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

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection afier reconstitution, 20 mg
Tponyrr: Texcapen® (Tenokcuxam) mHodHIMIAT A NPUIOTORNCHI PACTEOPE NI HHbEKHI, 20 Mr

Market / Prinok + Russia / Poccns
Batch No, / . ; Batch Quantity / . 95190 vials/
JCepnst Ne. : BI250296A Pasmep cepuu " 95]190¢naxonos.
Analytical Report No. / e Date of Analysis / )
T ekl oraer Ni + QC/FP/25/00831 JlaTa ananisa : (10/01/2026)
Date of Manufacture / . : Date of Expiry / .
{nars npoussoncrsa s (12/2025) Yomex 20 + (11/2028)
Mfg, License No. / '
IlpouspoacTBenuas 1 G/28/1828 MA number: / Homep PY : JHI—N9(012106}-(_PI‘.-RU)

nneHIna Ne
Analysis performed aceording to ND No: / Ananus nposegert no HJE Ne: JITI-Na(012106)-(PT-RU)-141025
Artworks approved: / Maxkers! YNaxosky yTeepaens:: 14.10.2025
PIL approved: / UMIT yreepxnena; 14,10.2025

{lf 12/ Crp. 1312
cation / Hopna

‘greenish, lyophilized powder. /
POLIOK: KENTOr0 €

Na Test / Tlokazateas Result

1 i Description / Ouncanne

2’ {Identification / Hnenrndnka
Tenoxicam / Tenoxcuxam. -

atogram (see Related-
le impurities and total

‘ ‘XpoMaTorpamme
ra}mapmom pamopa (em.  «IIprmecun,
ONPEAe/eHHe EHMHHYHBIX IpHMEcE # CYMMbI
npuMecelt (254 um)).

XpOMATOTpaMME
pactBopa.

Conclusion ; APPROVED /
Jaxmouenne: ONOBPEHO

Approved by: Quality Assurance/Authorized person /
Onobpeno: Ofecnevenne kauccTea/OTRETCTBEHHOS JIHLO:

Dﬁte/ i 2 O%
o ialonl zoat

Remarks : The Product confirms to ND/

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@vsn! net » www.bdipharina.com
Registered Office : 407/408, Sharda Chemibers, New Marine Lines, Mumbai - 400020, INDIA,
Works / Plant : BDR Pharmaceuticals Intemahonatht Ltd., Survey No. 51/1/1, §1/1/2, 51/2, 5211, 52211, 52/212, 52/2/2(P),
52/4, 5215, 5311, 53/2, 53/3, 5411, 5412, Past Tajpura, Wlage vahseti, Telika Halol, Disrtrict Panchmahal, Gujarat - 389350,

~ Tel.: 02676 - 230220
CEN No. ; U24230MH2002PT0137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHANTH3IA

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoxyir: Texcapea® (Tenokcikam) muodrH3at IS IPHIOTORICKKS PACTEOPA 1T MEhexithi, 20 mr
EMarket / Puinox : Russia / Poccna

Batch No. / . Batch Quantity / . 95150 vials /
Cepus No : BI250296A Pa3mep cepan * 95190quakosos
Anglytical Report Ne. / . QC/E Date of Analysis / . -
AnaraTadecknii oTaer Na ' F/25/00831 | Hara axanwis : (10/01/2026)
Date of Manufacture / ) Date of Expiry / .

AaTa NpOHIBOACTBA  (12/2025) T"ojient jo. : (1172028)

Mfg. License No, / .

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

{nxuenauﬁ Ne

&:‘;ym performed according to ND No: / Aganus n poae;(eu mo HJ Ne: JIHI-Ne(012106)-(PT-RU)-141025

orks approved: / Makerst ynakosxu yrsepaaensl: 14,10, 2025
PIL approved: / MMII yraepxnena: 14.10.2025

£12 fC'rp._‘Z w312
pectrum’ of the test solution

Tenoxicam / Tenoxcurxam UV absorption. £

, : soiutzon prep y in the range from 230
gaz;ﬁepitgfggﬁ;’:g/ e 18 ould have maxima at
' velengths of 257.0 2852 nm and 368

44 nm and 368.64 hm. / Y®- |5
KTP HOrJIOLICHNASA HCOBITYEMOTO
pacrnopa, npnmonnemiom IS
onpeneneaux, B

. say) [ YD-cnekTp

5, PACcTBOPA,
ecmeﬁnoro

onpenenenxe

IRemarks : The Product confirms to ND/ Concluswn APPROVED /
TIpamevanne: [IPOXYKT COOTRETCTBYET 'rpeﬁonannxm HI Jaknonenne; OROBPEHO
' Checked by / Checked by (AQA)/ jlApproved by: Quahty Assurance/Autbonzed person /

I"qupeggé: Hposepeuo (ACK): |{Onobpeno: Oﬁecneqel-me KayecTR/OTBETCTECHHOE IHLIO!

Hata: Hara:

Administrative Office : * Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbal - 400004, INDIA,
Tel : +9122 4056 0560 Fax: +9122 4056 0555 e Email : bdrpharma@vsnl.net « www.bdrpharma.com
Registered Office : 407/408, Sharda Chermbers, New Marine Lines, Mumbal - 400020, INDIA.

Works ! Plant : BDR Pharmaceuticals International Pyt Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 621211, 52/212, 52/2/2(P),
52/4, 5215, §3/1, 53/2, 53/3, 54/1, 54/2, Post Tajpura, Vflage vanssti, Taluka Halol, Disrtrict Panohmahat GUJarat - 389350,
Tel..: 02676 - 230220
CIN No, ; 024239MH2002P70137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTW3A

Product ; Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpogyxr: Texcapen® (Tenorcukam) nuobuin3aT AN TPHIOTORICHI PACTBOPA JUIT rHbeKHH, 20 Mr
Market / Priaok : Russia / Poceusg
Batch No. / \ Batch Quantity / . 95190 vials /
Cepag Ne + BI250296A Pasmep cepun * 95190¢naxoHos
Analytical Report No. / . Date of Analysis / .
- mecxul oraer Ne : QC/EP/25/00831 Nars ansnua - (10/01/2026)
ate of Mannfacture / : (12/2025) Date of Expiry / . (11/2028)
ATa DPOHIBOKCTBA Tozen jo
fg, License No. / )
TIpoH3BOACTREHHANR : G/28/1828 MA number: / Homep PY : JHI-Nx(012106)-(PT-RU)
nensun Ne _
Analysis performed according to ND No: / Asajiu3 nposenett 0o HJI Ne: JI-Ne(012106)~(PI-RU)-141025
Egﬂwor!r:s approved: / MaKkeTHl YHAKOBKH YTBEPEAECHR!: 14.10.2025
|PTIL approved: / IMI yreepaaena; 14.10.2025 Fa

of12/Crp. 3 m312

f sodium metabisulfite peak
olution .chromatogram should
to the retention time of sodium

Soditon metabisulfite / The retenti
Hampus memabucynspum

HPLC / BIXX

time of  sodiu
isulfite peak in the standard|cl
{solution chromatogram. / Bpema |/
ynepkuBayhs  TMKa  HAIpHA

Ha

XPOMATOTPAMME
ACTBODA {cm.
npeaencHuc  HaTpud

29 seconds / 29 cexyHn”

3 Dissoiuﬁéﬁ time/ Bpeumsa
pacTBOpEHES

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

[IpaMeuanse: IIpOAYKT COOTBETCTRYET tpeGopannam HIL . Jaimiouenne: OMOBPEHO
Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /

TIpoBepSHO TIposepeno (AOK): {|Onobpeno: Obecnesenye xavecrsa/OTBETCTBEHHOE JIHIO:

R R e —

Administrative Office : * Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbal - 400004, INDIA,
Tel ; +91 22 4056 0560+ Fax : +91 224056 0555 « Emiail : bdrphafma@vsnl.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbal - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Litd,, Survey No, 51/1/1, 51/1/2, 5112, 52/1, 52/2/1, 52/2/2, 52/12/2(P),
52/4, 525, 53/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disririct Panchmahal, Gujarat - 389350.
" Tel.: 02676+ 230220 _
CIN No. : U24230MH2002PTC137329
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3IA

Product : Texared® (Lenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg

Hporysxr: Texcapen® (Tenokcukam) mHoduNK3aT JUIR NPHIOTOB/EHHA PACTEOPA 1A HHbeKIHH, 20 Mr

Market / Prigox : Russia / Poceonst
| Batch No. / . Batch Quantity / 95190 vials /
Cepun Ne + BI230296A Pasmep cepuH * 95190dnaxouce

Analytical Report No. / . Date of Analysis /

Ananpraseckal oTaer Ne : QC/FP/25/00831 Tata anannsa : (10/01/2026)
{Date of Manufacture / . Date of Expiry / .

JlaTa NpOM3BOACTEA » (12/2025) Tonies o :-(11/2028)

fg. License No. / _
[poN3zBOACTBEHAAN : G/28/1828 MA number: / Homep PV : JILN(012106)-(PT-RU)

nanenIng Ne

Analysis performed according to ND N o0:/ Araaus nponener no HJL M JII-Ne(012106)-(PT-RU)-141025

Artworks approved: / Maxers! yOAx0BKH YTBEPRICHBL: 14.10.2025
{PIL approved: / AMII yreepmaena: 14.10.2025

. 40f12/Crp. 4m3 12
hould be dissolved completely

4 | Appearance of reconstituted

solution / Onucanue undissolved particles and visible
BOCCTAHOBJIEHHOTD v 1 : A._clear greenish-yellow
pacreopa = b 1 is formed. Tlpenapat A0MKEH

pacTBOPACTCA
OTCYTCTBHEM
yacThL,  Oe3
MEXAHHYECKHX

product solutis ould be clear. / PacTBop

5.
apaTa IOJBKEH GBITH NPO3PATHBIM.
6 uct solution should nof be more

.| The product solution ot 1
“ intensely -colored than

solution GY,. / CrencHs OKpac
pacTBOpa TperiapaTa He NPEBHILACT
sranod GYi.

pH*/ pH pacTsopa”® §.915/8,915 7516 10.0.701 7,5 50 10,0.

pacreopa* o

Crenens OKpacky PacTBOpa Ipenapara
JO0DKHA TIpEBsIaTh 1ol GY ).

Particulate matter* / Mexanu4ecKHe BKJII09eHHH*

emarks : The Product confinms to ND/ _ Conclusion : APPROVED /
pumeuanne: Hpomyxy cootsercrayer Tpefosannam HIL Yaxmouenne: ONOBPFEHO

epared by / [ToAroToBASHO: Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
'&g"‘- ITpose npcff%?o (AOK): ||Onobpeno: Obecnieuerne KagecTea/OTRETCTECHHOE JINLLG:

="

Tk —
i - — I ———
4 g:‘t:a:l’ii\f’i\w% g:,:;{ izlos|zozé

Administrative Office : “ Engineering Centre®, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA,
Tel : +81 22 4056 0560 Fax:+98122 4056 0555 Email : hdrpharma@vsnlnet « 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, 511112, 5112, 521, 52/2/1, 521212, 52/212(P),
52/4, 5215, 53/1, 5312, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
el 1 02676 - 230220
CIN No. : U24230MH2002PTC137328




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

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection afler reconstitution, 20 mg
Ipoaykr: Texcapen® (TexoxcHkam) NxoGUINAT Ui NPHIOTORNEHMS PACTEOPA IUTE HRbeKLH, 20 Mr

EM_a_rket ! PrBOK + Russia / Poccra

‘Batch No. / . Batch Quantity / 95190 vials/
Cepns Ne : BI2502964 Pasmep cepum " 95190d4nakoHoR
Analytical Report No./ . Date of Analysis/
AnaanTHEecicaii oruer Ne : QC/FP/25/00831 JNava ananma ¢ (10/01/2026)
ate of Manufacture / . Date of Expiry /
g;am HpPOAIBOACTER + (12/2025) Toper go 2 (11/2028)
fg. License No. / : '
POMIBONCTREHHAS : G/28/1828 MA nember: / Homep PY : JITI-Ne{(012106)-(PT-RU)
senensuy Ne

Analysis performed according to ND No; / Auanus nposesen no B Ne: JII-Ne(012106)-(PI-R1)-141025
Artworks approved: / Makersl YIaK0DBKH YTBEPARSHBL 14.10.2025
PIL approved: / UMII yreepxaena: 14.10.2025 :

' 12/Crp. S m3 12
-t0 requirements. / B
OTBETCTBHM C TPeGOBAHHAMH.

Visible particles / Budumeie uacmujol

Subvisible particles: / Hegudw
yacmuybl. '

10 m: not more than

267 vial /2,67 GuIakoH

9 Relateﬁ 'Sliiista
2-ammopyndme___;. -_
2-aAMHHOOMPUIHE

i i . . T Nat more | —r 0 0,
Individual unidentified Below LOQ (LOQ =001 %)/ Not more than 0.5 % / He 6onee 0,5 %

i '_0 00% !0 0% ore t_hfan‘Q.ZS %/ He Gonee 0,25 %

gﬁ;ﬁgﬁ bu Ii upoaif;a};m}! an Hipxenpeena KOMHYeCTBCHHOIO

———— ; onpenenetus (ITKO = 0,01 %)

Total impurities / Not more than 1.0 %/ He Gonee 1,0 %
Cymma npumMecei 0.00% 70,00%

emarks : The Product confirms to ND/ Conclusion:: APFROVED/
pame4anne; TIposyKT COOTBETCTBYET 'rpeﬁoaarmm HAR 3anouenue: OROBPEHO

Prepared by / IToArOTOBIEHO; Checked by / 7Checked by (AQA)/ Approved by: Quality Assurance/Authorized person!
“J*U‘% [Ipon ; : posepeno (AOK): |[Onobpeno: Oﬁecneqemle xauccrsa/ OTBETCTBEHHOE JIHLO:
e
Gue— =2 L:”/ _
Tl SO e

Administrative Office : * Engineering Centre”, 6th Fioor, 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. cOom
Registered Office 4071408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant ; BDR Pharmaceuticals Intefnational Pyt. Ltd., Survey No. 51/1/1, 51/1/2, 512, 52/1, 52/21, 52212, 52/2/2(F),
52/4, 52/5, 531, 53/2, 53/3, 54/1, 64/2, Post Tajpura, Vilage vanseti, Taluka Halo! Disririct Panchmahal, Gujarat - 389350.
Tel.: 02676 - 230220
CiN No. : @}24236MH2002PTC‘!373_29




