| DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoaykr: Texcapea® (TeHokchkam) THOGHIM3AT /14 NPUTOTOBJIEHHSA PAacTBOpA A HHbEKLMH, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / s Batch Quantity / . 96440 vials /
Cepus Ne AR Paszmep cepHH * 96440¢naxoHoB

Analytical Report No. /
AHaJHTHYeCKHi oTyeT Ne

: QC/FP/26/00047

Date of Analysis /
Jarta anannsa

: (11/02/2026)

Date of Manufacture /
JlaTa npoussoacTea

: (01/2026)

Date of Expiry /
TI'open no

: (12/2028)

Mfg. License No. /
IIpousBoacTBeHHAs
JHIeH3Hs Ne

: G/28/1828

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

Analysis performed according to ND No: / Anaau3 nposeaen no HJI Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakosku yreepaaens:: 14.10.2025
PIL approved: / MMII yreepxaena: 14.10.2025

Page10f12/Ctp.1u312

Ne Test / IlokazaTens

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

lyophilized powder. /
TMOpOLLOK

Yellow
JInohuau3upOBaHHBIH
JENTOro LBETA.

Yellow to greenish lyophilized powder. /
JInopuIH3UPOBAHHBIH IOPOIUOK JKENTOro ¢
3eJIHOBATHIM OTTEHKOM LIBETA.

Identification / HnenTudukanus

Tenoxicam / Tenoxcuxkam
HPLC / BXKX

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpemsa
yAep>KHBaHHs NMHKA TEHOKCHKaMa Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH
yIep>KHBaHHs MHKa TEHOKCHKaMa Ha
XpoMaTorpamme CTaHAapTHOTO
pacrsopa.

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:xuBaHus
n¥Ka TEHOKCHKamMa Ha  XpoMarorpammMe
HCIIBITYEMOTO pacTBopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPXKHBaHH UK
TEHOKCHKaMa Ha XpoMaTorpamme
crauaaptHoro pacteopa (cM. «IIpumecu»,
onpejencHHe eHHHYHBIX NPUMECEH H CyMMBI
npumeced (254 HM)).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoaykr coorsercryeT TpeGoBanuam HII 3axmouyenne: OJJOBPEHO ]
Prepared by / IToarotoeneno: ||Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
W ITposg : Iposepero (AOK): ||OnoGpero: O6ecneuenue kauyecTsa/OTBETCTBEHHOE JIHLIO:
u’ -
(s ‘:@ A3 maged
Date / A Date / Date / [Date/ & | n SLL
Hara: \3\0 3\')1)1{. Jlara: m@p@'tg Jlara: \_3\“5\’”% Hara: 13| _3’ {2886 -

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

CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoaykr: Texcapen® (TeHokcHKkam) THOGHIH3AT 1A NPUTOTORJIEHHS PACTBOPA Ul HHBEKLHi, 20 Mr

Market / PbiHoK : Russia / Poccus

Batch No. / ) Batch Quantity / . 96440 vials /

Cepus Ne . BIEa00nLA Pasmep cepunu * 96440¢nakoHoB
Analytical Repo“rt No. / : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHaJHTHYeCKHii oTyeT N Jarta ananusza

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JlaTa npoH3BOACTBA Toaen go

Mfg. License No. /

ITpousBogcTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JnueH3us Ne

Analysis performed according to ND No: / Ananus nposenen no HJI Ne: JIII-N2(012106)-(PT-RU)-141025
Artworks approved: / MakeTnbl ynakoBKkH yTBepxaensi: 14.10.2025
PIL approved: / HMII yreep:kaena: 14.10.2025

Page2 of 12 / Crp. 2 u3 12

Tenoxicam / Tenokcukam

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 257.49
nm, 285.43 nm and 368.45 nm. / Y-
CMEKTP MOrIOLEHHA HCHbITYEMOro
pacTBOpa, NPHIOTOBIEHHOTO JJif
KOJIHYECTBEHHOrO ONpENENeHNUs, B
o6nactu ot 230 uM go 400 HM umeer
MakCHMYMBI TIpH JUIHHaX BOJIH
257,49 Hm, 285,43 HM H 368,45 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®O-cnekrp
TIOTJIOIIEHHS HCIBITYEMOTO pacTBopa,
NPUrOTOBJIEHHOIO  JNIi  KOJHYECTBEHHOIrO
onpezaeneHus, B odnactu ot 230 HM g0 400 HM
JOJDKEH MMETh MaKCHMYMBI TIPH JHHAX BOJH
257 £ 2 umM, 285 = 2 uM u 368 = 2 HM (cM.
«KonmuecTBeHHOE ompefeNneHHe
TEHOKCHKaMay).

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYeT Tpebosanuam HJT

-

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by / IToarotosneHo:

Checked by /

6 V\}W‘L ‘Ilpoaepenz :

[NpoeepeHo (AOK):

i

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kayectBa/OTBETCTBEHHOE JTHLIO:

PSS

Date /

o, \2lo2\202¢

Jara:

Date /\3‘\@\1&6 Date /\3\"3\% %]

Jara:

Date /
JlaTa:

i3|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 e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4,52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoayxr: Texcapen® (TeHokcukaM) THOQHIH3AT AN NPUIOTOBJEHHA PACTBOPA I MHBEKLIMHA, 20 mMr

Market / Peinok : Russia / Poccusd

Batch No. / . Batch Quantity / . 96440 vials /

Cepus Ne % BIZR000LA Pasmep cepHH ' 96440¢nakoHOB
Analytical Repourt No. / : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHaJIHTHYECKHH oT4eT Ne JlaTa aHanH3a

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JlaTa npon3BoACTBA T'ogen oo

Mfg. License No. /

IIpou3BoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIAIeH3Hs Ne

Analysis performed according to ND No: / AHaau3 npoBe/ieH no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTeepxaensi: 14.10.2025
PIL approved: / AMII yreep:xaena: 14.10.2025

Page 3 of 12 / C1p. 3 u3 12

Sodium metabisulfite / The retention time of sodium [The retention time of sodium metabisulfite peak
Hampun memabucyns@um metabisulfite peak in the test solution |in the test solution chromatogram should
HPLC / BIKX chromatogram corresponds to the |correspond to the retention time of sodium

retention time of  sodium
metabisulfite peak in the standard
solution chromatogram. / Bpems

YIACPXHBAHHA MUKa HaTpHi
MeTabucynbpura Ha
XpomaTtorpamMme HCIBITYEMOTO

pacTBOpa COOTBETCTBYET BPEMEHH

yIOepXKHBaHHs mHKa HATpPHS
MeTtabucynbduTa Ha
XpoMmarorpamme CTaHAapTHOrO
pacTtBopa.

metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / BpeMs yZ#epxXHBaHHA [HKa HATpHA
MeTabucynpduta Ha XpoMarorpamMme
HCIIBITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBATH BPEMEHHU yJEpXKUBAHHA THKA
HaTpus MeTabucylb(HTa Ha XpomaTorpamme

CTaHIAPTHOTO pacTBopa (cM.
«KomiuecTBeHHOE  OMpEACIEHHE  HATpHs
MeTabucy1buTan).

3 | Dissolution time / Bpemsi
pacTBOpEHHS

32 seconds / 32 cexyHA

Not more than 60 seconds. / He Gomee 60
CEeKyHZ.

Conclusion : APPROVED /

Remarks : Ee Product C(Ifirms to ND/
3akaoueHue: OI[OBPEHO

I Hpnmeqanne TIponykT coo*rnercmye‘r 'rpe6osaHmlM HA

—!

‘ Prepared by /T HOJJ.E‘OTOBJIGHU

Checked b by / Checked by (AQA) / Approvcd by: Quality Assurance/Authonzed person /
U}LMI« IIpoee [poeepeno (AOK): ||OmoGpeno: Obecnieyenne kayecTBa/OTBETCTBEHHOE JIHLIO:
(s W @/ % R
|Date / . Date / Date / Date / : ; :
Iara: o 2\1e26 Jarta: (Q‘ (81 Jata: \3\ °3\MVL Hara: _ 13\o3) ?;O A8 .

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

CEPTUOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykt: Texcapen® (TeHokcrkam) IHOGHIH3AT /14 NPHIOTOBIEHHS PAacTBOPA IS MHbEKUHH, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96440 vials /

Cepus Ne & PIGA0DLA Pasmep cepun * 96440¢nakoHoB
Analytical Repourt No. / : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHanHTHYeCKHH oTyeT Nt JlaTa aHaau3a

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JarTa npon3BoacTBa Toaen a0

Mfg. License No. /

IIpousBoacTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHUEeH3HA Ne

Analysis performed according to ND No: / Ananus nposeaen no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTs! ynakosku yreepaaensr: 14.10.2025
PIL approved: / UMII yreepxxaena: 14.10.2025
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4 | Appearance of reconstituted
solution / Onucanne
BOCCT2RHOBJIEHHOI'0
pacTBOpa

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

yellow solution is formed. /
IIpenapat pacTBOpAETCA
IIOJTHOCTBIO c OTCYTCTBHEM
HEpaCTBOPEHHBIX  HacTHl,  0e3
BUIHMBIX . MEXaHHYEeCKHX
BKJIIOUEHHH. Obpasyercs

NpOo3payHbIi KENTHIH pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapat mnomKkeH
pacTBOPATBCA TMONHOCTBIO € OTCYTCTBHEM
HEpaCTBOPEHHBIX 4YacTull, 0e3 BHIMMBIX
MexaHu4eckux  BkmoueHuid. OOpasyercs
NpO3pauHblii  3€NEeHOBaTO-XKENTOro  IBETa
pacTBop.

5 | Solution clarity* /
IIpo3payHocThL pacTBOpa*

The product solution is clear. /
PacTBOp npenapara npo3pa4HbIi.

The product solution should be clear. / Pacteop
npenapara JOJDKeH OBIThb TPO3pauHbIM.

6 | Solution color* / IlBeTHOCTE
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY,. / CteneHb OKpacku
pacTBOpa Mpenapara He IpeBbILAeT
atanod GY1.

The product solution should not be more
intensely colored than the reference solution
GY,. / CteneHb OKpackH pacTsopa npemnapara
He J0JDKHA TIpeBbIath 3TanoH GY).

7 | pH* / pH pacrBOpa*

9.062/ 9,062

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

8 | Particulate matter* / MexaHH4YeCKHE BKJIKYeHHA*

Remarks : The Product corﬁ'r_ns to ND/

Hpnmeqaﬂne ITpomykt COOTBCTG’I‘EYCT TpeGOBaHm{M HO

Conclusio.T: APPROVED/
3aknouenue: OJOOBPEHO

Prepared by / T HonrOTOBneHo Checked by / Checked by (AQA) / ApprovedTy: Quality Assurance/Authorized person /
u W IIposepe Iposepeno (AOK):  [|Ono6pero: O6ecneuenue kayecTsa/OTBETCTBEHHOE JIHLIO:
ol n= T R
—— ]
Date /
JD_ 1zle 'b\w b E:;z/ |3 @lu!ﬁlé gz:‘;:/‘ 3\03\,,9»6 !;:T‘;: 13\ozlz2026

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
Ipoaykr: Tekcapen® (TeHokcrkam) nHoQUIU3aT LA IPUrOTORIEHHS PaCTEOPA A1 HHBEKUMH, 20 Mr

Market / Peinok : Russia / Poccusa

Batch No. / . Batch Quantity / . 96440 vials /

Cepusi Ne * BIRG0001A Pasmep cepuu ' 96440¢naxoHos
Analytical Repourt No./ + QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHAJTHTHYECKHH oTyeT Ne JlaTa aHaJH3a

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npon3BOACTBA I'ogen no

Mfg. License No. /

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

JHIeH3usa Ne

Analysis performed according to ND No: / Ananu3 nposenen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaxeTsl ynakoBKH yTeepaaennl: 14.10.2025
PIL approved: / AMII yrBepsknaena: 14.10.2025
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Visible particles / Budumble yacmuyel

Complies / CooTBeTcTBYET

According to requirements. / B
COOTBETCTBHH C TPeOOBAHHAMH.

yacmuybl:

Subvisible particles: / Hesudumeie

84.13 vial / 84,13 ¢nakon

Particles > 10 pum: not more than
6,000 per vial; / YacTuil pasmepom
> 10 MM pomkHO ObiThb He Oonee

6000 Ha ¢nakoH;

0.93 vial / 0,93 ¢naxon

Particles > 25 um: not more than 600
per vial. / Yactun pasMepoM
> 25MKM Jo/kHO OvITh He H6onee 600
Ha (rakoH.

9 | Related Substances / IIpumecu

2-aminopyridine / 0.00% /0.00% Not more than 0.25 % / He 6onee 0,25 %
2-aMHHOIMHPUIUH ) ’

Individual unidentified Not more than 0.5 % / He Goxnee 0,5 %
impurity / Enunuynas 0.00% /0.00%

HeHAeHTUGHLPOBAHHAS ’

TpHMECh

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoayKkT COOTBETCTBYET 'rpe6_(_)BaHm[M HI

Conclusion : APPROVED/
3akioueHne: OILOBPEEIO

Prepared by / HOI.I!"OTOBJ’IS_HOZ

Checked by 7

TIposepeno (AOK):

Checked by (AQA) / Apprc@d by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenne kauecTsa/OTBETCTBEHHOE THLO:

&&UV\' IIpoBepeHO:
I 2%
& e ,é?ﬁ/ A FekS -
E:f;/ \3loalne2b EZLZ:’M@]-@% E:;:\s\as\'“’/” |§::l/ 12\oal2028 B B

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

CIN No. : U24230MH2002PTC137329

Tel. : 02676 - 230220




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (TenokcHkaM) THOGMIH3AT 1JIA MPHIOTOBJIEHHA PacTBOPa Il MHBEKLHH, 20 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 96440 vials /
Cepus Ne B BIROTUIA Pa3zmep cepuH " 96440¢nakoHoB
Analytical Repourt No./ : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHaJquTHYecKHH oTdeT Ne JaTa aHanu3a

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npoH3BOACTBA Topen go

Mfg. License No. /
IIpou3BoAcTBeHHAN
JHLeH3HA Ne

: G/28/1828

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

Analysis performed according to ND No: / Auanu3s nposenen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBkH yreepxaens:: 14.10.2025
PIL approved: / UMII yrBep:xkaena: 14.10.2025
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Total impurities /

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

JA03HPOBAHHLIX eHHHI*

CymMa npumeceit 0.00% /0,00%
10 | Uniformity of dosage units* / Acceptance value (AV) should not be more
OpaHopoaHoOCTH 1.99/1,99 than 15.0. / TTokazarens npuemiueMocTy (AV)

JoinkeH OsITh He Oonee 15,0.

11 | Water* / Cogep:kanue

BOJABI*

1.44 %/ 1,44 %

Not more than 3.0 %. / He 6onee 3,0 %.

Bacterial endotoxins* /
BakrepnaibHbie
JIHJIOTOKCHHBI*

12

Less than 1 EU/mg /
Menee 1 E3/Mr

Not more than 1 EU/mg of tenoxicam. / He
6onee 1 E3/Mr TeHOKCHKaMa.

13 | Sterility* / CTepuibHOCTB*

Sterile / CtepuneH

Should be sterile. / HomkeH ObITh
CTEPHILHBIM.

14

Assay / KonnuecTBeHHOE Onpee/ieHne

Tenoxicam / Tenokcuxkam

uv/yo-
chnekmpoghomomempuyeckull

100.7 %/ 100,7 %

90.0% to 110.0% of Ci;sHiiN3OsS:
(tenoxicam) of label claim. / Ot 90,0 % no
110,0% Ci3HiiN3O4S; (TeHokcHKam) OT
HOMMHAIBHOTO COAEPHaHHUA.

Remarks : The Product conﬁrm_sTo ND/

Mpumeuanue: [Tpoayxr cooTeeTcTRyeT Tpebosannam HJI

Conclusion : APPROVED /
3akaoUueHHe: Ol@PEHO

Prepared by / IToarorosneso: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
SJ o IMpoBepeHQ: Iposepeno (AOK): |[OnoGpeno: Obecneuerue kauecTBa/OTBETCTBEHHOE JIHLIO:
= U o
G Al | g R
Date/ ; Date /| Date / Date / il gl
Nara: \ 5\0 23\’),0‘}5 Iara: m &ﬂwlé [arta: \g\ D”B\ ol IlaTa: , 3\ c_‘é\ 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, 52/1, 52/2/1, 521212, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykt: Texcapen® (TeHOKCHKAM) THOGHIN3AT LI IPUTOTOB/ICHHA PAcTBOpa LT HHBEKLMIA, 20 Mr

Market / PeiHoK : Russia / Poccust

Batch No. / . Batch Quantity / . 96440 vials /

Cepusa Ne i BIEONONA Pa3mep cepHH " 96440¢nakoHoB
Analytical Repourt No./ : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHanHTHYEeCKHH oTyeT Ne JlaTa aHajaH3a

Date of Manufacture / . (01/2026) Date of Expiry / : (12/2028)

JaTa npousBojacTBa ToneH a0

Mfg. License No. /

IIpon3BoacTBEHHARA : G/28/1828 MA number: / Homep PY : JIITI-Ne(012106)-(PT-RU)
JHIeH3usa Ne

Analysis performed according to ND No: / Anann3 nposeaen no HJI Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakoskH yTeepxaennt: 14.10.2025
PIL approved: / UMII yrBepsaena: 14.10.2025
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Sodium metabisulfite /
Hampua memabucyiabum

HPLC /B3XKX

99.0 % /99,0 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% mo 110,0 %
HaTpus MeTabucynb(uTa OT HOMHHAIBHOrO
COZIEpIKaHHs.

15

Package description / Onucanne ynakoBKH

Primary package / Ilepsuunas
YHAKOBKA

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
(rmakoH 13 6ECLBETHOrO CTEKJIA THII
I, ykynopeHHblii mpoOkod u3
OpoMOYTHIOBOH pPe3MHBI, 00XaToi
AFOMHHHEBBIM  KOJMAa4yKoM €
KOHTpOJIEM TIEPBOTO BCKPBITHS H
[UIaCTHKOBBIM ~ JHCKOM  TOBEPX
AIFOMHHUEBOTO KOJNaYKa.

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 TEHOKCHKamMa BO (UakoH W3
OecIBETHOrO CTEKNa THN I, YKynopeHHBIH
npobkoit u3  OpoMOYTHNIOBOH  pE3HHBI,
003aTo  aJIOMMHHEBBIM  KOJINA4KOM C
KOHTpOJIeM NepBoro BCKPBITHA "
IJIACTHKOBBIM JHCKOM TIOBEPX aIFOMHHHEBOTO
KOJIMay4Ka.

— — —
Remarks : The Product confirms to ND/

IIpumeuanue: IIpoayKT COOTBETCTBYET TpeﬁﬂsaHHHM HO

Conclusion : APPROVED /
3aK0oueHne: O,IIOBPEH_O

Approvgby: Quality Assurance/Authorized person /

Date / \6\05\7/026
Jlara:

Dete 13| R]a0L4

Hara: \'3’\"3\ Pt yj'

Jara:

Prepared?y/ HO,IL!"OTOBJ‘IBH.F Checked by / ~ |[Checked by (AQA)/
Vi ITpoBepeHo: Iposepeno (AOK): ||OnoGpeno: Obecneuenne kayecTsa/OTBETCTBEHHOE JIHLIO:
Date / Date /

12)eca)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 » 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
Mpoaykt: Texcapen® (TeHokcHKaM) JTHOGHIM3AT 1Uls IPHIOTOBICHHA PacTBOPa /s MHbEKLUMHA, 20 Mr

Market / Peiaok : Russia / Poccus

Batch No. / : Batch Quantity / . 96440 vials /

Cepus Ne # BIR60U0LA Pa3mep cepun ' 96440¢nakoHoB
Analytical Repovrt No./ : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHaJHTHYeCKHH oTueT No Jara aHaau3za

Date of Manufacture / . (01/2026) Date of Expiry / . (12/2028)

JlaTa npoH3BoacTBa I'open no

Mfg. License No. /

IIpou3BoacTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIeH3HA Ne

Analysis performed according to ND No: / Ananus nposeaen mo HJI Ne: JIII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoskH yTeepaaensi: 14.10.2025
PIL approved: / AMII yreepaaena: 14.10.2025
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16 | Shelf-life (storage period) / 3 years /3 rona
Cpok roaHocTH (CPoOK
XpaHeHHS:)

* Note. / * Ilpumenantue.

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. / AnanmuTuucckue Meroauku no I'd PO peiicrayroiero u3faHusa
NPUMEHAIOTCS /U1 KOHTPOJIA Ka4eCTBa Tpenapara Ha Tepputopun Poccuiickoi denepannn. J1s BBITYCKAIOMET0 KOHTPOIA KauecTsa Ha MPOH3BO/ICTBE
TPOH3BOJIMTENb HCIIONB3YeT METOMKH No Esponeickoli Papmakornee JIEHCTBYIOIIET0 H3JaHHs.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Tpoaykr coorsercTyeT TpeGopanuam HJI 3ak0uenne: O,IlOI_SPEHO

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

Uyuw TIpoBepeHO: Ipoeepeno (AOK): |[Ono6peno: OGecnederne kayectsa/OTBETCTBEHHOE JIMLIO:
[0 *‘ﬁ /w MR

Pate/ 130zl 202¢
JlaTa:

JlaTa:

R e N T

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
Mpoayxr: Texcapen® (TeHokcHkaM) JHOGHIN3AT 171 MPUIOTOBIEHHS PacTBOpa MUl HHbeKIHi, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96440 vials /

Cepus Ne (L BIZE00014 Pa3zmep cepuu * 96440¢naxoHoB
Analytical Repourt No./ : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHaJIHTHYeCKHH oT4eT Ne JlaTa ananusa

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npon3BoacCTBA T'onen oo

Mfg. License No. /

IIpoH3BOACTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
auueH3us Ne

Analysis performed according to ND No: / Ananus nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl yNakoBKH yTBepxaensi: 14.10.2025
PIL approved: / UMII yreepsaena: 14.10.2025
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OnucaHue YNaKOBKH

YRAKoBKa
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
(1aKOHOB C MpenapaToM H 5 aMIyJt
C pacTBOpHTENEM MOMEIIAIOT B
KacceTy W3 MOJMBHHAIXIOpHAA. 1
KacceTy BMeCTe C HHCTpYKLHeH 110
NPHMEHEHHIO MOMELIAIOT B MaykKy
KapTOHHYIO.

KIT / KOMILIEKT
TESTS / TOKA3ATEJH RESULTS / PE3YJBTATHI SPECIFICATIONS / HOPMBEI
Package description /| Secondary package / Bmopuunas | Secondary package / Bmopuunas ynaxoeka

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 NpemapaTtoM H 3 aMiyJjsl ¢
pacTBOpHTENeM TIOMEIIAlT B KacceTy M3
MONMBHHMIIXJIOpHAA. | KacceTy BMeCTe C
HHCTPYKLHEH MO NPHUMEHEHHIO NOMEIIAlT B
nayky KapTOHHYO.

ITo 5 ¢nakoHOB C MpenapaToM M 5 ammyl ¢
pacTBOpUTENEM IOMEIIAOT B KacceTy H3
noNMBHHMWIXIOpHAa. 1 KacceTy BMeCTe ¢
MHCTPYKLUHEH MO NMPHMEHEHHIO MOMEIIAT B
IayKy KapTOHHYIO.

Remarks The Product confirms to ND/
l'[pumeqaﬂne Ipomyxt coorsercTByeT Tpeboanuam H]L

onclusion : APPROVED /

C ion :
|3ammqeaue: OJOBPEHO _

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

‘ yu"\- E% Hlj’:pezo/(AOK): Onobpeno: O6ecneyerne kauecTsa/OTBETCTBEHHOE JIMLIO:
c,\ ' £) e
I

JlaTa:

Date / Date /
R \ 210 3\ 0ib __4 Hara:

JlaTa:

l;]?j ‘m)b Da’te./_‘3\‘)3\7’0,}’é Datef" 1 2\02| 2028

Ilara:

Administrative Office : “

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

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykt: Tekcapea® (TeHoKcHKaM) NHOGHUIM3AT A7l NPUIOTOB/IEHHS PacTBOpa MU HHBeKLMi, 20 mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 96440 vials /
Cepus No t RIZ600GLA Pa3mep cepuu * 96440¢nakoHoB
Analytical Report No. / : QC/FP/26/00047 Date of Analysis / . (11/02/2026)

AHanHTHYeCKHH oTyeT No Jara ananusa

Date of Manufacture /

Date of Expiry /

JlaTa npou3BoacTBA + (01/2026) Tonen a0 : (12/2028)
Mfg. License No. /
IIpoun3BoacTBeHHASA + G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT'-RU)

JHIeH3Hs Ne
Analysis performed according to ND No: / Auanu3 nposeaen no HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTb! ynakosku yTsepaaenni: 14.10.2025

PIL approved: / UMII yreepxaena: 14.10.2025
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KIT / KOMILIEKT
TESTS / IOKA3ATEJIH RESULTS / PE3YJIbTATHI SPECIFICATIONS / HOPMBI
Labeling/ MapkupoBka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration
dossier. / B coorercTBuH c pasmenoM 1.3.2.
moayJis 1 perncTpalMOHHOrO HOCKe.
Storage / Y ¢/I0BHSI XpaHeHHS For configuration with 5 filled vials and 5 ampoules with a solvent in a cassette:

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

g VIIAKOBKH 10 5 (hJIaKOHOB ¢ IIpenaparoM M 5 aMIyl ¢ paCTBOPHTENEM B KacceTe:

B opuruHaibHOMN ynakoBke ((nakoHsI ¢ NpenapaToM U aMITyJibl ¢ paCTBOPHTENEM B nauke)
npH Temneparype He Boiue 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 FrOQHOCTH KOMILIEKTa ONPENEIAeTCs CPOKOM IOQHOCTH JIEKAPCTBEHHOTO
XpaHeHHS) KOMILIEKTa npenapara [l MeIHLMHCKOTO MPUMEHeH s — 3 roja.
API name / Haumenoanue ADC: Tenoxicam / TeHokcHKaM
INN / MHH: Tenoxicam / TeHokcHkaM
— ——— — — m— —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IPOJKT COOTBETCTBYET TPeOOBaHHAM HI O 3axmouenue: OJJOGPEHO _
Prepared by / I‘I&romnneuo: [Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Tpos 0" IposepeHo (AOK): ||OmoGpeno: Obecnevenne KauecTBa/OTBETCTBEHHOE JIHLIO:

U_V\
G o | gk N
Pete yoz\oone  |Peefg|)posd |7 oo [l (21031202

7,£[ara: &

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

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Iponykr: Tekcapen® (Tenokcukam) NHO(GHIH3AT JUIA NPHIOTORNIEHHA PacTBOPa A/ HHBEKLMH, 20 Mr

Market / PeiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 96440 vials /

Cepusi Ne £ BIZa0001A Pasmep cepuu * 96440¢nakoHoB
Analytical Repo“rt No. / : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHAJIHTHYECKHH oTdeT Ne JlaTa aHanu3a

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npoH3BoACTBA I'ogen no

Mfg. License No. /

ITpouzBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHLIeH3Ha Ne

Analysis performed according to ND No: / Ananns nposegen mo HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yrBepxaennr: 14.10.2025
PIL approved: / AMII yreepskaena: 14.10.2025
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nponzsogutens IJID:;

API manufacturer batch number / 92044624
Homep cepuu nponspogutens APC: 92018125
FP Manufacturer API Batch number / B250000663
Howmep cepun cyGcTaHIHH B250004300

API Manufactured by & country /
Ipoussoautrens ADC, crpana:

Edmond Pharma S.r.l., Italy /
Onmonp @apma C.p.u., Hranus

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

HaumeHoBaHHe, afpec H HOMep
JIHIEH3HH MJIOMAAKH,
OCYIeCTBJIS IO e
NPOH3BOJCTBO/KOHTPOJIb
KadectBa/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) /

BJIP ®APMACBIOTHUKAJIC UHTEPHEUILIEHEI IIBT. JIT/., Unaus
Cypse#i Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/5,
53/1, 53/2, 53/3, 54/1, 54/2, 3T - Banueru epesus, [I0-Tampxnypa, Tatyka
- Xanon, okpyr ITanumaxan — 389 350, Munus (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

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipogykt cooTBeTcTBYeT TpeGopanuam HJJ

Conclusion : APPROVED /
3axnouenne: OJOBEPEHO

Prepared by / [Tonroroeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
" [IpoBe : IMposepeHo (AOK): ||Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE JTHLIO:
&u
Gy *ﬁ Ap pDes
Date / Date / Date / Date / ‘ 2.
Iara: \ 3’\0 B\W}é JlaTa: “S\@M% Jara: "3\ '33\%% Jlara: 13\o 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 » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 52/2/2(P)
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350. I

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) THOGMHIH3AT UIA NPUIOTOBIEHHS PacTBOpa U1 HHBEKLHH, 20 MT

Market / PeiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 96440 vials /

Cepusa Ne 2 BR60001 4 Pasmep cepun * 96440¢nakoHoB
Analytical Repovrt No. / : QC/FP/26/00047 Date of Analysis / . (11/02/2026)
AHaJHTHYECKHI oTyeT Nt JaTa aHann3a

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JlaTa npon3BoACTBA TopeHn ao

Mfg. License No. /

IIpou3BoacTBeHHAN : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeH3Hs No

Analysis performed according to ND No: / Anaans nposegen no HJI Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTr! ynakoBKkH yreepaaenbi: 14.10.2025
PIL approved: / UMII yreepxkaena: 14.10.2025
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to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country.
Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established». /

3akuiouenne o cooTBeTCTBHH: «HacTosAIINM 7 MOATBEPX/1al0, YTO NPHBEI€HHAs BbILIEe HH(OPMALHS SBISETCS JOCTOBEPHO
M TOYHOH. JTa CepHsl NPOAYKLMM POU3BENEHA (BKIOYAs YTaKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4€CTBA) Ha BhIILEYKa3aHHOH
NPOM3BOACTBEHHOH MUiowanke (MJIOLIafKax) B IIOJHOM COOTBETCTBHH ¢ TpeGoBaHuamu Ilpasun Hagnexauieit
TIPOH3BOJICTBEHHOM npakTHkH EBpasHiickoro skoHoMHueckoro cowsa (Ne GMP/EAEU/RU/00939-2023 ot 21 mrons 2023) u
TpeGOBaHHAMH KOHTPOJIA Ka4€CTBA JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBHH CO CMEUM(BHKALMAMH, CONEPXKAIINMHUCS
B PETHCTPALIHOHHOM JI0ChE CTPaHBI-MMIIOpPTEPa. 3alKCH O MPOM3BOACTRY, YIAKOBKE U aHAJIH3Y IIPOBEPEHBI, H YCTAHOBJIEHO
HX COOTBETCTBHE TpeboBanHaM [IpaBun Haxnexalel NpoOU3BOACTRBEHHOM NPaKTHKK EBpasHiicKOro 3K0HOMHYECKOTO COK3a).

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

IIpumeuanne: [TpoaykT cooTBeTcTByeT TpebGosanuaM HJT 3axmoyenune: OJOBPEHO

. Prepared by / [Tonrotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
tuL IIpos : IIpoeepero (AOK): ||Omobpeno: ObecneuenHe kauecTpa/OTBETCTBEHHOE JIMLO:
W e | A e
Date / Date / Date / Date / % 5
Iara: \3\03\9/0% Ilara: (31@19'0” Iara: 13\ 03\ b JlaTa: ‘ 3\ e 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 ® www.bdrpharma.com
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaHHe npenaparta Bopaa nuist nHbeKuuii (pacTBOpPUTEIIb)
Batch no. / Homep cepuu BI250285
Amount of product per batch / Pazmep 205.0 L
CcepUH
Date of Control / /laTa ananuza 30/12/2025
Manufacturing date / /lata npousBoacTBa 11/2025
Expiry date //laTa okoH4YaHHS CPOKa 10/2030
TFOAHOCTH
Water for injections (solvent) / Bona a4s uHbekuuii (pacTBopureib)
TESTS / IOKA3ATEJIHN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

Description / Onucanune

Clear, colourless liquid without odor. /
[Ipo3payHas OecrBeTHas KUIKOCTH O€3
3amaxa.

Clear, colourless liquid without
odor. / Ilpo3paynas OGeclLBeTHas
JKHAKOCTD O€e3 3amaxa.

Particulate matter / MexaHH4ecKHe BKIIOYEHHS

Visible particles /
Buoumvie yacmuype:

According to requirements. / B cooTBercTBUU C
TpeOOBaHUAMH .

Complies / CooTBETCTBYET

Sub visible particles /
Heguoumvle uacmuyul

>10 pm particles /

YyacTull pazMepoM > 10 MkM

>25 um 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.

70.00 particles per ampoule; /
He 6onee 70.00 Ha ammyity;

1.20 particles per ampoule. /
He 6onee 1.20 Ha ammyy.

Acidity and alkalinity /
KucjioTHOCTD H 11eJI04HOCTD

Test sample should pass the test. /
HcnbITyeMblii 06pasel] JOMKeH BbLIEPXKUBATh
UCITIBITAHHUE.

Complies / CooTBETCTBYET

Reducing substances /
BoccranaBanBarouiue
BellecTBa

Test sample should pass the test. /
HcnbiTyeMblii 00pasel] J0JDKEH BhIEPXKUBATh
HCTIBITAHHE.

Complies / CooTBeTcTByET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

HuTpaTtbl M HUTPHTBI

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

VYriiepona AHOKCHA / He nomkHO ObITH TOMYTHEHHS B TEUCHHE

1 yaca.
Chlorides/ Xnopuas1 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). /

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

Sulphates / CyabdaTtbl

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee | yaca He JOJDKHO
HaOJIIOAaThCS MOMYTHEHUE.

Complies / CooTBETCTBYET

Ammonium / AMMoHHUI

Not more than 0.6 ppm. / He 6o5ee 0,6 ppm.

Less than 0.6 ppm / Menee 0,6 ppm

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.

1/2

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 / CEPTU®UKAT AHAJIA3A

TESTS / TOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kanbuuii 1 Maraui

Pure blue color should be observed (without a
violet hue). / JTomkHO HaOMIOAATHCSA YHCTO
cHHee okpariBaHue (6e3 GpuoneToBoro
OTTEHKA).

Complies / CooTBETCTBYET

Heavy metals/ Tsixennie
MeTaJlIbI

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

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

Residue after evaporation /
Cyxoii ocTaToK

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

0.001 % /0.001 %

Conductivity /
/1eKTPONPOBOAHOCTH

Not more than 25 pS/cm. /
He 6onee 25 MmxCm/cM.

12.85 pS/em. /
12.85 MxCm/cMm.

Extractable volume /
U3BjexaeMblii 00beM

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHAIBLHOrO (He MeHee 2 MII).

2.2mL/
2.2 Mn

Bacterial endotoxins /
BakrepHnaibHbie SHI0TOKCHHbI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 EQ/mn Boas! mist
WHBEKIUMN.

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

Sterility / CTepujbHOCTH

Should be sterile. / JToimkHa ObITh CTEPIIBLHOM.

Sterile. / CrepuinbHo.

Package description /
OnucaHue yIaKOBKH

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. /
[TepBuyHas ynakoBKa

ITo 2 mMn pactBoputens (BOAA Ul MHBEKLUIA) B
ammyny u3 Gecusersoro crekna, tun I. Ha
BEpXHEHW 4YacTH aMIlyJlbl HaHeCeHa ToOuka
pazjioMa OpawKeBOro 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. /
[TepBuyHas YIIaKOBKa

ITo 2 mn pacrBopurens (Boga st
HHBEKLUH) B aMITyJ1y n3
6ecuserHoro crekna, tun 1. Ha
BEpXHEH YacTH aMIlyJbl HaHEeCEeHa
TOYKA pa3jioMa OPaHKEBOrO LIBeTa.

Shelf-life (storage period) /
Cpok roxHocTH (CPOK
XpaHeHHs)

5 years/ 5 ner

Assessment: / 3aKJII0YSHHE:

(PT-RU)-141025. /

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

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

Cepusi COOTBETCTBYET TPGOBAHHMAM HOPMATHBHOTO IOKYMEHTA I10 Ka4eCTBY 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
: S5 )
Signature & Date ;;\051;p4/¢ %5;:\@:31')/04/‘ % 27/03) 2026
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Bonaa nuis nHbeKuuii (pacTBOpPUTEIIb)
Batch no. / Homep cepun BI1250289
Amount of product per batch / Pa3mep 205.0 L
cepHH
Date of Control / laTa ananu3a 15/01/2026
Manufacturing date / /Ilata npon3sBoacTBa 1272025
Expiry date /[IaTa okoH4YaHHS CPOKA 11/2030
TOAHOCTH
Water for injections (solvent) / Boga anisi HHbeKUMii (PACTBOPHTEJIb)
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI

Description / Onucanune

Clear, colourless liquid without odor. /
Ipo3pauHas GecLBeTHas )XUAKOCTH 6e3
3arnaxa.

Clear, colourless liquid without
odor. / TIpo3payHas OecLBETHas
JKMIKOCTH O€3 3amaxa.

Particulate matter / MexaHn4yeckue BKJIIOYEHHUS

Visible particles /
Buoumvie yvacmuyul

According to requirements. / B cooTBeTcTBHU C
TpeOOBaHUAMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvie yvacmuyu:

>10 pm particles /
4acTuIl pasMepoM > 10 MkM

>25 pm particles /
YaCTHUII pa3MePOM > 25 MKM

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

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

63.20 particles per ampoule; /
He Gosnee 63.20 Ha ammyay;

4.67 particles per ampoule. /

He Gonee 4.67 Ha ammyJy.

Acidity and alkalinity /
KucJoTHOCTD U 1HeJI0YHOCTH

Test sample should pass the test. /
HcneiTyemblii 00pasel] JOJKEH BBIIEPKUBATD
UCIIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTranaBauBawime
BelecTBa

Test sample should pass the test. /
Hcnbityemslii 06pasel Jo/KeH BBIIEPKHBATh
HCIIBITAHHUE.

Complies / CoOTBETCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBETCTBYET

HuTpaTbl H HUTPHTBI

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

Yriepoaa 1HoKcH / He 10JKHO OBbITh TIOMYTHEHHMS B TEYEHHE

1 yaca.
Chlorides/ Xnopuabl 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). /

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

Sulphates / CyabdaTsi

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee 1 yaca He JTODKHO
HaOJIIONAThCs TOMYTHEHHUE.

Complies / CooTBETCTBYET

Ammonium / AMMOHMIA

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®OUKAT AHAJIM3A

TESTS / NIOKA3ATEJIM

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATEI

Calcium and magnesium /
Kanbumii 1 maraui

Pure blue color should be observed (without a
violet hue). / JlomkxHo HabmoaaTbCsl YUCTO
cuHee okpauuBanue (6e3 huoneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ TskeJibie
MeTaJlJIbI

Not more than 0.00001 % (0.1 ppm). /
He 6omee 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 %.

0.001 %/ 0.001 %

Conductivity /
J/1eKTPONPOBOAHOCTD

Not more than 25 puS/cm. /
He Gonee 25 MmxCwm/cM.

13.09 puS/cm. /
13.09 MxCm/cm.

Extractable volume /
H3BaexaeMblii 00beM

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

2.2mL/
2.2 M

Bacterial endotoxins /
BakrepHajbHbIe SHIOTOKCHHbI

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

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

Sterility / CTrepuabHOCTB

Should be sterile. / JlomkHa 6BITh CTEPUITBHOM.

Sterile. / CrepusnbHo.

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. /
[MepBuYHad yrakoBKa

ITo 2 mu pactBopuTens (BoAa I NUHBEKLIMIA) B
ammyny u3 OecuserHoro crexia, tam I. Ha
BEpXHEll YacTH aMImyjbl HaHECEHa TOYKa
pasyioMa OpaHXeBOTo LIBETA.

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. /
[NepBUYHas ynakoBKa

ITo 2 mn pactBopuTens (Boja AJis
HWHBEKIHUN) B aMmIymy u3
OecuserHoro creknma, tam I. Ha
BEpXHEll 4acTW aMIysbl HaHECEHa
TOYKA Pa3/ioMa OPaHKEBOTo IIBETA.

Shelf-life (storage period) /
Cpok rogHocTH (cpok
XpaHeHHs)

5 years / 5 net

Assessment: / 3aKJIIOUeHHE:

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

(PT-RU)-141025. /

Cepusi COOTBETCTBYET TpeOOBaHUIM HOPMATHBHOTO JOKYMEHTa 110 KayecTsy JIIT-

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 Quality Control Quality Control Quality Control
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