BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
ITpoayxr: Texcapen® (TeHokcHKaM) THO(MHIN3AT AJ1A MPHTOTOBJIEHHA PacTBOpa s MHbeKUMH, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95685 vials /

Cepus Ne + BI260048A Pa3mep cepun * 95685¢nakoHoB
Analytical Repo-rt No. / : QC/FP/26/00101 Date of Analysis / : - (28/02/2026)
AHaJHTHYecKHii oTdeT No Jara ananusa

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

JlaTa npon3BoacTBa I'open no

Mfg. License No. /

IlpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHneH3ns Ne

Analysis performed according to ND No: / Ananns nposeaen mo HJI Ne: JIII-Ne(012106)-(PI'-RU)-141025

Artworks approved: / MakeThs! ynakoBkH yTBepxiennl: 14.10.2025
PIL approved: / HMII yreepxkaena: 14.10.2025

Page 1 0f12/Ctp. 1 13 12

Ne Test / Iloka3aTenn Result / PezynbTaThl Specification / Hopma
1 | Description / Onucanne Yellow lyophilized powder. /|Yellow to greenish lyophilized powder. /
JIHOhHUIH3HPOBaHHBIH  TOpOIIOK |JIHOGHIH3HPOBaHHBIH MOPOIIOK JKENTOro ¢
JKENTOro LBeTa. 3€JICHOBATHIM OTTEHKOM IBETA.
2 |Identification / MnenTndukanus

Tenoxicam / Tenoxkcuxam
HPLC / BOXX

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
yAep>KHBaHHA MHKA TEHOKCHKaMa Ha
XpoMaTorpaMme HCIBITYEMOTO
pacTBopa COOTBETCTBYET BpEMEHH

yAEp)KHBaHUA MHUKA TEHOKCHKaMa Ha
XpoMaTorpamme CTaHIapTHOTrO
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 i
impurities (254 nm)). / Bpems yaepxuBanHus i
nMKa TEeHOKCHKaMa Ha  XpoMaTorpamme \
HCIBITYeMOTrO pacTBopa JOJDKHO ‘
COOTBETCTBOBATh BPEMEHH yJIEPXKUBaHUA [THKA ‘
TEHOKCHKaMa Ha XpoMaTorpamMme
craHgapTHoro pactBopa (cM. «IIpumecH»,
onpejefieHHe eqUHHYHBIX NpHMeceii H CyMMBI
npumMeceii (254 HM)).

Remarks : The Product confirms to ND/

I pumeuanue: [Iponykr cootBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / TloarotosneHo: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
at ITpoBepeHo— Iposepero (AOK): ||OnoGpeno: O6ecnedenne kauecTsa/OTBETCTBEHHOE JIMLIO:
o 2 qushar
(B = AP~ ==
Date / 0% Date / Date / Date /
JlaTa: ! 303\ Iara: \g\%\'ﬁ)lc &Ta:"g\ﬂ\wn Hara: 13 ? 2 3’ 29 16 —

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 AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
HMpoayxr: Tekcapea® (TeHokcuKam) THOGHIN3AT s IPUTOTOBJIEHHA PACTBOPA [is HHBEKLMH, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 95685 vials /
Cepus Ne h BIZOUHEA Pa3mep cepuu * 95685¢nakoHos
Analytical Report No. / . Date of Analysis / .
AHANHTHYECKHI oTuyeT No * QC/FP/26/00101 JlaTa ananusa » (28/02/2026)
Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)
aTa NPOH3BOACTBA I'ogen no
Mfg. License No. /
IIpousBoacTBeHHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHueH3us Ne

Analysis performed according to ND No: / Anaau3s nposenen mo HJI Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeThl ynakoBKH yTBep:kIeHsl: 14.10.2025
PIL approved: / HMII yreep:xaena: 14.10.2025
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Tenoxicam / Tenoxkcurxam UV absorption spectrum of the test [UV absorption spectrum of the test solution
UV spectrophotometry | V- solution prepared for the Assay in the |prepared for the Assay in the range frgm 230
range from 230 nm to 400 nm has [nm to 400 nm should have maxima at
cnexmpogomomempus :
maxima at wavelengths of 258.04 |Wavelengths of 257 +2 nm, 285 +2 nm and 368
nm, 284.91 nm and 368.50 nm. / V- |* 2 nm (see Tenoxicam Assay). / Y®-cnekTp
crecr rorsoueun ity 1O UGS piraop,
PACTROPA, TIPHDOTORJCHHOIO A onpexneneHus, B obnactu ot 230 M 1o 400 HM
EpfeCTagHE NY DIDCICIGHUN, B |y st HeTs MaKCHMYMBI TIPH ANHHAX BOJH
obnactu ot 230 HM 10 400 HM HMeeT 257 + 2 uM, 285 £ 2 HM 1 368 £ 2 HM (cM.
MARCHMYMBL DDHJUIHHAX BOIHGeamigecTRenToE onpejeneHHe
258,04 HM, 284,91 HM H 368,50 HM. TCHOKCHKB.M&»).
=rs--r--r—-mm--e- e ——————_—
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanue: [Iponykr cooTBercTByeT TpeboBanuam HJJ 3axnouenne: OJJOBPEHO

Prepared by / Iloarotosneno: |[Checked by / ] Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\)D&“b\ % [Tposepero (AOK): ||Onobpeno: Obecneuerue kauecTBa/OTBETCTBEHHOE JIHLIO:
6 \/\y .l / w — 't‘\_
Date / o\ 2024 Date / yn A 70 Date / 4, ||Date /
JlaTa: ‘3\ ’\ Ilara: \9: \ )Q Jara: .‘g\og\w ara: 15’ 03/ 2024

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

CEPTHO®HUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapen® (TeHokcHkaM) JTHO(HIM3AT A MPHTOTOBIIEHHS PACTBOpPA AN HHBEKLHMIA, 20 Mr

Market / PeiHoKk : Russia / Poccus

Batch No. / ] Batch Quantity / . 95685 vials /
Cepust N : BI260048A Pa3mep cepuu ' 95685dnakoHORB
Analytical Repc:rt No./ : QC/FP/26/00101 Date of Analysis / : (28/02/2026)
AHANHTHYECKHH oTyeT Ne JlaTa ananu3za

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

JlaTa npoHsBoacTBa Topen oo

Mfg. License No. /
IIponsBoacTeeHHas
JIMLeH3na Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananu3s npoeeaen no HJI Ne: JIIT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTeep:aeHbi: 14.10.2025
PIL approved: / HMII yrBepaxnaena: 14.10.2025

Page3 of 12 /Ctp. 3 u3 12

Sodium metabisulfite /
Hampua memabucynsum

HPLC /B)KX

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

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). / Bpema ynepXuBaHHS NMHKa HaTpHS

pacTBOpEHHA

YAEPXHUBaHUSA MHKa HaTpus |Metabucynbdura Ha XpoMartorpaMmme
MeTabucynbpuTa Ha |HCTIBITYEMOTO pacTBopa JOJDKHO
XpoMarorpamme HCIIBITYEMOTO |COOTBETCTBOBATh BPEMEHH y/epKHBaHUS MHKa
pacTBOpa COOTBETCTBYET BpeMeHH |HaTpHs MeTabHCynb(HTa Ha XpoMmarorpamme
yIEepPIKUBaHUS IHKa HAaTpHS |CTAHAAPTHOrO pacTBopa (cm.
MeTabucynsthuTa Ha |«KonuuyecTBeHHOE  ONpefelieHHe  HaTpHs
XpoMaTorpamMme CTaHJApTHOrO |MeTabucynbhUTaY).
pacTBopa.

3 | Dissolution time / Bpemst 32 seconds / 32 cexkyHn Not more than 60 seconds. / He Gonee 60

CeKyHI.

Remarks : The Product confirms to ND/

Ipumeuanne: [poaykr cootBercTByet TpeGoBanmaM HIL

Conclusion : APPROVED /
3axmodenne: OJOBPEHO

Prepared by / [ToarorosneHo:

Checked by /

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

&u‘*‘k IIpoge; : Iposepeno (AOK): ||[OmoGpero: Obecneuenne kauecTra/OTBETCTBEHHOE JIHIIO:
G e | s =
= e —
Date / Date / Date / ; Date /
Iara: e >\026 IlaTa: Q\dg\m'ﬂara: \@\OZ\MM’ Tlara: 13! s / 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),
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

CEPTUDHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponykrt: Tekcapea® (TexokcHkaM) NHOQHIM3AT A1 IPHIOTOBIEHHS PACTBOPA [T HHBEKLH, 20 Mr

Market / Peinox

: Russia / Poccus

Batch No. / : Batch Quantity / 95685 vials /

Cepus Ne & BLAGOOEA Pa3zmep cepun ° 95685¢nakoHoB
Analytical Report No. / . Date of Analysis /

AHaJTHTHYECKHI oTyeT Ne 5 QEIEREG/00101 Jarta ananuza # (28/02/2(026)

Date of Manufacture / . Date of Expiry /

JlaTa npon3BoacTea 3 (2000 I'onen oo 5 (012027

Mfg. License No. /

IIpousBoacTBeHHast : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeH3us1 Ne

Analysis performed according to ND No: / Ananus npoeeaed no HJI Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / MakeTsl ynakoBKkH yTBepaaenni: 14.10.2025
PIL approved: / UMII yreepaxaena: 14.10.2025

Page 4 0of 12/ Ctp. 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. /
[Tpenapat pacTBopseTcs
HOJHOCTEIO v OTCYTCTBHEM
HepacTBOPEHHBIX  4YacTul, 0Oe3
BUAMMBIX MeXaHUYeCKHX
BKJIHOYEHHH. Obpaszyetcs

[IpO3pauHbli KENTEIH pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar mo/keH
pacTBOPATBECA MONHOCTBIO C  OTCYTCTBHEM
HEPACTBOPEHHBIX 4YacCTHI, 0e3 BHAHMMBIX
MEXaHH4YeCKHX  BkmoueHuil. OOpasyercs
Npo3payHbli  3€JEHOBATO-KENTOrO  L(BETA
pacTBop.

5 | Solution clarity* /
IIpo3payHocTh pacTBopa*

The product solution is clear. /
PacTBop mpenapata npo3payHsblii.

The product solution should be clear. / Pactrop
npenapara I0/KeH ObITh MPO3payHEIM.

6 | Solution color* / IIBeTHOCTH
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY,. / CreneHs OKpacku
pacTBOpa Npernapara He NPEBBIIAET
atanoH GY.

The product solution should not be more
intensely colored than the reference solution
GY. / CreneHb okpacku pacTBopa npenapara
He [0JDKHA NMpeBblaTh 3TanoH GY .

7 | pH* / pH pacTBOpa*

9.464/ 9,464

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

8 | Particulate matter* / MexannueckHe BKJIIOYEHHA*

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
3axaw4denne: OJJOBPEHO

IIpumeuanne: I[Tpoaykt cooTBercTByeT TpeGoranuaM HJI

Prepared by / [Toarorosnero: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
“ [IpoBepepo: Ipoeepeno (AOK): |[Onobpeno: ObecneueHune kayecTBa/OTBETCTBEHHOE JIMLO:
%}/ i / —
Date / 2L Date / 4 0) b||Date / Date / 13/0% ]2 024
ITara: \3\0 2\20 Tara: \@\0};\ IlaTa: "9’\03\% e Ilata: : ’ ,

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, 52/212(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykr: Texcapea® (TeHokcHkaM) nHoQHIN3aT A4S IPHIOTOBJIEHHS PACTBOPA TS HHBEKIHH, 20 Mr

Market / PeiHok : Russia / Poccus
Batch No. / Batch Quantity / 95685 vials /
: BI260048A :
Cepus Ne Pasmep cepun ' 95685¢nakoHOB
Analytical Report No. / . Date of Analysis /
AHanuTHYecKHil oTyeT Ne : QRRR6/0010] JlaTa anann3za . (28/02/2026)
Date of Manufacture / . Date of Expiry /
JaTa npousBoacTBa () Togen g0 ¢ (0172029)

Mfg. License No. /
IIponsBoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUeH3us Ne
Analysis performed according to ND No: / Anasnn3 nposenen mo HJI[ Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makersl ynakoBKH yTBep:xaenbi: 14.10.2025

PIL approved: / HMII yrBep:xaena: 14.10.2025

Page50f12/Crp. 513 12
Visible particles / Buoumbre yacmuypl Complies / CooTBeTcTBYET According to requirements. / B
COOTBETCTBHH C TPEOOBAHUAMH.
Subvisible particles: / Hesudumeie 78.80 vial / 78,80 dnakon Particles > 10 pm: not more than
yacmuywel: 6,000 per vial; / Yactuiy pazmepom
> 10 MM pomkHO OBITH He Gonee
6000 Ha dnakoH;
1.60 vial / 1,60 ¢nakon Particles > 25 pm: not more than 600
per vial. / UYactuny pasmepom
> 25MKM H0JbKHO OBITh He Oosiee 600
Ha (1aKoH.
9 | Related Substances / [Ipapmecu
e — = =
2-aminopyridine / 0.00% /0,00% Not more than 0.25 % / He Gonee 0,25 %
2-aMHHONUPHIHH
Individual unidentified Not more than 0.5 % / He 6oxnee 0,5 %
impurity / Enunuunas | Below BDL (BDL= 0.02 %) / Hixe
HEHJEeHTH(HLIHPOBaHHAS nopora perucrpauiu (TIP =0.02 %)
NpHMECh
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 /
Ipumeuanne: Ilponykr cootsercTyet TpeGoBanuam HJI 3axmouenue: OJIOBPEHO
] Prepared by / IToarorosneno: ||Checked by / " |[Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

u“ ITpose : IMposepeHo (AOK): ||OnobpeHo: Oﬁecneqen:lf kauecTBa/OTBETCTBEHHOE JTHLIO:
avian
G Loy | s fte

‘ Igate £ \ 3\03\ w’),é Date / B‘\mmw Date /\’3\03\0’0% Date / 13"03/2 0 2‘
| aTa. =

Hara: Hara 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 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),
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

CEPTUDHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mponykr: Tekcapen® (TenokcHkaM) THOGHIM3AT I NPHIOTOBJIEHHS PACTBOPA A HHBEKLHI, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / 95685 vials /

| Cepus Ne ¢ BEZGINIEA Pasmep cepun ' 95685¢nakoHoB
Analytical Report No. / . Date of Analysis /
AHAJHTHYECKHI oTyeT Ne ¥ QCERZa/00101 JaTa ananusa t (28/02/2026)
Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npousBoacTBa

TI'open oo

Mfg. License No. /
IIponsBoacTBeHHas
JHIEeH3usa Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananun3 nposegen mo HJI Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBku yreep:ienni: 14.10.2025
PIL approved: / UMII yTBepaxkaena: 14.10.2025
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OnHOpOaHOCTH

10 | Uniformity of dosage units* /

JO3HPOBAHHBIX €HHHI*

1.23/1,23

Acceptance value (AV) should not be more
than 15.0. / ITokazatens npuemieMocTu (AV)
noJpxeH 6eITh He Gonee 15,0.

11

Water* / Conep:xanue
BOOBI*

1.42 %/ 1,42%

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

uv/yo-
cnekmpogomomempuyeckuil

101.7 %/ 101,7 %

12 | Bacterial endotoxins* / Not more than 1 EU/mg of tenoxicam. / He
Less than 1 EU/mg/
BakrepuaabHble M 6onee 1 ED/Mr TeHOKCHKaMa.
§ enee 1 ED/Mr
9HJ0TOKCHHBI
Py - :
13 | Sterility* / CTepuabnocTh Sterile / Crepunes Should be sterile. / [lomkeH ObiTh
CTEPHUJILHBIM.

14 | Assay / KonnyecTBeHHOe onpeeieHHe

Tenoxicam / Tenoxcuxam 90.0% to 110.0% of Ci3H;IN3OsS;

(tenoxicam) of label claim. / Ot 90,0 % mo
110,0 % CisHiiN3O4S;  (TeHOKcHKam) oT
HOMMHAJIBHOT'O COZlepPIKaHHs.

Remarks : The Product confirms to ND/

IMpumeuanue: [IpoaykTt cooTBercTByeT TpeboBanusam H]

Conclusion : APPROVED /
3akmoyenne;: OJJOBPEHO

Prepared by / [Togrorosneno: [|Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
= ITposepeyo: IMposepero (AOK): ||Onobpeno: ObecneueHue kauectsa/OTBETCTBEHHOE JIULIO:
AIE Ppulon
Date / . Date / Date / Date /
Jlara: 12 03\’101 6 Jara: B\\BMLG JlaTa: \g\oa\w% Hara: 13’ 03/ 2226
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Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com
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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
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoayxr: Texcapen® (TeHokcHkaM) IHMOGHIM3AT [UIs IPHTOTOBJIEHHS PACTBOPA M1 HHBEKLHI, 20 Mr

Market / Prinok : Russia / Poccusa

Batch No. / : Batch Quantity / . 95685 vials /

Cepus Ne  BI2G0048A Pasmep cepun * 95685¢nakoHoB
Analytical Repourt No./ : QC/FP/26/00101 Date of Analysis / . (28/02/2026)
AHanMTHYeCKHH oTyeT No Jara ananu3za

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

JlaTa npon3BoacTBa I'onen no

Mfg. License No. /

IIpon3BoxcTeeHHAas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeH3us Ne

Analysis performed according to ND No: / Ananu3s nposeaen no HI[ Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makers! ynakoBkH yrBepxienbi: 14.10.2025
PIL approved: / MMII yreepxaena: 14.10.2025
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Sodium metabisulfite /
Hampua memabucynvghum

HPLC / BO)XX

105.1 %/ 105,1 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% mo 110,0%
HaTpus MeTabucynb(HTa OT HOMHHAJIBHOIO
COZepXKaHHUA.

15 | Package description / Onucan

HE YIIAKOBKH

Primary package / llepsuunas
VHAKOBKA

20 mg of the tenoxicam in a
colorless glass vial type I stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / Ilo 20 Mr TeHokcHKama BO
(naxoH u3 GeCLBETHOrO CTEKJa THII
I, ykynopeHHblii npoOkoii u3
6poMOYTHIIOBOM pe3HHBI, 00XaToi
ATIOMHHHEBBIM  KOJNMAaykoM ¢
KOHTpOJIEM [IEpBOTO BCKPBITHSA H
MUIaCTHKOBEIM ~ JIHCKOM  TOBEpX
AJIOMHHHEBOT0 KOJINavKa.

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 TeHOKCHKaMa BO (IakoH u3
OecuBerHoro crekia THN [, yKymopeHHBbIH
npobkoii H3  OpoMOYTHJIOBOH  pE3HHEI,
oOxaToi  aNIOMHHHEBBIM  KOJMAykoM C
KOHTpOJEM TIIEPBOTO BCKPBITHS H
IIaCTHKOBBIM JHCKOM MOBEPX &JIIOMHHHEBOTO
KOJTAauKa.

Remarks : The Product confirms to ND/

I[Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / [Tonrotoeneso: |[|Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
‘/\BAMUL [pos G} IMpoeepeHo (AOK): [|OmoGpeno: ObecneueHue kauyectsa/OTBETCTBEHHOE JIHLIO:
2 «Aan
Rl e
Date / 2\o3\20 2 2 Date / 10 é‘ Date / i Date /
lata: i Hara: L%\LB\ | Iara: ‘3\03\0» Jara: 13 ’o 3,20 “

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
Hpoayxkrt: Tekcapen® (TexokcHkaM) THOPUIM3AT AUis IPUTOTOBICHHA PACTBOPA 114 HUHBeKiHi, 20 Mr

Market / Peinok : Russia / Poccusa

Batch No. / 5 Batch Quantity / . 95685 vials /

Cepus Ne # BIZGO0ARA Pazmep cepuu " 95685¢nakoHoB
Analytical Repo“rt No./ . QC/FP/26/00101 Date of Analysis / . (28/02/2026)
AHaJIuTHYeCKHil oTyeT Ne JlaTa aHanu3a

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

JlaTa NnpoH3BOACTBA ToneH o

Mfg. License No. /

IIpousBoacTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JMUeH3HA Ne

Analysis performed according to ND No: / Auanus nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTs! ynakoBKH yTBepaaenb: 14.10.2025
PIL approved: / UMII yreepkaena: 14.10.2025

Page 8 of 12 / Ctp. 8 u3 12

16 | Shelf-life (storage period) / | 3 years/3 roza
Cpok rogHocTH (CpoK
XpaHeHHs)

* Note. / * Ilpumeyanue.

Analytical procedures according to the current Rus. Ph. are used for the product quality control in the Russian Federation. The manufacturer uses the
current Ph. Eur. procedures for release quality control at the manufacturing site. / Ananutiueckue Metoauky 1o 'O PO nelicTByIOmEro u3naHus
TPHMERSFOTCA /U1 KOHTPOJIA KAueCTBa Mpenapara Ha Tepputopuu Poccufickoi denepauun. Jlis BBITYCKAIOLIEr0 KOHTPOJIA Ka4eCTBA Ha MPOH3BOJCTBE
NIPOH3BOMTENE HCTIOJIB3YET METOAHKH IO Esponeiickoii @apmakornee IeHCTBYIOLIErO H3aHH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [IpoNyKT COOTBETCTBYET TpeﬁUBaHEM HO 3ailoyeHHe: (EIOBPEHO _ _

Preparedgy/ IMogrotoeneno: ||Checked by / Checked b;(AQA) /1 Approved by: Qu:lity AssuranceT&uthorized per?ml

e [TpoBepeHo: Ipoeepero (AOK): ||OmoGpeno: Obecnieyenne kayecTBa/OTBETCTBEHHOE JIHLIO:
1 n
(=" ”ﬁ/ b~ fphan

Date / \3\03\7-016 Date / {\%‘m»p_olé Date /\g\az\w”f- Date / j_ZI 05,2.026

JlaTa: Ilara: Jara: 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



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykr: Tekcapen® (TeHokcukam) N10GHIM3AT A/ NPUIOTOBJIEHHA PACTBOPA U1 MHBEKLMIA, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 95685 vials /
Cepus Ne B EECI Pasmep cepun " 95685¢naxoHoB
Analytical Repo“rt No./ : QC/FP/26/00101 Date of Analysis / . (28/02/2026)
AHanHTHYeCKHH oTdeT Ne Jara anaansa

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

JlaTa nponsBoacTBa T'ogen xo

Mfg. License No. /
IIpoussoacTBeHHAs
JHueH3Ha Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananu3s nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yrBep:kaensi: 14.10.2025
PIL approved: / HMII yreepaxaena: 14.10.2025
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KIT / KOMILIEKT
TESTS / TIOKA3ATEJIH RESULTS / PE3YJBTATEI SPECIFICATIONS / HOPMbI
Package description !'| Secondary package / Bmopuunas | Secondary package / Bmopuunas ynaxoska

Onucanne ynakoBKH

VRAaKoeKa
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 MPENaparoM H 5 aMmnyn
C pacTBOPHTENEM TIOMELIAIOT B
KacceTy H3 MOMHBHHWIXJIOpHAA. 1
KacceTy BMECTe C MHCTPYKLHEH 1o
NPHMEHEHUIO NOMEILAloT B MayKy
KapTOHHYIO.

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 mpemapatoM M 3 aMmyssl ©
pacTBOpHTENEM TOMENIAOT B KacceTy M3
MONMBHHUIXIOPHAA. 1 KacceTy BMecTe C
HHCTPYKIHEH MO NpPHMEHEHHIO MOMELIAI0T B
nayvKy KapTOHHYIO.

ITo 5 ¢nakoHOB ¢ mpenapaToM H 5 ammyl ¢
pacTBOpUTENIEM IOMEILAIOT B Kaccery M3
NOJMBHHHUIXJIOpHAA. 1 KacceTy BMecTe C
HHCTPYKLUHEH MO NPUMEHEHHIO MOMELIAIOT B
Na4yKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt coorBeTcTByeT TpebopaHuam HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / [Toarotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
w % IMposepeno (AOK): ||Omobpeno: ObecneueHne kauecTsa/OTBETCTBEHHOE JIULIO:
W
Date / sN\20 24 Date / Date / oA, |[Date/
Ilata: 13\02)\ Jata: Lﬂﬂg]w‘;s Jara: \3\09\“’ Jara: 15,03 l 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, 63/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykt: Tekcapen® (TeHokcHkaM) NTHOGHIN3AT AT NPHTOTOBJIEHHS PACTBOPA M MHBEKIIHI, 20 MT

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 95685 vials /

Cepust Ne ¢ BEIRSA Pasmep cepun " 95685¢nakoHos

inalyncal Repourt No./ : QC/FP/26/00101 Date of Analysis / . (28/02/2026)
HAJHTHYECKHI oT4eT Ne JlaTa ananuza

Date of Manufacture / . Date of Expiry / .

JlaTa npousBoacTBa ¢ (02/2026) T'ogen o L)

Mfg. License No. /

IIpou3BOACTBEeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)

JIHIeH3HA Ne

PIL approved: / HMII yrBep:xaena: 14.10.2025

Analysis performed according to ND No: / Ananu3 nposeaes no HJ[ Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBku yrBepxaensi: 14.10.2025
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KIT / KOMILIEKT
TESTS / IOKA3ATEJH RESULTS / PE3YJIbTATBHI SPECIFICATIONS / HOPMBI
Labeling/ MapkupoBka Complies / CooTBercTByeT See Section 1.3.2 of Module 1 of registration

dossier. / B coorBercTBHM ¢ pasgmenom 1.3.2.
MOZynsA | perHcTpaloHHOIO NOCKE.

Storage / Yc/10BHS 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.

Jns ynakoBKH 110 5 d1aKOHOB € IIPENapaToM H 5 aMIyll ¢ pACTBOPUTENIEM B KACCETE:

B opuruHanbHO# ynakoske ((p1akoHBI C MPenapaToM U aMIyJikl C PACTBOPUTENEM B MAYKE)
IIpH Temrneparype He Beime 25 °C.

Kit shelf-life (storage period) /
Cpok roaHoctH (cpok
XpaHeHH:) KOMILIEKTa

The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
years. / Cpok roJHOCTH KOMIUIEKTa ONpeAeIeTcd CPOKOM rOAHOCTH JIEKapCTBEHHOTO
Tpernapara Uil MEAMIIMHCKOrO MpHMeHeHHus — 3 roa.

API name / HaumenoBanue ADC:

Tenoxicam / TeHOKCHKaM

INN / MHH:

Tenoxicam / TeHOKCHKAM

API manufacturer batch number /
Homep cepun npoussogutens ADC:

92018125

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt cooTBeTcTByeT TpeboBanHaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / ITogrotoeneno: |[|Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
U_S‘e)“ Sl [IpoBepgHo: IMposepero (AOK): [|Oxobpeno: Obecneyenre kadecTBa/OTBETCTBEHHOE THLIO:
\_ ,/’/ pu—— h-
Date / ox\202b Date / Date / Date / o0z]2026
ata: \2)\ 2\ Iara: !31 Lglw‘-é Tara:\ 3\“2\'”%_ | fara: 13, /

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

CEPTHOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykt: Texcapen® (TeHokcHKaM) THOGHIM3AT IS MPUIOTOBICHHS PacTBOPa AIA HHBEKUHH, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . BI260048A Batch Quantity / . 95685 vials /

Cepus Ne Pasmep cepun 95685dnakoHoB
Analytical Report No. / . Date of Analysis /

AHanuTHYecKHi oTueT Ne # QCER26/00101 HaTa ananuza = (28/02/2026)

Date of Manufacture / . Date of Expiry /

e —— : (02/2026) e 1o : (01/2029)

Mfg. License No. /

IIponsBoacTBeHHAN : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHLeH3HsA Ne

Analysis performed according to ND No: / Anaaus nposesen no HJ[ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBkH yTeepkaenni: 14.10.2025
\ [PIL approved: / AMII yTBep:aena: 14.10.2025
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FP Manufacturer API Batch number /
Homep cepan cyGcTaHIHH
npoussoauTens [JIMD:

B250004300

‘| API Manufactured by & country /
IIpouzeoguteas ADC, crpana:

Edmond Pharma S.r.1, Italy /
Onmong ®apma C.p.n., Hranus

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

HaumeHoBaHHe, aipec H HOMep
JIHUEH3HH ILT0MWAJKH,
OCYLIeCTB/SIOIIeH
NpPOH3BOACTBO/KOHTPOJIb
Kadectea/Boinyck ['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 ®PAPMACBIOTHKAIJIC WHTEPHEMWILEHEJ NBT. JITA., Usaus
Cypseit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/,
53/1, 53/2, 53/3, 54/1, 54/2, OT - Banueru Jlepesns, [10-Tamxnypa, Tanyka
- Xanou, okpyr Ianumaxan — 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

to the medicinal quality and with the specificati
Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice

Economic Union is established». /

ons in the Marketing Authorization dossier of the importing country.
of the Eurasian

Remarks : The Product confirms to ND/

!_'l

Ipumeyanne: IIpoayKT COOTBETCTBYET meﬁc@umm HIO

Conclusion : APPROVED /
JaKia04eHne: OEBPEHO

[Ipos

Prepared by / IToarotosneHo:
wot
e

Checked by / o

CheckedTy (AQA)/ ||Approved by: Quality Assurance/mhorized person/_
Tpoeepeno (AOK):  ||Onobpero: Obecneuenue kauecTsa/OTBETCTBEHHOE JIMLIO:

/
/ [Date/ Date / Dated
H:.trz t’}loz\w 26 IJIZT:: L?l@l@ (3 ﬂ:TZ:\B\,g;\WVilE; 'Lf_f- 03f202¢ -

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

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




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

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ilpoaykr: Tekcapea® (TeHokcHkaM) NTHOGHIM3AT AJiA IPHIOTOBICHHMs PAacTBOpA A HHBeKUHiA, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 95685 vials /

Cepus No ? BIERIRA Pasmep cepun ' 95685¢nakoHOB
Analytical Repourt No./ : QC/FP/26/00101 Date of Analysis / . (28/02/2026)
AHanHTHYecKHH oT4eT No JlaTa aHa/H3a

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

JlaTa npoH3BoACTBa I'onen o

Mifg. License No. /

IpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUEeH3HA Ne

Analysis performed according to ND No: / Ananu3s nposeaen no HJ[ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakoBKkH yTBepaxaensl: 14.10.2025
PIL approved: / AMII yrBep:kaena: 14.10.2025
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3aknmouenne o coorsercTBHH: «HacTosmum 1 noaTBep:xAak0, 4TO MpHBEACHHAS BbINIE HH)OPMALKs AB/AETCS JOCTOBEPHOIT
M TOYHOMH. 3Ta cepHs NPOAYKLHH NPOH3BeeHa (BKIIOYas yIaKoBKY (MapKHPOBKY) M KOHTPOJIb Ka4eCTBa) Ha BEIILEYKA3aHHOMH
NPOH3BOICTBEHHON muomanke (MIOIafKax) B TMOJHOM COOTBETCTBHH C TpebGoBanusvu IlpaBun  Hazjeskaiieii
NPOH3BOICTBEHHOM NpakTHKH EBpasuiickoro axoHoMH4Yeckoro corosa (Ne GMP/EAEU/RU/00939-2023 ot 21 urons 2023) u
TpeOOBaHKAMH KOHTPOJIA Ka4€CTBA JIEKAPCTBEHHBIX CPEJICTB, & TAKKE B COOTBETCTBHH CO CelH(HKaLMsMHE, CONEPKALIHMUCS
B PErHCTPALHOHHOM [0ChE CTPAHBI-UMIIOPTEPA. 3allkCH 10 NPOU3BOACTBY, YIAKOBKE H aHAIIM3y IPOBEPEHbI, H YCTAHOBJIEHO
HX COOTBETCTBHE TpeboBaHHAM IpaBu HaaexalleH NPOH3BOACTBEHHOI NPaKTHKH EBpa3uiickoro SKOHOMHYECKOro CO03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[(Mpumeuannue: TIpoaykT cooTeercTyeT TpeGoBanuam HII 3axnouenne: OJOBPEHO

R | T R T : -
Prepared by / IToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

\)}AU‘K IpoBepeHo: [poeepeno (AOK): ||Onobpeno: ObecnieyeHue kayecTBa/OTBETCTBEHHOE JIULIO:
S

w I an

Gue=  ew | stk =

Date / | %l o 3\'),02 b Date /193\03\401*@ E:E:/ \ 3\93\@0&/{, Date / 13! 03 ’2026

Ilara: Hara:’ Jlara:

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 / 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

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
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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
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaunmenoBanue npenapara

Water for injections (solvent) /

Bopa pas unbexuuii (pacTBopuTelib)

Batch no. / Homep cepun B1260003
Amount of product per batch / Pazmep 205.0L
cepHH
Date of Control / laTa ananu3za 27/01/2026
Manufacturing date / lata npou3Boacrsa 01/2026
Expiry date /{aTa okoHYaHHUs cCpoKa 12/2030
TOAHOCTH
Water for injections (solvent) / Bona nasi uHbexkuuii (pacTBopHTEIb)

TESTS / MOKA3ATEJINA SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATHI

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

[Tpo3paunas GecrBeTHas )KUAKOCTE Oe3
3araxa.

odor. / Ilpo3pauHas OecuBeTHas
XKHMJKOCTh O€3 3amaxa.

Particulate matter / MexaHn4yeck

HE€ BKJIIOYCHUSA

Visible particles /
Buoumwie vacmuyuwr

According to requirements. / B coorBeTcTBHM C
TpeOOBAHUIMH .

Complies / CooTBeTcTBYET

Sub visible particles /
Hesudumvie vacmuywi

>10 pm particles /
4acTUL pa3MepoM > 10 Mk

>25 pm particles /
YacTHUL| pa3MEPOM > 25 MKM

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

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

313.73 particles per ampoule; /
He 6onee 313.73 Ha amnyny;
16.53 particles per ampoule. /

He 6onee 16.53 Ha amnyiy.

Acidity and alkalinity /
KucsoTHOCTD M 1IeJI04YHOCTD

Test sample should pass the test. /
HcrbiTyeMbiit 00pasel] 10KeH BbIIepKHUBATh
HCIBbITAHUE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccranaBauBalomue
BellecTBa

Test sample should pass the test. /
HcnbiTyembiit 06paser 10JKeH BbIIepKHUBATh
UCIbITaHKE.

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoaa quokcHa

No turbidity should be observed within 1 hour.
/ He TOMKHO OBITH IOMYTHEHUS B TEUCHHE
1 yaca.

Complies / CooTBeTCTBYET

Chlorides/ Xsnopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HutpaTbl 1 HHTPHTBI

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

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

Sulphates / Cyabgatsbl

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He TOJKHO
HaOJII0AaThCs IOMYTHEHHUE.

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®UKAT AHAJIN3A

TESTS / IIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATHI

Calcium and magnesium /
Kaabuuii u Maramii

Pure blue color should be observed (without a
violet hue). / JIo;kHO HaGIHOAATECA YHCTO
cuHee okpawmmBaHue (6e3 puoneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsa:xenblie
MeTaJLIbl

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.000 %/ 0.000 %

Conductivity / Not more than 25 pS/cm. / 12.32 puS/cm. /
DJIeKTPONIPOBOAHOCTH He 6onee 25 MmxCm/cM. 12.32 MmxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
H3Baexaemblii 00bem He menee HoMuHanbHOTO (HE MeHee 2 MiT). 22 mn

Bacterial endotoxins /
BakTtepuaJjibHbIe JHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/mi Bozbl st
WHBEKIHA.

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

Sterility / CtepuabHocTb

Should be sterile. / ToikHa ObITS CTEPHIIBHOIA.

Sterile. / CTepunbHoO.

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. /
IlepBuyHas ynakoBka

ITo 2 ma pacTBopuTENs (Boxa AJs UHBEKLHUM) B
ammyny u3 OecnBerHoro crekia, Tum I. Ha
BEpXHEl YacTU aMmImyabl HaHECeHa TOuKa
pazjioMa OpaH)XeBOr'o 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. /
IlepBuyHas ynakoBKa

ITo 2 mn pactBopuTens (Boma mus
HWHBEKIUH) B aMITyJTy u3
OeciBerHoro crekna, tvn 1. Ha
BEpPXHEW 4YacTH aMmyJibl HaHeceHa
TOYKa pa3jioMa OpaHKEeBOr'o LIBETA.

Shelf-life / Cpox roanoctu

5 years. / 5 ner.

Assessment: / 3aKJIlOUeHHUE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cOOTBETCTBYET TpeOOBaHUAM HOpMaTUBHOTO HokyMeHTa JIC-000295-040325.

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