZAT MU IPUIOTOBJISHHS PACTBOPA U1 MHBEKUMH, 20 Mr

Market / PeiHok

: Russia / Poccusa

Batch No. /
Cepua Ne

1 BI260244A

Pasmep cepun

Batch Quantity /

. 96885 vials /
© 96885 dnakoHoB

Analytical Report No. /

Date of Analysis /

§ ~ .
AHanuTHYeCKHil oTueTr No § REUER 6100080 JlaTa anaansa : (21/08/2026)
Date of Ma‘nufacture / : (01/07/2026) Date of Expiry / : (30/06/2029)
Jata npou3BoacTBa Ionewn no
Mfg. License No. /
IMpouseoacTeeHHast : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PI™-RU)

nuueH3ns Ne

Analysis performed according to ND No: / Anaans nposeaen no HJ Ne: JIII-Ne(012106)-(PI'-RU)-141025

Artworks approved: / Maketsl ynakoBku yreep:kaensi: 14.10.2025
PIL approved: / UMII yreepaxaena: 14.10.2025
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16

XpaHeHHS)

Shelf-life (storage period) /
Cpok roanocTH (cpok

3 years /3 roza

* Note. / * llpumeyanue.

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. / Anamutnueckue MeToaukd no I'® PO aeficrylowero uzianus
[IPMMEHSIOTCS IS KOHTPOJIA KauecTBa npenapara Ha tepputopun Poccuiickoli ®enepatyu. JIs BRITYCKAIONIEr0 KOHTPOIIA KAYecTBa Ha POH3BO/ICTBE
NPOU3BOJIHTEIb HCMOIB3YeT MeToAuKH 1o EBponeiickoii ®apmakonee NeHCTBYIOWIETO H3IaHKS.

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykTt coorsercTeyeT TpedosaHusM HJI

Conclusion : APPROVED /
3akaouyenne: O,H,OBPEHO

Prepare /Monrotoeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
= [poeEpeHo: TMpoeepeno (AOK): [|Onodpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIHLIO:
‘-—__-_-—'-‘—'-r
SR N8
Date/ Date / 0 Date / ot ||Pate / 1 \08 2026
Hara: 'L\\Q%\QSD‘% IIELT&:O!” E{dﬁ/\,q J_laTa:q'\\ot\ JlaTta: \ I
= m—

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,

Lower Parel West, Mumbai, 400013 Maharashtra.
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

CEPTH®HKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Tekcapen® (TeHokcHkaM) anoduan3ar A1 NPHIOTOBIEHHS PACTBOPA 1 MHBeKLM, 20 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . BI260244A Batch Quantity / : 96885 vials /
Cepusn Ne Pasmep cepun 96885 (nakoHor
Analytical Repovrt No. / ) . QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHaJNHTHYeCKHIT oTueT No Harta anaanza

Date of Manufacture / : (01/07/2026) Date of Expiry/ . (30/06/2029)

Jara NpoH3IBOACTBA

Toaen no

Mfg. License No. /
IlpoussoacTBeHHas
JiHueH3us Ne

: G/28/1828

MA number: / Homep PY :

JIT-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Ananns nposeaen no HJI Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / MakeTs! ynakoBkH yTBepxaeHsl: 14.10.2025
PIL approved: / UMII yrBepsaena: 14.10.2025

Page 9 of 12/ Ctp. 9 u3 12

KIT / KOMILJIEKT
TESTS / TOKA3ATEJIU RESULTS / PE3YJIBTATEI SPECIFICATIONS / HOPMbI
Package description ! | Secondary package / Bmopuunasa | Secondary package / Bmopuunas ynaxosxa

Onucanne ynakoBKH

VRAKOBKA

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

[To 3 ¢nakona ¢ nmpenapatoMm u 3
aMILy1bl v pacTBopuTeneM
NOMELIAIT B Kaccery W3
NONHBUHUAXJIOpHAA. |  Kaccety
BMeCTE €  HHCTpyKUuHeil 1o
NPUMEHEHHIO MOMELIaT B Mayvky
KapTOHHYIO.

3 vials with the medical product and 3 ampoules
with the solvent in a polyvinyl chloride cassette.
| 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. /

[To 3 ¢dnakoHa ¢ mpenapatoM u 3 aMmylbl C
pacTBOpHTENEM MOMELIAloT B KAacCeTy M3
MOMMBHHUIXNOpHAA. | KacceTy BMecTe ¢
HHCTPYKLHeH MO MpPHMEHEHHIO MOMEILAlT B
NauKy KapTOHHYIO.

[lo 5 dnakoHoB ¢ mpenapatoM M 5 ammya c
pacTBOpHTENEM MOMELIAKT B KAcCceTy H3
noauBHHUIXJIOpHAA. | KacceTy BMmecTe ¢
MHCTPYKLHEH M0 MPUMEHEHWI0 MOMELIaloT B
nayKy KapTOHHYHO.

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

IMpumeuanne: [poaykT cootBeTcTBYET TpeSopaHuam HJI 3akawuenne: OJOBPEHO

Pr onrotosneHo: |[Checked by / Checked by (AQA) / |[|Approved by: Quality Assurance/Authorized person /
Hpo% [MpoeepeHo (AOK): [[Onobpeno: Obecneyerue kauectsa/OTBETCTBEHHOE JIMLIO:
D | Ayd DR

Date/ D \\QR\NoNC, [|Pate/ Wlﬁﬂ Date / Date / log 2024

Jlara: "\ ﬂaTa.’“( £ G IlaTa:Q'\\DY'\M% laTa: = [ %l

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
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
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
MpoaykT: Tekcapen® (TeHokcHKam) NHODUAM3AT 171 NPHUIOTOBJIEHHS PACTBOpa A HHBEKUHIL, 20 Mr

Market / PoiHok : Russia / Poccus
Batch No. / Batch Quantity / 96885 vials /

- ) &
Cepusi Ne 4 BEcURa Pasmep cepun * 96885 akoHoB
Analytical Repourt No. / : QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHATHTHYeCKHI oT4eT No Jdara ananusa
Date of Manufacture / : (01/07/2026) Date of Expiry / . (30/06/2029)
JlaTa nponsBoacTBa loaen a0
Mfg. License No. /
IMpousBoacreeHHasn : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PT'-RU)
JauHueH3us Ne

Analysis performed according to
Artworks approved: / MakeTsl y

ND No: / Anaans nposeaen no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
NAKOBKH yTBep#aeHsbl: 14.10.2025

PIL approved: / UMII yreepxaena: 14.10.2025
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KIT / KOMILJIEKT
TESTS / NOKA3ATEJIH RESULTS / PE3YJIbTATHI SPECIFICATIONS / HOPMbI
Labeling/ MapkupoBka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration

dossier. / B cootBercTBMM ¢ pazaenom 1.3.2.
Moayasa | perHcTpauMoOHHOrO A0ChE.

Storage / Yc10Bus XpaHeHHS

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

In the original packaging (3 vials with medical product and 3 ampoules with solvent in the
carton), at temperature below 25 °C. /

Jlnst ynakoBkM no 3 duiakoHa ¢ NpenapaToM H 3 aMIyJibl ¢ pACTBOPHTENIEM B KACCETE:

B opuruHansHo# ynakoeke ((aakoHbl ¢ mpenapaToM M amIyJibl ¢ pacTBOPUTENIEM B NaUKe)
npu Temneparype He Bbile 25 °C.

Kit shelf-life (storage period) /
Cpok roaHocTH (cpok
XPAHEHHS) KOMILIEKTA

The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
vears. / CpoK roIHOCTH KOMIIJIEKTA ONPeaeseTcss CPOKOM FOIHOCTH JIEKAPCTBEHHOTO
nipenapara 1Jis MeAHLHHCKOro NpUMEHeHHs — 3 rofa.

API name / Hanmenosanune ADC: Tenoxicam / TeHokcukam
INN/ MHH: Tenoxicam / TeHoKkcHKaM
API manufacturer batch number /
92018125
Homep cepun nponseoantenas ADPC:
Remarks : The Product confirms to ND/ Conclusion : APPROVED/
IMpumeuanue: [Ipoaykt cootBeTcTBYeT TpedoBanHam HJL 3akmwouenne: OJJOBPEHO
< / Tloarotosnexo: |[Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Mpos: : Hpoaepei)-‘ (AOK): ||Onobpeno: Obecneuenune kauecTsa/OTBETCTBEHHOE JIMLIO:
el %) /g/ MRS
—t-__-—___—-_’-—
Date / X aonNg Date / 4 Date / Date / 21|o0gl2028
Jlara: NN JIaTa:o{'w@{w}“ Jara: m\\b&\ﬂ«o% JlaTa: ‘ '

Administ-l-ﬁive Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrao Kadam Marg,

Lower Parel West, Mumbai, 400013 Maharashtra.

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 Pharmace
52/4, 52/5, 53/1, 53/2, 53/3, 54

uticals 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),
/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

CEPTHO®HUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
MMpoaykr: Tekcapen® (Tenoxcukam) 1HoHAN3AT A4 NPUIOTOBIEHHS PAacTBOpa And HHbEKUHIT, 20 Mr

Market / PeiHok

: Russia / Poccus

Jarta NMpoH3BOACTBA

Batch No. / . BI260244A Batch Quantity / : 96882 vials /
Cepnsa Ne Pasmep cepun 96885 hnakoHoB
Analytical Repoﬂrt No./ : QC/FP/26/00528 Date of Analysis / . (21/08/2026)
AHATHTHYECKHIT oTyeT No Jara anaaunsa

Date of Manufacture / : (01/07/2026) Date of Expiry / . (30/06/2029)

Ionen no

Mfg. License No. /
[TponsBoacTBeHHas
AHueH3Hs N

: G/28/1828

MA number: / Homep PV : JIII-Ne(012106)-(PI™-RU)

Analysis performed according to ND No: / Anaans nposened mo HJ Ne: JITTI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / MakeTsl ynakosku yreep:aenni: 14.10.2025
PIL approved: / UMII yrBepxaena: 14.10.2025
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FP Manufacturer API Batch number /
Homep cepun cybcTanuun
nponssoauteas ['JID:

B250004300

API Manufactured by & country /
Ipouseoanrens A®C, crpana:

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

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

HanMeHoBaHHe, agpec H HOMep
JIMUEH3HH IJIOMAAKH,
ocyulecTBJAA e
NpPOH3BOICTBO/KOHTPO/IB
KkavectBa/Beinyck 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 —HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /

BJIP ®APMACBIOTUKAJIC MHTEPHEMILUEHEJ IBT. JIT/.. MUuaus
Cypeeii Ne 51/1/1, 51/1/2, 5172, 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 - Banuertu /lepeBus, [10-Tamxknypa, Tanyka
- Xanou, okpyr [Manumaxan — 389 350, Muaus (anuensua 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 /
Jaxkaouenue: OJOBPEHO

Checked by /

OArOTOBJICHO!:

IMpumeuanue: [Ipoaykr coorBercTByeT Tpedoanuam HII

Mposgreio —>

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

g

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kavecTBa/OTBETCTBEHHOE THLIO:

e

Date /

Jlata 2R\ G

E::.;/"! l ‘0 39 Io@h4|§§;ea:/¢ \\ot\uvg

Date /

1\ogl 2026
JlaTa: & \ ‘

Administrative Office : Peninsula Business Park, Tower B, 16th Floor, Unit No. 1601 & 1602, Ganpatrac Kadam Marg,
Lower Parel West, Mumbai, 400013 Maharashtra.
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(F),
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 AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapen® (TeHokcHkam) AHOQHAM3AT A1 IPUTOTOBJICHHS PACTBOpPA 1A MHBEKUHH, 20 M

Market / PoiHok : Russia / Poccus
Batch No. / . BI260244A Batch Quantity / . 96885 vials /
Cepust No T Pasmep cepun * 96885 dnakoHoOB

Analytical Report No. /
AHanuTHYecKHii oT4eT Ne
Date of Manufacture /
JlaTa npou3BoacTBa

Mfg. License No. /
IpousBoacTBeHHast : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PI'-RU)
auHueH3Hs Ne
Analysis performed according to ND No: / Anaauns nposeaen no HJI Ne: JITT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makernl ynakoBxkH yreepxaensl: 14.10.2025

PIL approved: / UMII yTBep:kaena: 14.10.2025

Date of Analysis /
JlaTa aHaau3a
Date of Expiry /
loaen o

: QC/FP/26/00528 : (21/08/2026)

: (01/07/2026) : (30/06/2029)
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3ak/04enne 0 cooTBeTcTBHH: «HacTosuum 1 noATBep K /1at0, YTO NPHUBE/AEHHAs Bbile HHPOPMaLIMA ABSETCSA 10CTOBEPHOI
1 TOYHOMH. DTa cepus MPOAYKLMH NPON3BeeHa (BK/IIOUas YNaKOBKY (MapKHPOBKY) H KOHTPOJIb KA4€CTRA) HA BbILIEYKA3aHHOH
NPOM3BOACTBEHHOH Muowaake (njowaskax) B MOJHOM COOTBETCTBMM ¢ TpebosaHusaMu [lpasun  Haanexaulei
MPOM3BOACTBEHHOMH NpakTUkK EBpasuiickoro sxkoHomuueckoro coto3a (Ne GMP/EAEU/RU/00939-2023 ot 21 mrons 2023) u
TpeOOBaHHAMH KOHTPO/IS KaueCTBa JIEKAPCTBEHHbIX CPE/ICTB, a TAK/KE B COOTBETCTBHHU CO crneuM(pUuKaLMsAMH, COAepKALHMHCH
B PETHCTPALMOHHOM J10Che CTPaHbI-IMIOpPTEpa. 3anucH No NPOH3BOACTBY, YNAKOBKE M aHAIH3Y MPOBEPEHbl,  YCTAHOBJIEHO
UX cooTBeTCTRHE TpeboBaHusaM [1paBun Haanexamleil Npor3BoACTBEHHOH NpakTHKH EBpa3zniickoro 3KoHOMHYECKOro coro3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
IMpumeuanue: [Mpoaykt cooTBeTcTBYET TpebosaHuaM HJL 3arkmwouenne: OJOBPEHO

oarotoeneHo: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Hpo%> Tpoeepeno (AOK): ||Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE JTHLO:
g

~_~—
SRM PR
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaumeHoBaHue npenaparta

Water for injections (solvent) /

Bona ans unbeKuHii (pacTBOpPHTEb)

Batch no. / Homep cepuu BI1260211
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / laTa aHanu3a 17/07/2026
Manufacturing date / laTta npousBoacrsa 06/2026
Expiry date /laTa oKOH4YaHHS CPOKA 05/2031
TOAHOCTH
Water for injections (solvent) / Boaa n1s uHbeKunii (pacTBOpUTE.Ib)
TESTS / TOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
IMpo3paunast GeclBeTHas XHAKOCTH 6e3
3amaxa.

Clear, colourless liquid without odor.
/ TIpo3payHas OeclBEeTHas KHIKOCTb
6¢3 3amaxa.

Particulate matter / MexaHnuyeckue BKJIKOUYEHHUS

Visible particles /
Buoumvre yvacmuyor

According to requirements. / B cooTBeTCTBUH
¢ TpeOOBAHUSIMH .

Complies / COOTBETCTBYET

Sub visible particles /
Heguoumvie yacmuywbl

>10 pum particles /
YaCTHL] pa3MEPOM >
10 MM

>25 um particles /
YaCTHUL[ pa3MePOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha ammyiy;

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

206.27 particles per ampoule; /
He Gonee 206.27 na ammyiy;

19.07 particles per ampoule. /
He 6onee 19.07 na ammyuy.

Acidity and alkalinity /
Kuca0THOCTD H IEJI0YHOCTH

Test sample should pass the test. /
HcneITyemblit 00pa3er 10/KeH BblIEPKUBATh
HCTIBITAaHHE.

Complies / COOTBETCTBYET

Reducing substances /
BoccranaBiMBalwoLme
BellecTBa

Test sample should pass the test. /
HcnbiTyemblii 00pasel JoIKEH BBIICPKHBATh
UCTIBITAHUE.

Complies / COOTBETCTBYET

Carbon dioxide
Yraepoaa IHOKCHA

No turbidity should be observed within 1 hour.

/ He mOJKHO OBITH MOMYTHEHMSI B TEYEHHE
1 yaca.

Complies / COOTBETCTBYET

Chlorides/ Xaopuasbi

Not more than 0.5 ppm. / He 6osee 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 6osee 0,00002 % (0,2 ppm).

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

Sulphates / CyabgaTtbl

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee 1 yaca HE TOJDKHO
Ha0II01aTHCSI MOMYTHEHHE.

Complies / CooTBETCTBYET

Ammonium / AMMOHHU#

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

Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS IN TERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / MOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATbI

Calcium and magnesium /
Kanbumii u maruuii

Pure blue color should be observed (without a
violet hue). / lomkHo Habr01aThCS YHCTO
CHHEC OKpalnBanue (6e3 ¢puoneroBoro
OTTEHKa).

Complies / CootserctByeT

Heavy metals/ Tsixennle
MeTaJLIbI

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

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

0.000 % / 0.000 %

Conductivity /
D/1eKTPONPOBOAHOCTD

Not more than 25 pS/cm. /
He 6osee 25 mxCwm/cwM.

11.49 uS/cm. /
11.49 mxCwm/cm.

Extractable volume /
H3zBaekaemblii 06bem

Not less than label claim (not less than 2 mL).
/

He mMenee HomuHambHOTO (He MeHee 2 mn).

2.1mL/
2.1 M

Bacterial endotoxins /
BakTepuanbubie 3H10TOKCHHDI

Not more than 0.25 EU/mL of water for
injections. / He 6osee 0,25 ED/Mn Bosl JUTst
HHBEKLHH.

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

Sterility / Crepuabuocts

Should be sterile. / JTomkHa 6bITh CTEPHUIIBHOM.

Sterile. / CtepusbHo.

Package description /
Onucanue ynakoBku

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. /
IlepBuyHast ymakoska

1o 2 mn pactBOpHTENS (BOMA M1s1 HHBEKLHI) B
amnyny u3 OecUBETHOro crexia, tum I. Ha
BCPXHCH YacTH aMNymbl HAHECEHa TOYKa
pasioMa OpaHKEeBOTo LBETA.

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. / IlepBuunas
YIaKoBKa

Ilo 2 mn pactBoputens (Boma mus
MHBCKUHH) B aMITYJTy U3 6ECLBETHOTO
crexna, tun I. Ha Bepxmeii wactu
aMIyJIpl HaHECEHAa TOYKa pas3ioMa
OPAaHKEBOTO I[BETA.

Shelf-life (storage period) /
Cpok roaHoct (cpok
XpaHeHHst)

5 years/ 5 ner

Assessment: / 3akiroucHHe:

The batch complies with the specifications according to ND on quality JIIT-

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

Cepust cooTBeTcTBYET TpeGoBaHmsIM HOPMATHBHOTO IOKyMEHTa 1o Kauectsy JII1-

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

PREPARED BY

REVIEWED BY

—

APPROVED BY

Name Ritik Vishwakarma Bhushan Kothawade Deepak Sonar
Designation Officer Sr.Executive Manager
Department Quality Control Quality Control Qualit trol

Signature & Date
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Name of Product/
HaunmenoBanue npenapara

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Water for injections (solvent) /
Boaa aas HHBbeKUMIi (pacTBOpHTEB)

Batch no. / Homep cepun BI260212
Amount of product per batch / Paimep : 205.0L
cepuH

Date of Control / laTa ananausza 24/07/2026
Manufacturing date / lata nponssoactea :  06/2026
Expiry date /laTa okoHuaHusi cpoka o 05/2031

FroOAHOCTH

Water for injections (solvent) / Boaa n11s unbexunii (pacrBopuTen)

TESTS / MOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATDI
Description / Onucauue Clear, colourless liquid without odor. / Clear, colourless liquid without odor.
I[po3pauHas OecupeTHas KHUAKOCTh Oe3 / Tlpo3pavHas OeclBeTHAs KHIAKOCT
3anaxa. 0e3 3amaxa.

Particulate matter / MexaHH4YecKHe BKJIIOYeHHS

Visible particles /
Buowwwsre vacmuywr

According to requirements. / B cooTBeTcTBHI Complies / CooTBeTcTBYET
¢ TpeDOBAHUAMH .

Sub visible particles /
Hesuoumvie vacmuysi

>10 um particles /

YacTHL] pa3MEPOM =
10 MM

>25 pm particles /
YACTHL] pasMepoM > 25 MKM

Not more than 6000 particles per ampoule; / 231.20 particles per ampoule; /

He:Bonegi0000 Ha gy He 6onee 231.20 Ha aMnymy;

Not more than 600 particles per ampoule. / 15.60 particles per ampoule. /

= Oopes GO0 My He 6onee 15.60 na amnyny.

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
KHCI0THOCTE M 11eI0YHOCTE Ucneityemelit oOpazel] JOMKEH BRIAEPKHBATE

HCIIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccTanapauBaromme HeneiTyemslit oOpasel JoMKeH BhIICPKHBATh
BellecTna HCTIBITAHUE.
Carbon dioxide No turbidity should be observed within | hour. Complies / CooTBeTCcTBYET
¥raepoaa 1Mokcun / He 10/13HO ObITh TOMYTHEHHS B TEUCHHE

| yaca.

Chlorides/ Xnopuani

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

Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / Less than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm). Menee 0,00002 % (0,2 ppm).

HutpaTbl H HHTPHUTBI

Sulphates / Cyabdarsi No turbidity should occur within not less than Complies / CooTBeTcTBYET

| h. / B Teuenne He MeHee | yaca He JOKHO
HA0IFOAATECH MOMYTHEHHE,

Ammonium / AMMOHHIi

Not more than 0.6 ppm. / He 6onee 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®UKAT AHAJIU3A

TESTS / MOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATbI

Calcium and magnesium /
Kaabumii u marumii

Pure blue color should be observed (without a
violet hue). / lomkHO HAOMIOAATHCA YHCTO
cuHee okpamnBaduce (0e3 duoneroporo
OTTCHKA).

Complies / CooTBeTCcTBYET

Heavy metals/ Taxenbie
MeTalIbl

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

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

Residue after evaporation /
Cyxoii ocTaToK

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

0.000 % / 0.000 %

Conductivity /
J1eKTPONPOBOIHOCTH

Not more than 25 pS/cm. /
He 6onee 25 MxCMm/cMm.

12.09 uS/cm. /
12.09 MrCwm/cMm.

Extractable volume /
H3Baexaemblii 00bem

Not less than label claim (not less than 2 mL).
/
He MeHee HOMHHAIBHOTO (He MeHee 2 MT).

2.1mL/
2.1 M

Bacterial endotoxins /
BaxTepuaabHble YHIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 EDQ/mMn Bonsr s
WHBEKLUH.

Less than 0.12 EU / mL /
Menee 0.12 ED3 / mn

Sterility / CTepnabHocTh

Should be sterile. / JlomxHa OBITE CTEPHIIBHOM.

Sterile. / CtepuabHo.

Package description /
Onuicanue yNnakoBKH

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. /
[lepByUYHas ynakoBKa

[To 2 ma pacTBOpHTENA (BOAA 111 HHBCKLIHIA) B
amnyny W3 OecupetrHoro crexiga, Tun I. Ha
BEpXHEH YacTH aMMylIel HAHECEHa TOYKa
pazioMa OpaHKeBOTO LIBCTA.

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. / Ileppuunas
yIaKOBKa

[To 2 mn pacteopuTens (Boja ans
HHBEKIHIT) B amiy.1y W3 OeclBeTHOrO
crekna, tunm I. Ha Bepxned wactu
amIlyasl HAaHECEHa TO4YKa paszioma
OpPaHKEBOIO LIBETA.

Shelf-life (storage period) /
CpoKk roaHocTH (CpoK
XpaHeHHR)

5 years /5 ner

Assessment: / 3aKT04YEHHE!

The batch complies with the specifications according to ND on quality JII1-

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

CepHs COOTBETCTBYCT TpeGOBAHHAM HOPMATHBHOTO JIOKyMeHTa 1o KauecTsy JII1-

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

PREPARED BY

REVIEWED BY

APPROVED BY

Name Ritik Vishwakarma Bhushan Kothawade Deepak Sonar

Designation Officer Sr.Executive Manager
Quality Control Quality Control Quality Control

Department Y y //Y__?
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