BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayxr: Tekcapea® (TeHokcHkam) NHOGUIMIAT AN OPUTOTOBIEHHS PACTBOPA /18 HHbEKUMEL, 20 mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 97200 vials /
Cepna Ne ¢ BEGUIRIA Pa3mep cepun * 97200 dnakoHOB
Analyti . i

nalytical Repo“rt No. / : QC/FP/26/00403 Date of Analysis / . (30/06/2026)
AHanHTHYECKHH oTyeT Ne [Jlata ananu3a
Date of Manufacture / . (01/06/2026) Date of Expiry / : (31/05/2029)
JdaTa npon3soacTBa T'onen 1o
Mf{g. License No. /
IMpoussoacTBeHHAR : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
Juuen3na Ne

Analysis performed according to ND No: / Ananun3 nposenen no H Ne: JITT-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTbl ynakosku yreepxaensi: 14.10.2025
PIL approved: / MMII yreepaxaena: 14.10.2025

Page 1 0f 12/ Crp. 1 u3 12
Specification / Hopma

Ne Test / Iloka3aTenb Result / PesyabTaTsl

Yellow to greenish lyophilized powder. /
JInoduiHzuposaHHsIH NOPOLIOK KENTOro ¢
3€N1eHOBATHIM OTTEHKOM LIBETA.

Yellow lIyophilized powder. /
JIHobHNM3HPOBAHHBIH  MOPOLIOK
JENTOro LBeTa.

1 | Description / Onucanue

2 |Identification / UnenTudukanns

Tenoxicam / Tenokcukau

HPLC /BXKX

The retention time of tenoxicam peak
in the test solution chromatogram is
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
YACDKHUBAHHUA [THKA TEHOKCHKamMa Ha

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)). / Bpemsa ynepxuBanus

NMKa TEHOKCHKAMa Ha  XpoMarorpamme
HCTBITYEMOTO pacreopa LOJKHO
COOTBETCTBOBATh BPEMEHH YIEIKHBAHHA NMUKA
TEHOKCHKama Ha XpoMarorpamme
cTaHjaptHoro pacTtBopa (cMm. «IIpumecuy»,
onpefeneHue eAHHUYHBIX NMpUMeceH H CYMMbI
npumeceil (254 Hm)).

Xpomarorpamme HCIbITYEMOTrO
pacTBOpa COOTBETCTBYET BpPEMEHM
YIAEPHBAHHS [MKA TEHOKCHKaMa Ha
XpomarorpaMme CTAHJapPTHOrO
pacTeopa.

Conclusion : APPROVED /
Jaxnwoyenne: OJJOBPEHO

Remarks : The Product confirms to ND/
[Ipumeuanne: [MponykT cooTBeTcTBYET Tpebopanuam HII

Prepared by / lNoarotosneno: ||{Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
gnﬂ"“\ 3 [Mpoge z Hpoaep;f (ACK): ||Ono6peto: O6 neuwue kauecTsa/OTBETCTBEHHOE JIHLO:

Date / ; Date / :’ Date/ a o t\nost [|Date/ ofob/202

JlaTa: 30 lOG‘)'O% ﬂaTa:MOMmL ,[[aTar‘?‘ D\o \ Jlara: 3 ’ f é

—ACITSIratve e - enfeor CTOWET D ot oo, O NG SuTHYS

Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560¢ Fax : +91 22 4056 0555 » Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2[2(P),
5214, 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
INponykT: Texcapen® (TeHokcHkam) nTHOGHAM3AT NS PUIOTOBJIEHHA PACTBOPA AN HHBEKUHH, 20 mMr

Market / PoiHox

: Russia / Poccus

Batch No. / i Batch Quantity / . 97200 vials /
Cepus Ne 2 BIZ60TRA Pasmep cepun * 97200 dnakonos
Analytical Repovrt No./ . QC/EP/26/00403 Date of Analysis / : (30/06/2026)
AHAJTHTHYeCKHi oTyeT No Jata aHannsa

Date of Manufacture / : (01/06/2026) Date of Expiry / . (31/05/2029)

Jarta nponisoacTsa

TIozen no

Mfg. License No. /
[pon3soacTBeHHAR
JHOeH3Ha Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananu3 nposeaen no HJ Ne: JIIT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makers! ynakoeku yreepwaensi: 14.10.2025

PIL approved: / UMII yreepxaena: 14.

10.2025

Page 2 of 12/ Crp. 2 n3 12

Tenoxicam / Tenokcurxam

UV spectrophotometry / Y®-
cnekmpodhomomempiis

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 257.64
nm, 285.48 nmand 369.11 nm./ Y®-
CTMEKTP MOTNOLIEHHS HCMbITYEMOro
pacTeopa, IMNPHUIOTOBIEHHOMO  ANA
KOJMYECTBEHHOrO OMpeaeNeHus, B
obnactn ot 230 um no 400 HM umeeT
MakCUMyYMbl MpH [JNHHAX  BOJH
368,29 um, 285,42 um u 257,41 um.

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230
nm to 400 nm should have maxima at
wavelengths of 257 + 2 nm, 285+ 2 nm and 368
+ 2 nm (see Tenoxicam Assay). / Y®-cnekrp
MOTNOLEeHHs HCTTBITYEMOrO pacTeopa,
NPUrOTOBIEHHOTO AN KOJMHYECTBEHHOIO
onpeneneHus, B 00aactu ot 230 um g0 400 um
JOMKEH HMETh MaKCHMYMBbI MPH 1JIHHAX BOJH
257 = 2 um, 285 = 2 uM 1 368 £ 2 HM (oM.
«KonuuecTsenHoe onpeneneHqe
TEHOKCHKaMay).

Lower Parel West, Mumbai, 400013 Maharashtra.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHuam HJ{ 3axnrouenne: OJOBPEHO
Prepared by / [Tonrotosneno: ||Checked by / ~ |[Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
% M\ - [Tpose Iposepeno (AOK): ||Onobpeno: O CHGKHHC kayecTBa/OTRETCTBEHHOE JTMLO:
Date / Date / Date / Date /
33 %6 0/ob[2026

Jlara: 30 10 é [ JlaTa: 3;’,&06\10}-\) ﬂam?lb\oa\wn JlaTa: 8 ’ ,

MSUla BUSTESS Park, ;

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, 521212, 52/2/2(P),
52/4,52/5, 53/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329



QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
NpoaykT: Tekcapea® (Texokcukam) THOGHAM3AT ANS NPHIOTOBNEHHSA pacTBopa AN HHBEKLHi, 20 MI

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 97200 vials /
Cepus Ne b BI260181A Pa3mep cepun * 97200 dnakoHos
A i ¥ i

nalytical Repohrt No./ : QC/FP/26/00403 Date of Analysis / : (30/06/2026)
AHanuTHYecKHi oTueT No Jara anannia
Date of Manufacture / : (01/06/2026) Date of Expiry / : (31/05/2029)
JlaTa npox3BoacTea I'open 0o

Mfg. License No. /
IMpouspoacTeeHHasn
JHLeH3Hn Ne

: G/28/1828

MA number: / Homep PY

: JIT1-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Ananns nposenen no HJI Ne: JIM-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBku yTeepxaenst: 14.10.2025
PIL approved: / HMII yreepsxaena: 14.10.2025

Page 3 of 12/ Ctp. 3 n3 12

[ [Sodium metabisulfite /

Hampua memaducyasghum
HPLC / BOXKX

The retention time of sodium
metabisulfite peak in the test solution
chromatogram corresponds to the
retention time of  sodium
metabisulfite peak in the standard
solution chromatogram. / Bpewms

YAEpKHUBAHUS nuKa HaTpHa
metabucynspura Ha
Xpomarorpamme HCIBITYEMOTO

pacTBopa COOTBETCTBYET BpEMEHH

YAEPKUBAHUA nyka HaTpus
meTabucynedura Ha
XpomaTorpamme CTaHJapTHOro
pacTBopa.

The retention time of sodium metabisulfite peak
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / Bpems ynepkuBaHHs [HKa HaTpus
meTabucynshura Ha XpoMaTorpamme
HCTBITYEMOTO pacrsopa JIONKHO
COOTBETCTBOBATH BPEMEHH yIepPKHBAHUSA THKA
HaTpusa MeTabuCynn(uTa Ha XpOMarorpamme

CTaH1apTHOro pacTBopa (cm.
«KonuyecTBeHHOE  OMpeneiieHHe  HaTpHs
meTabucynsduran).

3 | Dissolution time / Bpevsn
pacTBOpeHHs

30 seconds / 30 cekyHn

Not more than 60 seconds. / He ©onee 60
CEKYH/L.

Lower Parel West, Mumbai, 400013 Maharashtra.,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [Iponykt coorsercrayeT TpeGosanuam HJL 3aknwyenne: OJOBPEHO
Prepared by / IToarorosneno: ||{Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
t ITposeped IMpoeepeno (AOK):  ||OnoBpeno: Obecnedenune kauecTsa/OTBETCTBEHHOE JTHLIO!
o (]

il e Qij\ré"h-

Date / Date / \ Date / Date /
A ob[2026

[ara: 30 }061 i ,ﬂa-ra:édksé J-Q'L ILaTa:QP\“’é\M lara: 30[ /
SAOMIMISITave Ofice « Pem Tk, TOWET B, 101 T Foo! -

Tel: +91 22 4056 0560° Fax : +91 22 4056 0555 Email : bdrpharma@vsni.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals Internaticnal 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

CEPTU®PUKAT AHATTHU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
lpoaykr: Tekcapea® (TeHOKCHKAM) THOQHIHIAT ISl IPHIOTOBAEHNS PACTBOPA N8 HHBEKUAMH, 20 Mr

Market / Puinok

: Russia / Poccus

AHANHTHYECKHHA oTyeT No

JlaTa auanuia

Batch No. / . BI260181A Batch Quantity / . 97200 vials /
Cepus Ne Pasmep cepuu 97200 dnakoHoB
Analyti . i

nalytical Report No. / . QC/FP/26/00403 Date of Analysis / : (30/06/2026)

Date of Manufacture /
/laTa npou3ssoacTea

1 (01/06/2026)

Date of Expiry /
["onen no

: (31/05/2029)

Mfg. License No. /
IpoussoacTeenHasn
AHueH3ua No

: G/28/1828

MA number: / Homep PY : JI[T-Ne(012106)-(PT'-RU)

Analysis performed according to ND No: / Ananns nposenen no HJL Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakosku yreepaaensi: 14.10.2025
PIL approved: / HMII yreepxaena: 14.10.2025

Page40f 12/ Crp. 4 u3 12

4 | Appearance of reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO
pacTBopa

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

yellow solution is formed. /
INpenapar pacTBopsieTCH
NONHOCThIO c OTCYTCTBHEM
HEepacTBOPEHHbLIX  4acTvl,  6e3
BHAHMbIX MeXaHH4EeCKUX
BIJIHOYEHHH. Obpasyercs

npo3payHbii wENTLIA pacTBOp.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpenapat nomxen
PacTBROPATBCA TOJHOCTBKY €  OTCYTCTBHEM
HEpPaCTBOPEHHbIX 4acTul, ©O€3 BHAMMBIX
Mexanuueckux  BmoueHuH.  Obpazyetcs
npo3payHblii  3€71eHOBATO-KENTOro  LBera
pacTBop.

5 | Solution clarity* /
IIpo3paunocts pacreopa*

The product solution is clear. /
PacTBop npenapara npo3padHsiii.

The product solution should be clear. / Pactsop
npenapaTa 40JxKeH ObiTh MPO3payHbIM.

6 | Solution color* / llBeTHOCTD
pacreopa*

The product solution is not more
intensely colored than the reference
solution GY,. / Crenenb oxpacku
pacTBOpa Npenaparta He MpeBbiluaeT
staion GY (.

The product solution should not be more
intensely colored than the reference solution
GY,./ CreneHb okpackH pacTsopa npenapara
He JIoJI#Ha npeBbiwaTh 3Tanod GY .

7 | pH* / pH pacTBOpa*

9.199/ 9,199

7.5t0 10.0./0717,5 00 10,0

8 | Particulate matter® / MexanH4uecKkHe BKIKYEHH ™

Remarks : The Product confirms to ND/

[1pumeuanne: [poaykr coorBetcTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
3akmouyenue: OAOBPEHO

Prepared by / IloaroTtosnexo:

Shne

Checked by /

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

Approved by: Quality Assurance/Authorized person /
OnodpeHo: ObecneueHue xauecTBa/OTBETCTBEHHOE JIMLO:

Lower Parel West, Mumbai, 400013 Maharashtra.

[lpose :
Bl / W e
Date / Date / Date / Date /
Jara: 3cloe 1 206 ﬂarazjqaé Uﬂ”o ,[IaTazgo\bé\M% Harta: 80 ’06’ 2026
AATIISUatve Uiice | Pemnsolg Busiess Part = P arg,

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 : BOR 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. 1 02676 - 230220

CIN No. : U24230MH2002PTC 137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
MpoaykT: Tekcapea® (TeHokcHkam) NTHOMHAK3AT 1S IPHIOTORNEHHS PACTBOPA A HHBEKLHH, 20 Mr

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 97200 vials /
Cepna Ne + BI260181A Pa3mep cepuu * 97200 dnaxoHos

Analytical Report No. / Date of Analysis /

. i) 3
AHaJHTHYecKHiT oTueT Nb : QC/FP/26/00403 JlaTta avaaunsa

: (30/06/2026)

Date of Manufacture / : (01/06/2026) Date of Expiry / : (31/05/2029)
Jara npoussoacTea Foaen ao

Mfg. License No. /
MpoussoacTsenHan : G/28/1828 MA number: / Homep PY : JI[1-Ne(012106)-(PT-RU)
nNHueH3na Ne

Analysis performed according to ND No: / Anann3s nposenen no HJ Ne: JIM-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTBepaaesni: 14.10,2025
PIL approved: / UMII yreepxkaena: 14.10.2025

Page5of 12/ Crp.5n312

Visible particles / Budumwie vacmuyw Complies / CooTBeTcTBYET According to requirements. / B
COOTBETCTBHH C TpeOOBaAHUAMHU.

Subvisible particles: / Hesudumwie 311.87 vial / 311,87 dnaxon Particles > 10 pum: not more than
yacmuybt! 6,000 per vial; / YacTiu pazmepom
> 10 MkM pomkHo ObITe He Oonee

6000 na dnakon;

11.73 vial / 11,73 dnaxon Particles = 25 pm: not more than 600
per vial. / HYactuu pasmepom
> 25MKM J0/DKHO ObITL He Gonee 600

Ha (iakoH.
9 | Related Substances / [Ipumecn
N % T g0 )
3 aminopyridine / 0.00% /0.00% Not more than 0.25 % / He 6onee 0,25 %
2-aMMHOMUPHIHH
Individual unidentified Not more than 0.5 % / He tonee 0,5 %
impurity / Enunuunas | Below BDL (BDL=0.02 %)/ Huxe
HEHAEHTH(HLIMPOBAHHAs nopora perictpauuu (ITP = 0,02 %)
npHUmech
Total impurities / Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei 0.00% /0,00%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: TponykT cooTBeTcTBYET Tpeboranuam HJL 3axknwuenne: OJOBEPEHO

Prepared by / [Moarorosnexo: Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[poeepero (AOK): ||Opobpeno: Oﬁe%gqenue KauecTBa/OTBETCTBEHHOE THLIO:

Snore® - ﬁg&"‘/ :‘BA:

=
Date / Date / Date / " Date / obllo
ﬂam; BU ‘ o6 ' ) % ,[IaTa.‘-a'G(dse {LWLE ﬂaTa: "'50\ L\'VD‘VC' ,L'la'ra: 30’ ’ ?_G

Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560« Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net = www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works [ Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 521212(P),
52/4,52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[poaykr: Tekcapen® (TeHokchukam) TMOGUIH3AT JUTA NPUIOTORNEHHA PACTBOPA LTS HHbEKLIHH, 20 Mr

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 97200 vials /
Cepus No R Pasmep cepun 97200 dnakoror
Analytical Report No./ - QC/EP/26/00403 Date of Analysis / . (30/06/2026)

AHANHTHYECKHHA oTyeT No

Jara ananusa

Date of Manufacture /

. >
Jara npou3isoacTsa  (01/06/2026)

Toaen no

Date of Expiry /

¢ (31/05/2029)

Mfg. License No. /
IpousBoacTeeHHan
nHUeH3Hs Ne

: G/28/1828

MA number: / Homep PY : JITI-Ne(012106)-(PI-RU)

Analysis performed according to ND No: / Auanns nposegen mo HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025

Artworks approved: / MakeTs! ynakoekH yreep#aensi: 14.10.2025

PIL approved: / HMII yreepxaena: 14.10.2025

Page60f 12/ Ctp. 6 u3 12

10 | Uniformity of dosage units* /
OpropoanocTh

AO3HPOBAHHBIX eIHHHI*

130713

Acceptance value (AV) should not be more
than 15.0. / [Tokazarens npuemiaemocty (AV)
nomxen OviTh He Donee 15,0.

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

*
11 Watei / Copepixanne 1.05%/ 1.05 %
BOABI
: == .
it Les 0162 EUmg ([T o EUme oo, T
P > Mesee 0,162 E9/mr '
JHAOTOKCHHEI
13 | Sterility* / CtepuibHoCTR* Sterile / Crepunen Should be sterile. / [lonxeH 6biTh
CTEPH/IbHBIM.
14 | Assay / KonngecTBeHHOe onpeneienne

Tenoxicam / Ternoxkcuxkam
uv/ yo-

crekmpoghomosempusecKull

103.0% /103,0 %

90.0 % to 110.0 % of Ci3H1iN304S8;
(tenoxicam) of label claim. / Ot 90,0 % a0
110,0 % CisHiN3O4S:  (TeHokcukam) oT
HOMMWHANBLHOTO CONEPHAaHHUA.

Remarks : The Product confirms to ND/

MNpumeuanue: [ponykr coorsercrayet Tpebosanusm HJI

Conclusion : APPROVED /
Jaxkmwuenue: OJOBPEHO

Prepared by / [Toarotosnedo: ||Checked b

Checked by (AQA)/

Approved by: Quality Assurance/Authorized person /

le . [Tpos W ITpoeepeHo (AOK): ||Onobpeno: Odecneuerme kauectra/OTBETCTBEHHOE TULIO:
§deter = /3845“‘/ /“-EMA
—t - .
Date/ Date / Date / ¢, ||Date/ Z0|06l2026
Nata: 30 ’ 6 l L0346 ﬂara:jq%( LULB ﬂaTa:q’O\ﬁ t\w [ara: ’
mi 2, Canpatrao Radant varg,

Lower Parel Wést, Mumi:)ai. 4{}001,3 Maharashtra.

Tel : +91 22 4056 0560 Fax : +91 22 4056 0555« Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, §1/2, 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. 1 02676 - 230220

CIN No. : U24230MH2002PTC137329



QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
ITpoaykr: Texcapea® (TexokcHkam) nHOGUIM3AT ANA NPHUTOTOBJICHMA PACTBOPA [UIA MHBEKUMH, 20 Mr

Market / Poivok : Russia / Poccus

Batch No. / . BID60181A Batch Quantity / . 97200 vials /
Cepusn Ne Pa3mep cepun 97200 ¢nakoHoB
Analytical Report No. / : QC/FP/26/00403 Date of Analysis / . (30/06/2026)

Jlata anaqan3a
Date of Expiry /
Tonen ao

AHAJHTHYeCKHH oT4eT Ne
Date of Manufacture /
JlaTa npousBoacTBa

Mfg. License No. /
IpoussoacTBenHan
AHUeH3IHa Ne

Analysis performed according to ND No: / Ananus nposeaen no HA Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBku yreep:xaenbi: 14.10.2025

PIL approved: / UMII yreepaxnena: 14.10.2025

: (01/06/2026) : (31/05/2029)

: G/28/1828 MA number: / Homep PY : JI[1-Ne(012106)-(PT-RU)

Page 7 of 12/ Crp. 7 13 12

Sodium metabisulfite / 99.2%/99,2% 85.0 % to 110.0 % of Sodium metabisulfite of
Hampua memaducyisipum the label claim. / Or 85,0% no 110,0%
HPLC / BIXKY HaTpua MeTabucynbduTa OT HOMHHANBHOIO

coacprKaHHA.

15 | Package description / Onncanne ynakoBKH

Primary package / Hepeuunas
VHAKOBK

20 mg of the tenoxicam in a
colorless glass vial type | stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / Tlo 20 mr TeHokcHkama BO
(pnakoH 13 DecuBETHOro cTeKna THI
[, ykynopenHbi#i npobkoil M3
HpoMOyTHNOBOH pe3KHbI, 00xaToM
AMOMHHHEBBIM  KONMA4koM ¢
KOHTPOJIEM T[€PBOrO BCKPBITHA H
NJ1acTUKOBbLIM AHUCKOM noBsepx
ANFOMMHUEBOI0 KONMa4Ka.

20 mg of the tenoxicam in a colorless glass vial
type 1 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  (DNakOH M3
HecupeTHoro cTekna Tun [, yKynopeHHsbli
npobxoit M3 OpomMOYTHNIOBOH  pe3MHBI,
obxaToif  anOMHHHEBBIM  KOAMaukoMm ¢
KOHTpOJIEM nepeoro BCKPBITHA "
NAACTHKOBLIM JMCKOM MOBEPX a/IOMHHHEBOIO
Konna4ka.

Remarks : The Product confirms to ND/

Mpumeyanue: [poaykT cooTBeTcTRYyET Tpebosanuam HJL

Conclusion : APPROVED/
3akawuenue: OJJOBPEHO

Prepared by / [Monrotoreno: ||Checked by.L. Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\ [Mposepehins UITposepeno (AOK): ||Onobpero: Obecnieuenue kauecTra/OTBETCTBEHHOE JIHLO:
S S~ figudan
- "%
Date / |[Date / Date / Date /
0 3 28 04/ 2026
Hara: 30} G‘ e Ila'razg-‘o QE’U'O !0 ﬂa‘ra:%ﬁ\d’\m Jata: ‘7’0’ 6,2‘ z
Agministrative O s k—ToweTr B, Tot Fioor, Ot o, 1001 & 1002, Oanpatrao Radan verg,

Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560° Fax : +91 22 4056 0555 « Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IpoaykT: Tekcapen® (TeHokcrKkam) AHOMHIM3AT A8 NPHTOTOBIEHHS PACTBOpA ANA MHBEKUMH, 20 Mr

Market / Pbinok

: Russia / Poccus

Batch No. / Batch Quantity / 97200 vials /

5 2 i
Cepusn Ne : BiZGHBLA Paimep cepuu * 97200 trakoHoB
Analytical Repourt No. / : QC/FP/26/00403 Date of Analysis / . (30/06/2026)
AHAMHTHYECKHIT oTyeT No Jara anannsa
Date of Manufacture / : (01/06/2026) Date of Expiry / . (31/05/2029)
JlaTa npou3soacTBa lonew mo
Mfg. License No. /
Tpou3BoACTBEHHASA : G/28/1828 MA number: / Homep PY : JI[1-Ne(012106)-(PT-RU)
AHueH3IHa Ne

Analysis performed according to ND No: / Ananu3 npoeeaen no HJ/ Ne: JII-Ne(012106)-(PT'-RU)-141025
Artworks approved: / Makers! ynakoskn yreepsaensr: 14.10.2025

PIL approved: / UMII yTeep:xkaena: 14.10.2025

Page 8 of 12/ Ctp. 8 n3 12

Cpox roanoctn (cpok
XpaHeHHH)

16 | Shelf-life (storage period) /

3 years /3 rona

* Note.  * [Ipuvesanue.

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. / AsaiurTiuyeckue MeToauku no ['® PO aeiicteyroutero uiaanns
NPHMCHAKOTCS 19 KOHTPO:IS Ka4ueCTBa Npenapara ha TeppuTopru Poceuiickoit ®eiepaunn. [liis BoINYCKAIOUIErO KONTPOIA KAUeCTBa HA IPOK3ROCTBE
NPOM3BOAKNTE L HCMONB3YET MeTOAMKH o EBponefickolt Papmaxonee nelcTByoLIEro H3aanus.

Remarks : The Product confirm

s to ND/

Conclusion : APPROVED /

IMpumeyanue: [TponykT coorBeTcTBYET TpeboBaHuam HJL 3aknwyenune: OQJOBPEHO

Prepared by / [Toarotoenexo:

ool

Checked by /

Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Iposepeno (AOK): ||OnoGpeno: Obecneuerue kauecTsa/OTBETCTBEHHOE IMLO:

P G

A
Date / . Date /"

Mara: 30 ‘0 6 ")‘O 26 ﬂ.am:éo\a&([’w'x
—AUTIAISIratve Ofee - Pen

Lower Parel West, Mumbai, 400013 Maharashtra.

Date / Date /
.[laTa:f—L“o\Dl"\w% LIaTZ: 3o ' "’6’ 205

1 ¥

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, 52121, 52/212, 521212(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 388350.

CIN No.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Tekcapea® (TeHokcukam) nHodHIM3AT A8 NPHIOTOBAEHKS PacTBOpa And HHbeKUHH, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / ! Batch Quantity / . 97200 vials /
Cepuisi Ne # BlZaUIs)A Pasmep cepun 97200 dnakoHos

Analytical Repo“rt No. / : QC/FP/26/00403 Date of Analysis / . (30/06/2026)
AHaJiuTHYecKHH oTYeT No JaTta ananuia

Date of Manufacture / : (01/06/2026) Date of Expiry / . (31/05/2029)

JlaTta npox3BoACTEA lopen oo

Mfg. License No. /

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

JHueH3Hn Ne
Analysis performed according to ND No: / Axann3s nposeaen no H/{ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBKkH yTBepaxaennl: 14.10.2025

PIL approved: / UMII yrBepxaena: 14.10.2025

Page 90of 12/ Ctp. 9 u3 12

KIT / KOMILJIEKT
TESTS / TIOKA3ATEJIA RESULTS / PE3YJIBTATBHI SPECIFICATIONS / HOPMbI
Package description ! | Secondary package / Bmopuunas | Secondary package / Bmopuuras ynaxoska
OnucanHe yNnakoBKH VRAKOGKA 3 vials with the medical product and 3 ampoules

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

polyvinyl chloride cassette. 1 | acarton pack.
cassette with the patient information | 5 vials with the medical product and 5 ampoules
leaflet in a carton pack. with the solvent in a polyvinyl chloride cassette.
[To 3 ¢nakona ¢ npenapatom W 3 | 1 cassette and patient information leaflet in a
ammyibl c pacTBopuTeneM | carton pack./

NOMELL AT B kaccery w3 | [lo 3 ¢nakona c npenapatom u 3 amnynsl ¢
MONMBMHMIXJTIOPHAA. |  KacceTy | pacTBOpMTENEM NOMELIAIT B KacceTy 3
BMECTE €  MHCTpykudeH N0 | NONMBHHMUIXIOpMAA. | KacceTy BMecTe ¢
NPHMEHEHHIO TIOMELLAIOT B Na4Ky | MHCTPYKUMEH N0 NPMMEHEHHIO NOMEILAT B
KapTOHHYHO. nayky KapTOHHYIO.

lMo 5 ¢nakoHOB ¢ npenapatoM W 5 aMnyn c
pacTeROpHTeNneM TNOMELAT B KAaCCeTy M3
MONMBUHUAXIIOPHAA. | KacceTy BMECTE C
MHCTPYKLMEH NO NPHMEHEHUID MOMELIAT B
NavKy KapTOHHYHO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [NpoaykT coorsercTayer Tpebosannam HJL 3aknwuenne: OJJOGPEHO
Prepared by / [ToarotoeneHo: |[|Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\ MposgpeHO; INposepeno (AOK): ||OnobpeHo: 063(:11313:1”&: kayecTBa/OTBETCTBEHHOE NHLIO!
ernil a
Gt | Ak oo
Date / ; _ Date / Date / 3 ||Date/ } o
Tara.  30l06 l2006 || rom DALl | o 3004|2026

—AOTnInIStrative OTMce - Permsua Bu ark; or, O NO.T60
Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560+ Fax : +91 22 4056 0555 Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 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
CEPTHOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) [yophilized powder for solution for injection after reconstitution, 20 mg
[Mpoaykr: Texkcapen® (TenokcHkam) n1nodHaM3aT ANS NPUIOTOBJIEHHS PACTBOPA A5 WHbEKLWH, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / A Batch Quantity / . 97200 vials /

Cepus Ne E Bl Pasmep cepun " 97200 dnakoHOB
Analytical Repovrt No. / : QC/FP/26/00403 Date of Analysis / . (30/06/2026)
AHaNHTHYeCKHIl oTueT Ne JaTa ananu3a

Date of Manufacture / : (01/06/2026) Date of Expiry / . (31/05/2029)

JlaTa npon3sogcTBa Toaen ao

Mfg. License No. /

IMponsBoacTBeHHan : (G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PI"-RU)
JHUeH3HA Ne

Analysis performed according to ND No: / Anasans nposeaen no HJ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MaxeTs! ynakosku yreepaaensi: 14.10,.2025
PIL approved: / MMII yreepxaena: 14.10.2025

Page 10 0of 12/ Cp. 10 m3 12

KIT / KOMIIJIEKT
TESTS / NIOKA3ATEJIH RESULTS /PE3YJbTATDI SPECIFICATIONS / HOPMbI
Labeling/ Mapkuposka Complies / CooTsercrayer See Section 1.3.2 of Module 1 of registration
dossier. / B coorsercTBuMM ¢ pasgenom 1.3.2.
MOAyns | perucTpallMoHHOrO 10Che.
Storage / ¥YcnoBusi XpaHeHus For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

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

Jlna ynakoeky o 3 dnakoHa ¢ npenapaTtoM H 3 aMIyJibl ¢ PACTBOPHUTENIEM B KACCETE:

B opuruHansHol ynakoske (pakoHbl ¢ NIpenapaTtoM H amymbl ¢ pacTBOPHTENEM B NauKe)
NpH Temneparype He Bbiuie 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 roaHocTu (cpok years. / CpoK roqHOCTH KOMIIJIEKTa OTPeSeNseTcs CPOKOM FOAHOCTH NeKapCTBEHHOrO
XPaHeHHs) KOMNJeKTa npenapara s MEAMLIHHCKOrO TPUMEHEHHs — 3 roaa.
API name / Hanmenosanne ADC: Tenoxicam / TeHokcHKam
INN / MHH: Tenoxicam / TeHokcHkam
API manufacturer batch number /
92018125
Homep cepnu npon3eoautens ADC:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [NpoaykT cooreeTcTBYeT TpebosBanuam HJL 3axnwuenne: OJOBPEHO
Prepared by / Ioaroroeneno: ||{Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

Nposep [Mposepeno (AOK): ||Onobpeno: Obecnevenne kadecTBa/OTBETCTBEHHOE NHLO:

s
= AR~ Pyl

Date / Date / {4|Date / Date /
Nara: 30 lo6 206 Nara \},C(‘fﬁ (}OF ﬂaTa:gb\ﬁL\M% o 3ofo6[ 2026
“AOmIISTatve Otee - Per AR, TOWET B, ; : -

Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +81 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),
52i4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Texcapea® (TeHokcHkam) NHOGUAKM3AT 118 NPHTOTOBNEHWS PACTBOPA M8 WHBEKUKH, 20 mr

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 97200 vials /

Cepus Ne & Bl2a01sla Pa3mep cepnn * 97200 dnakoHoB
Analytical Repourt No. / . QC/FP/26/00403 Date of Analysis / . (30/06/2026)
AHANHTHYECKHH 0T4eT N2 JlaTa ananusa

Date of Manufacture / : (01/06/2026) Date of Expiry / : (31/05/2029)

JaTta npou3BoacTsa TI'open ao

Mfg. License No. /

lMpou3egoacTEeHHas : G/28/1828 MA number: / Homep PY : JITT-Ne(012106)-(PT-RU)
JIHUeH3un Ne

Analysis performed according to ND No: / Ananus nposenen no HJI Ne: JITT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTs! ynakoBku yrBepxaensbi: 14.10.2025
PIL approved: / UMII yreepxaena: 14.10.2025

Page 11 of 12 / Ctp. 11 n3 12
B250004300

FP Manufacturer API Batch number /
Homep cepuu cyGeranuuu
nponspoauTens [JIdD:

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

Edmond Pharma S.r.1, Italy /
Dnmonn @apma C.p.n., Uranua

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

HanmenoBanue, agpec B HOMep
JHUEH3WH MJIOMAJKH,
OCYWECTBAAOLIEH
NpPOH3BOACTBO/KOHTPOIb
kavyecrBa/Beinyck [JID

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.-51/1/1, 51/1/2, 5172, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT — VANSETI VILLAGE. PO -
TAJPURA, TALUKA —HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /

BJIP ®APMACBIOTUKAJIC UHTEPHEMWEHEJ NBT. IT., Hraus
Cypeeit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/3,
53/1, 53/2, 53/3, 54/1, 54/2, 3T - Bauuetu [lepesus, [10-Tanxnypa, Tanyka
- Xanon, oxpyr MNanumaxan — 389 350. Unaus (nuuensns Ne G/28/1828)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00939-2023 dt. 21 July 2023) and requirements
to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country.
Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established». /

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Remarks : The Product confirms to ND/
Mpumeuanne: [NponykT cooTBeTcTBYeT Tpebopanuam HII

Prepared by / IToarotosneno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
\e INpose Tposepero (AOQK): [|OnobpeHo: Ofecneuetne kayecTBa/OTBETCTBEHHOE NHLO:
o
P o)
Date / Dat,elf ) | Pate / Date / /
nera: 3olog [20¢ Hm:&,ﬂlﬂﬁbﬂ w ERCTAU o o 30[0b)2072.6
O ative Office T Pe Ol BUSTTESS Park, TOWer o, 1ot 1 [ TOU T TOUZ,

o ¥ 3 8 819 E J NU Ul
Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555« Email : bdrpharma@vsnl.net  www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
5214, 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
INpoaykr: Tekcapea® (TeHokcHKam) NMOQHIKM3AT A5 MPUTOTOBIIEHHSA PACTBOPA ANA HHbEKLUKHA, 20 M

Market / PolHok : Russia / Poccus
Batch No. / Batch Quantity / 97200 vials /

‘ ~ .
Cepus Ne  Blenriata Paimep cepuu " 97200 ¢nakoHoB
Analytical Repourt No./ ‘ . QC/FP/26/00403 Date of Analysis / . (30/06/2026)
AHANTHTHYECKHIT oTyeT Ne darta ananusa
Date of Manufacture / : (01/06/2026) Date of Expiry / . (31/05/2029)
JlaTta npox3soncTea I"onen a0
Mfg. License No. /
INpousBoacTeennan : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PT-RU)
AHUeH3Hn Ne

Analysis performed according to ND No: / Ananu3s nposegen mo HJ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers!l ynakosku yreepxaennr: 14.10.2025
PIL approved: / UMII yrBepskaena: 14.10.2025

Page 12 of 12/ CTp. 12 B3 12
3aK/04ueHHe 0 cO0TBeTCTBHE: «HacToduM 1 NOATBEPXKAALD, YTO NPUBEEHHAS Bbillle MHQOPMAaLIKa ABAETCSA JOCTOBEPHOH
H TOUHOM. DTa cepHs NpOAYKLHH NpOH3BeAeHA (BKIIH04HAA YIAKOBKY (MapKMPOBKY) H KOHTPONIb KAYECTBA) HA BbilIEYKa3aHHOH
NPOHIBOJCTBEHHOH muowanke (njioLiaakax) B TOJHOM COOTBETCTBMM ¢ Tpebosanmamu [lpaBun  wagnexaulcH
NPOKU3BOACTBEHHOM npakTHkyh EBpasuiickoro sakoHomuueckoro cowza (Ne GMP/EAEU/RU/00939-2023 ot 21 urona 2023) u
TpeGOBaHUSAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHbIX CPEACTB, A TAKOKE B COOTBETCTBHH CO cnelu(HKALWIMH, COAEPKALLHMUCH
B PErHCTPALHOHHOM IOChE CTPaHbi-HMMNOPTEPa. 3alliCH N0 NPOM3BOACTBY, YIIAKOBKE M aHANH3Y NPOBEPEHBI, H YCTAHOBIEHO
WX cooTBeTcTBHE TpeBosanusam [lpaBun Haanexallel NpoM3BOACTBEHHON NpakTHKKU EBpa3niickoro aKOHOMHUYECKOT0 COK3aN.

Remarks : The Product confirms to ND/ Conelusion : APPROVED /
IMpumeuanue: [Tponykt coorsercrayeT Tpebosannam HJL Jaxkawyenune: OJOBPEHO

Prepared by / IMoarorosneno: |[Checked by Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Nposepeno (AOK): ||Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE JIHLIO!

o | o | 55 dglon

Date / 6010 ¢ ‘ By E:th/fg{}\ Qﬁ\&"b Date //})C\0 L,\'Z/D% Date / 3.010 & /202 3

Jlara: Jlata: [ara:

mmmmﬁcw&ﬁﬁﬁrﬁm oo Canpatrac aaam vard;
Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560« Fax : +81 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, 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 I"HARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIH3A

Name of Product/
- Hanmenoranue npenapata

Water for injections (solvent) /
Boaa aast uneexunii (pactsoputens)

Batch no. / Homep cepuu BI260084
Amount of product per batch / Pasmep 205.0L
cepuu
Date of Control / lata anaamza 04/05/2026
Manufacturing date / lata npoussoacrea 03/2026
Expiry date /Jata oxonuanmus cpoka 02/2031
rOAHOCTH
Water for injections (solvent) / Bona asia nabexunii (pacTBOpHTENB)
TESTS / TIOKASATEJIM SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTAThI

Description / Onucanne

Clear, colourless liquid without odor. /
ITpospaunas GecuBeTHas KULKOCTL Ge3
3araxa.

Clear, colourless liquid without
odor. / TIlpospaunas GecuperHad
KHOKOCTh 6e3 3anaxa.

Particulate matter / Mexanuyeckue BIIIOYeHHs

Visible particles /
Budumeie vacmuye!

According to requirements. / B cooTBeTcTBYH C
TpeboBaHUAMH .

Complies / CoorserctByer

Sub visible particles /
Heguoumere wacmuyb

=10 pm particles /
4YacTHII pasmMepoM > 10 Mkm

>25 pm particles /
YaCTHIl pasMepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha amnyny;

Not more than 600 particles per ampoule. /
He 6onee 600 1a ammyny.

329.33 particles per ampoule; /

He 6onee 329.33 na ammyny;

14.67 particles per ampoule. /
He 6onee 14.67 na ammyny.

Acidity and alkalinity /
KuchoTHocTs ¥ IIeJI0YHOCTD

Test sample should pass the test. /
Hcnbityemslii oGpasel JOMmKeH BEIIEP)KHBATS
WCTIBITaHKE.

Complies / CooTBercrayer

Reducing substances /
Boccranasanparowe
BEIECTBA

Test sample should pass the test. /
Hcenbiryembli obpazel nomkeH BBLIIEPKHBATh
UCTIBITAHHE.,

Complies / CooTsercrByer

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / Cootsercrryer

¥Yraepona guokcus / He nomxHO ObITE MOMYTHEHUS B TEYEHHE
1 yaca.
Chlorides/ Xnopuap: Not more than 0.5 ppm. / He 6onee 0,5 ppm. Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl H HETPHTBI

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

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

Sulphates / Cyansdathi

No turbidity should occur within not less than
1 h. /B Teyenne He meHee | yaca HE NOJBKHO
HabIIONaTeCA OMYTHEHHE,

Complies / CooTBercreyer

Ammonium / AMMOHHHA

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

Less than 0.6 ppm / Menee 0,6 ppm
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D BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / NIOKA3ATEJIU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATEI

Calcium and magnesium /
Kanbuuit v maruuit

Pure blue color should be observed (without a
violet hue). / [Jomxho HabnronarTecs YucTo
cHHee okpaluusanue (bes duoneToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Taxensie
MeTaIbI

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.001 % /0.001 %

Conductivity / Not more than 25 uS/cm. / 11.71 pS/em. /
3J1eKTPONPOBOAHOCTE He 6onee 25 MxCwm/cm. 11.71 mxCwm/em.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.1mL/
HzBiexaembiii 00bem He MeHee HoMHHanbHOTO (He MeHee 2 Mi1). 2.1 mn

Bacterial endotoxins /
BaxkrepuajibHbIe 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Mn Boas! s
UHBEKL[HH.

Lessthan 0.12 EU /mL /
Megee 0.12 ED / mn

Sterility / CTepunasHocTe

Should be sterile. / JomikHa GEITE CTEPHIIBHOM.

Sterile. / C;TepPIJ'IbHO.

Package description /
OnHcaHHe YNaKOBKH

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

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

Mo 2 M pacTBopHTeNs (BOJA NS MHBEKIIHI) B
amnyny wuz OecnperHoro crekna, ten I. Ha
BEpXHEH 4YacTH aMilylbl HaHECeHa TOuKa
pasoMa OpaHKEeBOIo L{BETA.

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. /
ITepBHYyHas ynakoBka

Ilo 2 mn pacreoputens (ona mjis
HHBEKUHH) B amoyny  H3
BecuserHoro crexna, THn I Ha
BEpXHEH YacTW amilyllbl HaHeceHa
TOYKa Pa3jioMa OPaH)KEBOr0 LIBETA.

Shelf-life (storage period) /
Cpok roatoctu (cpox
XpAHEHH:)

S years/ 5 ner

Assessment: / 3akirouenHe:

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

(PI-RU)-141025. /

Cepus COOTBETCTBYET TPeGOBaHMAM HOPMATHEHOIO IOKYMEHTA o kauectsy JIIT-

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

APPROVED BY
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Executive Sr. Executive

Manager
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