BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIHM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoxyxT: Texcapen® (TeHokcHkam) MHOGHIM3AT A NPHTOTOBJIEHHS PACTBOPA I MHBEKLMiA, 20 M

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96080 vials /

Cepus Ne + BI260052A Pasmep cepunu * 96080¢nakoHoB

:nalytlcal Repovrt No./ : QC/FP/26/00113 Date of Analysis / : (11/03/2026)
HAJHTHYECKHIl oTyer No JlaTa anananza

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npousBoacTBa Togen go

Mfg. License No. /

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

JIHLeH3uA Ne

Analysis performed according to ND No: / Ananu3 nposeged no HJ{ Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTeepxaens:: 14.10.2025
PIL approved: / HMII yreep:xaena: 14.10.2025

Page10of12/Crp. 1 n312

No

Test / [Toka3zarejan

Result / PeayasTaThl

Specification / Hopma

1 | Description / Onucanue

Yellow
JInoGunH3HpOBaHHEIH
JKEJITOro 1BETa.

lyophilized powder. /
MOPOLIOK

Yellow to greenish lyophilized powder. /
JIMoQUNMH3HPOBaHHbIH TOPOLIOK KEITOro C
3€JICHOBaThIM OTTEHKOM LIBETA.

2 |Identification / UnenTndukanus

- | Tenoxicam / Tenokcukam
HPLC /B3XXX

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
yIep:KUBaHHsA NHKa TEHOKCHKaMa Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BpPEMEHH
yIepXKHUBaHHA MUKa TCHOKCHKaMa Ha
XpOoMaTtorpamme CTaHJapTHOTO
pacTBopa.

The retention time of tenoxicam peak in the test
solution chromatogram should correspond to
the retention time of tenoxicam peak in the
standard solution chromatogram (see Related
substances, assay of single impurities and total
impurities (254 nm)). / Bpems ynep:xuBaHuA
NUKa TEeHOKCHKaMa Ha  XpoMaTorpaMmme
HCIBITYEMOTrO pacTeopa JOJKHO
COOTBETCTBOBAaTh BPEMCHH YACPXKHBAHHA MMHKA
TEHOKCHKaMa Ha XpoMarorpamme
crannaptHoro pactBopa (cM. «lIpumecu»,
omnpezieNeHHe eAHHHYHbIX NPUMecei H CYMMBI
npumMeceii (254 Hm)).

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykr cooTsercTByeT TpebosaHuaAM HJI

Conclusion : APPROVED /
3axkmodenune: OJOBPEHO

Prepared by / [TloarorosneHo:

Checked by /

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

\I&Luw IIpoBepeps: [Iposepero (AOK): [|OxoGpeno: O6ecneuenue kauecTBa/OTBETCTBEHHOE JIHLIO:
—————
Date / \wru) Date / w& Date / \ ,3\ - Date / z , , ol
Iara: 15le> Tlara: \3\@ Tlara: 13 ®3\2° Ilara: 13 [o3|2°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
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
Ipoaykr: Tekcapea® (TeHokcHKaM) THOMHIHZAT AJIA MPHIOTOBJIEHHS pacTBOpPa /il HHbEKUH, 20 Mr

Market / Peinok : Russia / Poccusa

Batch No. / . Batch Quantity / . 96080 vials /

Cepus Ne R Pa3mep cepun " 96080¢naxoHoB
Analytical Repnurt No./ + QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHaJIHTHYECKHH oTdeT Ne Jara ananusa .

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npoussoacTBa T'ogen go

Mfg. License No. /

ITpousBoacTBEeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUeH3ns Ne

Analysis performed according to ND No: / Ananu3s nposeaex no HJ{ Ne: JIII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBKkH yTBepxieHnbl: 14.10.2025
PIL approved: / MMII yreep:xaena: 14.10.2025

Page 2 of 12/ Ctp. 2 u3 12

Tenoxicam / Tenokcurxam

UV spectrophotometry / Y @-
chexmpoghomomempus

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 256.71
nm, 285.02 nm and 368.31 nm. / Y-
CTIEKTp MOTJIOLIEHHA HCIBITYEMOrO
pacTBOpa, MPHTOTOBJIEHHOTO s
KOJIMYECTBEHHOr0 ONpelesieHus, B
obnactu ot 230 uM mo 400 HM HMeeT
MaKCHMMyMbl [pH JUIMHaX BOJH
256,71 uwm, 285,02 um u 368,31 Hm.

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®-crnekrp
MOrJIOLIEHHS HCIIBITYEMOrO pacTBopa,
NPUTOTOBJIEHHOTO  JUI1  KOJHMYECTBEHHOTO
onpenenenus, B obnactu ot 230 um xo 400 HM
JOJDKEH MMETh MaKCHMYMBI TIPH JIHHAX BOJH
257 + 2 um, 285 + 2 HM H 368 + 2 M (cM.
«KonuyecTBeHHOE onpejeyeHue
TEHOKCHKaMa»).

Remarks : The Product confirms to ND/
Ipumeyanue: IIpoayKT COOTBETCTBYET TpeGoBanuam H]I

Conclusion : APPROVED /
[3axmouenue: OJIOBPEHO

Prepared by / IloaroroBneno:

Checked by /

ITposepeno (AOK):

Checked by (AQA) /] A_pproved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kauecTpa/OTBETCTREHHOE JIHLIO:

J’\u “ IIpoBepeHo: p i
AR é&}i ,
C\V ] /Q/ .—/___-__-: 5
—_——
E::.:./ | 1‘0\0 :b\')/O'LL g::.z./ @\@\wﬂ; E:;Z!\ 3\\:3.\ e B::‘: 13 ’e 3 [ 2026

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

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykt: Texcapea® (TeHokcHKaM) THOQHIH3AT A/ NPUTOTOBICHHA pacTBOpa Ay uHbeKuui, 20 Mr

Market / PeiHok : Russia / Poccus

Batch No. / : Batch Quantity / . 96080 vials /

Cepns Ne + BIZ600524 Pasmep cepun * 96080¢nakoHoB
Analytical Repo“rt No./ . QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHAaJIMTHYecKHH oTyeT N2 JlaTa anaausa

Date of Manufacture / : (02/2026) Date of Expiry / . (01/2029)

JlaTa npou3BoOACTBA Toxen ao

Mfg. License No. /

IIpoH3BOACTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIeH3HsA Ne

Analysis performed according to ND No: / AHa/IH3 npoBe/ieH no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025

Artworks approved: / MakeTsl ynaKkoBKH yTBEpKAEeHBI: 14.10.2025
PIL approved: / UMII yTBep:/eHa: 14.10.2025

Page 3 of 12/ C1p. 3 u3 12

Sodium metabisulfite /
_ Hampus memabucynsgum

HPLC / BOXKX

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

yIepKHBaHHs THKa HaTpHA
meTabucynbdura Ha
XpoMaTtorpamme HCTBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH
yaepyKHBaHHs MHKa HaTpHUA
meTabucynbduTa Ha
XpOMaTorpaMme CTaHAapTHOIO
pactBopa.

The retention time of sodium metabisulfite peak
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / BpeMs ylepXHBaHUA THKAa HATPUA

MeTabucynbhuTa Ha XpoMaTorpamme
HCTIBITYEMOrO pacTBOpa JOJKHO
COOTBETCTBOBATh BPEMEHH Y/IEPKHBAHUA THKA
HaTpus MeTtabucynpduTa Ha Xpomarorpamme
CTaHAApTHOrO pacTBOpa (cMm.
«KonudecTBEHHOE  ONpEJIENieHHe  HaTpHA
MeTaGHCYIBpUTAR).

3 | Dissolution time / Bpemst
pacTBOpEeHHs

41 seconds / 41 cexyHn

Not more than 60 seconds. / He Gonee 60
CEKYHJ.

Remarks : The Product confirms to ND/

T pumeuanue: [IpoayKT COOTBETCTBYET Tpf:6OBaH_HHM HI

Conclusion : APPROVED /
3akil0yeHHe: OII;OBPEHO

Checked by (AQA) /

Approved by:_Quality A?surance/AEhorized p;rson /

Prepared by / [Toarotosnero: ||Checked by /

LM [TposepeHo: Iposepeno (AOK): ||Onobpeno: OGecneueHne kauecTBa/OTBETCTBEHHOE JIHLIO:
Date / Date / 1; ol Date /_ o4 i Date / 82 ]2024
Ll'la'ra: \ ’Hr\) 3\ ?'0?/6 JlaTa: \%\& Jara: ‘3\"3\&& l;u‘a: 13{ 5}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
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

CEPTUOHUKAT AHAJIM3IA

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IponyxT: Tekcapen® (TeHokcHkaM) JTHO(QHIM3AT JUIA NPHTOTOBJIEHHSA PacTBOpa A/ MHbEeKLMH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96080 vials /

Cepus Ne 5 BIRSOnIEA Pasmep cepun * 96080¢nakoHOB
Analytical Repourt No. / : QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHaIHTHYECKHH oTueT Ne Jarta ananusa

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTta npon3BoacTBa T'onen go

Mfg. License No. /

IIpousBoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)
JuueH3us Ne

Analysis performed according to ND No: / Ananu3s nposeaex no HJL Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTs! ynakosku yTeepaaensr: 14.10.2025
PIL approved: / UMII yreepxaena: 14.10.2025

Page 4 of 12 / Ctp. 4 3 12

4 | Appearance of reconstituted
solution / Onucanune
BOCCTAHOBJIEHHOI'O
pacTBopa

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

yellow solution is formed. /
IIpenapat pacTBOpsAeTCA
IIOJTHOCTBIO e OTCYTCTBHEM
HEpaCTBOPEHHbIX  4acTHl,  0e3
BHMMBIX MEXaHHYECKHX
BKJIIOYEHHIH. Oopasyertcs

Npo3payHbIi KENTHIH pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar nosKeH
pACTBOPATBCSA TIONHOCTBIO C  OTCYTCTBHEM
HEpAacTBOPEHHBIX YacTHl, 0e3 BHIMMBIX
MexaHH4eckHx  BkmoueHud. OOpasyercs
Npo3payHblii  3€1EHOBATO-XKENTOr0  LBETa
pacTBop.

5 | Solution clarity* /
IIpozpaunocTh pacTBOpa*

The product solution is clear. /
PacTBOp npenapara mpo3pa4Hbli.

The product solution should be clear. / Pactsop
npenapata JA0/DKeH ObITb MPO3payHbIM.

6 | Solution color* / IleeTHOCTE
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY;. / CreneHb OKpacKH
pacTBOpa Mpenapara He NpeBbIlacT
atanoH GY.

The product solution should not be more
intensely colored than the reference solution
GY,. / CreneHs OKpackH pacTBOpa Npernapara
He J0JDKHA npeBbimarh 3Talod GY .

7 | pH* / pH pacrBOpa*

9.116/ 9,116

7.5t0 10.0. /Ot 7,5 no 10,0.

8 | Particulate matter* / MexaHH4YecKHe BKJIIOYeHHA*

|

||Remarks : The Product confirms to ND/

Ipumeuanne: [IPOAYKT COOTBETCTBYET Ee6onaﬁmm HOI

Conclusion : APPROVED /
EE_IKJII-O‘;CHHC: (LIIOBPEHO

PreparedLby / I'Ionroma;u(): Checkeﬁy / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person / i
wr IIpoBepeHo: IMposepeHo (AOK):  (|OnoGpeno: ObecrneueHne kauectsa/OTBETCTBEHHOE JIMLIO:
ENNS i i e o
Date / o 2L ||Date/ Date / (7 Date / 13 ]o3[202
IlaTa: 15 \ 3\'?,0 JlaTa: B\&W I[a'ra:f‘ °G\M% Jlara: ’ , 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@uvsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (TeHokcHKaM) JHOGHUIH3AT MUl MPHTOTOBJIEHHS PacTBOpa i HHBEKUHH, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / ] Batch Quantity / . 96080 vials /

Cepus Ne % BI2600S34 Paimep cepuu * 96080 naxoHoB
Analytical Repourt No./ . QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHaIHTHYECKHH 0T4YeT Ne JlaTa aHaaH3a

Date of Manufacture / : (02/2026) Date of Expiry / . (01/2029)

JlaTa npon3BoacTBA Togen go

Mfg. License No. /

IIpon3BoACTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JuieH3ns Ne

Analysis performed according to ND No: / Anajiu3 nposeaes no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBkH yTeepaaenni: 14.10.2025
PIL approved: / MMII yrBepkaena: 14.10.2025

Page 50f 12/ Ctp. Su3 12

Visible particles / Buoumble yacmuybi

Complies / CooTBeTCTBYET

According to requirements. / B
COOTBETCTBHH C TPESOBHHHSIMH.

ygemuyul:

Subvisible particles: / Heeudumvie

41.60 vial / 41,60 ¢naxoH

Particles > 10 pm: not more than
6,000 per vial; / YacTul pasmMepoM
> 10 MxM jookHO OBITH He Oonee
6000 Ha ¢axoH;

0.53 vial / 0,53 ¢pnaxkoH

Particles > 25 pm: not more than 600
per vial. / YacTtHn pa3smMepoM
> 25MKM J0JDkHO OBITH HE Gonee 600
Ha (UIaKoH.

9 | Related Substances / Ilpumecu

0.00% /0,00%

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

2-aminopyridine /
2-aMHHOMHPHIHH

Individual unidentified
impurity / EnunnyHas
HeUJeHTH(ULUPOBAaHHAN
NpUMECh

Below BDL (BDL~= 0.02 %) / Huxe

nopora perucrpauuy (TP =0,02 %)

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

Total impurities /
Cymma npumeceit

0.00% /0,00%

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

Remarks : TheP_roduct conﬁns to ND/

Hpumeuanne: IIpofyKkT COOTBETCTBYET tpeGosannam HIT

' Conclusion : AﬁROVED /_
73BKH_IO‘IEHHB: Q,_I[OBPEHO_

Prepa_rgd by / Ho;r?mnneuo:

Checked by /

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

Appr_oved by: Quality Assurance/Authorized person /
Onobpeno: OGecneuenue kauectsa/ OTBETCTBEHHOE JIMLIO:

\,\ w ITpoBepeHo-
Qe 5w | e chas,
Rl R e aiaiad 133[ 2026

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

CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponyxt: Texcapen® (TeHoKcHKaM) THOGHIH3AT /14 NPUIOTOBIEHHA pacTBOpa LA HHBeKIMH, 20 Mr

Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 96080 vials /

| Cepus Ne § Bl2GhOS2A Pasmep cepHH * 96080¢dnaxoHoB
Analytical Repo-rt No./ : QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHanuTHYeCKHii oTyeT Ne Jdara anaausa
Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)
JlaTa mpoH3BOACTBA T'ogen no
Mifg. License No. /
IlpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PT-RU)
JHIeH3us Ne

Analysis performed according to ND No: / AHa;1u3 npoBejeH no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaKkeTbl yNaKOBKH YTBePKA€HbI: 14.10.2025
PIL approved: / UMII yTeep:knena: 14.10.2025

Page 6 of 12 / Ctp. 6 u3 12

10
OaHOpOAHOCTE

Uniformity of dosage units* /

A03HPOBAHHBIX emmuu*

2.11/2,11

Acceptance value (AV) should not be more
than 15.0. / TToka3atesb npHemMiaeMocTd (AV)
moikeH ObITE He Oonee 15,0.

Not more than 3.0 %. / He Gonee 3,0 %.

cnexmpogomomempuieckuil

11 | Water* / Copep:xanue 216 % /2.16%
BOJBI* ’ ’
- == e
12 | Bacterial endotoxins* / Lessthan 1 EQ/mg/ Not more than 1 EU/mg of tenoxicam. / He
BakrepHa/bHEIE Meiisa -ED/r 6onee 1 ED/Mr TeHOKCHKaMa.
IHAOTOKCHHBI*
TR = -
13 | Sterility* / CTepHIbHOCTD Sterile / Crepunen Should be sterile. / [lomker ObITh
CTEpPUJIBHBIM.
14 | Assay / KonnyecTBeHHOE OonpeJeieHHe
Tenoxicam / Tenoxcuxkam 90.0% to 110.0% of CisHuN;O4S:
tenoxicam) of label claim. / Ot 90,0 % no
uv/ye- 101.5%/101,5 % : )

110,0% C;3Hi;iN3O4S; (TeHOKCHKaM) OT
HOMHHAJIBHOTO COAEPXKaHHA.

—

Remarks : The Produc_t conﬁrmstT ND/

Concmi-on : APPROVED/

’ IMpumeuanue: [TpoayKT COOTBETCTBYET TpeboB

amusm HIL 3akmoueHne: O,II(EPEHO _ _ |
"Prepared by / Tlomrorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\_*L,\V‘ ITpose TMposepero (AOK): |[Ono6pero: Obecneyienne kauecTBa/OTBETCTBEHHOE JIMLIO:
gt 1TGm | sp gt
Date / Date / Date / A_||Date / 03
Iara: 13[0 5\102 6 Jara: \3’\&/\5’0)& Hara: \G’\QE\M ‘;a'ra: 13( / 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 » 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

CEPTUOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoayxr: Tekcapen® (TeHokcHKaM) THOGDHIM3AT AJI IPUTOTOBJIEHHS PacTBOpa s HHBbEKIHH, 20 Mr

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 96080 vials /
! Cepus Ne : BI260052A Pasmep cepun * 96080¢nakoHoB
Analytical Report No. i
A::ﬂy“::qecfg;l s i N QC/FP/26/00113 3:;2 ‘;::J‘l‘:?:‘s 4 : (11/03/2026)
Date of Manufacture / . Date of Expiry /
JaTa npon3BoaCTBA A2 T'onen no & (01/2029)
Mfg. License No. /
IpoussoacTeenHasn : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeH3us No

Analysis performed according to ND No: / Ananu3s nposeaen mo HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBKH yTBep:#aenbl: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025

Page 7 of 12/ Ctp. 7 u3 12

Sodium metabisulfite /

HPLC / BOXKX

Hampua memabucynsgpum

105.3 %/ 105,3 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% mo 110,0%
Hatpuss MeTabucynbQUTa OT HOMHHAJIBHOIO
COJepKaHHUA.

15

Package description / Onucanne ynakoBkH

yYRaxKoexa

Primary package / Ilepsuunas

20 mg of the tenoxicam in a
colorless glass vial type I stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / ITo 20 Mr TeHOKCHKaMa BO
(hnakoH U3 OecLBETHOrO CTEKJIA THII
[, yKynopeHHbli nNpoOkoH M3
6poMOyTHIIOBOH pe3uHBl, 00:kaToH
AlFOMHHHEBBIM  KONMa4koM €
KOHTpPOJIEM TEPBOrO BCKPBITHSA H
IJACTHKOBBIM  JIHCKOM  TOBEpX
ANIFOMHHUEBOT0 KOJNMavKa.

20 mg of the tenoxicam in a colorless glass vial
type I stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-off seal
with a plastic disk over an aluminum cap. / ITo
20 Mr TeHOKCHKaMa BO (JakoH 3
OecuBeTHOro crekna THN I, yKynmopeHHbIi
npobkoii 43  OpOMOYTHJIOBOH  pe3HHBI,
00xaroif aJIOMHHHEBBIM  KOJMAykKoM C
KOHTpOJIEM MIEPBOTO BCKPBITHS H
IJIaCTHKOBBIM JHCKOM MOBEPX aJIOMHHHEBOTO
KOJIIayKa.

| [[Remarks : The Product confirms to ND/
Ipumeuanne: [IpOIYKT COOTBETCTBYET TpeGOBAHHAM HI

‘onclusion : APPROVED /

C
REVW |

wuenne: OJJOBPEHO

Prepared by / ITogroroeneHo:

Checked b)T Checked by (AQA) 7

Kpproved by: Quality Assurance/Authorized person /

\,\U\/\ [Ipose ! IMposepeHo (AOK):  ||Onobpeno: Obecneuenue kauectea/OTBETCTBEHHOE JIHLIO:
(A RN Lt
rDate / Date / Date / Date /
|£[aTa: 3o 3’\?’02 6 Tlara: \%\mﬂ" Tlara: \g\og\uvfe [|dara: ,1—:5’03/2"7-5

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 Panchmabhal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykr: Tekcapen® (TeHoKcHKaM) JHOHIM3AT JUId IPHIOTOBJNEHHS PacTBOpa Ul HHbEKLWMH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 96080 vials /

Cepus Ne  BERtR Pasmep cepHH " 96080dnakoHOB
Analytical Repourt No./ : QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHaJauTHYeCKHi oTueT Ne Jarta aHanu3a

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npou3BoACTBA TopeH a0

Mfg. License No. /

IMpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHOeH3Hs Ne

PIL approved: / UMII yrBepxaena: 14.10.2025

Analysis performed according to ND No: / Ananu3 nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBku yTeepsaenst: 14.10.2025

Page 8 of 12 / Ctp. 8 u3 12

16 3 years/3

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

XpaHeHHs)

roja

* Note. / * Ilpumeyanue.

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. / AnanutHueckre MeToaukH no 'O PO pelicTryiomero u3faHud
NPMMEHSIOTCA /1S KOHTPOJIA KauecTBa Npenapara ha Tepputopuy Poccuiickoit denepariii. JIns BBIMYCKAMOIIETO KOHTPO/IA KAueCTBa Ha POH3BO/CTBE
IPOM3BOTUTENb HCTOJB3YeT MeToauKH No Esponetickoii PapMakonee ACHCTBYIOLIETO H3AHHA.

Remarks : The Produazonﬁmls to ND/

Ipumeyanue: [IPOJYKT COOTBETCTBYET TpeGOBaHHﬂl HI

Conclusion : APPROVED /
JaKiIl04YeHHe: OggBPEHO

£

|Prepared_t;/ MoaroroBneHo:

. [1pose; :

=

Checked by /

Checked by (AQA) /
Tpoeepeno (AOK):

Approved by: Qua@Assurance/Authorized persorﬁ
Ono6peno: O6ecreuerHe kauecTsa/OTBETCTBEHHOE JIHLIO:

3P| e,
Date / \ 2026 Date / Date / _||Date /
léea: \ 5\ < 3\20 - na;: \3\@\1@\5 I[aTa: '\f_’b\i—z-\w% ﬂa’ra: 13 ‘03 /2026 |

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560¢ Fax : +91 22 4056 0555 » Email : bdrpharma@vsnl.net » 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
CEPTUOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Iponykr: Tekcapen® (TeHokcHkam) THOGHIM3AT 11 IPUTOTOBJIEHHS PacTBOpa A HHBbeKLHit, 20 Mr

Market / Prinox : Russia / Poccus
Batch No. / . Batch Quantity / . 96080 vials /
Cepus Ne : BI260052A Paszmep cepuu * 96080¢dnakoHOB

Analytical Report No. /
AHaJHTHYECKH# oTyeT Ne

: QC/FP/26/00113

JlaTa aHaJH3a

Date of Analysis /

: (11/03/2026)

Date of Manufacture /
JlaTta npou3BoacTBa

: (02/2026)

Date of Expiry /
Tonen no

: (01/2029)

Mfg. License No. /
IIpoussoacTBeHHAS
JHueH3ns Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananau3 nposeaen no HJ{ Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makerb! ynakoBku yreepaaenst: 14.10.2025
PIL approved: / UMII yrepxaena: 14.10.2025

5 vials with the medical product and
5 ampoules with the solvent in a
polyvinyl chloride cassette. 1
cassette and patient information
leaflet in a carton pack. / Ilo §
(nakOHOB C NpenapaToM H 5 aMITyJ
C pacTBOpUTEJIeM IOMELAlT B
KacceTy M3 NOJMBHHHIXJIOPHAA. 1
KaCcCETy BMECTe C HHCTpPYKLHEH 10
NIPUMEHEHUIO NOMEILAIT B MayKy
KapTOHHYIO.

Page 9 of 12 / Ctp. 9 u3 12
KIT / KOMILJIEKT
TESTS / IOKA3ATEJIHA RESULTS / PE3YJIbTATBI SPECIFICATIONS / HOPMEI
Package description ! | Secondary package / Bmopuunas | Secondary package / Bmopuunas ynaxogxa
OnucaHue yNaKOBKH VHAKOoBKa 3 vials with the medical product and 3 ampoules

with the solvent in a polyvinyl chloride cassette.
1 cassette with the patient information leaflet in
a carton pack.

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

ITo 3 ¢nakoHa ¢ mpenaparoM H 3 aMmmylel €
pacTBOpUTENEM IIOMELIAIOT B KacceTy M3
MOJMBHHUIIXJIOPHAA. 1 KacceTy BMecTe ¢
HHCTPYKUMEH 10 NMPHMEHEHHIO TMOMEIIAIT B
Ma4yKy KapTOHHYIO.

ITo 5 ¢nakoHOB ¢ OpemapaToM H 5 aMmyl ¢
pacTBODHUTENEM MOMELIAIOT B KacCeTy M3
NONMBHHUIXIOpHAA. | KacceTy BMeCTE C
HHCTPYKLHMEH II0 NPHMEHEHHIO MOMELIAIOT B
nayky KapTOHHYIO.

Remarks : The Product confirms to ND/
I pumeuanue: [Iponykt coorBercTByeT Tpeboranuam HJI

Conclusion : APPROVED /
3axaoyenne: OJJOBPEHO

Prepared by / IloarotosneHo: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\)}0\4 IIpoBepepe: IposepeHo (AOK): ||OnoGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIHLIO:
@ U _/.@ - /3;&5:)/ ‘,%mﬁﬂ {:'; .
Date / Date / Date / Date /
Tata: f3\0 sz b I[a’ra:\g\@w lara: \~> 2ot Tlara: 12 ’ oz / 2026 _

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

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykrt: Tekcapen® (TeHokcrKaM) THOGHIN3AT /I IPHTOTOBNIEHHS PacTBOpa MUl MHbeKLWH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / .- 96080 vials /

Cepus Ne % Blbaas Pasmep cepuH * 96080¢nakoHOB
Analytical Repo“rt No./ . QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHaJHTHYecKH#i oTyeT Ni JlaTa ananusa

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa NpoH3BOACTBA I'open go

Mfg. License No. /

IpousBoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUeH3HsA Ne

Analysis performed according to ND No: / Auanu3s nposeaen mo HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTs! ynakoskH yreep:xaensi: 14.10.2025
PIL approved: / AMII yTeepsaena: 14.10.2025

Page 10 of 12 / Ctp. 10 u3 12

KIT / KOMILIEKT
TESTS / TIOKA3ATEJIA RESULTS / PE3YJIBTATBI SPECIFICATIONS / HOPMbI
Labeling/ MapkHpoBKa Complies / CooTBeTCTBYET See Section 1.3.2 of Module 1 of registration

dossier. / B coorBercTBMH ¢ pasgenoM 1.3.2.
MoOIyns 1 perucTpalMOHHOrO T0CKE.

Storage / Y cJIoBHSI XpaHeHHSsI 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.

Tlns YIAKOBKH 1O 5 ()IaKOHOB ¢ npenapaToM H 5 aMIyn C PaCTBODHTEINIEM B KAcCeTe:

B opuruHanbHON yrmakoBke ((pakoHBI ¢ penapaToM v aMilyJibl ¢ PAaCTBOPUTENICM B nayke)
npu Temneparype He Boime 25 °C.

Kit shelf-life (storage period) / The kit shelf-life is determined by the shelf-life of the medical product for human use - 3

CpoK rogHocTH (CPoK years. / CpOK FOXHOCTH KOMILTEKTa OMpPE/ENSeTCA CPOKOM rOAHOCTH JIEKApCTBEHHOT0

XpaHeHHs) KOMILIEKTA TpernapaTa /Uisk MEAMLMHCKOrO IPMMEHEH A — 3 roJa.

API name / HanmenoBanne ADC: Tenoxicam / TeHOKCHKaM

INN / MHH: Tenoxicam / TeHOKCHKaM

API manufacturer batch number / 92018125

Homep cepun nponsBoautens AQC:

Remarks : The Product confirms to ND/ B — Conclusig: APPROVED/ ]

Ipumeuanue: [IpOAYKT COOTBETCTBYET TPeGOBAHUAM HI |[3armouenue: OJOBPEHO _

Prepared by / TloarotoBneno: ||Checked by / Checked by (AQA) / "Kpproved by: Quality Assurance/Authorized person /

;_hAUM [Tpoeepg) [poeepeno (AOK): ||Omo6pero: Obecneuenne kauecTBa/OTBETCTBEHHOE JIMLIO:

(= | 3N fde

Date / 26 Date / Date / Date / oz [

Hemn | Bo2\20 ara: B\@;\'}D e A\ \ort Tara: - 12]03 /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 » 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
Hpoaykr: Tekcapen® (Tenokcukam) THOGUIN3AT 11 NPUTOTOBJIEHUS PACTBOPA AN MHbEKLMH, 20 MI

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96080 vials /
Cepust Ne # BI2p00I2A Paimep cepun * 96080¢nakoHoB
Analytical Report No. / : QC/FP/26/00113 Date of Analysis / . (11/03/2026)

JlaTa ananuza
Date of Expiry /
T'ogen po

AHaJaHTHYecKHH oTdeT Ne
Date of Manufacture /
JlaTa npou3BoacTBa

Mfg. License No. /
IIpousBojcTBeHHAS
JHIeH3Ha Ne

Analysis performed according to ND No: / Anaan3 nposexen no HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTs! ynakoBKH yTBepaaenn: 14.10.2025

PIL approved: / UMII yreepsxnaena: 14.10.2025

: (02/2026) : (01/2029)

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

Page 11 of 12/ Ctp. 11 13 12
B250004300

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHUHH
npouszpoauTens IJIMD:

API Manufactured by & country /
Ipouseoautean APC, crpana:

Edmond Pharma S.r.1, Italy /
Onmonn ®apma C.p.n., Uranus

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

HaumeHoBanue, aipec H HOMEP
JIMIEH3HH MJI0IAJKH,
ocylecTBJISIOLI el
MpPOH3BOACTBO/KOHTPOJIb
kauecTBa/Boinyck I'JID

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.- 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT - VANSETI VILLAGE, PO -
TAJPURA, TALUKA — HALOL, DIST. PANCHMAHAL - 389 350, India
(license No G/28/1828) /

BIIP ®APMACBIOTHUKAIIC WHTEPHEMIIEHE I1BT. JIT/., UHaus
Cypseit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/5,
53/1, 53/2, 53/3, 54/1, 54/2, OT - Bauueru [epepns, [10-Tamkmypa, Taryka
- Xanon, okpyr ITanumaxan — 389 350, Mnausa (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». /

Emarks : The Product conﬁrms?a ND/

Ipumeuanue: [IpONYKT COOTBETCTBYET TPEOOBaHHAM

Conclusion : APPROVED /

H_L[ 3akaiodeHHe: O,IIOBPEH_(l

w |

Prep;:a by / Ionrotosneuo: |[Checked by /

Approved by: Quality Assurance/Authorized pegn /
OpobpeHo: 06ecnequge kayecTBa/OTBETCTBEHHOE JIHLIO:

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

C &M\’\ [TpoBepeHo:
«N HV 1’& &}_‘/ —
|}1’§£:’ (p\02\2026 [Pt iaylaghd E:f;f\g\ﬁ\w% ijé;j 13[03) 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
CEPTHOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
HpoaykT: Texcapen® (TeHokcHkaM) THOGHIN3AT AT NPUTOTOBJIEHHS PacTBOPa I HHBEKLHH, 20 Mr

Market / Peinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 96080 vials /

Cepnsa Ne 1 BIR60GIAN Pasmep cepun " 96080¢naxoHOB
Analytical Repo“rt No./ : QC/FP/26/00113 Date of Analysis / . (11/03/2026)
AHaTHTHYECKHH oTueT Ne JlaTa aHaau3a

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npon3BoacTBa Tonen oo

Mfg. License No. /

ITpon3BoOACTBEHHAR : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)
JIHIeH3Hs Ne

Analysis performed according to ND No: / Ananu3 npoeeaen no HJI Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yreepxaensi: 14.10.2025
PIL approved: / AMII yrsep:xaena: 14.10.2025

Page 12 of 12/ Ctp. 12 13 12

3aK/II0ueHHe 0 COOTBeTCTBHH: «HacTOSLINM 5 NOATBEP:K/AI0, YTO PHBEIeHHAS BBIIIE HHYOPMALKs SBIAETCA JOCTOBEPHOH
¥ TOYHOH. DTa cepyis NPOAYKIMH NPOU3BeaeHa (BKIIOYAs YNIakoBKy (MapKHPOBKY) M KOHTPOJIb Ka4ecTBa) Ha BhIlICyKa3aHHOH
MpOM3BOACTBEHHON myomazke (IUIOW@AKax) B IOJHOM COOTBETCTBHH ¢ TpeGoBaHusaMu Ilpasin Haanexareit
TIPOM3BOJICTBEHHOMN TpakTHKH EBpasuiickoro 3xoHoMH4eCcKoro corosa (Ne GMP/EAEU/RU/00939-2023 ot 21 utons 2023) u
TpeGOBAHHAMH KOHTDO/ISl KaYeCTBa IEKAPCTBEHHBIX CPE/ICTB, a TAKJKe B COOTBETCTBHH CO CTICLHHKALHAMH, CONEPIKALIMMHCS
B PETHCTPAIMOHHOM J0ChE CTPAaHbI-HMIOPTepa. 3aNiCH MO NPOM3BOACTBY, YIAKOBKE U aHANM3Y IPOBEPEHBI, H yCTAHOBJICHO
HX COOTBeTCTBHE TpeGoBanuaM ITpasu HaJieskalllel POM3BOACTBEHHOH NpakTHKH EBpasuickoro 3kOHOMHYECKOTO COHO3aN.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpolyKT COOTBETCTBYET mﬁoaam«lﬂm HI

Conclusion : APPROVED/
3akao4eHne: O_II_OBPEHO

| Prepared by / [ToarotosneHo:

Checked by /

Checked by (AQA) / |

Igproved by: Quality Assurance/Authorized person /

\,J.xtl v % IMposepero (AOK):  [|OnoBpeno: OGecneuenne kauectsa/ OTBETCTBEHHOE JIHLIO:
E == 0D . | g0 oy
Date / - T Date / Date / a2, |[Date/
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumeHoBanue npenaparta Bona nast nHbeKIui (PacTBOPUTEJID)
Batch no. / Homep cepuu BI1260004
Amount of product per batch / Pazmep 205.0 L
cepHH
Date of Control / laTta ananu3a 12/02/2026
Manufacturing date / [laTta npouzBoacTBa 01/2026
Expiry date /1aTa okoH4aHHS CPOKa 12/2030
TOAHOCTH
Water for injections (solvent) / Boxa a1 unbekuuii (pacTBopuTeib)

TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATBI

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

[Tpo3paunas GecuBeTHAS KUAKOCTH Oe3
3amaxa.

odor. / Ilpo3pauHas OGecLBeTHas
KUIOKOCTH O€3 3amaxa.

Particulate matter / Mexann4eckue BKJIIOYEHHS

Visible particles /
Buoumwle yacmuypi

According to requirements. / B cooTBeTcTBIH C
TpeOOBaHUSIMHY .

Complies / CooTBeTcTBYET

Sub visible particles /
Heguoumveie uacmuywi

>10 pm particles /

yacTHL pasmepoM > 10 MKkM

>25 pm particles /
YaCTHIL[ 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 ammyy.

151.60 particles per ampoule; /
He 6onee 151.60 na ammyiy;

3.73 particles per ampoule. /

He Gonee 3.73 Ha ammyiy.

Acidity and alkalinity /
KucaoTHOCTD H IIEeJTOYHOCTh

Test sample should pass the test. /
HcmsiTyemblii oOpasel JoMKeH BbIICPKHUBATh
UCTIBITaHUE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccraHaB/MBaloOHe
BelecTBa

Test sample should pass the test. /
HcnbiTyemelii 06pasel] JOJKEH BbIICP)KUBATh
UCIIBITaHUE.

Complies / CooTBeTCTByET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

HuTtpaThl H HHTPHTBI

He 6osnee 0,00002 % (0,2 ppm).

Yriepoxa 1HOKCH / He omKHO GBITH MOMYTHEHUS B TEYEHHE

1 yaca.
Chlorides/ Xnopuabi 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). /

Mesnee 0,00002 % (0,2 ppm).

Sulphates / CyabsdaTsl

No turbidity should occur within not less than
1 h. / B TeyeHue He MeHee 1 yaca He JOJKHO
Ha0JIIOIaThCS IOMYTHEHHE.

Complies / CooTBeTCTByET

Ammonium / AMMOHMI

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 / NOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATEI

Calcium and magnesium /
Kanabuuii 1 Maraui

Pure blue color should be observed (without a
violet hue). / JlomxHO HabMOAATHCA YUCTO
cuHee okpaiunBaHue (6e3 ¢proneToBoro
OTTEHKA).

Complies / CooTBETCTBYET

Heavy metals/ Tsixennie
MeTaLIbI

Not more than 0.00001 % (0.1 ppm). /
He Gonee 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 6onee 0,004 %.

0.000 % / 0.000 %

Conductivity / Not more than 25 pS/cm. / 13.38 puS/em. /
DJIeKTPONPOBOAHOCTD He Gonee 25 MmxCm/cM. 13.38 MkCMm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3Biexaemblii 00bemM He MeHee HOMHUHAIBHOTO (HE MEHee 2 Ml). 2.2 Mn

Bacterial endotoxins /
BaxrepHajibHble JHI0TOKCHHbBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boab! 1yis
UHBEKIIWM.

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

Sterility / CTepujbHOCTB

Should be sterile. / JJomkHa GbITh CTEPHIBHOM.

Sterile. / CtepunbpHo.

Package description /
OnucaHue 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. /
[MepBuyHas ynakoBKka

ITo 2 M pactBopuTessi (BOAA ISl MHBEKLMH) B
amnyny u3 OecuerHoro crekna, Tunm I. Ha
BEpPXHEl YacTH aMITyJbl HaHECEeHa TOYKa
pasyioMa OpamKeBOro 11BETa.

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. /
IlepBryHas ynakoBKa

Mo 2 mMn pacrBoputens (Boma i
HHBEKIIHIN) B aMmyly U3
6ecuperHoro crekia, Tun I. Ha
BEpXHEW YacTH aMIIy/bl HaHEeCeHa
TOYKa pa3jioMa OPaHKEBOI0 LBETA.

Shelf-life (storage period) /
Cpok rogHocTH (CpoK
XpaHeHHs1)

5 years/ 5 ner

Assessment: / 3aKJIIOYEHHE:

L

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

(PT-RU)-141025. /

Cepuisi COOTBETCTBYeT TPeGOBaHHAM HOPMAaTUBHOTO JIOKyMeHTa 110 KadecTsy JIII-

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

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Qulality Control Quality Control Quality Control
<
Signature & Date %\03 ),2)09/(, %ogl'w% ?9_7/ 03) 0p24
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HaunmeHoBaHHe npenapara Bona nsist MHbeKLM (PaCTBOPHTEJIb)
Batch no. / Homep cepuu B1260003
Amount of product per batch / Pasmep 205.0 L
cepuH
Date of Control / lata aHau3a 27/01/2026
Manufacturing date / [Ilata npou3ssoacTsa 01/2026
Expiry date //IlaTa okoHYaHHsI CPOKA 12/2030
TOXHOCTH
Water for injections (solvent) / Boga njst HHbeKIuii (PaCTBOPHTEb)
TESTS / TOKA3ATEJIA SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIBTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
ITpo3pauHas GeclBeTHas KUIKOCTh O€3
3amaxa.

Clear, colourless liquid without
odor. / Tlpospaunas OecLBETHas
YKHUIKOCTH Oe3 3amaxa.

Particulate matter / MexaHH4ecKHe BKJIIOYEHHS

Visible particles /
Buoumveie vacmuyol

According to requirements. / B cOOTBETCTBHH C
TpeOOBaHUAMH .

Complies / CoOTBETCTBYET

Sub visible particles /
Hesuoumveie vacmuywl

>10 pm particles /
yacTHIl pasMepoM > 10 MKM

>25 um particles /
YaCTHI] pa3sMEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6omee 6000 Ha amITyIy;

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

313.73 particles per ampoule; /
He 6onee 313.73 Ha amImyy,

16.53 particles per ampoule. /
He Gonee 16.53 Ha ammyiy.

Acidity and alkalinity /
KucioTHOCTb H IIEJ0YHOCTD

Test sample should pass the test. /
HcnsITyeMbiii 06paser] J0JKeH BBIIEPKUBATD
UCIIBITAHHE.

Complies / CooTBETCTBYET

Reducing substances /
BoccTraHaBauBalue
BellecTBa

Test sample should pass the test. /
HcnbiTyeMblii 06pasel] JO/KEH BhIIEPKUBATh
UCIIbITaHHE.

Complies / CoOTBETCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Yraepoaa IHOKCH/ / He OMKHO OBITh IOMYTHEHHS B TEYEHHE
1 gaca.
Chlorides/ Xaopuasl Not more than 0.5 ppm. / He 6onee 0,5 ppm. Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl H HUTPHTBI

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

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

Sulphates / CyabaTtni

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee 1 4aca HE NOJKHO
HaOII0aThCS MIOMYTHEHHUE.

Complies / CooTBETCTBYET

Ammonium / AMMOHHI

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®HUKAT AHAJIU3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATDI

Calcium and magnesium /
Kanbuuii 1 maruuii

Pure blue color should be observed (without a
violet hue). / JTomxHO HaOMIOAATHCA YUCTO
cuHee okpaiuuBaHue (6e3 pHoNeToBOro
OTTEHKA).

Complies / COOTBETCTBYET

Heavy metals/ Tsa:xesbie
MeTaJlIbl

Not more than 0.00001 % (0.1 ppm). /
He 6oiee 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 6onee 0,004 %.

0.000 %/ 0.000 %

Conductivity / Not more than 25 pS/cm. / 12.32 uS/cm. /
DJIeKTPONPOBOJAHOCTD He Gosnee 25 MxCm/cM. 12.32 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3BJaexaeMblii 00beM He MeHee HOMUHAILHOTO (HEe MEHee 2 MII). 2.2 Mn

Bacterial endotoxins /
BakTepHaJbHbIe YHI0TOKCHHbBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 EQ/Mn Boap! st
WHBEKIUN.

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

Sterility / CTepHibHOCTD

Should be sterile. / JTomkHa ObITh CTEPUIIBLHOMN.

Sterile. / CtepuibHO.

Package description /
OnucaHne 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 ynakoBKka

ITo 2 M pacTBopHTeNs (BOJA [yl MHBEKIKI) B
ammyny u3 OecuserHoro crekia, Tum I Ha
BEpXHeW 4YacTH aMmyjbl HaHEceHa TO4Ka
pasjioMa OpaHKeBOro 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. /
IepBuyHas ynakoBKa

ITo 2 mn pacrBoputens (Boma i
WHBEKIMIA) B ammyny U3
6ecuperHoro crekia, tvn I. Ha
BEpXHEW YacTH aMITyJibl HaHeCeHa
TOYKA PasjioMa OPaHXeBOI0 LBETA.

Shelf-life (storage period) /
CpoK rogHocTH (CpoK
XpaHeHHs )

5 years/ 5 ner

Assessment: / 3aKJIFOUEHHUE:

(PT-RU)-141025. /

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

The batch complies with the specifications according to ND on quality JI[1-Ne(012106)-

Cepuisi COOTBETCTBYET TPeGOBaHHSIM HOPMaTHBHOTO IOKyMeHTa 1o kadectsy JIII-

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
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