BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHU3A

Product : Texared® (Tenoaicam) lyophilized pawder for solution for injection after reconstitution, 20 mg

IMpoayrr: Tercapea® (Tenorcnkam) THOQHIHIAT A4 NPHTOTORNEHHA PACTBOPA A% HHberwil, 20 Mr

Market / Puinok . : Russia / Poccun

Batch No. /
Cepusa Ne

: BIZ600SI1A

Batch Quantity / . 97030 vials /
Pasmep cepin © 97030 drakonos

Analytical Report No. /
AnannTHyecknii otuer N

: QC/EP/26/00185

Date of Analysis / © (09/04/2026)
Jarta anannsa

Date of Manufacture /

Date of Expiry/

anuensng No

1 (037202 : (0272029
AaTa nponsBoacrsa (0373016} I'onen no { )
Mfg. License No. / -
[MponsBoacTBenHasn 54 : G/28/1828 . |MA number: / Homep PY : JI[1-Ne(012106)-(PT"-RU)

Analysis performed according to ND No: / Auanns nposeaen mo HJL Ne: JTT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTel ynarosku yrsepwaensi: 14.10.2025
PIL.approved: / HMII yreepxnena: 14.10.2025

Ne Test / [Mokaszareis

Page10f 12/ Crp. 11312
Result / PesyastaTe! ! Specification / Hopma

1 | Description / Onucanue

Yellow Iyophilized powder. /!Yellow to greenish lyophilized powder. /
NuodmausuporadHslii nopowok (JInohuan3upoBaHHeil MOPOLIOK KEATOro ¢
WKENTOrO LBETA. 3EAEHORATLIM OTTEHKOM LIBETA.

2 |ldentification / Haentndurauus

Tenoxicam / Tenoxcuxam
HPLC "B3IXKY

The retention time of tenoxicam peak | The retention time of tenoxicam peak in the test
in the test solution chromatogram |solution chromatogram should correspond to
corresponds. to the retention time of [the retention time of tenoxicam peak in the
tenoxicam peak in the standard |standard solution chromatogram (see Related
solution chromatogram. / Bpems |substances, assay of single impurities and total
YACPHUBAHNS MHKA TEHOKCHKAMA Ha |impurities (254 nm)). / Bpems yaepiupanus
XpoMarorpamme | HCTIBITYEMOro |MHKE ~ TEHOKCHKAMA  HAa  XPoMarorpamme
pacisopa COOTBETCIBYET BPEMEHH |MCMbITYEMOro pacTBopa J0KHO
YIEPKIBAHHUS [THKA TEHOKCHKAMA Ha |COOTBETCTBOBATH BPEMEHH YACP/KHBAKNA TTHKA
XpoMaTorpamme - CTAHJAPTHOTO |TeHOKCHKAMA Ha XpomaTorpamme
pacTsopa. cTaRzaptHoro pacteopa (e, «llpumeciy,

i OmpeacAcHHUE eHHNYHBIX IPHMECEN H CyMMbI

npumeceit (254 um)).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Mpoxyxr cooTreTcrByeT Tpeloranmaym HJ[: 3axmouenne: OJIOBPEHO
Prepared by / Tlosirotorneno:  [|Checked by / Checked by (AQA) / ||Approved l;; Quality Assurance/Authorized person /
~ uﬁjg&t [posepero: Hposepeno (AOK):  ||OnoGpena: Ofeciieuenue kadecTsa/ OTBETCTREHHOE JIHLO:
£ - ey
L i ; '-“'"/—'— g
Date / 12024 Date / Date/, _y Date /
ol 20 89/ , 04|20
Hara: qu . Hara: j/c”-}u'% [lata: oq‘n-’—\\ma—t_ [ara: 03, 412 5

Administrative Office : " Engineering Cenire”, 6th Floor, 9, Malthew 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, 52i2/1, 521212, 52/2/2(P)

1

52/4, 5215, 53/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 383350,

. Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder forsolution for injection after reconstitution. 20 mg
Mponykr: Texcapea® (Tenorcukan) TpodHAKM3AT 118 NPHIOTOBAEHHA PACTBOPA ANA MHbekuui, 20 Mr

Market / Peinox : Russia/ Pocenst
Batch No. / Batch Quantity / 97030 vials /
: BI260081 / ’ s
Cepun Mo t Bi2600R1& Paimep cepun 97030 dutakoHoB
Analytieal Repour't No./ ) . QC/FP/26/00185 Date of Analysis / : (09/04/2026)
AHATUTHYECKHIT 0TYeT No Hara anaausa
Date of Manufacture / : (03/2026) " Date of Expiry / : (02/2029)
JlaTa npouipoacTea loxen a0
Mfg. License No. /
Tpon3BoacTeeHHAS : G/28/1828 MA number: / Homep PY : JITT-Ne(012106)-(PT-RU)
JHueHznsg No

PIL approved: / UMII yreepwaena: 14,

10.2025

Analysis performed according to ND No: / Anaans nposeaen no HI Ne: JITT-No(012106)-(PI-RU)-141025
Artworks approved: / MareTsl ynakosxu yrsepsacnni: 14.10.2025

Page20f12/Crp. 2 n3 12

Tenoxicam / Tenokcukam

Vspectrophotometiy 7 ¥ P-
CHERMPOPOmoNenipus

UV absorption spectrum of the test |UV absorption spectrum of the test solution

solution prepared for the Assay in the
range from 230 nm to 400 nm has
maxima at wavelengths of 256.74
nm, 284.89 nm and 368,59 nm. / Y-
CMIEKTP MOTIOWEHHS HCTIBITYEMOTO
pacTeopa, [NPHIOTOBIASHHOTO  AMM
KONHYECTBEHHOrO ONpeaeneHns, B
o0xactr ot 230 um 1o 400 HM umeet
MaKCHMYMBl [pH  I7THHAX  BOJH
256.74 1w, 284,89 um u 368,59 nm.

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®-cnexrp

NOMIOLIEHAS HCTIBITYEMOI0 pacTBOpa.
NPHTOTOBAEHHOIG  Afil  KOMHYECTREHHOTO
onpeleneHus, B oonacti ot 230 Hm a0 400 um
J0JREH MMETh MaKCHMYMbI TIPH AJHHAX BONH
257 £ 2 Am. 285 & 2 um u 368 = 2 mm (oM.
«KomnuuecTseHHoe onpeagneHie
TEHOKCHKaMan).

Remarks . The Product confirms to ND/ i Conclusion : APPROVED /
Mpuyeqanue: TpoaykT cooTeeTCTBYeT Tpefosanmsa HJT- 3akmwyenune: OJOGBPEHO
Prepared by / INMoarororaeno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
u4t IMposepeno: Hposepero (AOK):  ||OacGpero: Ofecnetenne kauecTaa/OTBETCTREHHOE THLO!
A
(Fun A ubs
AW ) —"
Date/ ~pnioyl|zoll Date / ; Date /  a\g \nc- Date / 09 oq.fzon’a
Hara: ~ H ﬂz«:a:%ol’}wz‘r Iata: \,’\\ Vot Tata: ’

Administrative Office : " Enginesring 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 Put. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 52/2/1, 52/2/2, 52/212(P),
52/4, 52/5. 5311, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

Tel. : 02676 - 230220

CIN No. : U242300H2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HEKAT AHAJTH3A

Product : Texarcd® (Tenosicam) lyephilized powder for solution for injection after reconstitution, 20 mg
MponykT: Texcapea® (Tedoxcuram) mHohHINIAT AN8 OPHIOTOBISHHS PACTBOPA 478 HHBbeKUMIL, 20 Mr

Market / Puitor : Russia / Poceus
Batch No. / i Batch Quantity / 97030 vials /
¢ BI26 .
Cepust Ne * BRADORIA Pasmep cepun © 97030 daakoHos

Analytical Report.No. /
AHAJTHTHUECKHITT 0oTYeT N

: QC/FP/26/00185

Date of Analysis/
Hdara anannza

¢ (09/04/2026)

Date of Manufacture/
JaTa npox3BoACcTBA

: (03/2026) -

Date of Expiry/
Conen oo

: (02/2029)

Mfg. License No. /
[TpoussoacTBennas
JuleH3ns Ne

: G/28/1828

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

Analysis performed according to ND No: / Anaans nposenen no HJ No; JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Marers! ynakoekn yreepmnenni: 14.10.2025

Hampua siemabucyashum
HPLC / B2KX

metabisulfite peak in the test solution
chromatogram ‘corresponds to the
retention time of  sodium
mietabisulfite peak in the standard
solution chromatogram. / Bpewms
YACPHKHBAHEA ©  [HKA HATPHA
meTaducynbhuTa Ha
XpoMaTorpamme UCIBITYEMOrO
pacTeopa COOTBETCTIBYET BPEMEHH

VAEPKHBAHHS niKa HaTpus
MeTaducyneduTa Ha
XpoMaTorpaMMe | CTaHapTHOro
pacTBOpA.

PIL approved: / HMIT yreepwnena: 14.10.2025
Page3of 12/ Crp. 3 n3 12
Sodium metabisulfite / The retention time of sodium |The retention time of sodium metabisulfite peak

in the test solution chromatogram should
correspond to the retention time of sodium
imetabisulfite peak in the standard solution
ichromatogram (see Sodium Metabisulfite
Assay). / Bpemsa ylepixHBAHHSA [HKA HATPHA
MeTabcyasdmra Ha XpomaTorpamme
HCTBITYEMOI'O pacTBOpa JOTTKHO
COOTBETCTBOBATh BPEMEHU YASPKUBAHHS MUKa
HaTpus merabucynpQHTa Ha Xpomarorpamme
CTaHARPTHOrO PacTBOpa (cm.
[«KoTHUECTBEHHOE  OMpeienerie  HaTpus

. P
iMetabicynbduTas).
|

Dissolution time /. Bpemsa

33 seconds / 33 cexyHn

ﬁiNot more than 60 seconds. / He Gonee 60
CEKYH .

pacTBOpeHHs

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
npli}ilf_‘_lnHHE: [MpoaykT cooTeeTCrBYeT TpeGosarusm HJT 3armodenne: OJJOBPEHO
Prepared by / Ioarotorneso:  ||Checked by / Checked by (AQA) / 1|Approved by: Quality Assurance/Authorized person /
C . LQJ :pj [Mposepeno: [Mpoeepero (AOK): |[Onobpero: OGecnedenne kauecTsa/OTBETCTREHHOE JHLO:
U 58 ko
A | 5 AR ="

Date / f A Date / o Date / nort ||Date/ 03led]z024
Nara; & 9 r 044t 20 16 Jlara: 9'9/3’“5}”2‘ )Z[a’ra;c“"\a»‘\ ~ Mara: I 4]

Administrative Office : * Engineering Centre”, 6th Flgor, 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 Pharmaceutical
52/4, 525, 53/1, 53/2, 53/3, 5411, 5

s International Pvt, Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 52i2/1, 52/2/2, 52i2/2(P)
412, Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Parichmahal, Gujarat - 389350,

Tel. 02676 - 230220

CIN No. : U24230/MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT, LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Product : Texared ® (Tenoxicam) lyophilized powder for salution for injection after reconstitution, 20 mg
Mpoaykt: Tercapea® (TeHokcHkam) NHOGHANAT 1798 NPHIOTORACHHS pacTeopa And NHbekuHi, 20 Mr

JlaTa npou3soacTBa

I"onen g0

Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / . 97030 vials /
Cepus Ne + BI2a00A1 A Pasmep cepuu " 97030 nanonos
Analytical Repourt ﬁo./ ) : QC/EP/26/00185 Date of Analysis / : (09/04/2026)
AnaauTHaeckiil oruer No JlaTa ananansa

Date of Manufacture/ : (03/2026) Date of Expiry / . (02/2029)

Mfg. License No. /
[poussoacreennas
Juuensnst Ne '

: G/28/1828

MA number: / Homep PY : JI[I-Ne(012106)-(PI"-RU)

Analysis performed according to ND No: / Ananuz npoaenéﬂ no HJL Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTtsl ynaxoekn yreepwaensl: 14.10.2025
PIL approved: / HMIT yreepacaena: 14.10.2025 :

Page 40f 12/ Ctp. 4 u3 12

4 | Appearance of reconstituted | The product dissolves completely | The product should be dissolved completely
solution / Onucanmne without of undissolved particles and | without of undissolved particles and visible
BOCCTAHOBJIECHHOTO visible particulate matter. A clear | particulate matter. A clear greenish-yellow
pacreopa yellow solution is formed. /| solution is formed. / [Tpenapat nomwen

Ipenapar PACTBOPAETCA | PACTBOPATBCA  IOTHOCTBID ¢ OTCYTCTBHEM
MONHOCTLIO | © OTCYTCTBHEM | HEPACTBOPEHHLIX YACTHIL, 0€3  BHINMBIX
HEPACTBOPSHHEIX  YacTHL,  Ge3 | MexanuuecknX  Bimodennii.  OGpasyercs
BHIHMBIX MEXAHHYESCKHX | NPO3pa4Hblil  3eNeHOBaTO-WeNTOro  [Bera
BKJTHYHEHHH. OBpasyercs | pacteop.
Mpo3pavnbi wENTLI pacTsop. |

1

5 | Solution clarity* / The product solution is clear. /fThe product solution should be clear. / Pactsop
Ilpo3pauHocTs pacrBopa™ Pactsop npenapara npospadusiit. | npenapara gonken GbiTh NPO3padHbIM.

6 | Solution color* / Usernocts | The product solution is not more | The product solution should not be more
pacreopa* intensely colored than the reference intensely colored than the reference solution

solution GY,. / Crenens oxpacku | GY). / Crenens OKpacK# pacTBOpa Mpenapara
PacTBopa Npenapata He MPEBHILALT | He A0JKHA NPEBLILATEL 5Ta104 GY.
5 stanon GY.
7 | pH* / pH pacrsopa* 9.209/ 9,209 7510 10.0./ 01 7.5 10 10,0,
8 | Particulate matter* / Mexanuyeckne BRAIOYeHIST*
Remarks : The Product confirms to ND/ | ; Conclusion : APPROVED /
lpameuanne: Mpoaykr cootsetcTByet Tpedosanman HII 3axnwuenne: OJJOBPEHO
Prepared by / Tloaroroaneno:  (|Checked by / Ehegked by (AQA) / |[Approved by: Quality Assurance/Authorized person /

/,,_\ d} u Mposepeno: [posepero (AOK):  ||OaoGpeso: Oéecuewezwe KkauecTra/OTBICTBEHHOE THLG:
t U $

d% &Qé‘l/" _,,J ¥

. —
Date/ A~ 107 b Date Date / 4\ 2 Date / 5%
UL b, A2 D0 oA\ph\ 0%t o420
Jara: b\»ﬂDb{l Hata Jjgwu“é Ilara: *\\ \ JlaTa: ng 4-/

Administrative Officé s

" Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai -
Tel: +91 22 4056 0560+ Fax : +91 22 4056 0555 « Email - bdrpharma@vsnl.net = wy
Registered Office : 407/408

Works / Plant : BDR Pharmaceuticals International Pyt. Ltd., Survey No. 51/1/1

52/4, 5215, 53/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village va

Tel: : 02676 - 230220

0004, INDIA.
aw.bdrpharma.com

, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
. B1/112, 5112, 5211, 52i2/1, 527212, 52/2/2(P),
nseti, Taluka Halol, Disrtrict Panchmahal, Gujaral - 389350.

CIN No. : U24230MH2002PTC 137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A

Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution, 20 mg
HMpoaykr: Texcapea® (Terorcukas) JIHOMHIN3AT A5 NPUTOTORASHKA PACTROPA 148 MHBEKLIT, 20 MP

Market / Perior

: Russia / Poceus

Batch No. /
Cepun Ne

: BI260081A

Batch Quantity /
Pazmep cepun

. 97030 vials /
" 97030 praroHos

Analytical Report No. /
AnanuTHueckiii oTyeT No

+ QC/FP/26/00185

Date of Analysis /
JaTa anammsa

: (09/04/2026)

Date of Manufacture /
larta nponzsoacrsa

+ (03/2026) -

Date of Expiry /
Conen a0

: (02/2029)

Mfg. License No. /
[IponssoacTeennan
anueninsa No

/28/1828

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

Analysis performed according to ND No: / Auaaus nposeaed no HJL Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakosxy yreepsaensi: 14.10.2025
PIL approved: / UMII yreep#aena: 14,10,2025

Page Sof 12/ Crp. 5 u3 12

Visible particles | Buduere wacmuyw

Complies / CooTsercTayeT

1 - .
| According to requirements. / B
| COOTBETCTBHH ¢ TpeGOBaHHAMH.

HACHIL B

Subvisible particles: / Hesuduwsie

57.60 vial / 57,60 ¢pnaxon

Particles > 10 um: not more than
6,000 per vial; / Yactug pasmepom
= 10 mxM pomkuo ObiTh He Gonee

6000 Ra drakow:

0.40 vial / 0,40 aakon

Particles > 25 um: not more than 600
per wvial. / Yacthu pasmepom
> 25MKM J0MKHO ObiTh He Gonee 600
Ha (nakos,

9 | Related Substances / pumeen

npHMECh

HENEHTHULIHPORAHHAS

nepora peructpanan (ITP =0,02 %)

2-aminopyridine / s 5 ]Not more than 0.25 % / He Gonee 0,25 %
A 0.00% /0,00%
2-aMHHOTHPHIHA : |

- |
Individual unidentified Not more than 0.5 % / He Gonee 0.5 %
impurity ~ / Egusnynas | Below BDL (BDL=0.02 %) / Hewe

Total impurities /
Cynmya npumecedi

0.00% /0,00%

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

Remarks : The Product confirms to ND/
IMpumesanue: MpoayxT coorserctayer TpeGosarmay HJL

Conclusion : APPROVED /
3armouenue: OJJOBPEHO

Prepared by / Hoarorosacko:

Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Autherized person /

~ h; LM [poeepetoc: IMposeperio (AOK):  ||OnoGpero: Ofeciiedenne kauectpa/OTBETCIBE HHOE THIO:
J A . : 7 & “'}
(s S84 =
Dale/  waloul 1o2b Date 7. _ ||pate ot |[Pate/ g4 [o4)2024
fara: €1 [oyleo ﬂa1‘a:@/ 29/ 2026 | 1ca: UC\\‘)L\\"" Nara: ,

Administrative Office : * Engineering Centre”, 6th Floar,

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.
5274, 5215, 53/1, 53/2, 53/3, 54/1. 54/2. Pust Tajpu

CIN No.

. Survey No. 51/1/1, 51/1/2, 51/2, 5211, 52/2/1, 52/2/2, 52/2i2(P),

ra, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

Tel. : 02676 - 230220
1 U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTHU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoxykr: Texcapen® (Tenowcuam) NHOGHANIAT 479 OPHTOTORACHIA PACTROPA A8 HHBEKLUMH, 20 Mr

Market / Puinox : Russia / Poccus
Batch No. / . T | Batch Quantity / . 97030 vials /
Cepus Ne ¢ BIZGO0BLA Pazmep cepnu © 97030 daxoHos

Date of Analysis /
Jata anannsa
Date of Expiry /
Comen oo

Analytical Report No./
Anannrnyecknii oruer Ne
Date of Manufacture /
JdaTa nponiBoacrea

Mfg. License No. /
[TponssoacTeennan : G/28/1828 MA number: / Homep PY : JIT1-Ne(012106)-(PI"-RU)
Jauuensng No :

Analysis performed according to ND No: / Ananuz nposenen no HJL No: JII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MareTn ynakosku yTeepwaenst: 14.10.2025

PIL approved: / HMII yreepmaena: 14.10.2025

: QC/FP/26/00185 1 (09/04/2026)

1 (03/2026) ¢ (02/2029)

Page 6 of 12/ Crp. 6 u3 12

10 | Uniformity of dosage units* / , | Acceptance value (AV) should not be more
OxHopoaHOCTL = 1.99.1.99 than 15.0. / [Tokazarens npuemaemoctd (AV)
AOSNPOBAHHBIX €NHHIIL™ : JoaKeH OBITh He Gonee 15.0.

11 | Water* / Conep:kanne Not more than 3.0 %. / He Gonee 3,0 %.

. 1.22%/1,22%
BOABI™

12 | Bacterial endotoxins* / 3 H Not more than 1 EU/mg of tenioxicam. / He
Less than | EU/mg/ . y
BakrepHanuubie f tonee 1 E2/Mr TeHOKCHKAMA,
; Metiee | ED/vr
IHJOTOKCHHBIY.

Should be sterile. / ITonken OuiTh
CTepHJ’! bHbIM.

13 | Sterility* / CrepaabHocTR*

Sterile / Crepunen

14 | Assay / KonnvecteeHHOe onpejaenenie

Tenoxicam / Tenoxcuram : 190.0% to 110.0% of CuHN:OSS;
W V- , s . ' (tenoxicam) of label claim. / Ot 90.0 % no
- ' 100.2.%/100.2 % i 110.0%  CisHiN:OsS:  (rewoxcikam) ot

ciieRmpodicimosiemputieck il |

HOMHHANBHOTO COACPKaHHA.

Remarks : The Product confirms to ND/ i Conclusion : APPROVED /
Ipumeuanne: [Mponyrr cooTsercrayer tpeborannan HI- 3akmwouenne: OQJOBPEHO
Prepared by / [MonrotosieHo:  ||Checked by / Checked by (AQA) / ||Approved by: E}]zlity Assurance/Authorized person /
b Tk ! [Mposepero: Hposepeno (AOK):  |[Oaocbpeno: Ofecnedenne kauecTea/OTRETCTBEHHOE LD
~ LS ¢ Vo
Date / atoul za3t Date / i ] Date/ . ||Pate/ o lzo02
Nara: odl \d M ﬂﬂra;gj/‘? Yasse HaTa:o'o‘ I"L‘\“ Tara: 03/ 4/ 6

Administrative Office :* Engineering Centre", 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel 1 +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdreharma.com
Registered Office : 407/408, Sharda Chembers; New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt, Ltd., Survey No. 51/11, 51/1/2, 51/2, 52/1, 52i2/1, 52212, 5212/2(P).
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 283350,
Tel. : 02676 - 230220
CIN No. : U242301MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Produet : Texared® (Tenoxicam) lyophilized pow:
Mpoayxr: Texcapea® (Tenokcitkas) aHoduzaT

der for solution for injection after reconstitution, 20 mg
LAA NPHTOTOBICHHA PACTBOPA A8 HHBeKLHiT, 20 Mr

‘Market / Peinor

: Russia / Poccus

HaTa npousroacrea Toaen ao

Batch No. / Batch Quantity / 97030 vials /

. i | .
Cepus Ne » BIEe00g1A Pazmep cepun " 97030 dnaronos
Analytical Rep(f‘rt No, / : OC/FP/26/00185 Date ofAnaIIySls/ : (09/04/2026)
AHAaNuTHYECKHT oTueT Nb - ’ : Aara anannza
Date of Manufacture / : (03/72026) Date of Expiry / : (02/2029)

Mfg. License No. /
[ponzeoacreennan
JHUeH3HsT No

: G/28/1828

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

Artworks approved: / Makersr YRaKoBKH yTBep&aeHbi: 14.10.2025
PIL approved: / HMIT yTeepsnena: 14,10.2025

Analysis performed according to ND No: / Ananns nposeaeH no HJT No:

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

Page 70f 12/ Crp. 7 n3 12

" [Sedium metabisulfite / 105.5'%./105,5 % ! 85.0 % to 110.0 % of Sodium metabisulfite of
Hampun vemaducyavgpum the label claim. / Ot 85.0% no 110,0%
HPLC » BIKY RATpHs MeTalucynbdita OT HOMHHATLHOMO

' ) | coaepaaHHs.
15 | Package description / Onuncanne YOAKOBKH

Primgry package /' [lepsuvnas

VRAKOERY

20 mg of the tenoxicam

. ykviopeunbifi
| STMOMHHUEBBIM

I‘IJT&CTHKOBHM: JHCKOM
AMIOMHHHEROTO KOMmayga.

L

colorless glass:vial type I stoppered |
with .a bromebutyl rubber stopper, i'
crimped with aluminum flip-off seal ;
with.a plastic disk over an aluminum |
cap. / To 20 mr TerokcHkama Bo |
dbrakon 13 GeciisetHOro crekna TH |
npobkoii
GpomByTHnoBOll pesiHsl, ofxatoif
KOANaqykoM ¢
KOHTPOIEM NEpBOre BCKPLITHA W
MoBepx

in a |20 mg of the tenoxicam in a colorless glass vial
type | stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-oft seal
with a plastic disk over an aluminum cap. / Tlo
20 Mr resokcHkama  BO Gnakod  u3

Secusetnoro crekna Tum |, YKYNOPEHHBII

npobkoii M3 GpomByTHAOEOI PE3HHBIL

H3 | O0MATOH  aMiOMHUHHEBRIM  KOATIAUKOM  C
KOHTpoIeM MepEOIo BCKPBITHS H
NAGCTHKOBBIM THCKOM MOBEPX AMFOMHHIEBOTO
KOMMAUKa,

Remarks : The Product confirms to ND/ :
[Tpuveyuanue: Mpoaykr COOTBETCTRYeT Tpedoranuam HJI

Conclusion : APPROVED /
3akatovenie: OJOBPEHO

Prepared by / Iloarotornesno:  ||Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person /
. I TMporepeno; IMposepero (AOK):  ||OaoGpero: Ofecneuenie KadecTBa’OTBETCTBEHHOE JIHLLO:
fr et 2R3 foden
Date / (o Date / Date/ 1\ \ s ||Date/
qioyl202 PATER P 034/04.[2024
Hara: 8 LF\LO é ]Iara:gﬁ/wfj%zé J].a‘ra:o '\ Ll [lara: ! 4’

Administrative Office : * Engineering Centre’, 6th Flo-:;r, 9, Matthew

Tel : +81 22:4056 0560+ Fax : +91 22 4056 0555 Email
Registered Office : 407/408, Sharda Chembers, New

Road, Opera House, Mumbai - 400004, INDIA,

bdrpharma@vsnl net ¢ www.bdrpharma.com
Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmacevticals Internaticnal Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 521211, 52i2)2, 521212(P),
5214, 5215, 53{1, 53/2, 5373, 541, 54/2. Post Tejpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACE UTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Texcapea® (Texorckkin) JHOPHANIAT 118 NPHTOTORICHUS pacTeopa a8 uebekiii, 20 ar

Market / Peinox : Russia/ Poccus
Batch No. / . |Batch Quantity / 97030 vials /
s o 4 .
Cepusi No - BIEGRIETA Pazmep cepun " 97030 thnarouHos
Analytical Repovrt No. / : QC/FP/26/00185 Date of Ana!grsls/ : (09/04/2026)
Adanutueckuii otuer No Hara anannsa
Date of Manufacture /  (03/2026) Date of Expiry / : (02/2029)
JaTa nponssoncrea [oaen ao
Mfg. License No./
Mponsoacreennas : G/28/1828 MA number: / Homep P¥ : JITI-Ne(012106)-(PT-RU)

JHUeH3uA No :
Analysis performed according to ND No: / Anaans nposeded no HI Ne: JIM-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoskn yreepaaensi: 14.10.2025

PIL approved: / UMII yreepsnena: 14.10,2025

Page80f 12/ Crp. 8 13 12

16 | Shelf-life (storage period)/ | 3 years /3 rona
Cpok roanocru (cpox
XpaHCHH)

* Nuge, - * H,L"hm"’n’.’.“m’. E H

Analytieal procedures aecording to the current Rus. Ph, are used for the product quality control in the Russian Federation. The manufuciurer uses the
cureeot Phe Eur. pracedures for release quality control at the manufacturing site. / AwaaurHuccsue Meroankd no ['d P ASHCTBY I01ICT0 H3Tas s
MPHMCHAIITGH 21 KGO RatecTsa NPEIapara sa 7epprrepin Poceniickoii @erepuu. s BRIIVURUHOULE! O KOHTPO/S KAY€C1 A HA [IPOIE0ICTBE
TPORSEOIRTENE HCHOIB3Y ST METOHKY Mo Erponciicroit dapyiakonce ASHCTBYIOUICTO 3 TaHHI,

Remarks : The Product confirms to ND/ ' Conclusion : APPROVED /
NMpumeuanne: Mponykt coorseTeTBYeT TpeGosanman HIL: 3armwovenne: ONOEPEHO
Prepared by / Tloarotosnesio: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
" i " [Mposepeno: [posepeno (AOK):  |[OzoGpeno: Oecneyeniie kauecTRa/OTBETCTREHHOES THLO:

{’; ULL)\AM_.- j o

L ' /ﬁﬁi" __’{‘)
Date / : R4 Date / Date / - Date /

o0 w026 212 #iloh\ et 08042026

Jara: ) "C: 1 EOLL‘ i B,a'ra:gj/oy"ﬂ)“é Iiam:c l‘DL’\ [ara: ’ 4}

Administrative Office : * Engineering Centre”, 8th Floor, 9, Matihew 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 Pvi. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 521, 52/2/1, 52/2/2, 52{2/2(P),
52/4, 5215, 53/1. 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 386350,
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137320



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

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

Market / Puinor

: Russia / Poccus

Mpoaykr: Tercapen® (TeHokcHKaM) THOhHITHIAT 158 NPHTOTOBAEHIA PAcTBOPA 178 HHBeKUMit, 20 Mr

Batch No. /
Cepus No

: BI260081A

Pasnep cepun

Batch Quantity /

. 97030 vials /
© 97030 chraxoHos

Analytical Report No./
AxanuTadecknii oryer Ne

: QC/FP/26/00185

JlaTa ananusa

Date of Analysis /

1 (09/04/2026)

Date of Manufacture /
AaTta npowsBojacrea

: (03/2026)

Date of Expiry /
Tonew no

s (02/2029)

Mfg. License No. /
[IponssoacTeennas
anueH3us No

: G/28/1828

IMA number: / Homep PY : JIIT-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Awanus nposeaen no HJI No: JIN-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaxeTbl ynakoBku yrBepu#aenni: 14.10.2025
PIL approved: / HMII yrsep#aena: 14.10.2025

Page9of12/Crp. 9 u3 12

Onucanie YNaKoBKH

| MOMEIAIT - B

 VHAROBKd :
5 vials with the medical product and
5 ampoules with the solvent in a
polyvinyl chloride cassette.

| casseite and patient information
leaflet in a carton pack.

[To 5 dtaxonoB ¢ npenapatom u 5
aMnyi c pacTBOpHTEIEM
KACCETY M3
nOMHBHHHANTOPHAA. | KacceTy
BMECTE € HHCTpyKUHel Mo
MPHMEHEHHI) MOMRIIAIOT B NauKy
KapTOHHYIO.

KIT / KOMIIJIEKT
TESTS / MOKA3ATEJIHN RESULTS./PE3YJLTATBI j SPECIFICATIONS / HOPMBI
Package description It Secondary package . Bmopuunas | Secondary package / Biopusnias yngxoska

3 vials with the medical product and 3 ampoules

| [To 3 daakona ¢ npenapartom H
| pacTBOpHTENSM

with the solvent in a polyvinyl chloride cassette,
| 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.
I cassette and patient information leaflet in a
carton pack. /

3 amnynsl ¢
NOMEUAT B KacCeTy M3
MONMUBHHHAXNOPHAA. | KacceTy BMecTe ¢
HHCTpYKUMEH MO NPUMEHEHHIO NOMEanT B
Na4yKy KapToOHHYHO.

Mo 5 daakoHoB ¢ npenapatoM ¥ 5 amnyid ¢
PACTBOPHTE/EM NOMEWAIOT B KACCeTy H3 |
noaHBHHIIXIOPHAA. | KacceTy BumecTe ¢ |
HHCTPYKUMEHR MO NPHMEHEHHIO TIOMEWAIOT B
Naiyky KAPTOHHYO.

Remarks : The Product confirms to ND/
[Mpumeuanne: [Nponykr cootsercryer TpeGoranmaym HII

Conclusion : APPROVED /
Jaxmouenne: OOBPEHO

Prepared by / Moarotornero:  ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized persan /
R IposepeHo: Mporepeno (AOK): ||Onobpeto: Obecneyenne KauecTra/OTBETCTBEHHOE JTHLO;
Gl ‘1:/,_‘}; e ; £ ‘/01_'3—
':\':SL’\V /QA/ \@ = .
Date/ ot trel Date / Date/ \ ¢ ||Date/ / N
Hara: 0 1“0“{( e ﬂa?azgj/ oY/ 24246 JlaTa:.u'ﬂ" C%\M ata: 04 64/20 ¢

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@ysnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BOR Pharmaceuticals Intemational 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, 525, 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




QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayrr: Tekcapea® (Tenokcikam) NHODUNN3AT 4718 NPHTOTORNEHNA PACTROPA 118 HHBEKUHMIT, 20 M

Market / Poivor * :Russia/ Poccua
Batch No. / : Batch Quantity / 97030 vials /
¥ 7, J »
Cepna N t BEGROS1A Pasmep cepun " 97030 ¢raxonos
Analytical Report No. / . QC/EP/26/00185 Date of Analysis / . (09/04/2026)

HaTta ananuiza

Date of Expiry /
I"omen no

AHaauTuuecknii oTuer No
Date of Manufacture /
Jata npoussoactea

:+ (03/2026) 0 (02/2029)

Mfg. License No. /
Mponssoacreennas : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PT-RU)
AN 0eH3HsT No
Analysis performed according to ND No: / Auaans nposeaen no HIL Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynaxosknu yTBepwaenst: 14.10.2025

PIL approved: / UMII yreepanena: 14.10.2025

Page 10 of 12/ Crp. 10 n3 12

KIT / KOMILJIEKT
TESTS / TOKA3ATEJH RESULTS / PE3YJAbTATHI SPECIFICATIONS / HOPMBbI
Labeling/ Mapkuposka Complies / Coorsercrayer ' See Section 1.3.2 of Module | of registration
dossier. / B cooTseTcTBHM ¢ paszenom 1.3.2.
' MOAYNA | perucTpaliMoRKoro 1o0che.
Storage / Yenosus xpasenus | Eor configuration with 5 filled vials and 5 ampoules with a solvent in a casselte:

| In the original packaging (5 vials with medical product and 5 ampoules with solvent in the
carton). at temperature below 23 °C,

A4 ynakosku 110 5 hnakoHOB ¢ npenapaToM 1 S aMnya ¢ PACTROPHUTENEM B KaCCeTe:

B opurunaieHoi ynakoske (qimakoHs! ¢ MPEMapaToM H amIlyJibl ¢ PACTBOPHTEAEM B TIa4Ke)
NpH TeMnepartype He Boiule 23 °C,

Kit shelf-life (storage period) / The kit shelf-life is determined by the shelf-life of the medical product for human use - 3

Cpox roauoctu (cpor years. / Cpok rOAHOCTH KoMniekTa OMPEAENALTCH CPOKOM TOAHOCTH IEKAPCTBEHHOMO
| XpaleHHs) KOMOAEKTa - fpenapara s MeAUUMHCKOTO TIPHMEHERHA — 3 Ton4,
i
API name / Hanyenosaune ADC: Tenoxicam / Tenokcukam
INN / MHH; : Tenoxicam / Tenokcukam
API manufacturer batch number / 92018125
Honep cepun npoussoanrens ADC: -
Remarks : The Product confirms to ND/ : Conclusion : APPROVED /
[lpumeuanne: IMpoaykr COOTBETCTBYeT TpeGosaruam HII 3arawouenne: OJJOBPEHO
Prepared by / Tloarotosaero; |[Checked by/ Checked b;‘ (AQA) / |[Approved by: Quality Assurance/Authorized person /
f" b Ll Mposepeno: Tlposepeno (AOK):  ||OnoGpeno: O-Se-;ncuenMe‘;aqecma."(')me‘rcmeHHoe TTHIO:
nus o H T .1. -
SRRl W 4 AU fp=
Date/ .p Vop26 © |[Date/ . Date / ||Date /
SR ioY\ 1o : : sl 03/04 2024
Jata: ' l A l.[am,—w/' 09/ 2826 ,[la_ra:v‘l P> Hara: { 4 ’

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 o www.bdrpharma.com
Registered Office : 407/4 08, 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, 821211, 52/12/2, 5212(2(P),
5214, 52/5, 5311, 5312, 53/3, 54/1, 54/2. Post Tejpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC 137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg j
Mpoaykr: Texkcapes® (Tenoxcukan) NHOMUANIAT 478 NPHTOTOBICHHS PacTROpA A HHBEKUHE, 20 Mr

Market / Puivor : Russia/ Poccun
Batch No. / : ¢ |Batch Quantity / 97030 vials /
+ BI26C J .
Cepna No . £ BROGDELA . |Pasmep cepun © 97030 pnakoHos

Analytical Report No. /
AHANNTHYecKHIi oTyeT No
Date of Manufacture /
Jara nponssoncrea

Mfg. License No. / : :
Ilponseoacreennas : G/28/1328 . |MA number: / Homep PY : JIT1-Ne(012106)-(PI-RU)
auueH3ns No
Analysis performed according to ND No: / Anagus nposeaen o HI Ne: JITI-Ne(012106)-(PT-RLU)-141025
Artworks approved: / Makersl ynakosku yrepAknensi: 14.10.2025

B -

PIL approved: / HMIT yreepsaena: 14,10.2025

Date of Analysis /
4 Mara amanusa
'Date of Expiry /
{loaen oo

+ QC/FP/26/00185 + (09/04/2026)

: (03/2026) : (02/2029)

Page 11 of 12/ Crp. 11 u3 12
B250004300

FP Manufacturer API Batch namber /
Howmep cepun cyGeraninn
npoussoaHTens ['JId:

API Manufactured by & country / Edmond Pharma S.r.1., Ttaly /
NponssoanTtens A®C, crpana: ' : Samonn @apaa C.p.n., Uranus

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,
3215, 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)

BIIP @APMACBIOTUKAC MHTEPHEMIIIEHE] TIBT. JTH., Heans
Cypse#i Ne 51/1/1, 51/1/2, 51/2, 52/1. 52/2/1, 521212, 52/2/2 (P), 52/4, 52/5.
| 93/1.53/2,53/3, 54/1, 54/2, 3T - Banuetn HNepesns, [NO-Tamxknypa. Tanyka
{ - Xanon, okpyr [Masumaxan — 389 350, Munus (neuensns Ne G/28/1828)

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

Hamvenosanue, agpec i nomep
JHUEHIHH MIOIAAKH, .
OCYLUEeCTBAHIONI el
NpPON3BOACTEO/KROHTPOE
KayecTea/euinyck L@

Declaration of certification: «l 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 Ecanomic Union (No. GMP/EAEU/RU/00939-2023 dt, 21| July 2023) and requiremnents
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». /

Remarks : The Product confirms to ND/ : |[Conclusion : APPROVED /
Mpumeuanne: Mponyxr COOTBETCTBYET TpeGomanuam HI - 3araoqenue: OMOBPEHO
Prepared by / Hoarotosneno: ||Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized persan /
C juML'L i Tposepero: ] i'[po_nepeHo{i AOK): ||@aobpeno: O@eune-{eiﬁ: kauecTBa/ OTBETCTBEHHOE UL
s %5 e
/ _% : / ‘ -
Date/ ~eintilonnt Date / Date / L\ v ori ||Date/ 98 04{7_016
Hara: oqie U\ ' ﬂara:eﬁ/az’jg-ﬂy' Tlata: #7 -UL\\A‘ 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 Pt Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 5212/2(P)
92/4, 5215, 53/1, 53/2, 5313, 54/1, 54/2. Post Tajpura; Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

i Tel. : 02676 - 230220
CINNo. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJI3A

Product : Texared® (Tenoxicam) lyophilized powder for solution: for injection after reconstitution, 20 mg
Mponykr: Tekcapex® (TeroxcHkas) NHODHAMIAT NS NPHIOTOBTEHHA PacTBOpa AnA HHBEKUHH, 20 Mr

Market / Peior : Russia/ Poccun
Batch No. / 3 ¢ |Batch Quantity / 97030 vials /
. ") ] "
Cepust Ne ¥ RI26R081A - |Pa3mep cepnn 97030 dnakonos

Analytical Report No. / | Date of Analysis /
AnasurTnyeckuii otTuer No . |Hara AHAAH3A
Date of quufacture / : (03/2026) D’a:te of Expiry /
HaTta nponsroacrea (Fomen no

Mfg. License No. / :
[pouzsoacreennasn : G/28/1828 ¢ IMA number:/ Homep PV : JI-Ne(012106)-(PI™-RU)
Jnuensns Ne o

Analysis performed according to ND No: / Anaans nposeaes no HA Ne: JHI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makers YNaxKoBKRA yreep:kaens:: 14.10.2025

PIL approved: / UMII yreepsnena: 14.10.2025 :

: QC/FP/26/00185 + (09704/2026)

: (022029)

: Page 12 of 12/ Crp. 12 n3 12
3axao4enne 0 cooTBeTeTBHE: «HacTosuuy 5 OATBEPA AAk0, HTO MPHBEIACHHAS BbIILES HHGOPMALLI SBASETCA JOCTOBEPHOT
H TOUHOH. Ta CepHst MPOAYKUHK NPOU3BETEHA (B0 YasK: YTIAKOBKY (MapKHPOBKY) H KOHTPO/b KAYSCTBA) Ha BhLEYKA3aHHOT
NPOHU3BOLCTBEHHOM nuoWanke (MIOWAAKAK) B OOTHOM COOTBETCTEHH ¢ TpeGosanuavn [Ipasun  wamnexatueii
NpOH3BOACTBEHHOH NpakTHki EBpasuiickoro sxoHOMHueckoro cowa (Ne GMP/EAEU/RU/00939-2023 or 21 nions 2023) u
TPEGOBAHIAMH KOHTPONSA KAUECTRA JIEKapCTEEHHbIX CPEACTB. & TAKKE B COOTBETCTBH CO CIELHDHKALMAMH, CONCPKALUHMICS

B PETHCTPALHOHHOM J0ChE CTPAHBI-HMIIOPTEPa. 3anucK no NpoH3BOACTBY. YNaKoBke U aHANH3Y MPOBEPEHLL, H YCTAHOBJISHO
HX cooTEeTETBHE Tpebosakuam [1pasnn nagnesatueii nponssoacTeeHHON npakTHkl EBpasHiickoro akoHoMHYeCKOI'0 col03am.

Remarks : The Product canfirms to ND/ : Conclusion : APPROVED /
Mpumeuanue: [Mpoayxr COOTBETCTBYET TpeGoranuam HJL 3araouenne: OJOBPEHO
Prepared by / [Toarotorneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS { CEPTHOHUKAT AHAJIM3A

Name of Product/
Hauvenosande npenapara

Batch no. / Homep ceprun

Amount of product per batch / Pasmep
cepHH

Date of Control / laTa anannsa
Manufacturing date / lata nponssoacrsa

Expiry date /laTa okoruanus cpoka
TOIHOCTH

Water for injections (solvent) /

Boaa post auseRnmii (pacTBopuTeaB)

BI260049
2050 L

05/03/2026
02/2026
01/2031.

Water for injections (solvent) / Boxa ans mubexuuii (pacTBopuTeNs)

TESTS / TIOKA3BATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3VJILTATEL

Description / Onucanne

i’ sanaxa.

Clear, colourless liquid without odor. /
. IIpospaunas OecLpeTHan KUAKOCTD §e3

Clear, colourless liquid without
odor. / Tlpospaunas GeclBeTHAR
X)uakocTb Be3 ammaxa.

‘Particulate matter / Mexanuueckne BRIOYeSHUS

Visible particles /
Buduneie uacmuyni

' According to requirements. / B cOOTBETCTBHK C |
| TpeGoRanuAMM . -

Complies / CooterciByeT

Sub visible particles / [
Hesuoumveie uacmuym

>10 pm particles /

4acTHI pasMepoM = 10 MxM

>25 pm particles /
YACTHIL pa3MepoM > 25 MKM

i Not.more than 6000 particles per ampoule; /
1 He 6onee:6000 Ha ammyny;

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

147.33 particles per ampoule; /

He Gonee 147.33 na ammyiny;

4.00 particles per ampoule. /

He 6onee 4.00 Ha ammyay.

Acidity.and alkalinity /
KuesroTHocTs H IIeN0YHO0CTE

| Test sample should pass the test. /
HMcenerryenmrii 06pasel] 10/mKeH BEUIEPKHBATE

Complies / CooTBeTcTBYET

‘Test sample should pass the test. /
Hersrryemelit 08pazen NomKEH BEISPKHBAT

WCIIBITAHUE,
Reducing substances /
BoceraHaBanBaomHe
BellecTBA : HCTILITAHHE.

Complies / CooreerciByer

Carbon dioxide
Yraepoia AHOKCHN
- 1 »aca.

No turbidity should be observed within | hour.
/ He pomxHo 6biTh NOMYTHEHHS B TEYEHHE

Complies / COOTBBTCIBWT

Chlorides/ Xnopuawt

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaThl H HHTPHTEI

Not more than 0:00002 % (0.2 ppm). /
‘He Gonee 0,00002 % (0,2 ppm).

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

Sulphates / Cynudats

No turbidity should occur-within not less than
1 h./ B'reuenne He MeHee 1 4aca HE HOMMKHO
HabmoRarsCs HOMYTHEHHE,

Complies / CooTBETCIBYET

Ammonium / Avmonuii

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

Less than 0.6 ppm / Meuee 0,6 ppm

H
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BDR PHARMACEUTI-CALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS /| CEPTU®HUKAT AHAJIM3A

TESTS /TIOKA3ZATEJIH

SPECIFICATIONS / HOPMBEI

RESULTS /PE3YJIBTATEI

Calcium and magnesium /
Kanpuni 1 Maruui

Pure blue color should be observed (without a
violet hue). / JomkHo Halmo/aTses 9McTo
CHHeS okpalnkpinue (6e3 duoneroBoro
OTTEHKA). :

Complies / Coorsercrayer

Heavy metals/ Tsuxensie
METAMIB]

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

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

Residue after evaporation /
Cyxoii ocraTok

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

0.000 %/ 0.000 %

Conductivity / Not more than 25 pS/em. / 12.78 pS/em. /
SIeKTPONPOBOIHOCTE He Gonee 25 mxCwm/em. 12.78 mxCni/om,
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
Hapnexaemblii 06bem He menee HoMHHaTBHOTO (He MeHee 2 MiT). 2.2 mn

Bacterial endotoxins /

Bamepﬂaaume 3HIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/ma Bons! wis
HHBEKLIHI. H

Less than 0.12 EU/mL/
Menee 0,12 E3 / mn

Sterility / CrepuabHoCTh

Should be sterile. / JHomkHa GbITh CTEpHILHOM,

Sterile. / Crepimo.

Package description /
Onucanne ynaKoBKy

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. /
TTepBHYyHas YIIAKOBKA

ITo 2 mn pacTBOpuTEns (BONA AN HHBEKIHIT) B
ammyily u3 Gecuserroro crekna, THm I. Ha
BEpXHEl HacTH aMmylsl HAHECeHa TOYKA
pa3noma OparKeBoro LUBeTa.

Primary package

2 mL of the solvent (water for
injections) in a colorless glass
ampule type [ with an orange one-
point-cut at the top of the ampule. /
Iepsrynas yiiakoska

Mo 2 v pacteoputens (soga aas
HHBEKOHH) B aMmyny M3
Gecusernoro crekia, tMn 1. Ha
BEPXHEH YacTH aMmyJIBl HAHECEHA
TOYKA PA3IoMa OPAaHAEE0TO 1IBETa.

Shelf-life (storage period) /
Cpor ronnoets (cpox
XPaHeHHsI)

5 years /'3 ner

Assessment: / 3akmoyerHe:

\L The batch complies 'iy\%ith the specifications according to ND on quality JI[T-Ne(012106)- i

| (PI-RU)-141025. / |
i
| Ne(012106)-(PI-RU)-141025.

Cepus cooTsercTBYeT TpeOOBAHUAM HOPMETHBHOIO JOKYMEHTA 110 kauecrsy JITT-
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BDR PHARMACEU?TICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

Name of Product/ - | Water for injections (solvent) /
Hanmenosanue npenapara Bona nuiw unbexunii (pacTeopuTens)
Batch no. / Homep cepun © | BI260051
Amount of product per batch / Pazmep ;| 2050L
cepun : :
Date of Control / Tata ananusa 1| 09/04/2026
Manufacturing date / lara npoussogctea | @ | 02/2026
Expiry date /laTa okon4anns cpoka : | 01/2031
| roanocTn

Water for injections (solvent) / Bona nns wabexunii (pacTeoputes)

| TESTS/NOKA3ATEJIH - SPECIFICATIONS / HOPMEI RESULTS / PE3YJIbTATHI
Description / Onmucaunmne Clear, colourless liquid without edor. / Clear, colourless liquid without
: ITpospausias GecuBeTHAS KHIAKOCTD He3 odor. / Ilpospaunas OccuBeTHasn
3amaxa. ; | &HIKOCTE Be3 3anaxa.

Particulate matter / Mexanuvyeckne BKIIOYeHHS

Visible particles -~ | According to requirements. / B cOOTBETCTBHH ¢ Complies / CooTeeTcTBYCT
Budwsre vachmuys .| TpeGopaHNAMA . :

!

Sub visible particles
Hesudumere vactie

210 pm particles/ . Naot more than 6000 particles per ampoule: / 197.60 particles per ampoule; /

HacTHIL pasMepoM = 10 MrM He Gonee 6000 wa ammyily; He Goee 197.60 Ha ammysy:

25 pm particles / . | Not more than 600 particles per ampoule. / 7.87 particles per ampoule. /
= 25 MKy : Gor MITYITY. o
qac mu,pmmcpo-m =25mrm | He Gonee 600 HA aMIyTy He 6ones 7.87 Ha avmyay.
Acidity and alkalinity / - Test sample should pass the test. / Complies / CooTBeTcTBYET
KneaorHoers m menounocts - Henrityemsiit ofipasen noskeH BEIZCP/KHBATD
' | HempiTamme,
Reducing substances / Test sample should pass the test. / Complies / CooTeercTByeT
Boceranasiauparommne Henprryemii obpazen AonAeH BEIICPKHBATS
BelleCcTBA i HCHBITANHE. |
Carbon dioxide - | Nao turbidity should be observed within | hour, Complies / CooteTCTBYET
¥Yraepona aHoRCHI . /' He J01xHO BRITh HOMYTHEHHS B TEUCHHE
© D1 vaca,
Chlorides/ Xaopnasr Not more than 0.5 ppm. / He Gonee 0,5 ppm. Less than 0.5 ppm / Menee 0.5 ppm
Nitrates and Nitrites/ Not mere than 0.00002'% (0.2 ppm). / Less than 0.00002 % (0.2 ppm). /
Sonce 0,00002 % (0.2 ppm). etiee 0,00002 % (0,2 ppm).
HisTpamst u HITPHTE He Sonee 0,00C;CI % (0,2 ppm) Menee 0,00002 % (0,2 ppm)
Sulphates / CyssdaTe No turbidity should ocour within not less than Complies / CootsercTyeT

| h. / B Teucane ne mMeHee | daca He A0/KHO
Habn0aTECS TOMYTHCHHEC. )

Ammonium / Amyonnii Not more than 0.6 ppm, / He Goaec 0,6 ppm. Less than 0.6 ppm / Mesee 0.6 ppm
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‘DD BDR PHARMACEUTICALS INTERNATIONAL PVT, LTD,

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJIHU SPECIFICATIONS / HOPMbI RESULTS /PE3YJALTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooteetcTByer
Kanbuuii u marauii violet hue). / Homako wabniogarscs uicTo

CHHES oxpaHBanyue (Ge3 guonerosoro
OTTEHKA). i
Heavy metals/ Ts:kennie Not more than 0.00001 % (0.1 ppm). / Less than 0.00001 %'(0.1 ppm) /
MeTaibl ! -| He Gonce 0,00001 % (0,1 ppm). Mence 0.00001 % (0.1 ppm)
Residue after evaporéttion / Nat more than 0.004 %. / He Gonee 0,004 %, 0.000 % /0.000 %
Cyxoii ocTaTor
Conductivity / " | Not more than 25 pS/em. / 11.55 pS/em. /
DAEKTPONPOBOAHOCTD He Sonee 25 mxCw/em, 11.55 mxCwm/car,
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
Uspiaexaemurii 0Gsem He Menee HoMuhaasHoro (He MeHee 2 Mi). i 2.2 v
Bacterial endotoxins / - | Not more than 0.23 EU/mL of water for Less than 0.12 EU /mL/
BaxTtepHaibHble SHAOTOKCHHEI ‘injections. / He Goaee 0,25 E3/mn somst s J Meree 0.12 ED / ma
HHBEKIHH. {
Sterility / CreprabhnocTs Should be sterile. / TomxHa 66ITh cTeprasHOM. Sterile. / Crepunnho.
Package description / Primary package Primary package
Onucadne ynaxoskn 2 mL of the solvent (water for injections) ina | 2 mL of the solvent (water for

colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. / | ampule type I with an orange one-
[epBRuHA" VOakoRKa point-cut at the top of the ampule. /
[lo 2 mn pacisopurens (Boga Ans nmsexunii) B | [lepsuunas yiakoska
ammyiTy u3 GecuseTHoro crtexma, thn 1. Ha | Io 2 Mz pacTBOpHTENs (BOxa Ui
BEPXHCH WacTH aMIyfdbl HAHCCEHA TOMKA | HEBEKLHiD) B ammyty H3
pasjioma OpaH:KeBOro LBETa, OecoeetHoro crexkna, Tun I Ha
' ' J BepXHEH YacTH ammymsl HAHECEHA
i TOYKA pa3ioMa OPaHKCBOro [BETa.

Shelf-life (storage period) / i Syecars/5ner

Cpok roanocru (epor i

XpaneHysn) '

Assessiment: / 3akIr0UeHHE: The batch complifes with the specifications according to ND on quality JITI-Ne(012106)-

(PT-RU)-141025. /
Cepnst COOTBETCTBYET TPEGOBAHHAM HOPMATHBHOIO JOKYMCHTA 110 K44eC ey JITI-
Ne(012106)-(PI-RU)-141025.
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