BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
HMpoaykr: Tekcapen® (TeHokcHKaM) JHOGHIM3AT 114 NPHTOTOBJIEHHA pacTBOpa 1A HHbEKIHH, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 96135 vials/

Cepus Ne : BI260046A Paszmep cepHH " 96135c¢nakoHoB
Analytical Repo“rt No./ : QC/FP/26/00091 Date of Analysis / . (05/03/2026)
AHaNHTHYeCKHH oTyeT Ne JaTa ananusa

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

JlaTa npon3BoAcTBa T'ogen no

Mfg. License No. /

IIponsBoacTBeHHAA : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHueH3usi Ne

Analysis performed according to ND No: / Ananus nposeaed no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakoBkH yTeep:xaensr: 14.10.2025

' PIL approved: / AMII yrBepaaena: 14.10.2025
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Ne

Test / Iloka3aTein

Result / Pe3yabTaThl

Specification / Hopma

1. | Description / Onucanue

lyophilized powder. /
TMOPOILIOK

Yellow
JInodbunu3upoBaHHEIH
3KEJITOro BeTa.

Yellow to greenish lyophilized powder. /
JIHOHIM3HPOBAHHEIH MOPOLIOK JKENTOro ¢
3€JIeHOBAaThIM OTTEHKOM LIBETA.

2 |Identification / Haenrnduxanus

HPLC / BOXKX

Tenoxicam / Tenokcuxam

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
yAepKUBaHHS NMHKa TEHOKCHKamMa Ha
XpoMaTorpammMe HCIBITYEMOrO
pacTBOpa COOTBETCTBYET BpPEMEHH

yZAEepXKHBAHUS MK TEHOKCHKAaMa Ha
XpoMaTorpamme CTaHIapTHOro
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 yaep:kHBaHHs
NHKAa TEHOKCHKaMa Ha  XpOMarorpamme
HCIBITYEMOro pacTBOpa JIOIDKHO
COOTBETCTBOBATh BPEMEHH yJIepXKUBaHHA NHKa
TEHOKCHKaMa Ha XpoMaTorpamme
crangaptHoro pactBopa (cMm. «IIpamecH»,
onpefieieHHe eHHHYHBIX MPHMECEH U CyMMBI
npumeceii (254 HM)).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: [IpoayKT COOTBETCTBYET TpeGosanuam HJI - 3axawyenue: OJOBPEHO .
Prepared by / Ho,n;'roa.neﬂo: Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person
\‘9& U % [Ipoeepeno (AOK): [|Omo6peno: Obecneuenue kauecta/OTBETCTBEHHOE JIMLIO:
XA N
G\'\U/ | / /Ej"%/ —
Date / 024 Date / Date / Date / - ”
MaTa: \ 3163\ Jlara: \3\@_‘_&0% I[aTa:B\ 03_\% >t ,[[a'ra:_ 13{ 5/ 29 6_ _

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

52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

\ 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),

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
Ipoaykr: Tekcapen® (TeHokcHkaM) THOGHIH3AT 41 NPHTOTOBJEHHUS PacTBOPA AN HHBEKIHIA, 20 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 96135 vials/

Cepua Ne H BIZ60045A Paszmep cepuu * 96135¢nakoHoB
Analytical Repourt No./ : QC/FP/26/00091 Date of Analysis / . (05/03/2026)
AHanuTH4YecKHil oTueT Ne Jata aHanu3a

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

JaTa npou3BoacTBa I"oaen oo

Mfg. License No. /

ITpon3BoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT'-RU)
JHueH3us Ne

Analysis performed according to ND No: / Ananu3s nposeaen no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBkH yTBepxaens: 14.10.2025
PIL approved: / AMII yreep#aena: 14.10.2025
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Tenoxicam / Tenoxcuxkam

UV spectrophotometry / Y ®-
chexmpogomomempus

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 257.67
nm, 285.05 nm and 367.68 nm. / Y-
CIEKTP MOIJIOLEHHS HCMBITYEMOro
pacTBOpa, IPHUrOTOBIEHHOrO ISt
KOJIMYECTBEHHOTO OMpEAENeHus, B
o6nactu ot 230 uM 10 400 HM HMeeT
MaKkCHMYMbl TIpH JUIMHaX BOIH
257,67 um, 285,05 um u 367,68 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 of 257 2 nm, 285 +2 nm and 368
+ 2 nm (see Tenoxicam Assay). / Y®-cnektp
TMOTJIOLIEHUS HCMBITYEMOro pacTBopa,
NPHUrOTOBIEHHOTO  ANA  KOJHYECTBEHHOI'O
omnpenenenus, B obnactu ot 230 uM 10 400 HM
JOJDKEH MMETh MaKCHMYMBI TpH ANTHHAX BOJH
257 £ 2 uM, 285 £ 2 HM u 368 = 2 HM (cM.
«KonuyectBeHHOE omnpeaeneHue
TEHOKCHKama).

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoxyKT COOTBETCTBYET TPEOOBAHHAM HO

1-Cnn(:lusiv:m : APPROVED /
Emmqenue: OIOBPEHO

iﬁ:pared by / [TonrotoBneHo:

Checked by /

Checked by (AQA) -/—-1A¥ppmved by: Quality Assurance/Authorized person /

\))"‘MU\ [TpoBepgHeor Tpoeepeno (AOK):  [|OnoGpeno: O6ecneuenne kauectBa/OTBETCTBEHHOE JIHLIO:
Sl b i
Date / Date / ‘Date/ Date / 3lozl202L —
Tara 13lo 3\?*09’6 Tata: m@]wé TMara: \3\03\%% Tora: 1 ’ 3/ b

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555« Email : bdrpharma@yvsnl.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®UKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoaykr: Tekcapen® (TeHokcukaM) HOGHAKM3AT AJA IPHIOTOBIEHHS PACTBOPA AJisi HHBeKIHH, 20 Mr

Market / Peisok : Russia / Poccus

Batch No. / . Batch Quantity / . 96135 vials /
Cepus Ne e Pa3mep cepun " 96135¢naxoHoB
Analytical Repo:*t No./ : QC/EP/26/00091 Date of Analysis / : (05/03/2026)
AHajuTHYecKHi oTdeT Ne JaTa anannsa

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

JlaTa npon3BoAcTBa I'open xo

Mfg. License No. /
ITpousBoacTBEHHAS
JHLeH3Ha Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananu3 nposeaen no HJI Ne:
Artworks approved: / MakeTsbl ynaxkoBkH yTBepaxaensl: 14.10.2025
PIL approved: / HMII yrBep:kaena: 14.10.2025

JIII-Ne(012106)-(PT-RU)-141025
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Sodium metabisulfite /

HPLC /B3)KX

Hampua memabucynsghum

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

yAEpKUBaHUS nHKa HaTpus
MeTabHCyIb(pHTa Ha
XpoMaTtorpamMme HCIIBITYEMOr0
pacTBopa COOTBETCTBYET BPEMEHH
yAepKUBaHHUS nHKa HaTpUs
MeTabHcynb(HUTa Ha
XpoMaTorpamme CTaH/IapTHOrO
pacTBopa.

The retention time of sodium metabisulfite peak
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / BpeMsi ymepxHBaHHS NMHKAa HATpHA
MeTabHcynbhHTa Ha XpoMaTorpamMme
HCIIBITYeMOTO pacTBopa JOIKHO
COOTBETCTBOBAaTh BPEMEHH Y/AepAKHBaHHS MTHKa
HaTpus MeTabucynb(pHTa Ha XpoMaTorpamme

CTaHAapTHOTO pactsopa (cm.
«KonnuecTBeHHOE  OmlpeleneHHe  HATpHA
MeTabucynbHTa»).

PacTBOPEHHA

3 | Dissolution time / Bpems

39 seconds / 39 cexyHn

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

Remarks : The Product confirms to ND/
Hpameuanue: [Iponykt cootBercTByeT TpebosanuaM HIT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / IToarorosneHo: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authonzed person /
pe [Mpoeep Tposepeno (AOK): ||OmoGpeHo: OGecneuenue kauectsa/ OTBETCTBEHHOE JHLIO:
Gt o | T s
Date / a\rpzd Date / Date / Date / g’ag/zozé
o 12102 e 3B 104 are: v3\02\>0> | arer 1 2
| S —

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

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Vlllage vanseti, Taluka HanI 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
Hpoaykr: Texcapea® (TeHokcHkam) nHModHIN3AT A NPUIOTOBICHHA PacTBOpa Al HHBEKLMH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96135 vials/

Cepust Ne : BI260046A Pasmep cepun * 96135¢nakoHos
Analytical Repourt No. / : QC/FP/26/00091 Date of Analysis / . (05/03/2026)
AHAJHTHYECKHH oT4eT Ne JlaTa ananusa

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

JaTa npousBoacTBa I'onen no

Mfg. License No. /

IIpouspoacTBeHHAs! : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHLeH3us Ne

Analysis performed according to ND No: / Ananus nposegen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBKH yTBep:xaeHbl: 14.10.2025
PIL approved: / MUMII yreep:xnena: 14.10.2025
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Appearance of reconstituted
solution / Onucanue
BOCCTAHOBJICHHOIO
pacTBopa

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

yellow solution is formed. /
ITpenapat pacTBopseTcA
MOJHOCTBIO c OTCYTCTBUEM
HEpPaCTBOPEHHbIX  4acTHl, 0e3
BHIMMBIX MEXaHHYECKHX
BKJIIOUCHHH. Ob6pazyerca

Npo3payvHblil ENTEIH pacTBop.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / IIpemapar nmo/keH
PacTBOpAThCS MONHOCTBIO C  OTCYTCTBHEM
HEpacTBOPEHHBIX YacTHL, 0€3 BHIOMMBIX
MeXaHH4eckHX  BkmoueHud. OOpasyerca
NpO3payHblif  3eJeHOBaTO-KENTOro  IBETa
pacTBop.

5 | Solution clarity* /
IIpo3paynocTh pacTBOpa*

The product solution is clear. /
PactBop npenapaTa npo3payHbIi.

The product solution should be clear. / Pactsop
Tnpenapara JoJkeH ObITh MPO3pPayHBIM.

6 | Solution color* / Ilernoers | The product solution is not more | The product solution should not be more
pacTBopa* intensely colored than the reference | intensely colored than the reference solution
solution GY,. / Crenens okpacki | GYi. / CTeneHb OKpackH pacTBOpa npenapara
pacTBOpa npenapara He MpeBbIIIaeT | He IODKHA NpeBblaTh 3TanoH GY.
stanoH GY.
7 | pH* / pH pacTBOpa* 9.217/9,.217 7.5t010.0. /0t 7,5 no 10,0.
8 | Particulate matter* / MexaHu4YecKHe BKIIOYeHHs*
E— E— e}
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt cootBercTRyeT Tpebosanuam HJI 3arunodenne: OJOBPEHO
Prepared by / [lonrotosneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Mt Hpo;p%) Ipoeepeno (AOK): ||Ono6peno: OGecnedente kauecTsa/OTBETCTBEHHOE JIHLIO:
D
S | Kb G
Date / Date / Date / . |Ipate/ 1303} 2024
IlaTa: t 2)\0&[ 2016 Ilara: LS[@M Jlara: 13\ 03\2'0”' JlaTa:

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, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoaykr: Tekcapen® (TeHokcHkam) THOGMIN3AT U MPHTOTOBNIEHHA pacTBopa LI HHbeKIMi, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / s Batch Quantity / . 96135 vials /
Cepus Ne : BG00a6A Pasmep cepun " 96135¢nakoHoB
Analytical Report No. / : QC/FP/26/00091 Date of Analysis / : (05/03/2026)

AHanuTHYecKHH oTueT N JaTa ananusa

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)
Jarta npou3soacTea Togen no

Mfg. License No. /
IIpon3BoacTeeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHneHs3us Ne
Analysis performed according to ND No: / Ananns npoeenen no HJI Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBKH yTBepaxaennl: 14.10.2025

PIL approved: / UMII yrBepaxkaena: 14.10.2025
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Visible particles / Buoumvle yacmuypl Complies / CooTBeTcTBYET According to requirements. / B
COOTBETCTBHH C TpcﬁDBaHHHMH.

Subvisible particles: / Hesudumble 46.27 vial / 46,27 dnakon Particles > 10 pm: not more than
yacmuybl: 6,000 per vial; / Yactul pasmepom
> 10 mxM pmomkHO ObITE He Oonee
6000 Ha dnakon;

1.20 vial / 1,20 ¢nakon Particles > 25 pm: not more than 600
per wvial. / UYactuy pasmepoM
> 25MkM fomkHO 66ITE He Oonee 600

Ha (hIIaKoH.
9 | Related Substances / IIpumecu
P T ~ 5
2-aminopyridine / 0.00% /0,00% Not more than 0.25 % / He Gonee 0,25 %
2-aMHHOITHPHAMH
Individual unidentified Not more than 0.5 % / He 6onee 0,5 %
impurity ~ / Enunnunas | Below BDL (BDL=0.02 %) / Huxe
HeHAEeHTH(HHULHPOBAHHAS nopora perucrpauu (TP =0,02 %)
NpHMECh
Total impurities / Not more than 1.0 % / He Gonee 1,0 %
CymMa nmpumeceit 0.00% /0,00%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt coorBercTByeT TpeboBaHuaM HJI 3axnwoyenue: ONOBPEHO
Prepared by / ITogrorosneno: ||Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
\)&)«Uu\ % Iposepero (AOK): |[OmoGpeno: ObecneueHue kauectsa/OTBETCTBEHHOE JIHLIO:
\ t A an
6 e AL /@J“/ Lpio
Date / %A Date / o Date /. Date /
Jlata: " ?3\03\20 Iara: @ @) h,OJ.é Ilaa: ‘3\03\ M Harta. 13 '0 3} 2026
—_ E——

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, 5211, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykr: Tekcapen® (TeHokcHkam) THOGHIHM3AT A9 NPUrOTOBRJIEHHS PacTBOPa A HHbEKLHi, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 96135 vials/

Cepusa Ne * BIGUOASA Pa3zmep cepuu " 96135¢dnakoHoB
Analytical Repovrt No./ : QC/FP/26/00091 Date of Analysis / : (05/03/2026)
AHaJHTHYECKHIi 0TyeT Ne JlaTta anaausa

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

JlaTa npon3BoAcTBa ToaeH ao

Mfg. License No. /

IIponsBoacTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeH3Hs Ne

Analysis performed according to ND No: / Anaans nposesen mo HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTBepxiensi: 14,10.2025
PIL approved: / MMII yreepxaena: 14.10.2025
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Acceptance value (AV) should not be more
than 15.0. / IToka3zarens npuemnemoctu (AV)
JloJbkeH OBITh He Oonee 15,0.

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

10 | Uniformity of dosage units* /
OaHopoaHOCTH
A03HPOBAHHBIX eTHHHI*

4.4/4,4

11 | Water* / Cogep:xkanue

i 1.51 %/ 1,51%
BOAEI

Not more than 1 EU/mg of tenoxicam. / He
6osnee 1 ED/Mr TeHOKCHKaMa.

- —
12 | Bacterial endotoxins* / Less than 1 EU/mg /

BaxTepuaneHble Menee 1 E3/mr
3HJOTOKCHHBI*
ility* * i
13 | Sterility* / CrepuiabHocTh Sterile / Crepuen Should be sterile. / JJomkeH ObITh
CTEpPHIILHBIM.
14 | Assay / KoiinyecTBeHHOE OnpeaeieHHe
Tenoxicam / Tenoxcuxam 90.0% to 110.0% of Ci;sH1iN3;O4S;
UV V- . (tenoxicam) of label claim. / Ot 90,0 % no
101.8%/101,8 % 110,0% CisHiN3O4S; (TeHOkcHKam) OT

chexkmpoghomomempudecKull
HOMHHAIBHOIO COZEPXKaHHUA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt coorBercTByeT TpeGoBanuaM HJI 3aimouenne: OJJOEPEHO

Prepared by / IToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
MM\A [IpoBepeHO: IMposepeno (AOK): ||Ono6peno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIHLIO:
Date / Date / Date / Date /
laTa: 13 los ro2l Jata: m \lg]-lﬂl} Hara: ‘3\ 05\ post ara: 13{03/ 2926
| —

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

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoayxt: Texcapen® (TeHokcHKaM) THODHIH3AT [/ MPHIOTOBJIEHHUA PACTBOpA U HHBEKUMH, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / ., 96135 vials/

Cepus Ne ¥ SRR Pasmep cepun " 96135¢nakoHoB
Analytical Repourt No. / : QC/FP/26/00091 Date of Analysis / : (05/03/2026)
AHaJHTHYeCKHIi oTueT Ne Jara anannza

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

JlaTa npou3BoacTEa T'ogen oo

Mifg. License No. /

ITpousBoacTBeHHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHLeH3Hsa Ne

PIL approved: / MMII yreepxaena: 14.10.2025

Analysis performed according to ND No: / Ananus nposenen mo HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBkH yTBepxaens: 14.10.2025

Page 7 of 12/ Ctp. Tu3 12

Sodium metabisulfite /
Hampua memabucynvum

HPLC / BOXX

104.3 %/ 104,3 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% ao 110,0%
HaTpus MerabucynbduTa OT HOMHHAJIBHOIO
COJIePIKAHHS.

15

Package description / Onucan

HE YIIAKOBKH

Primary package / Ilepguunas
YRAKOBKA

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
(axoH U3 GeCLBETHOrO CTEeKJa THII
I, ykynopenuolii mnpobkoii u3
OpoMOyTHIIOBOM pe3uHbl, 00XKaToH
AITFOMHUHHEBEIM KOJITa4yKOM Cc
KOHTPOJIEM IE€PBOr0 BCKPBITHA H
MJIACTHKOBBIM ~ JHCKOM  IOBepX
aNIOMHHHEBOTO KOJINAYKa.

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 wMr TeHokcHkama BO (GuiakoH U3
OecrBeTHOro crexna THN I, yKynopeHHsIi
npobkoii u3  OGpoMOYTHJIOBOH  pe3HHBI,
o6xaTolf  aMOMMHHEBBIM  KOJNAykKOM €
KOHTpOJIEM TIEpBOTO BCKPBITHSA H
IJIACTHKOBBIM JHCKOM TOBEPX AIFOMUHHEBOIO
KOJIIIayKa.

Eemarks : The Product confirms to ND/

IIpumeyanne: [TpoaykT cooTBercTByeT TpeboBanuam HJJ

nclusion : APPROVED /

Prepared by / IToarotoeneHo:

v
Pt

Checked by /

1 —_”/

Checked by (AQA) /
INpoepeHo (AOK):

AR~

-

3axmwouenne: OJJOBPEHO

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneyeHne kayecTBa/OTBETCTBEHHOE JIMLO:

.
@r’—"-
—

Date / o2 Date /
Iata: \ ';5[0 2\ Jara:

I3

Date /

e

IlaTa:

13 Joz 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
CEPTHOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Iponyxr: Tekcapen® (Tenokcrkam) NTHOGUIIM3AT L1 MPUTOTORJIEHHS PACTBOPA I HHBEKLHiL, 20 Mr

Market / Puinok : Russia / Poccua

Batch No. / : Batch Quantity / . 96135 vials /

Cepusi N s Pa3smep cepuu " 96135¢nakonos
Analytical Repourt No./ + QC/FP/26/00091 Date of Analysis / : (05/03/2026)
AHAJIHTHYECKHH oTueT Ne JlaTa aHanu3a

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

JlaTa npon3BoacTea T'ogen no

Mfg. License No. /

IIpon3soacreenHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
Juuensus Ne

Analysis performed according to ND No: / Ananus nposenen no HJI Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTs! ynakosxu yreepxaensi: 14.10.2025
PIL approved: / UMII yreep:kaena: 14.10.2025

Page 8 of 12 / Ctp. 8 3 12

16

Shelf-life (storage period) / 3 years /3 roga

Cpox rogHocTH (cpok
XpaHeHHS)

* Note. / * [Ipumeuanue.
Analytical procedures according to the current Rus. Ph. are used for the product quality control in the Russian Federation. The manufacturer uses the
current Ph. Eur. procedures for release quality control at the manufacturing site. / Ananutayeckne Meronuxu no D Pd nelcTBYIOWEro H3aHHA
TIPUMEHAIOTCA [UIA KOHTPOJIA Ka4eCTBa Npenapara Ha TeppuTopun Poccriickoii Genepartuy. [N BEIMYCKAIOMEro KOHTPOIIL KAYECTRA Ha NPOM3BOJICTBE
NPOU3BOJHTEND HCTIONB3YET METOAMKH 1o EBponeiickoit Papmakonee AeiCTBYOErO H3TaHUA.

—
Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTReTcTBYeT Tpebosanuam HJ|

Prepared by / IToarorosneno: [|Checked by /

Date /
Iara:

"Conclusion : APPROVED/

3axmouenne: OJJOBPEHO

Checked by (AQA) /

&t Sl ¥ IpoBepeHo: ITposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peHo: ObecneueHune kauecTBa/OTBETCTBEHHOE JIHLO:

Bl

\slo3\2026  |[Date/ m@wdlgﬁ 2\ og\wvt:_"g:;zf 13 |o3[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, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IpoayxT: Texcapen® (TeHokcHkaM) THODHIH3AT 1/ IPHIOTOBJIEHHs PACTBOPA [UIA HHBEKUMi, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / ) Batch Quantity / . 96135 vials/

Cepus Ne R G Pazmep cepun " 96135¢nakoHoB
Analytical Repourt No. / : QC/FP/26/00091 Date of Analysis / : (05/03/2026)
AHaJHTHYeCKHH oTyeT Ne JlaTa aHanH3a

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

Jata npoussoacTsa I'onen go

Mfg. License No./

IIponseoacreenHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIeH3ns Ne

Analysis performed according to ND No: / Ananus nposenen no HJI Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makersb! ynakoBkH yTBepxaeHsl: 14.10.2025
PIL approved: / UMII yrBepaxaena: 14.10.2025

Page90of 12/ Ctp.9u3 12

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 5
(p71aKOHOB C MpenapaToM U 5 ammyn
C pacTBOpHTENEM IMOMEILAlOT B
KacceTy H3 MOJHBHHHIXIOpHAA. 1
KacceTy BMeCTe C HHCTPYKLHEH Mo
NPUMEHEHHIO MOMEIAT B MayKy
KapTOHHYIO.

KIT / KOMILIEKT
TESTS / TIOKA3ATEJIH RESULTS / PE3YJIBTATHI SPECIFICATIONS / HOPMBEI
Package description /| Secondary package / Bmopuunas | Secondary package / Bmopuynas ynakoska
Onncanne ynakoBKH VHAKO8KA 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 c mpemaparoM W 3 aMnyisl ¢
PacTBODHUTENIEM TOMEIIAOT B KAacCeTy u3
NOJMBHHUIXIOpHAA. | Kaccery BMecTe C
HHCTPYKUHEH MO NPUMEHEHHIO [OMELIAIOT B
NayKy KapTOHHYIO.

ITo 5 ¢pnakoHOB ¢ npemapaToM H 5 aMmyn C
pacTBOpPHTENEM IOMELIAIOT B KACCETYy M3
NONMBHHMIXIOpHAA. 1 Kaccery BMecTe ¢
MHCTPYKIHEH MO NMPHMEHEHHIO IOMELIAIT B
nayKy KapTOHHYIO.

[Remarks : The Product confirms to ND/
IIpameuanue: [Iponykr cooTBercTByeT TpeGoBanuam H]

Co
”3ammqenne: OIOBPEHO

nclusion : APPROVED /

Prepared by / ITonrotosneno: ||Checked by / Checked by (AQA) / prroved by: Quality Assurance/Authorized person /
U ITpoee — ITpoeepeno (AOK): |[|Onmobpeno: Obecneyerne kauecTea/OTBETCTBEHHOE JIMLIO:
> QUAH
Date / ol 202 74 Date / Date / Date /
Ilara: Yb( = Ilara: n/‘ W‘Lé Jata: = 'S\M% Hara: 15’03} 2008

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 » 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. : U24230MH2002PTC

137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoayxr: Texcapen® (TenokcHkam) JIHOGMIN3AT U IPHTOTOBJIEHHS PACTBOPA AT MHBEKIMIA, 20 Mr

Market / PeiHok : Russia / Poccus

Batch No. / : Batch Quantity / . 96135 vials /

Cepus Ne 5. BLIG0046A Pasmep cepun * 96135¢nakoHoB
Analytical Reponrt No./ : QC/FP/26/00091 Date of Analysis / . (05/03/2026)
AHAJHTHYECKHIl oT4eT No Jata ananusa

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

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. /

IpousBoxcTBennas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT'-RU)
JHIeH3us Ne

PIL approved: / MUMII yTeepanena: 14.10.2025

Analysis performed according to ND No: / Auanus nposeaen mo HJI Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makers! ynakoBku yTBepxaens:: 14,10.2025

Page 10 of 12/ Ctp. 10 u3 12

KIT / KOMILIEKT
TESTS / TIOKA3ATEJIH RESULTS / PE3YJIBTATHI SPECIFICATIONS / HOPMEI
Labeling/ MapkupoBka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration
dossier. / B coorBercTBuM ¢ pasgmenom 1.3.2.
MOIynsA 1 perucTpauHoHHOTO JIOCKE,
Storage / YcnoBusi xpaHeHust 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.

IIns ynakoBKH 110 S (IaKOHOB C MpenapaTroM ¥ 5 aMmyJi ¢ pacTBOPHUTEIEM B KACCETe:

B opuruHaneHoii ynakoske ((akoHBI ¢ IPENapaToM U aMITyJbl ¢ PACTBOPHUTENIEM B MaKeE)
IpH TeMmrepatype He Belme 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
Cpoxk rogHocTtH (cpok years. / Cpok romHOCTH KOMIUIEKTa OMpPEAENIAETCA CPOKOM FOJHOCTH JIEKAPCTBEHHOTO
XpaHeHHs1) KOMILIEKTa npenapara 11 MeAHLMHCKOrO NpMMeHeH s — 3 rofa.

API name / HaumenoBanue ADC:

Tenoxicam / TeHoKkcHKaM

INN / MHH:

Tenoxicam / TeHOKCcHKaM

API manufacturer batch number /
Homep cepun npoussoautens APC:

92018125

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
3axmodenne: OJJOGPEHO

IIpumeuanne: ITponykr coorBercTBYeT TpeboBaHuaM HJL

Prepared by / [Togroroeneno: ||Checked by /
ITpose ;

@H_gv&‘/w ﬁ;/

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Mposepeno (AOK): ||Omo6peno: OGecneuerne kauecTBa/OTBETCTBEHHOE THLO:

Ton ey

Date / 2026 Date / Date /. Date / ]
Nara: \?’\03\ |\dara: m@mb Tlara: "’3\03\%% lara: 13/ 05/’2026

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
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, 521, 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
Iponyxr: Tekcapen® (TeHokcHKaM) THO(DHIM3AT A1 IPUTOTOBNEHHA PACTBOPA /A HHBEKIM, 20 Mr

Market / Poinox : Russia / Poccnsa
Batch No. / . Batch Quantity / . 96135 vials/
Cepus Ne s BlZe0s6A Pa3mep cepun " 96135¢nakoHoB

Analytical Report No. / Date of Analysis /
AHanuTHYeCKHH oTyeT Ne Jarta aHann3a
Date of Manufacture / : (02/2026) Date of Expiry /
JlaTa npousBoacTBa I'open no

Mfg. License No. /
IIponseoacTBenHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUeH3us Ne
Analysis performed according to ND No: / Ananus nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBku yTBepxaennl: 14.10.2025

PIL approved: / UMII yreepxaena: 14.10.2025

: QC/FP/26/00091 : (05/03/2026)

: (01/2029)

Page 11 of 12/ Ctp. 11 u3 12

FP Manufacturer API Batch number /

B250004300
Homep cepnu cyGcTanuuu
npoussoaurens I'JId:
API Manufactured by & country / Edmond Pharma S.r.1., Italy /
ITpousoautens ADC, crpana: Onmonn ®apma C.p.n., Hranus

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) /

B/JIP ®PAPMACBIOTHUKAJIC UHTEPHEMILIEHEJ I1BT. JIT/., Ungus

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

HanmeHoBaHue, aqpec H HOMep
JIHUEH3HH IJIOIAAKH,

:’I;’;‘:l‘::;;f:‘:ﬁzimwb Cypeeit 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,
xauecrra/meinycx TIID 53/1, 53/2, 53/3, 54/1, 54/2, OT - Bauueru Jlepesus, [I0-Tanxnypa, Tanyka

- Xanou, okpyr IManumaxan — 389 350, Muaus (uuensus No G/28/1828)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00939-2023 dt. 21 J uly 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 /
IIpumeuanne: IIpoaykt cooTBeTcTBYeT TpeGoBanuam H]J 3axnoyenne: OJJOGPEHO _
Prepared by / [Tonrorosnexo: T Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ut [por ; I[Tposepeno (AOK): ||Omobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIHIIO:
N sha

i - ) =2
Date / Date /y Date / |[Date / ‘
Ilara: \3\05\%% Ila'ra:{g{\lglm Hara: \E\OZ\W% IaTa: 13’ 05/ 202

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

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Tekcapen® (TeHokcHkaM) IMOGHIH3AT Ui MPHIOTORJIEHHS PaCTBOPa /I8 MHBEKUHE, 20 Mr

AHAJNHTHYeCKHH oT4eT Ne

JlaTa aHanH3a

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / , 96135 vials/
Cepus Ne 2 FHARUOG S Paszmep cepun " 96135¢naxoHoB
Analytical Report No. / : QC/FP/26/00091 Date of Analysis / : (05/03/2026)

Date of Manufacture /

Date of Expiry /

: (01/2029)

JlaTa npou3BoAaCTBA ¢ 102/2026) T'ogen go

Mfg. License No. /
IIpousBoacTeeHHas
JHUeH3Hs Ne
Analysis performed according to ND No: / Ananus nposeaes no HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakosku yreep:xaensi: 14.10.2025

PIL approved: / HMII yTeep:kaeHa: 14.10.2025

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

Page 12 of 12 / Ctp. 12 13 12
3axmouenne o cooTBeTcTBHM: «HacTosUM 5 IOATBEP:K/IAI0, YTO NPHBEICHHAS BBILIE HHPOPMALUS SBJSETCS TOCTOBEPHOMN
H TOYHO#. JTa CepHsl NPOAYKLMH NPOM3BeaeHa (BKIOYas YIIaKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4eCTBa) Ha BhIIEYKa3aHHOM
NPOM3BOJCTBEHHOH TIomajke (Muoulagkax) B TMOJHOM COOTBETCTBHH C TpeGoBanusMd [lpaBun Hamnexameit
NPOM3BO/ICTBEHHOM NpakTHKH EBpasuiickoro skoHomuyeckoro coosza (Ne GMP/EAEU/RU/00939-2023 ot 21 urons 2023) u
TpebOBaHHAMH KOHTPOJIA KaY€CTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKKE B COOTBETCTBUH CO CTIEUM(DHKALMAMH, COASPKALIMMHCS
B DETHCTPAlHOHHOM JI0Ch€ CTPAHbI-UMIOPTepa. 3allkCH 110 NPOM3BOJCTRY, YNAaKOBKE H aHAM3Y MPOBEPEHBI, H YCTAHOBJIEHO
HX cooTBeTcTBHE TpeOoBanuaM [IpaBmil HaanexarneH Mpou3BOACTBEHHON NPaKTHKK EBpasHiickoro 5KOHOMHYECKOT0 CO03ay.

Conclusion : APPROVED /
3akurouenne: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykt cooTReTcTBYET TpeboBaHuam HJ

Prepared by / IToarotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMposepero (AOK): ||Omo6peno: Obecneuenue kauectsa/OTBETCTBEHHOE JTHLIO:

gt om [Ty | p ey

Date/ 2
I[:':;: 15703/201 §

Date /
JlaTa:

a3 1B b 1) o2\

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 « 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, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HanvmenoBaHue npenaparta

Batch no. / Homep cepuu

Amount of product per batch / Pazmep

cepun

Date of Control / laTa anaausa

Manufacturing date / lata npou3sBoacrsa

Expiry date /1aTa oxkoH4aHus cp
TOAHOCTH

Water for injections (solvent) /

Bona nast uHbexkunii (pacTBopuTelib)

BI250301
205.0 L

15/01/2026
12/2025

oKa 11/2030

Water for injections (solvent) / Bona nas unbexkuuii (pacTBopureib)

TESTS / IOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Description /Onucanue

Clear, colourless liquid without odor. /
IIpo3pauHas GecBeTHAS KHUIKOCTH O€3
3amaxa.

Clear, colourless liquid without
odor. / Ilpo3pauHas OecuBeTHas
KHMJKOCTh O€3 3amaxa.

Particulate matter / Mexanuueck

He¢ BKJIIOYCHHUSA

Visible particles /
Buoumeie vacmuywi

According to requirements. / B cooTBeTcTBHH €
TpeOOBAHUSIMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Heguoumvre uacmuypor

>10 pm particles /

4acTHILl pa3MepoM > 10 MkM

>25 um particles /
YaCTHI] pa3MEpPOM > 25 MKM

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

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

63.87 particles per ampoule; /
He Gonee 63.87 Ha ammyiy;
2.13 particles per ampoule. /

He 6osee 2.13 na ammnyiy.

Acidity and alkalinity /
KucioTHocTh ¥ 1€/109HOCTD

Test sample should pass the test. /
Hcnprtyemslit 00pa3en 10KeH BBIACPKUBATE
UCIIBITaHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccTanaBauBawmue
BellecTBa

Test sample should pass the test. /
HcnbiTyemslit 00pa3el; 10KCH BBACPKUBATH
UCIIBITaHKC.

Complies / CooTBeTCTBYET

Carbon dioxide
Yriepoaa Auoxkcua

No turbidity should be observed within 1 hour.
/ He MOMKHO OBITH TOMYTHEHHS B TCUCHHE
1 yaca.

Complies / CooTBETCTBYET

Chlorides/ Xaopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl U HUTPHUTBI

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

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

Sulphates / CyabpaTsi

No turbidity should occur within not less than
1 h./ B Teuenue He MeHee | yaca He JOKHO
HaOII0IaThCst TOMYTHEHHUE.

Complies / CooTBeTCTBYET

Ammonium / AMMouuii

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 INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ATEJIHU

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kanabunii 1 marauii

Pure blue color should be observed (without a
violet hue). / JlomkHO Ha0II01aTHCS YHCTO
cuHee okpauBanue (0e3 GHuoaeToBOro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Ts:xennie
MeTalbl

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

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

Residue after evaporation /
Cyxoii ocraTok

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

0.000 % /0.000 %

Conductivity /
DJIeKTPONPOBOIHOCTb

Not more than 25 pS/cm. /
He Gonee 25 mxCwm/cm.

11.08 uS/cm. /
11.08 MxCwm/cMm.

Extractable volume /
U3BaexaemMblii 00bemM

Not less than label claim (not less than 2 mL). /
He MeHee HOMHUHATBEHOTO (HE MEHEE 2 MII).

22mL/
2.2 M

Bacterial endotoxins /
BakTepuaJjibHbIe YHIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6oxaee 0,25 ED/Ma Boas! aist
WHBEKLUH.

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

Sterility / CTepuabHocTb

Should be sterile. / JlomkHa 6BITE CTEPUITBHON.

Sterile. / CtepuibHo.

Packaging / YnakoBka

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. /
IlepBUYyHas ynakoBKa

ITo 2 M pacTBOpHUTENA (BOAA A UHBCKIINIA) B
amnyiay 3 OecuBerHoro crekna, tum I Ha
BEpPXHEH YacTH ammyjibl HaHECeHa TOYKa
pa3ioMa OpaHXeBOI'O I[BETA.

Primary package
2 mL of the solvent (water for

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

Ilo 2 mu pactBOpuTENns (Boma [uist
HHBEKIHH) B aMIyIy u3
OeciBerHoro crexina, tun 1. Ha
BEPXHEH 4YacTH aMIysbl HaHECEHa
TOYKa pPa3joMa OpPaHKEBOTO I[BETA.

Shelf-life / Cpok rogsoctn

5 years. /5 ner.

Assessment: / 3akroueHue:

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

(PI'-RU)-141025./

Cepus COOTBETCTBYET TpeOOBAHHIM HOPMATUBHOTO JOKYMEHTA 10 KadecTBy JIIT-

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

PREPARED BY REVIEWED BY

APPROVED BY

Name Anjali Singh Bhushan Kothawade Deepak Sonar

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

Department ! y y /),';;

Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBaHue npenapara Bona st nHbekuii (pacTBOpHTEIb)
Batch no. / Homep cepuu B1260002
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / /lata anaau3sa 22/01/2026
Manufacturing date / lata npousBoacTsa 01/2026
Expiry date /laTa okoHYaHHUS CPOKa 12/2030
TOAHOCTH
Water for injections (solvent) / Boga nas unbexumii (pacTBOpHTeb)
TESTS / HIOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHBI

Description /Onucanue

Clear, colourless liquid without odor. /
IIpo3paunas GecLBeTHast KUAKOCTh 6€3
3amaxa.

Clear, colourless liquid without
odor. / Ilpo3pauHas OecuBeTHas
KUIKOCTh Oe3 3amaxa.

Particulate matter / Mexann4yeckue BKJIOYEHHS

Visible particles /
Buoumvle yacmuyu:

According to requirements. / B cooTBeTcTBHH C
TpeGOBaHUAMU .

Complies / CooTBETCTBYET

Sub visible particles /
Hesuoumvie vacmuyvi

>10 pm particles /
YacTUI pazMepoM > 10 MKM

>25 um particles /
YaCTHI[ pa3MepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 na ammymy;

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

296.00 particles per ampoule; /
He Gonee 296.00 Ha ammyny;
20.53 particles per ampoule. /

He 6Gonee 20.53 Ha ammyity.

Acidity and alkalinity /
KucJIoTHOCTD M 1IeJT04YHOCTh

Test sample should pass the test. /
HcnbITyeMblii 06pa3er J0JDKEH BbIAEPKHUBATh
HCIbITAHKE.

Complies / CooTBETCTBYET

Reducing substances /
BoccraHaBauBamwume
BellecTBa

Test sample should pass the test. /
HcnbityeMblit 06paselt 0OJDKEH BbIAEPKUBATH
VICTIBITAHHE.

Complies / CooTBETCTBYET

Carbon dioxide
Yriiepoga AHOKCHA

No turbidity should be observed within 1 hour.
/ He mOMKHO OBITH TIOMYTHEHUS B TEYEHHE
1 gaca.

Complies / CooTBETCTBYET

Chlorides/ Xaopuabl

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTtbl M HUTPUTBI

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

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

Sulphates / CyabdaTnl

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca HE JOJDKHO
HaOMI0IaTECs TIOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHIt

Not more than 0.6 ppm. / He 6o1ee 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 AHAJIN3A

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

Calcium and magnesium /
Kansuuii 1 Maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHO HabIIOJATHCS YUCTO
cuHee okpaiuuBaHue (6e3 ¢puoneroBoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tsxesnlie
MeTaJLIbl

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 Gonee 0,004 %.

0.000 % / 0.000 %

Conductivity / Not more than 25 pS/cm. / 12.57 pS/em. /
DJIeKTPONPOBOAHOCTL He Gosnee 25 mxCwm/cM. 12.57 mxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3BJiexaemblii 00beM He mMeHee HOMHHANIBHOTO (HE MEHee 2 MI). 2.2 mn

Bacterial endotoxins /
BakrepHnajbHble JHIOTOKCHHDBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/Mn Boas! 1
HHBEKINA.

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

Sterility / CtepuibHocTh

Should be sterile. / JIomkHa OBITh CTEPHIBHOIA.

Sterile. / CtepuibHoO.

Packaging / YnakoBka

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

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
[lepBuyHas ynakoBKa

Mo 2 M pactBoputeds (Boa A1 UHBEKLMI) B
ammyity u3 OecuserHoro crekna, tun I. Ha
BepXHeil dYacTHM aMIyldbl HaHECEHa Touka
pasjioMa OpaHKeBOro 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. /
[lepBuyHas ynakoBKa

ITo 2 M pactBopHTens (Boaa AJId
HHBEKIMH) B aMmmyly U3
GecuperHoro crekna, tun 1. Ha
BepXHell 4YacTH aMITyJbl HaHECeHa
TOYKA pa3jioMa OPaHKEBOro LIBETA.

Shelf-life / Cpok roqnocTn

5 years. / 5 ner.

Assessment: / 3aKjtoueHUE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepusi COOTBETCTBYET TpeGOBaHMAM HOpMATHBHOTO JoKymenTa JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Vaidehi Trivedi

Bhushan Kothawade

Deepak Sonar

Name
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Qualit%ol

Signature & Date
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