BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTH3IA

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponyxr: Texcapen® (Tenoxcrxam) Nuodruisar LA NDHIOTCBNEHHA PacTBOpa JUI HEperuui, 20 Mr

Market / Prigok : Russia / Poceus

Batch No, / ] Batch Quantity / . 95610 vials /

Cepun Ne + BI250271A Pasmep cepun * 95610dnakosor
Analytical Report No. / : QC/FP/25/00790 Date of Analysis / : (24/12/2025)
AnpanuTtEyeckni orser Ne Hara anaauia

Date of Manufacture / . (11/2025) Date of Expiry / : (10/2028)

Jara gpoussoncraa Topen no

Mg, License No., /

Mpomsponcrsensas : G/28/1828 MA. number: / Homep PV : JII-Ne(012106)-(PT-RU}
Juessun Ne

Analysis performed according to ND No: / Araius nponeiex no HX N
Artworks approved: / Makers! ynakosky yrsepaaens:: 14.10.2025
PIL approved: / HMII vreepmaena: 14.10.2025 e

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

: Page 10f12/Crp. 1w 12

Ne Test / Hokasatenn

Result/ Pmyﬂh.m,ru e

. Specification / Hopma

1 | Description / Onucanne

| JInoumMMpoBaRKkLE TIOPOMIOK

Yellow lyophilized _powdsr. 7.

" %enToro 1seTa.

|38 ICROBATEIM OTTEHKOM L{BETa.

Yellow to greenish lyophilized powder, /
JIuobHIM3HPOBAHHEI] TIOPOLIOK KENTOro ¢

2 (Identification / Maewrnduxauus

|Tenoxicam / Tenoxcuram
HPLC/ BIXX |

TThe retention time of tenoxicam peak
.:|in the test solution chromatogram
-1corresponds to the retention time of

‘| YRepXRBaHHA DHKa TEHOKCHKAMA Ha
|xpomatorpaMMe. 10
|pacTBOpa COOTBETCTBYET - BPEMEHM

tenoxicam peak in the standard.
solution - chromatogram. / Bpems

- HCIBITYEMOTQ.
y,uep}fcusaﬂus IEHKA T GHOKCKKS._M& BHa

KpoMarorpamMme CTAHAAPTHOTO
pacTBOpa.

J|cTaHNapTHOoro  pactsopa {cM.
{onpenencHRe eNUHHYHBIX IPRMecel M CyMMbl

The retention time of tenoxicam peak in the test
solution chromatogram should correspond to
the retention time of fenoxicam peak in the
standard solution chromatogram (see Related
substances, assay of single impurities and total
impurities (254 nm)). / Bpema yaepxusauus
NHKA. TEHOKCHKAMZ Ha  XPOMATOTpaMMe
HCOBITYEMOTO .. DAcTBOpA JIOIKHO
COOTBETCTBOBATE BPEMERM YAEPKHBAHMA HHKA
TEHOKCHKaMa Ha XpOMaTOrpamMmme
«Hlpumecay,

npumecei (254 am)),

usion : APPROVED /

Remarks : The Product confirms to ND/ Conrcl
Hpumeuanne: IIposyxr coorsercreyeT TpeGosamiam H Jarmogenne: OJIOBPEHO
I’?;iaared by /Horrotosneno: |[|Checked by / mﬁiecked by (AQA)/ ||Approved by: Quality Assurance/Authorized person / T
&u“‘ TIpoeepeno: Tporepeno (AOK):  [{Onopeno: Obecnienenue kauecTea/OTBETCTREHHOE JILO!
[y
Date / 26 Date / J|Date / \ncl ([Date/ 12|02l 2026
 Tara: \w,?;\*w JHara: J2l <5202 Ita'raj_ \()’}\03 arTa: _

Administrative Office :  Engineering Centre", 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +81 22 4056 0560« Fax : +91 22 4056 0555 « Email ; bdrpharma@vsnl.net s www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant | BDR Pharmaceuticals International Pvt. Lid., Survey No. 51/1/1, 51/1/2, 5142, 82/1, B2/2/1, 52/2{2, 521212(P),
5214, 5215, 53M, 5372, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIK No. : U24230MH2002PTC137329




VIACEUTICALS INTERNATIONAL PVT, LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyo

philized powder for solution for injection after reconstitution, 20 mg

Hponyxr: Texcapen® (Terokcuxam) THOGUIIIAT LIS IPHIOTORNEHHS PACTBOPE A/is HHseKid, 20 Mr

Market / Prinox : Russia / Pocons

Batch No. / . Batch Quantity / . 95610 vials /

Cepusn N + BI250271A Pasmep cepru " 956]0dnaxonon
Analytical Report No, / . Date of Analysis / .

AHaauTHYecKR#E oTyeT Nb * QC/FP/25/00790 JEara awanusa ¢ (24/1212025)

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

Jara npoussonerea T'onex no

Mfg. License No./

Hpoussoacrrennan 1 G/28/1828 MA number: / Homep PY : JITE-Ne((312106)-(PL-RU)
JHIEeH3Hs N

Analysis performed according to ND No: / Ananus nposexex no HJ Ne: JIH-Ne(012106)-(PT-RU)-141025

Artworks approved: / Makern ¥YNaKOoBKM YTBeE]
PIL approved: / AMII yreepanena: 14.10.2025

paaensr: 14,10.2025

. Page2of12/Crp. 2m12

Tenoxicam / Tenoxcuram

UV spectrophotometry / Y-
cnexmpogomomempus

AR pacTBopa,

UV absorption spectrum of the test [UV absorption spectrum of the test soltion
solution prepared for the Assay in the prepared for the Assay in the range from 230
range from 230 nm 10.400 nm has |pm 10 400 nm should have maxima at
~|maxima at wavelengths of 257.26
_|nm, 285.49 nm and 369.86 nm. / V-
_|CHeKTp NOMVIOIEHNS UCHBITYEMOTO

wavelengths of 257 £ 2 nm, 285 + 2 nm and 368
{£2 nm (see Tenoxicam Assay). / Y®-cnextp
NOTWOMICHHA  WCIBITYEMOTO.  PacTBOpA,
OPATOTOBNCHHOTO U1 KONMYECTBEHHOIO

TIPHFOTOBAGHEOIO Ans .
P A onpeaencHRs, B 06nactH ot 230 HM 2o 400 aM

KOJNHYECTBEHHOTO OINPEHENeRUs, B S
ACCIBCHHOTO  OINPEASICHAA, ROJDKEH HMETb MAKCHMYMBI IPH JUIHHAX BOJIH
obnacta 01 230 HM 10 400 HM uMeeT '

MaKCHMYMEBl IIpH  JANHHAX BOJH ((KOHK‘ISCTBG}{_HQE

257+ 2 um, 285 £ 2 HM m 368 £ 2 M (om.
R OnpeneneHne

257,26 R, 285,49 aum 1 369,86 1w, TEHOKCHKaME),
Remarks : The Product confirms to ND/ o Conclusion ; APPI;{“)VED ;T
]]pnm:,ianﬂe: TTponyxr cooTBeTCTBYeT TpeGobannam HJI 3armovenne: OJOBPEHO

Checked b; {AQA)/ |{Approved by: Quaiitymurance/Au?hworized perso;!“/k

1Prepar”ém5 by / Tloaroroeneso: ||Checked by /
Uj)\u"i IIpoBepeHo: FIposepeno (AOK):  [|Onobpero: Obecnevenne kagecrsa/OTBeTCIBeHROE THLO:
- é %% e
Date / Date / Date / \né}é Date/ 2| oai201gl
Jata: A be D?;\'ED 1 Hara: I 2/03]/2p26 Egaz \ﬁ(}% JHara: -

Administrative Office : " Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDiA.
Tel ; +81 22 40566 0560 Fax ; +81 22 4056 0555« Email : bdrphae‘ma@vsnf.net{www.bdrpharrna.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA,
Works / Plant ; BDR Pharmaceuticals infernational Pvt. Lid., Survey No. 51/1/1, 51/1 {2, 5?/2, 5271, 52/2/1, 52_!2!2, B21212(F),
6214, 5215, B3/1, 53/2, 5313, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disririct Panchmabhal, Gujarat - 388350,

Tel. 1 02676 - 230220

CIN No. : U24230MH2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponysr: Texcapen® (Tenokeuxam) nnodunmzar rum LPHTOTORNCHNA PACTBOPE JUIN MHbekupii, 20 Mr

Market / Peigox : Russiz / Poccns
Batch Ne. / . Batch Quantity / . 95610 vials /
Cepua Ne P BL250271A Pasmep cepun " 95610dnaxonon
Analytical Report Ne. / . Date of Analysis / .
ABanTHYeckni orwer No : QC/FP/25/00790 Nara ananuaa : (24/12/2025)
Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)
AF3 MPOHIBONACTEA Togen no
Mifg. License Ng, /
Hpomeoncysennan + G/28/1828 MA number: / Homep PY : JITI-Ne(012] 06)-(PF-RU)
JIHeH3na No

Analysis performed according to ND No: / Ananma nposexen no HIE Ne: JIII
Artworks approved: / Maxers! yiakoBKy yreepamensi: 14.10.2025
PIL approved: / WMII yreepwcena: 14.10.2025

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

. Pape3of12/Crp.3m 12

Sodium metabisulfite / The retention time of = sodium | The retention time of sodium metabisulfite peak
Hampus memabucynsdrum  |metabisulfite peak inthe test solution {in ‘the ‘test sofution chromatogram should
HPLC/ BIKX chml}}a;og_r_a_m_ corres_ponds___-:-tc._;.-;hg_' correspond to the retention time of sodium
. |retention =" time  of  sodium {metabisulfite peak in the standard solution
|metabisulfite peak in the standard [chromatogram (see. Sodium Metabisulfite
_{solution chromatogram. / Bpems |Assay). / Bpems ynepxusaHus nuxa Hatpus
- lyHepxUBaHus NMKA  HaTpus [MetabucymbuTa Ha  XpoMarorpame
meTabucynnduTa Ha {MCTIBITYEMOro . pacTBopa, ZOIKHO
XpOMATOIPAMME . HCHBITYEMOTO COOTBETCTBOBATS BPEMEHH YACPKUBAHWS KA
P4aCcTBOpA COOTBETCIBYST BDEMEHH [HATpHs MeTaluCymsdura Ha XPOMATOIPaMME
{YAEPEHBAHEA . [IHKa HATPH# |CTaumapTHOro. = - pacTeopa {cMm.
MeTabucynsdbuTa " Ha |«KonmuectseHHoe  onpegenenue HaTpHA
|xpomarorpamme CTaBAAPTHOTO. [METbHCYNBhHTAR),
pacTeopa. : } SEEE ok
3 | Dissolution time / Bpems 27 seconds /27 cexynn - | Not more than 60 seconds. / He Gones 60
PACTBOpPEHHS 1 cexyna.
Remarks : The Product confirms to ND/ _] Conclusion : APPROVED /
IIpumeuanne: [IpofykT coOTBETCTBYET TpeboBammsm HO - JakTouenue: %)BPEHQM L
E’.;epared by / IToarorosneno: ({Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
u&" u M IIposepeno: [Tpoeepeno (AOK): HOnpoGpeno: Obecneuenne KayecTse/OTBETCTEEHHOR JTHLUO;
@{u\.‘ : @ (YRer
///:/’ Date/ D”/%D/“éz[:al
ate ate ate o 2
@:;; U" D&&’L@ZE Hara: 597’03}29% ﬂam:{z’\f‘vo Hara: _ N

Administrative Office : " Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +81 22 4056 0560« Fax : +91 22 40566 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, 81/1/2, 51/2, 5211, 52/2/1, 521212, 521212(P},
o2/4, 8215, 53/1, 53/2, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. 1 02676 - 230220

CIN Ne., 1 U24230MH2002PTC 137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHATH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection afier reconstitution, 20 mg
Ipoayrr: Texcapen® (TeHOKCHKAM) THODHIMIAT UL IPHTOTORNEHHS PaCTBOPa JUIR HHBLEXUHE, 20 M

Market / Pernox : Russia / Pocena

Batch No./ . Batch Quanticy / . 95610 vials/

Cepuna Ne ¢ Bl250271A Pasmep cepun " 95610¢uaaxoHos
Anglytical Repourt No./ . QC/FP/25/00790 Date of Analysis / © (24/12/2025)
Anamurnueckuil oTuer K Jara ananusa

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JlaTa nponssoacTRa Tomen no

Mifg. License No. /

IIpon3BOACTREREAR : G/28/1828 MA number: / Homep PY @ JITE-N(012106)-(PT-RU)
JnueH3un Ne

Artworks approved: / Maxers!

PIL approved: / MMIT yreepanena: 14.16.2025

YHAKOBKE yTBepaaenn:: 14,10.202

Analysis performed according to ND No: / Ananus nposenen no HJI Ne: JIXE-Ne(012106)-(PI-RU)-141025

4 | Appearance of reconstituted | The product dissolves completely | The product should be dissolved completely
solution / Omncaune without of undissolved particles and without.of undissolved particles and visible
BOCCTAHOB/IEHHOTO | visible particulate matter. ‘A clear | particulate matter, A clear greenish-yellow
pacTBopa | yellow  solution is formed. /| solution is formed. / Npenapar momxen
IIpenapar PacTBOpSETCH | PACTBOPATLCE TOAHOCTBIO €  OTCYICTBHEM
OOMHOCTBIO € OTCYTCTBHEM | HEPACTROPEHHBIX 4acTHL, .6e3 BHAMMBIX
HEDACTBOPEHHBIX  4acThl,  0e3 | MeXanuyeckux BKmoOueHuM, OBpasyercs
BHIMMBIX MEXAHHYECKHX | MPO3PAuHE!  3€IeHOBATO-XENTOr0  LBeTa
BEJIOYEHHH. Obpasyercs | pacrsop.
NpO3paunkl KEXTRIN pacTsop, o i
5 | Solution clarity* / The product solution is clear. /| The product solution should be clear. / Pacteop
HypospaunocTs pacreepa® PacTsop npenapata npospagssii, | npenapata fomkeH GhITh NPO3PaYHEM.
6 | Solution color* / I{sernocts | The product solution is not more | The product solution should not be more
pacTBopa¥ intensely colored than the reference | intensely colored than the reference solution
solution GY.. / Crenens okpacku | GY;. / Crenens oxpacku pacTBOpa lipenapara
PacTBOpa IIpernapaTa Ke NPEeBLIALT | He JOJDKHA IPERBIaTh STaNok GY,.
atanou GY.

pH* / pH pacraopa* 9.269/ 9,269 7.51t0 10.0. /01 7,5 no 10,0.

Particulate matfer* / Miexannueckue BRAOYCHUA®

Remarks : The Product confirms to ND/
Iipumeuanne: [ponyxt coorsercTyer Tpefopanuanm HJT

l

Conclusion : APPROVED /
Jaxmosenne: QIOBPEHO

Checked by (AQA)/

l Prepared by / [Toproroeneno:  {{Checked by / {Approved by: Quality Assurance/Authorized person /
Iposepeno: IIposepenc (AOK):  [|OmoBpeno: Ofccneqenue xauecTra/OTETCTBEHROE JIHLO!
@A o \*&,{ gy ?
Date / Date / Dafe / : %z(j?«é Date/ 12|loxl2026
THara: 12le 3‘\ w026 Tlara: 12/ 05/ 253’2?] |Haza: \Q/\Eﬁ Tlara:

Administrative Office : * Engineering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbal - 400004, INDIA.
Tel: +81 22 4056 0560+« Fax : +81 22 4056 0555« Emall : bdrpharma@vsnl.net « www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Workg [ Piant : BDR Pharmaceuticals Intemational Pvt. Ltd., Survey No. 8111, 81/1/2, 5172, 5211, B212{1, 5212/2, 52/2]2(P),
52/4, 52/5, 53/1, 5312, 53/3, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halel, Disririct Panchmahal, Gujarat - 388350,

Tei. - 62676 - 230220

CIN No. : U24230MH2002PTC137229




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATI3A

Product : Texared® (Tenoxicam) Iyophilized powder for sclution for injection after reconstitution, 20 mg
Iponyrr: Texcapen® (Tenokckkanm) RHODHIN3AT I8 NPHIOTORNCHUS DACTBOPA AIY HHbEKLMiL, 20 Mr

Jgensasg No

Market / Poirox : Russia / Poccus

Batch Neo. / . Batch Quantity / . 95610 vials /

Cepun Ne : BI250271A Pasmep cepun * 95610dnaxoH0B
Analytical Report No. / . Date of Analysis /

AHanaTHueckuii oTver Na ¢ QC/FP/25/00790 Jara ananusa © (24/12/2025)

Date of Manufacture / . Date of Expiry / .

JiaTa npomsoncrea : (11/2025) Tozex no : (1072028)

Mfg, License No. /

IlpousBogcTaeHEan : (3/28/1828 MA number: / Homep PY : JOI-Ne(012106)-(PT-RU)

PIL approved: / IMII yreepanena: 14.10.2025

Anpalysis performed according to ND No: / Auasus nposeser mo BT No: JIH-M(&IZIOG)-(PF—RU}MI&ZS
Artworks approved: / Maxers: ynaxosxku yreepanenn: 14.10, 2025

' Page5of12/Crp.5mal2

Visible particles / Budumuie vacmuyn

Complieé 7 Coomemnyar :

| According to requirements. / B
‘] COOTBETCTBHH C TpeboBaHMAME.

Subvisible particles: / Heau@mme
wacmuysy;

228. 53 pa.ﬂzcles per vxaI f 228 53

¢aaxon

Particles = 10 pum: not more than
6,000 per vial; / Hactau pasmepom
2 10 mxM pomxno OmTe He Gonee
6000 Ha pnaxow;

4,00 particles per vial / 4,00 draxon

Particles > 25 pm: not more than 600
per wial, ./ . Macran pasmepoM
> 25MKM Jxomo ObiTE He Gonee 600
Ha (bnaxoz{

Related Substances / Fipamecu

2-aminopyridine ' /
2-aMHBOTIHPEINA

0.00% /0,00%

- [Not more than 0.25 % / He 6onee 0,25 %

Individual unidentified
impurity / Enunugnan
HEWJCHTHPHIHPOBaHHAsA
TIpHMECE

6.00% /0,00%

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

Total impurities /
Cymma npumeceit

0.00% /0,00%

Not more than 1.0 % / He Gonee 1,0 %

Remarks : The Product confirms to ND/
Hpameuanue:; Hpoaykr coorsercreyer tpebosanmam HIE

Conclusion : APPROVED /

|3axmiouenue: ONOBPEHO

Prepared by / ITozrorosneno: ]iChecked by /

[Checked by (AQA) /

Approved by: Quality Asswance/Authorizedw;;rson /

U_,&AULL IIpoBepeno: IIpos o (ACK}): ||OnoBpeno; Ofecnieyenue kauecTra/OTECTCTREHHOE THLO,
fro - (RS
o P
| = ﬁ i
Date / . _ Date / Date / ool [Date/ {2.(0a lze26
HE:H { 7/{0&‘ w?’f’ Hara: jofox]as2d Hara: {'2)\(53 JHara: e

Administrative Office :

“ Engineering Centre”, 6th Fioor, 8, Matthew Road, Opera House, Mumbai - 400604, INDHA

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.
Worlks [ Plant : BDR Pharmaceuticals International Pvt. Lid., Survey No. 54/111, 51/1/2, 51/2, 82/1, 62/2/1, 52(2/2, 521212(P),
52/4, 82/5, 5311, B3/2, 5313, 5411, 64/2. Post Tajpura, Village vanseti, Taluka Halo!, Bisririct Panchmahal, Gujarat - 383350,

Tel.

02676 - 230220

CIN No. : U242300H2002PTC137328




