|P|oduct

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIHM3A

I&lsarket / Puinor

In\mud% (hn \\uam) [\Opilf’llkd pm\du lor %olution to; |f.|LL.1. f1 amr ru(\nstmmon ’(1 mg '

t Russia 2 Poceus

Batch No./
(Cepns Ne

: BI260198A

Batch Qu‘.mtit__\' /
| Passep cepim

| Analytical Report No. /
AHaauTHYeCKHIT OTYeT Nb

: QCy

Date of Analys_is i

FP:26/00437 r
Jdara anaansa

97338 vials
© 975338 (aakoHos

+ (1407/2020)

Date of Manufacture /
Aarta npoissoactsa

: (01/06:2026)

Date of Expiry /
lNoaen 10

¢ (31/05/2029) |

Mf{g. License No. /
MponisoacrBeHHas
JHnensnyg Ne

G287

1828

|

MA number: / Hovep PY

: JUT-Na(O12106)«(PI-RLY)

\PIL approved: / MMIT yreepacena: 14.10.2025

Analysis performed according to ND No: / Anaans nposeacn no H Ne: JTIMT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoskun yTBepimaenb:: 14.10.2025

| Ne | Test / MokaszaTens

" Result/ Pesymzan.l

Page 1 of 12/ Crp. 1 03 12
Specification / Hopata

Description / Onncanne

Yellow lvophilized powder.
JuoduausupoBanHbiii
| %enroro useTa.

I

/|Yellow to greenish lyophilized powder.
nopowok |JInodHmI3HPOBaRHbIT NOPOWIOK KEATOrO ¢
|367EHOBATAN OTTEHKOM UBSTa.

Identification / Maenr ndbuKauas

J Tenoxicam / Tenorkeuxan
HPLC ' BOJKY

The retention time of tenoxicam peak
in the test solution chromatogram is
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
YAEpKHBAHHA NiKa TEHOKCHKAMa Ha
XpoMaTorpamue HCTIBITYEMOro
pAcTBOpa COOTBETCTBYET BpEeMEHH
YIEPKHBAHHA MHKA TCHOKCHKAMA Ha
XpomMaTorpamae CTAHAAPTHOIO
pactBopa.

The retention time of tenoxicam peak in the test

solution chromatogram should correspond 1o
the retention time of tenoxicam peak in the |
standard solution chromatogram (see Related |
substances, assay of single impurities and total
impurities (254 nm)). / Bpema vaepxusaHus
MUKAa  TEHOKCHKAMA Ha  XpoMmaTorpamwe |
HCABITVEMOTO pacTeopa JOAKHO |
COOTBETCTBOBATDL BPEMEHH YACKHBANNHS NHKA

TEHOKCIIKama Ha XpoMmatorpasmse

cTaHAapTHoro pacTeopa (cM. «[pumecin,

OMNpeACIeHHEe eMHNYHLIX NPHMECEH H CyMMbl

npumeceii (234 1m)).

Remarks : The Product confirms to ND/

Conclusion : A]_;PROV ED/

ﬂ[ume'mmw: [ponykT cootTsererayer Tpedosanuss HJl 3agawgenne: OJIJOGPEHO
Prepared by / Noarotonaeno:  ([Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person /
o — ﬂpm:%. > llposepeno (AOK):  [|OaeGpeno; OGecneuesne kauecTsa/(OTRETCTBERHOR IMLIO!
"\l--——.__ﬂ___'_"______
At —
| / / e
Date / Ll i\ 2o Date/ Date / Q'ﬂ'w% Date / 16 ol ]20264
Hara: X e Jlara:\ ‘Q"ﬂ"b\;"Q 11a'r.1 g\ .[[ald , ,
Lower Parel West, Mumbeai. 400013 MaharashtraA
Tel : +91 22 4056 0560 Fax : +31 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, 51/4/2, 51/2, 52/1, 52/21, 5?/2/2, 52/2i2{F}.
52/4, 52/5, 53/1, 53/2, 53(3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halo!, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 2306220

CIN No. : U24230MH2002PTC137329



X CJ |. | BDR PHARMACEUTICALS INTERNATIONAL PVT.LTD,

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHAJH3A

Product : Texared® (Tenoxicam) lyophilized powder for sofution for injection ailer reconstitution. 20 mg
Mpoay ki: Tercapen® (Tenokcnkas) A1oduii3aT 198 OPHCOTORASHIS PICTBEOPA 145 HbeRwdi. 20 e

|;\larket 7/ Puinok + Rissia < Poccns |

B..:Eﬁo_/ a - Batch Quantity / 97338 wvias.
. ) K A 1 s .

| Cepun Na D | Paswep cepuu " 975338 daakokos

|Analytical Report No. / [Date of Analysis/ , IR

= . : (14/07°2026)

[ AHAAHTHYCCKIA OTHeT Ne T [dara anaansa S —

Ddf(.‘ of Manufacture : (01706:2026) Date of Expiry / . (31/05:2029)
lNoaen a0

: QCFP26:00437

Mfg License ‘No /
MpoussoacTeeHnasn : G/28/1828 MA number: / Hosep PY ¢ JIIT-Ne(012106)-(PT'-RLY)
[MBUEH3HA Ne | .
[Analysis performed according to ND No: / Awaans nposeaen no 1 Ne: JTT-Ne(012106)-(PI'-RL)-141025
|Artworks approved: / MakeTh ynakosru yreepaacuns: 14.10.2025

PIL approved: / HMI yreepuaczena: 14.10.2028

N B . Page2 of 12/ CTp. 2 113 12

| Tenoxicam / Tenorkcukau UV absorption spectrum of the test [UV absorption spectrum of the test solution |
solution prepared for the Assay in the |prepared for the Assay in the range from 230 |
range from 230 nm to 400 nm has 'nm to 400 nm should have maxima al;
maxima at wavelengths of 257.54 |wavelengths of 257+ 2 min, 285+ 2 nm and 368 |
nm. 285.52 nm and 367.37 nm. / Y- |t 2 nm (see Tenoxicam Assay). / Yd-cnekrp
NOrAOWEHHS HICTBITYEMOro pacreopa.
NPHIOTOBICHHOTO A48  KOAHYECTBEHIIONO |
onpeaeneHis, B 00nacTyd ot 230 Har 20 400 Wy |
, . AOKEH MMETb MAKCHMYMBbI MPH AJHHAX BOJIH |
obsacth o1 230 HM 20 400 WM umeer 257 + 2 M. 285 + 2 HM H 368 £ 2 HM (cM.

| MAKCHMYMbl  1IPH - ANMHAX.  BOMM | (K oniiuecTBEHHOE onpeaeneHie
l 257.54 Hm, 285.52 M 11 367.37 HM. | Teyokcukamar). |

UV spectrophotomertry - V-
CHERMPOhomoNiempus

CNEKTP MOMJIOWEHHA HTMLITYEMOrO
PacTBOpPa. NPHIOTOBISHHOrO  Ans
! ‘ KOJWYECTBEHHOIO OnpeaeieHus, B

Remarks : The Product confirms to NDY Conclusion : APPROVED /
Hpumeuaune: Mpoaykr cootrercraver rpedopannan HI Jarmouenwe: O TOGPEHO
l’mpmm by / Noaroroeaeno; |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
S Il/pngj)// Mposepens (AOK):  |[Onodpeno: ObecneueHie kauecTBa/(ITBETCTREHHOE HUO:
T 5 :g § > -‘{éj.»kuA,
Date \\\\g{‘a\_\_q&f}_g Da;c :m! Date / g‘\tﬂwié Date / 1507 2024
aTa: Jara: \“‘\‘ w flara lara: ’ }

Lower Parel West, Mumbai, 400013 Maharashtra.
:+91 22 4056 0560« Fax : +91 22 4056 0555 « Email . bdrpharma@vsnt.net « 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, 52/1, 52{211, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3. 54/1, 54/2 Post Tajpura, Viilage vanseti, Taluka Halol, Disrtrict Panchmahal Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



I BDR PHARMACEUTICALS INTERNATIONAL PVE LTD.

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHATH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
(poayeT: Tekeapeale (TenoreHiis ) ABAIBAT 108 NPHIOTOBACHNS PACTEOPA A8 HHLERLIIL 20 s

(Market / Poivow : Russia - Pocens
B = o - N S |
Batch No. / Batch Quantity / 97338 vials .
. b QR / 4 A v
[Cepuin Ne ABIEGRIIA _' Passep cepun " 97338 daakunos -

| Analytical Report No. / Date of Analysis /
AnanuTudecknii otyer No AaTa anaansa
-pale of Manufacture / « (01/06/2026) DaAte of Expiry/
[dara npomssoncron o loacew no

‘Mfg. License No, / [
IMponspoacreennan : (572871828 MA number: / Homep PY : THI-No(012106)-(PY-RL))

{anuening No )
IAnalysis performed according to ND No: / Ananu: nposeaen no H Ne: JHI-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTb! ynakosrkn yToepaaenbt: 14.10.2025

PIL approved: / HMIT yToepauena: 14,10.2025 |

Page 3 of 12/ Crp. 3 u3 12

: QC/FP26/00437 : (140772026)

- |

: (31/03/2029)

, Sodium metabisulfite / The retention time of sodium |The retention time of sodium metabisulfite peak |
Hampus stemaducy avrum metabisulfite peak in the test solution |in the test solution chromatogram should
HPLC - BWKY chromatogram corresponds to the [correspond 1o the retention time ot sodium

‘ retention  time  of  sodium |metabisultite peak in the standard solution |

metabisulfite peak in the standard |chromatogram (see Sodium Metabisulfite
| solution chromatogram. / Bpems |Assay). / Bpemsa yaepausauns nuka Hatpus
YAEPKIBAHHS nuka naTpis |MeTadHcyabdpuTa Ha XpOMaTOTpamMmMe
meTabucyandura Ha |HCNBITYEMOr0 pacTsopa A0KHO
XpomatorpamMme HCMBITYEMOro |COOTBETCTROBATL BPEMEHH YASPXKHBAHHS NHKA
pacTBoOpa COOTBETCTBYET BPEMEHH |HATPHA MeTabHCynbhHTa HA XpomaTorpamMme
VEEPKHBaHHA nika HaTpHR |CTaHJapTHOro pacTBopa (eM.
seTabucynbdnra Ha («KomuecTBeHHoe — onpenenenue  HaTpHs
XpOMATOrpaMMe CTaHAAPTHOTO |MeTadHCYNb(HTAY). |
pacTBopa.
3 | Dissolution time / Bpems 39 seconds / 39 cekyHA Not more than 60 seconds. / He dozee 60
pacTBopenus CeKYHAL.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeqanne: [ponyst coorsercrayer rpedosaunam HI 3akawyenye: O10OPEHO

l'r.&arcd by / IMoarovosneno: ||Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /

%\:i: Mposcpese—— Mposepeto (AOK):  [|Oavbpeno: Obecnenenie KauecTsa/OTBETCTEEHHOE IHLIO!

Date 7 \\-\L\‘ﬁr\‘lﬁb'}g

IHara:

“Adnmsratve e o

Lower Parel West, Mumbai, 400013 Maharashtra.
Tel: +91 22 4056 0560 ¢ Fax : +91 22 4056 0555 « Email : bdrpharma@vsnl.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1i2, 51/2, 52/1, 52/2{1, 52/2/2, 52/2i2(P),
52/4.52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Past Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH20602PTC137329
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Product : Texared® ( Tenoxicam) lyophilized powder for solution for injection aller reconstitution, 20 mg
[Hpoaywkr: Tekcapea®: { Tenokerkas} aeduinisar 118 npurorosacusis Paci sopd U Hibekuii, 20 yr

[Market / Puinow

|

'Batch No. /

Cepun Ne

jAnalytical Report No. /
[AHaauTHYeCKHIT 0TyeT Ne
[Date of Manufacture /
|AaTta npoussoaciBa

: BI260198A
1 QC/FP26:00437

¢ (01/06:2020)

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHATM3A

: Russia 7 Pocens

[Batch Quantity /
|Pasvep cepim

97338 vials ¢ i
" 97338 quakonos

Date of Analysis /
AaTa anaanisa

: (1407:2026)

[Date of Expiry /
|Toaen a0

: (31/05/2029) {

iMfg. License No. /
IlpoussoacTeernan
Anuensua Ne

: G/28/1828

|MA number: / Howep PY :

JIN-Ne(012106)-(PI'-RL)

i R - : - - . : — —
! Analysis performed according to ND No: / Anaans nposeaen no HA Ne: JIM-Ne(012106)-(PI-RU)-141025

|Artworks approved: / MawreTsl ynakosks yTeepaackot: 14.10.2025

PlL. approved: / UM yreepacaena: 14.10.2025

4 | Appearance of reconstituted
| | solution / Onucanne
BOCCTAHOBJICHHOTO
pacTBopa

Page 4 of 12/ Crp. 4 u3 12

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

yellow solution is formed. /
ITpenapat pactBopaeTca
NOJHOCTBIO ¢ OTCYTCTBHCM
HEPACTBOPEHHBIX  4acTHIL,  Oe3
BHIMMBIX MEXAHHYECKUN
BKSIIOUEH Ui Oopaszyercs

npospayHblit %EATLIA pacTBOp.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow |
solution is formed. / Ilpenapatr aoiken
pacTBOPATLCA  NMOJHOCTBIO € OTCYTCTBHEM
HCPACTBOPEHHLIN  4acTMIL.  §e3  BHIANMBIX
MENAHMYEeCKUX  BKmouenui.  Obpasyetcs
Npo3padHblii  3ENCHOBATO-KEATOTO  (igeTa |
pacTmop. |

pacteopa*

intensely colored than the reference
solution GYy. / Crtenens okpacku
pacTeROpa NPenapara He 1pesbllaeT
stanon GY .

5 | Solution clarity* / The product solution is clear. /| The product solution should be clear. / Pactsop
Mpo3paunocre pacTeopa* PacTsop npenapara npo3paubiii. npenapara J0MKeH GhITh 1MPO3pasHbIM.
6 | Solution color* / Il{Bernocry, | The product solution is not more | The product solution should not be more

intensely colored than the reference solution
GY ./ Crenens okpacky pacTeopa mpenapara
te A04KHa npeBblLaTh 3Ta10H GY (.

7 | pH*/ pH pacreopa*

9.489/9.489

I 7.5t0 10.0. 7 Or 7.5 20 10.0. '

Particulate matter* / Mexannueckne BKINOYEHN T *

Remarks : The Product confinns to ND/
[pumeuaune: Mpoaykr cootaeTcTryer TpeGosanuam HI

Conclusion : APPROYVED /
Jarmouenne: OJOBPEHO

Prepared by / [Toarotosaeno; |[Checked by /

Cliecked by (AQA) /

Approved by: Quality Assurance/Authorized person /

Lower Parel Wést. Mumbai,

[Mposepyg — ITpoeepeng (AOK):  ||Ozo0peno: OGecneueHne kavecTBa/OTBETCTREHHOEC IO
| / —_—

Date / souliDate / abo‘é Date / ~1o7/2026

Hava: \\“Q';‘—Q Hara \g\ Ilata 39 , 7/

ST am e Pt e — e 6—;. At Ak L S Pt e

400013 Maharashtra.

Tei : +91 22 4056 0560 Fax : +91 22 4056 0555 « Email : bdrpharma@vsnl.net « www bdrpharma.com
Reglstered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvi. Lid., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 52/2/1, 5212/2, 52/2/2(P),
52/4, 82/5, 53/1, 53/2, 53/3, 54/1, 5412 Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahai, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



Mﬁ BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHA.TH3A

Product : Teaared® ( | K Iunu\lmm\ I\Qphllllcd powder tor solution for injection after reconstitution, 20 mg
l_l]m avwri Tercapesd | Teuokcurkan ) i OGULISAT U HPHPOTORACHA PUCTROPE 1858 HALCKUAE. 290 a1 |

Market/ Pornox : Russia / Poceus

, - B R - - |
|B.atch N?./ . BI26019SA 'Ifatch Quantity / : 97.3:»8 vials‘

Cepunn Ne o Paywep cepun " 97338 quaronor

|Analytical Report No. / : IDate of Analysis /

: QC/FP/26/0043 : (1407202
: QC/FP26/00457 e —— (14707:2026)

AHAJINTHYECKRIH OTYeT Nt o B .
Date of M:rnufa'cture / : (01/06/2026) ‘Date of Expiry / . (31705/2029)

Hara nponssoacrea !I'oaerr_go S i
|Mfg. License No, / .

IMpouseoacraenuan : G/28°1828 MA number: / Hosep PY : JITT-Ne(012106)-(PT-RLY)
[ien s Ne o L
Analysis performed according to ND No: / Axaans up;e,fleu no HA Ne: JII-Ne(012106)-{PI'-RU)-141025
Artworks approved: / MakeTil ynakoBkm y reepxaensl: 14.10.20235

PIL approved: / UMTI yreepacaena: 14.10.2025

= o o N o PageSof12/Crp.Su312
| Fisible particles - Budwuyime wacmuym Complies / CooTeercrayer According 1o requirements. / B
COOTBETCTBIH € TPEOOBAHHAMH.

wacmyel: [ 6.000 per vial: / Yactny pasmepom
2 10 MM 20mKHO ObITh He Gonee

| Subvisible particles: - Hesuduwsie 80.37 vial / 80.37 pnaxou | Particles > _IO_p_m:_ not more than |

‘ - 6000 Ha dnaxo; I
' [ 1.33 vial / 1.33 paaxon Particles > 25 pm: not more than 600
| per wvial. / Yactuu pasmepom
> I5MKM JOMKHO ObITL He Doaee 600 |
Ha ¢paakoH.
9 | Related Substances / Tipnsech
2-ami / 25%/Hed 25
’ aminopyridine 0.00% 70.00% Not more than 0.25 % / He Gonee 0,23 %
2-amuuHONNPIAHH
Individual unidentified - R Not more than 0.5 % / He doace 0.5 %
impurity H Exunnunas | Below BDL (BDL= 0.02 %) / Hixe
| HenAeHTHdHUHPOBAHHAS nopora permerpauun (ITP = 0.02 %)
npumecs
Total impurities / Not more than 1.0 % / He dostee 1,0 %
Cyamma npimeceii 0.00% /0,00%
| t
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ﬂpmteqamre Hpoaykr coatreTcTRyeT TpeﬁosaHmM HA 3araouenne: QJOBPEHO ~
Et&.p.dl:,;d by / I’Io.:lroroan.Ho Checked by by / Checked by (AQA)/ |[Approved by: Quality Assurance.-”'Authorized_Berson /
[Tpog x [posepeno (AOK):  (|Onobpeno: Obecnienenne kauecTsa/OTBETCTBEHHOE AHUO:
—— B % gp,,ﬁ,,
/’/ / ﬁ.
Date / \\\\\Dﬁt\m% D:m e |[Date i5 qu {1026
Mara: : ata; o

Lower Parel West Mumbal 400013 Maharashtra
Tel : +81 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, 5211, 52121, 52/2/2, 52/212(P),
5274, 5215, 531, 5312, 5313, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Haloi, Disrtrict Panchmahal, Gujarat - 389350
Tel. : 02676 - 230220
CIN No. ;: U24230MH2002PTC137329



BODR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAAHM3A

Product : Texared® {Tenoxican) yephitized pewder for solution for injection atter reconsiitution, 20 mg
Alpoaywr: Texcaped K (Fenoreixaar) Jgofiinsat 4 BpHroiosAeiilt PRCTROP 118 0nbektil, 20 vr

Market / Puinor : Russia  Poceia

Batch No. /

- BI260198 /
‘f_&i’ﬂ’LﬁE : BI260198A

[Batch Quantity /
|Pasmep cepiu

97338 vials ;
73

97338 duiakoHos i

: QC/FP26:00437

[.-\nalytical Report No. /
LA HYCCKRHiT oTyeTr Ne

|Date of Analysis / Y= I

: 114707°2026)

Adata auaania |

' N actur
Date of Manufacture / s (01/0672026)

|
{/laTa npouseoacrea Toaew a0

Date of Expiry/

s (31705/2029) ' |

|Mfg. License No. /
MponiBoacTeeHuan
|AnueH3na Ne

: G/28/1828 MA number:

{ Homep PY : JI[1-Ne(()2106)-(PI"-RL’)

| Analysis performed according to ND No: / Awaans n
Artworks approved: / MakeThi yuakosrn yTBepaacuut: 14.10,2025
PIL approved: /TIMIT visepxaena: 14.10.2025

poseaen no H 1 Na: JATI-Ne(012106)-(PT-RU)- 141025

Page 6 of 12/ Crp. 6 w3 12

10 | Uniformity of dosage units* / [ Acceptance value (AV) should not be more |
Oanopoaunocrn 1.2071.20 than 15.0. / [lokasatens npitemaemoctu (AV) ‘
| DO3NPOBAHHBIX eANHNN* A0KeH ObITh e Boaee 13,0,
11 | Water* / Coaepanne 104 %7 1.04 % Not more than 3.0 %. / He 6onge 3.0 %. __|
d o 70/ . il
BOABLL* ’
12 | Bacterial endotoxins* / o N NS Not more than 1 EU/mg of tenoxicam. / He
BakTtepuanbusie e L o 5 L oosee | ED/mr H()kc;Kama
i iy 5 2 re .
p N Meuee 0,162 E¥/ar A
IHIOTOKCHH B
13 | Sterility* / Crepnabuocrn* . i Should be sterile. / lonxen GbiTh
| ‘ Stecile / Crepuach
lc‘[‘epliflb!lblM.
| 14 | Assay / KoaucerBennoe onpegeicuue ‘
Tenoxicam / Tenorcuxam 90.0% to 110.0% of CizHINIOS: |
I7 7 (tenoxicam) of label claim. / OT 90,0 % a0
UF 7 Y- 100.2 % 100,2 % % ¢ : i
A g . = b= 110.0% CiHN:04S:  (TeHokcHKkam) o1
CHCRMPOomoNempIIec Uil
[ HOMHHANBHOFO COACPKAHUS. 1

Remarks : The Product contirms to ND/
[Tpisenanne: Nponvier coorsercreyer Tpedosanuam ]
| b e

Conclusion : APPR(;;'ED /
3akarouenne: OJOBPEHO

Checked by (AQA) /
[Tpogepero (AQK):

Approved by: Quality Assurance/Authorized person /
Onodpeno: Obecneyerne kauecTsa/OTBETCTBEHHOE ANLO

—— g
Date / \.“\\Qt‘t\mmj \ 1 Date / 1;3[0;] 7026
Jlara: : Aara; ;
ARUMTIITS(Tative orice H

Lowér Parel Wést, ML.meai‘ 400015 Maharéshtra.

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.
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 5412. Post Tajpura, Village vanseti, Tal
Tel. : 02676 - 230220

517111, 51/1/2. 5112, 521, 521211, 521212, 5212/2(P).
uka Halol, Disrtrict Panchmahal, Gujarat - 389350.

CIN No. : U24230MH2002PTC137329



1Y BOR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : ]C\dl‘(dk lILhO\iw]mi prhl[md pou der for solutmn f(,r injecton aller recor nnu.uon 7(} my

Market / Puinor : Russia “ Poceus

Batc_h—\;) / : BI260198 A | Batch Quantity / ) 97338 vials |
® s e : : o ' 97338 daak
Cepng Ne Passep cepun 97338 paakoHos -

Analysis / "
: QCEP26/00437 ,Iij:e‘?.ru;'::?:'s : (14072026

Date of Manufacture / II?mc of Expiry / © (31/0572029) |
Aata npomsoacraa lojen a0 !
Mfg. License No, / P ‘
flponiroacTeewnan : (/2871828

L’mummm Ne | |
|Analysis performed according to ND No: / Anaamns nposeack no H: Ne: AMN-Ne(012106)-(PI'-RU)-141025 |
Artworks approved: / Makerst ynakorkn yTeepaaenns: 14.10.2025 ]
\m, approved: / MMIT yrsepswaesa: 14.10.2025 !

Anal\tlcal Report No. /
Amanrntecsuil oTuer Ne

: (01/06/2026)

MA number: / Homep PY @ JIF1-Ne(012106)-(PI-RU)

Page 7of 12/ Crp. 7 u3 12
[85.0% to 110.0 % of Sodium metabisulfite of |
the label claim. / Ot 850% zo 110,0%
HaTpHA MeTadHcyNbpHTa OT HOMHHAILHOMO
COAepKaHHA.

- 106.7 %/ 106,7 %

— R
|Sodium metabisulfite / |

(Hampus memaducyavdhum

l ‘ HPLC * BRHN
|

| |

= 1
Package description / Onncanue ynakopgn =
Primany package + lepsuunag [ 20 mg of the tenoxicam in a

20 mg of the tenoxicam in a colorless glass vial

VINGKOgKe!

colorless glass vial type | stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal

type | stoppered with a bromobutyl rubber
stopper. crimped with aluminum flip-off seal
with a plastic disk over an aluminum cap. / 1o

20 Mr Tenokcikama Bo  (aakon w3
Gecusetnioro crexkaa THN L. yKynopeunwiii
npobkoit U3  OpoMOYTILIOBOH  pe3ilHbI.
00kKaToH  ATOMUHIIEBBIM  KONOAYKOM €
KON TpOJieM nepBoro BCKPbITHS u
NJACTHKOBBIM AHCKOM MOBEPX ANIOMHHI{EBOIO
KoJnavka,

with a plastic disk over an aluminum
cap. / [To 20 Mr TeHokcukama BO
¢aakoH 113 GecLUBETHOro cTekaa THI
I, yxynopeHuutii npobkoit M3
OpomOyTHAOBOH pe3HHbI. 0OxaToit
anOMHHIEBBLIM  KOJANAYKOM ¢
KOHTPONEM MEpBOro BCKPLITHA H
NAACTHKOBLIM  AHCKOM  NOBEpX
AMOMIIHIEBOTO KOAMNayKa.

Conclusion : APPROVED /
Jakmoyuenne;: OJOBPEHO

Remarks : The Product confirms to ND/
ITpuseqanue: MNpoaykr cootsercrayeTt Tpeﬁoaaum M HL

Peepared. by / Moarotoeneno:  ||Checked by ¢ Checked by (AQA) 7 ||Approved by: Quality Assurancef‘—\uthorizcd-purson /
: : poeg: Mposepero (AOK):  [[Onotpeno: Ofecnevente kauecTna/OTBETCTBEHHOE AHLIO;
.\_‘_‘_____"——__
—--ﬁ g/ | — ¥ *
Eate 7 \\\“\mm gate \\_\\Qﬂm 4 fl)ii!\.' 1 5- !o? l 202 6
ara: : aTa;

Lower Parel West Mumban 400013 Maharashtra
el - +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, 52i1, §2/21, 52/2/2. 5212i2(P).
52/4, 525, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Vlllage vanseti, Taluka Halol, Disrtrict Panchmahal, Guiarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329
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Product :
lipoavkr

Market / Puinok

Batch No. /
Cepua No

¢ Teweapexk o Tenone

{Analytical Report No. /
 AHAAHTHYECKHIT 0TueT No

BDR PHARMACEUTICALS INTERNATIONAL PV LTD,

CERTIFICATE OF ANALYSIS

CE

PTHOHKAT AHAJTH3A

Texured® (Tenexicam) hvephilized pawder for selution for injection alter reconstitution. 20 mg
Sy p ¢
PHaiear s ENroToBaCHiS PAcTROPD A8 HHLCKILHL 20 v

HEAM) Ao

: Russia - Pocein

1 BI260198A

1 QCFP 26/00437

\[laTa nponssoacTea

|Date of Manmufacture /

: (01/06:2026)

Date of Expiry / . (3170572029}

|Batch Quantity_/7 _ 97338 vials - o o -
|Pasvep cepny 973538 gmakowos -

IPate of Analysis / . (14707:2026)

ara awaania

b [ [

Mfg. License No. /
Ipoussoacteennag
JIRUEH3INA Ne

+ G/28/1828

lNousen g0
¥

‘MA number: / Homep PY @ JIT-Ne(012106)-(P] -RL)
|

Analysis performed according to ND No: / Anaans nposeaen no H/L Ne: JI11-Ne(012106)-(PT-RU)-141025

Artwmks approved: / Maxerst ynakosky yrsepxaeust: 14.10.2025
Pll approved: / UM yreepaaena; 14.10.2025

_ Page8of12/Crp. 8

w2

| 16 | Shelf-life (storage period)/ | 3 years /3 roza
Cpoxk roaHocTH (cpoK
| XpaHeHns)
¥Nate. * [puuesasine

Analytical procedures according to the current Rus. Ph. are used for the product qualits control in the Russian Federation. [he manufacturer uses the

current Ph. Lur. procedures for release quality control at the manufacturing site, ¢

Arnryreckde Meroanky o [ PO ciicreyiomei o msaanus

BPHMENHICH (LIS KOWTPOAR KGHeCTBa Ipenapata na Teppuropui Poceuiickoit @uiepanni. J11y sbiny CRAOIETO ROHIPOS KUICCTHA MY HPOHIBOICTEC
TIPOHIRO. IMTE:1b HCI0Ab3YET MCeoANKK N0 EBpoiieiickoit Papyaronee Jciicrny oo witaims.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akarwygenne: OAOBPEHO

Mpumeuaune: Mpoaykr coorsercreyer TpedosanHam HJ,

Lower Parel West Mumbal 400013 Maharashtra
Tel : +91 22 4056 0560+« Fax : +91 22 4066 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, 5215, 531, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Vlllage vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329

Prepared by / [MoarotoBneno:  ||Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person /
— Fiponepesa—- Mporepeno (AOK):  ||OnoGpeno: Odecnenghie kauecTBa/OTBETCTBEHHOE THLO:
— = ounfha
¥ §
Date/ \\\ o \sn Date | = \
lara: SR S Jara: \‘n ).OH:




: J BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJH3A

[Product : Texared B'_[l‘enml_m'lyophil;ed ;Erdcr for <ofution for inject_io_n after reconstitution. 20 nig ]
!_]_[l]&l}ﬂi |\:‘532_§£'11_(MKCHKBM) Anadnanesar ana [PHFOTORICHHA PUCTENPA 498 HHLEKWI. 20 s e ‘
Market/ Prinowx : Russia. Pocciis
Batch No. / - BI260198A IBatch Quantity / : 971}%8 \«i.a‘is.; a ‘
[Cepus No - Pasyep cepun 97338 faakonos |
Anal}llcal Repont No. / . . QCIEP26/00437 |Pale of Analysis / s (14/07/2036) .
AHAINTHYECKITE OTYeT Nb __]_l_:ml aHaaH3A o
lpute of Manufacture / + (01706:2026) Da_le of Expiry / . (31/0572029)
{/laTa nponssoncrea loaen a0 _ B
Mfg. License No. / | - - ]
Ilponssoacteennas : G/2871828 IMA number: / Homep PY : JIII-N(012106)-(PI-RL) ‘
Januensng Ne
Analysis performed according to ND No:/ Axaaus nposeaeu no HA Ne: JIN-Ne(012106)-(PI'-RL:)-141025
Artworks approved: / Makerbl ynakosrxn y1pepaachsi: 14.10.2025
IﬂL approved: / UMII yrsepaacna: 14.10.2025 - .
e S Pauc9of12/(1p9ni]2 -
KIT / KOMILIEKT |
~ TESTS/NOKA3ATEAU | RESULTS / PE3YJbBTATSI ' SPECIFICATIONS / HOPMbI |
| Package description [ Secondary package < Bmopunias ;Sec ondury package © Bmopuanas Yrasoekad |
| Onncande ynakosrn VRaKoska | 3 vials with the medical product and 3 ampoules
| 3 vials with the medical product and | with the solvent in a polyvinyl chloride cassette.
‘ i 3 ampoules with the solvent in a | 1 cassette with the patient information leatlet in |
polyvinyl ~chloride cassette. 1 | a carton pack. -
| cassette with the patient information | 5 vials with the medical product and 5 ampoules
| leaflet in a carton pack. with the solvent in a polyvinyl chloride cassette.
| Mo 3 ¢nakona ¢ npenaparom n 3 | I cassette and patient intormation leaflet in a
! aMnynbl c pacTBopiteneM | carton pack. / l
nmomewaror B Kaccety 13 | [lo 3 dwmakona ¢ npenapatom M 3 amnyanl ¢
MOAUBHHWINAOPUAA. |  KacceTy | pacTBOpHTETeM MOMEWalT B  KacceTy i3 ‘
BMECTE ¢ HMHCTPYKUMEN MO | MOAWBHHMAXAOpHAa. | kacceTy BMmecte ¢ |
NPHMEHCHUIO MOMELLAIOT B NAYKy | HHCTPYKUWEH N0 DPHMEHEHHIO NOMEWAT B
KapTOHHYIO. |: fauyKy KapTOHHYIO.
Mo S ¢nakonoB ¢ npenapaToM it 5 amnym ¢
I pacTBOpUTENEM MOMEINAIOT B  KACCETY 113
| moausnnaxaopuaa. | kaccety Baecte ¢
| HHCTPYKUHEIT MO MPHMEHEHHIO MTOMELAIOT B
Na4YKy KAPTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpuscuanne: i'lpuu)_r_m- cooreercTsyeT Tpeborawnam HJ 3akaouenne: OJJOBPEHO

Prepared l1_}- / Moarotosneno: |[Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
tﬁ:{@ fipose T Mponepeno (AOK):  |[Oaodpeno: OfecneueHne kauecTsa/QTBETCTBEHHOE AMUO:
A ‘%2

.v._____\_‘__'-‘—\—-
Date 2 g\o.}w

'

\\\\Q‘?’\\\%ﬁg Date N\ \Q.Hm W

Jlara:

I._-:ln./
ara:

,Ilnn

Lower Parel West Mumbal 400013 Maharashtra
1 +91 22 4056 0560+ Fax : +91 22 4056 0555 « Email : bdrpharma@vsnl.nel » www.bdrpharma.com
Reglstered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals Inlernational Put. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/21, 52/2/2, 52/2/2(P},
52/4. 52/5, 5311, 53/2, 53/3, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350
Tel. : 02676 - 230220
CIN No. : U24236MH2002PTC137329
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIH3A

Product : Tesared® (Tenonicany [yophilized powder for splution for injection after reconstitution. 20 me

Mpoaykr: Tekeapea® ( Tenokenkan) todizinial 1aa (PO TOBACHIA |5k THUPA 14 iHbeRLni. 208 -
{
Market/ Puinow : Russia “Pocens
'Batch No. / - - o Batch Quantity / 97338 vials - T
< BI260198 3 ;

[Cepus Ne oIEBUIPSE Paimep cepitn 97338 dmakowos
Analyti No. / e
Analytical Repovrl No. / ‘ . OCFPA600437 !)ate of Analysis / : (14072026,
AHAJANTHYCCKIG 0TYeT Nb Jlata anaansa i B |
Pa(e of Manufacture / © (01/06/2026) [?ate of Expiry / © (317052029)
Hdara npouisoacrea o I"oaen a0 - B

Mfg. License No. / | [
{[lponisoacTbeHHas (372871828 'MA number: / Homep P¥Y : JITT-Ne(012106)-(PI"-RL})
e Ne - o

Analysis performed according to ND No: / Anaans nposeaen no H/I Ne: JIIT-Ne(012106)-(PT-RL)-141025

Artworks approved: / MaxeTst ynarkosxn yToepaaenni: 14.10.2025
[PIL approved: / HMI1 yisepmaenn: 14.10.2025 - )

- o - - Page 100f 12/ Crp. 10 03 12

KIT / KOMIIJIEKT
' TESTS / IOKA3ZATEIN | RESULTS /PE3YJbTATHI SPECIFICATIONS / HOPMbI ]
| Labeling/ Maprxuposka ' Complies / CooTBercTByeT | See Section 13.2 of Module | of registration
- "'dossier. / B cootserctaun ¢ pazaesom 1.3.2.
I Moaysa | perucTpaliOHHOrO 10Che.
Storage / Ycii0BuS Xpaneunsn For copfiguration with 3 filled vials and 3 ampoules with 2 solvent in a a_'_-mhcuc: B

In the original packaging (3 vials with medical product and 3 ampoules with solvent in the
carton). at temperature below 23 *C., /

as ynakoskn no 3 daakoua c npenaparos i1 3 aMuyAabl € PUCTBOPMTEALM B KACCLCTE:

B opuruHanshoii ynakoske ((prakoHsl ¢ NPENapaTo i aMay:bl ¢ PACTBOPHTENEM B NavKe)
npH Temneparype He suiwe 25 °C. )

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

Cpox roanocru (cpok years. / CpoK roAHOCTH KOMIIEKTA OTIPEAENAETCA CPOKOM FOAHOCTH ASKAPCTBEHHOID
XpaueHHA) KoMILIeKTa Npenapara a8 MeJHUITHCKOTO MPUMEHEHHA — 3 roJa.
|
| API name / Hanmenosanne ADC: ’ ) Tenoxicam / TeHokciikam
| INN/MHH: Tenoxicam / TeHOKcHKaM
| API manufacturer batch number / 02018125
l Homep cepun npoussoaurens APC: - —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpamesanne: TNponykr coorpercrayer pedosanmiay HJ 3awmodenne: OJOBPEHO

Prepared by / Moarotosaeno:  ||Checked by / ~ |[Checked by (AQA)/ ]|Approved by: Quality Assurance/Authorized per-son /

[Iporepermys poeg AOK): [Ozao6peno: ObecnedeHHe kKauecTBa/OTBETCTBEHHOE AHLUO:

Mara lara: Jlata;
ST T T ST T S S F e Y —x o=
Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560+ Fax : +31 22 4056 0555 ¢ Email : bdrpharma@vysnl.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, 52i1, 52/2i1, 52/2/2, 52i2i2(P),
52/4, 52i5, 53/1, 53i2, 5373, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disririct Panchmahal, Gujarat - 389350
Tel : 02676 - 230220
CIN No. : U24230MH2002PTC 137329

Dﬂlt- \\\\\S‘A\.\'l!::-"lf_\ Date ’;\\X\@Q}Om Date / \g\-dﬁw’ﬂ'! : '_I 5’0 ?’/ 20 26
: I gy VI ST A




BDR P A RMACEUTICALS INTER NATIONAL PV LTD.

CEPTHDHKAT AHAIH3A
I e — - _._"_'_‘_‘_.‘__'_‘_ o B "'.'_‘\_‘-_‘_‘_;—__\_-___—T'_‘._‘—‘—,_‘_ — e ———— —1
'Product ; Fexaredor (lcm‘..\'lczml) Ixophilized powder for salution for Injection afier reconstiiution, 39 me |
T 1 Tekeane T SO e ; v : YOV oo v a1 - e i1 20 ar
; Mpoaykr: Tey dpeak (Tenose WRAM) auodisaisaT aqy Hphiroc BACHIS pUCTROPY Ay FbeRiu 20 mr o |

I’ Market / Poinos tRussia * Poccirg |
o= e Balch O 9Tyl T ———— |
’fBatcll No./ __rBalch Quantity / . 97338 vials }

. o) {
* BI26019sA ,JPa::\wp cepin ’ ‘)7338![1.-‘!:1£(_ﬂ12§ o

Analytienl Repovrt No. / ] : QC/FP26:00437 Pale of Analysis / : (1407:2026) |
PR e ccn oTyer Ne liTa anaigg - B
@y et

‘——-n—__L_____-’ : -____,___——-—-___________________’______ — o
Mfg. License No. / '

"poumoacmeumm ¢ G28:1828 J;\IA number: / Hosmep Py HH-N:'(Ol2|06)~(Pl'-R[.ﬁ’)

B

AHtueHng Ne B
Fnalysis performed according to ND No- 7 Anamus nposezen no HA Ne: JHI-No(012 IO())-(I’I"—R[;)-HIOZS

Artworks approved: / Makery, YUAROBRN yTBepacacHpr: 14.10.2025

i
e _“*‘*——————________‘“_‘_——_________J

Page 11 of 12/ Crp. 11 H3 12
Ty e — T Pageq) —=2liip w312
Fp Manufucturer API Batch number/ |

B250004300
Homep Cepun cyGeranyny I

Hpoissoanrens Il g: _J

API Manufactured by & country / lll Edmond Pharma Sl Taly /
Mpoussoaureny, ADC, crpany: DAMOHA ®apma C - Utanus

| BDR PHARMACE

roved: | HMIT yyye waena: 14.10.2025

Lf_lLap

. ‘ o UTICALS INTERNATIONAL PV LTD. Indig ]
Name, “d"””"".’*"“f‘""a""“ No for | SURVEY No. 5 VN 510102, 5112, 52/), 53001 52272, 52/2/3 (P), 524,
| ;"l nanufacturing site / Control site / | 3205, 31532, 5303, 541, 542 VANSETI VILLAGE. pey.-
elease site / | TAIPURA, TALUKA HALOL. DIST. PANCHMAHAL - 389350, India
Hamwel{osamle, anpgc I HOMep | ”iceﬂs@ NO 0[281828} /
SMCH3HI RIOWaKn, | BIP DAPMACLIOTHK A MHTEPHERILEHEN NBT, 171 i
| ocyiiecTBARIomeif Capeeht Ne S, 511172, 5173, 5007, 21, 520212, 52/203.(P), 5374, 375,

n pomBonnso/Rou'rpom.

KavecTBa/Brinyck Il

Declaration of certiflication: «f hereby certify that the above information i authentic and accurare, This batch of product has
been manufactured. including puckaging-’!abefing and quality control ar the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEUKRUJ’OG@.’;Q-JUEB dt. 21 July 2023) and requirements
o the medicinal Quality and with (he specifications in the Marke!ing Autharization dossier of the importing country,
Produetion, Packaging and testing records are verified and their compliance with Good Manul“acmring Practice of the Eurasian

Economic Linion is establishedy, /
Conclusion : APPROVED / ’
3axkmonenpe: OJOBPEHO

2||Date / 15 Jo 3/1006

Hara:

L 400013 Maharashira.
Tel: +91 22 4056 0560 Fax : +91 22 4056 0555 Email - bdrpharrna@vsm'.n_el * www.bdrpharma com
Registered Office - 407/408, Sharda Chembers. New Marine Lines, Mumbai - 400020, INDIA, _
Works / Plant : BDR Pharmaceuticals International Pur. Lid., Survey No. 51111, 517172, 5112, 5211, 52/211. 52/2/2, 52i2/2(P,
52/4.52/5, 63/1, £312. 5313, 5411, 5472, Post Tajpura, Village vanseti, Taluka Halo), Disririct Panchmahal, Gujarat - 389350,
2

33/1, 5372, 5373. 54/1, 54/2, 9T - Baniery Heperyy, l'l('J—'['u:Jm:_vpa, Tanvia

- Xanon. oxpyr- Mawysaxan — 389 330, AEETT (e No (}3’28.-’!828) |
X = e 1028) |

Remarks : The Product confirms to ND/
Mpumeyanie: IMpoayer cooTBeTCTRY O Tpelon

iiAm 1]

. .\-_-..-.......:.....-.:,.-.,- ..............




BDR PHARMACLEUTICALS INTERNAT l()\Al PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAIH3A
Product : Texared® ( [enoxicam) tyophilized posder for \olunon for i nigumn aﬁu reconstitution. 20 my
Mpoayir: Tescupenk (eioreikas ) odnaisaT 419 IpUreTaBISHis PaBopd 1 aiiberinil. 20 Mmr

Market / Poitior : Russia “ Poceus

¢ BI260198A

. 97338 vials
" 97338 aakonos .

Batch Quantity /

Passep cepuu

|Date of Analysis /
Aarta anaansa

'Batch No. /
Cepun Ne
Analytical Report No. /
[AHAanTHYeCKIE OTYeT No

: QCFP26/00437 ¢ (147407.2020)

Date of Manufacture /

|Date of Expiry /

: (01706/2026)

1 (31:0572029)

|data npon3soacTea
Mfg. License No. /
Mponieoacreernas MA number: / Homep PY : JIIT-No(Q[12106)-(PI'-R1})
|anueH3ust No | B - - |
Analysis performed according to ND No: / Awanam nposeaen no HI Ne: AIT-Ne(012106)-(PI'-RU)-141025 {
Artworks approved: / Maketel ynakosxn yrsepaensi: 14.10.2025
PIL approved: / HMI yrsepwaena: 14.10.2025

Foaen ro

: G/28/1828

Page 12 of 12/ Crp. 12 w3 12
3akmouenne 0 coorBeTcTBHH: «HaCTOAWHM A IOATBEPKAAIO, 4TO [PHBEAEHHAS BbiLUE HIDOPMALHS SRATETCA AOCTOBEPHOF
H TOUHOH. DTa cepis NPoAYKUHIT NPOH3BEAEHE (BKNOUAd YNAKOBKY (MAPKHPOBKY) H KOHTPOb KAYECTBA) HA BLILUSYKATAUHOI]
NPOH3BOACTBEHHOI  naoaake (naowaskax) B NOAHOM COOTBETCTBMM ¢ TpeGosanmamu [lpasna  waanexatueii
NPOH3BOIACTBEHHOI NpakTitku Espasiiickoro skonomitdeckoro cowsa (Ne GMP/EAEU/RU/00939-2023 ot 21 wrons 2023) u
TPEOOBAHHAMII KOHTPOAA KAYECTRA AEKAPCTBEHHBIX CPEICTB, 4 TAKXKE B COOTBETCTBHHM CO CIIEUHPIKALHAMU. COASPRAMMNMHCSH
B PETHCTPALHOHHOM A0ChE CTPAHLI-UMIOPTEPA. 3aNHCH NO NPOH3BOACTBY. YITAKOBKE H AHAA3Y TPOBEPEHDL, H YCTAHORACHO
HX cooTBeTCTBIE TpedoBaHKAM [1paBita HagneKalel NPoI3BOACTBENHOI NPakTHkH EBpa3niickoro YKOHOMHHECKOro co103ay,

Remarks : The Product confirms to ND/
Npusteuanne: lponykr cooreercinyer rpedopannam HJJ

Conclusion : APPROVED /
Jawmoveniie: OJOBPEHO

Prepared by / HOJI‘OTOBJICHO Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
— ﬁ:—l‘! [pose e eito (AOK):  [|Os00peno: Odecneueniue kauecTea/O1BETCTBEHHOE NHLIO!
--»_______________‘__‘. N - y
-—1[@ o
Ddl&. / Date / \ qo"nw\ Date glo?_/ otl
Lora: \\.\\Q‘Dt\'j_elg Hara: W Qj"\} v Jlaﬂ 1 N

TS TS e

Lower Parel West Mumbai, 400013 Maharashtra
Tel: +91 22 4056 0560+ Fax : +91 22 4056 0555+ Email : bdrpharma@vsnl.net « www.bdrpharma.com
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIU3A

Name of Product/
HaumeHnoBaHnue npenaparta

Water for injections (solvent) /

Bona nnst HHbeKUHil (pacTBOpHTEJIb)

Batch no. / Homep cepun BI1260200
Amount of product per batch / Pazmep 205.0 L
cepuH
Date of Control / /laTa ananu3za 13/07/2026
Manufacturing date / Jlata npou3BoacTaa 06/2026
Expiry date //laTa okoHYaHHUS CpPOKa 05/2031
TOAHOCTH
Water for injections (solvent) / Boaa 145 unbexuuii (pacTsopureib)
TESTS / TIOKA3ATEJIHN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
[Tpo3pauHas GecLBETHAs KHIKOCTH O3
3amaxa.

Clear, colourless liquid without odor.
/ Tlpo3payHasi GecLBETHAsI )KUAKOCTh
0e3 3amaxa.

Particulate matter / Mexanu4yecKkue BKJIIOYEHHA

Visible particles /
Buoumvie uacmuywl

According to requirements. / B coorBeTcTBHH
¢ TpeOOBAHHUSIMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvre uvacmuywi

>10 um particles /
YaCTHIL Pa3MEPOM >
10 Mxm

>25 pm particles /
YacTHUL] pa3MepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6o5ee 6000 Ha ammyy;

Not more than 600 particles per ampoule. /
He 6omee 600 Ha ammymy.

271.07 particles per ampoule; /
He 6onee 271.07 Ha ammyy;

6.67 particles per ampoule. /

He Gonee 6.67 na ammnyny.

Acidity and alkalinity /
KucaoTHOCTD M IEJI0YHOCTD

Test sample should pass the test. /
HcnbiTyemsiit 06pa3selt 10/DKEH BBIICPKHUBATh
HCIIBITAHHUC.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBiauBaromue
BelllecTBa

Test sample should pass the test. /
HcnbiTyeMbli 00paser 10KEH BbIICPKUBATh
UCIIbITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa AHOKCHA

/ He nOMKHO OBITH TOMYTHEHUS B TCUEHHE
1 yaca.

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Chlorides/ Xnopuabi

Not more than 0.5 ppm. / He 6o0:1ee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl M HHTPHTBI

Not more than 0.00002 % (0.2 ppm). /
He 6o1ee 0,00002 % (0,2 ppm).

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

Sulphates / Cyabdatsi

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He JOKHO
HabII01aThCsl IOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHI

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

Administrative Office © Peninsula

Less than 0.6 ppm / Menee 0,6 ppm

Q

USiness Park, Tower B, 16t Fioor, tnit No—t601+& 1662, Ganpatrac Kadam-Marg;

Lower Parel West, Mumbai, 400013 Maharashtra.
Tel : +91 22 4056 0560¢ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2

(}ﬂ))/ 2

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 AHAJIU3A

TESTS /TIOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI

Calcium and magnesium /
Kanbuuii u Mmarumii

Pure blue color should be observed (without a
violet hue). / JlomkHO HabIOAATHCS YUCTO
cHHee okpairiBanue (6e3 hroaeToBoro
OTTEHKA).

Complies / CooTBETCTBYET

Heavy metals/ Tsiixennie
MeTaJIbI

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.000 % /0.000 %

Conductivity /
JJIeKTPONPOBOAHOCTH

Not more than 25 uS/cm. /
He 6onee 25 MxCwm/cm.

12.89 uS/cm. /
12.89 mxCwm/cMm.

Extractable volume /
U3BaexaeMblii 00beM

Not less than label claim (not less than 2 mL).
/

He meHee HOMHHaAJIBHOTO (HE MeHee 2 MI).

2.1mL/
2.1 M

Bacterial endotoxins /
BakTepnaabHble JHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mut Bonsr st
HHBCKIIUH.

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

Sterility / CTepuabHoOCTb

Should be sterile. / [JomxHa ObITh CTEPHIBHOH.

Sterile. / CtepuibHoO.

Package description /
OnucaHne ynakoBKH

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. /
[lepBryHas ymakoBKa

ITo 2 mu pacTBOpUTES (BOAA AJIs1 UHBEKLIUI) B
ammyny u3 OeciseTHoro creknma, tum I Ha
BEPXHEH 4YacTH amIlyJbl HaHECeHa TOYKa
pasiioMa OpaHXeBOTO IIBETA.

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. / [lepBuunas
YIIaKOBKa

Ilo 2 mn pactBOpHTEns (Boja s
HWHBEKIHMH) B aMITyJTy 13 O€CI[BETHOTO
crexma, tun . Ha BepxHell wactu
aMITyJbl HaHEeCeHa ToYka pasjioMa
OpamXEBOro IIBETA.

Shelf-life (storage period) /
Cpok rogHocTH (cpok
XpaHeHHs)

S years/ 5 ner

Assessment: / 3aKIr0YEHHE:

The batch complies with the specifications according to ND on quality JII1-

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

Cepust COOTBETCTBYET TPEOOBAHUSIM HOPMAaTHBHOTO JOKyMEHTa 1o KauecTBy JIIT-

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

PREPARED BY

REVIEWED BY

APPROVED BY

Name Ritik Vishwakarma Bhushan Kothawade Deepak Sonar
Designation Officer Sr.Executive Manager
Department Quality Control Quality Control Quality Control
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®OUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
Hanvenosaune npenapara Boaa aaa nubexuuii (pactBopure.n)
Batch no. / Homep cepun B1260201

Amount of product per batch / Pasmep 205.0L

cepHu

Date of Control / lara anaansa 13/07/2026

Manufacturing date / lata npoussoacrea :  06/2026

Expiry date /lata oxonuanus cpoka o 0572031

FOIHOCTH

Water for injections (solvent) / Boaa aas nubexumii (pacTBOpHTEIIb)

' TESTS / MOKA3ATEJAU _— SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATDI
Description / Onucanie | Clear, colourless liquid without odor. / | Clear, colourless liquid without odor.
[pospaynas DecuBeTHAS KUMIKOCTD 063 | / [Ipo3pauHas GecuBeTHas KUAKOCTb
3amaxa. ‘ 0e3 3anaxa.

Particulate matter / Mexanngeckue BKII0YeHHS

Visible particles - | According to requirements. / B cooTeeTcTBIH
Buouueie vacmuysr | ¢ TpebGoBanuaMH .

i Complies / CooTteereTBYET

Sub visible particles -
Heguowwste yacmuyb

=10 pum particles Not more than 6000 particles per ampoule: - 200.93 particles per ampoule; /
D Te £y > A A - T - ~
HACTHI Pa3MEPOM > | He 6o:1ee 6000 na amnyay: He Go:ee 200.93 na ammyy:
10 MEM |
|
>25 um particles / Not more than 600 particles per ampoule. / 10.93 particles per ampoule. /
g ! >23 MK o MIVILY. ~ .
| {ACTHILL Pa3MepoM > 23 MKM He 6omee 600 na ammyny | He Gontee 10.93 Ha amayay.
Ac1d|ty and alkalinity / [ Test samplé should pass the test. / Complies / Coor BLTLTByL:T__
Kncnm‘Hoch H WeJ0YHOCTL | Hcnpityemsiii oGpasen 10/4eH BRIIEPKHBATE
| HCTIBITaHHE.
| |
| Reducing substances/ Test sample should pass the test. / Complies / CooTBeTcTBYyET
BoccTaHaBﬂuBam[uue ‘ Henmbityemblii 06pasell 10KCH BBLIEPIKUBATE
BellecTBa HCIIBITAHHE. |
' Carbon dioxide - I'No turbidity should be observed within | hour. | Complies / CoorseTC?B;T_ |
Yraepoaa anoxens | / He 20780 ObITh IOMYTHEHHS B TeUcHMC |
| 1 yaca. |
| | :
Chlorides/ Xaopuasi Not more than 0.5 ppm. / He 6osee 0.5 ppm. i Less than 0.5 ppm / Menee 0.5 ppm
Nitrates and Nitrites/ ' Not more than 0.00002 % (0.2 ppm). / | Less than 0.00002 % (0.2 ppm). /

- 6 20, (02
HHTPATE! W HUTPHTLS He 6oace 0.00002 % (0.2 ppm).

Menee 0.00002 % (0.2 ppm).

Sulphates / Cyandarsi No turbidity should occur within not less than
| h.” B Teuenne ne menee | 4aca He 10TKHO
HA0 0 IAThCA TOMYTHCHHE.

Complies / CootBeTcTBYET

| Ammonium / AmMvounii Not more than 0.6 ppm. / He 6o1ee 0.6 ppm

Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

__TESTS/MOKA3ATE/N | SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATbI
Calcium and magnesium / Purc blue color should be observed (without a Complies / CootBeTcTBYCT
Kaabwunii uw maruwuit violet hue). / J1o/&HO HAOII01aTHCS HHCTO

CHMHEC OKpallinBaHue (0es (PHOIETOBOTO
OTTCHKA).
Heavy metals/ Taske.anie Not more than 0.00001 % (0.1 ppm)‘_/ - Less than 0.00001 % (0.1 ppm) /
MeTATbI He doaee 0,00001 % (0.1 ppm). Menee 0.00001 % (0.1 ppm)
| Residue after evaporation / "Not more than 0.004 %. / He Gonee 0.004 %. | 0.000 % / 0.000 %
Cyxoii ocTaTox |
[ Conductivity / Not more than 25 pS/cm. / S ) 12.82 uSiem. ¢ '
AeKTPOUPOBOAHOCTD He Sosce 25 MxCar/em. 12.82 MxCa/cm.
" Extractable volume / " Not less than label claim (not less than 2 mL). I - 22mL/
Hssaekaemslii 06bev / 2.2 M1
He Menee noMuuansHoro (He Menee 2 ).
Bacterial endotoxins / Not more than 0.25 EU/mL of water for Lessthan 0.12 EU /mL /
BakTepuanbhbie ynaoTokeunnr | injections. / He donec 0,25 ED/Mn soasl s Menec 0.12 ED / v
MHbEKLMH,
| Sterility / Ctepuannocts | Should be sterile. / JomiHa 6BITh CTEPUILHOM. : Sterile. / CtepuabHo.
' Package description / Primary package | Primary package

2 mL of the solvent (water for injections) in a |2 mL of the solvent (water for

Onucanne ynakosku
' colorless glass ampule type | with an orange | injections) in a colorless glass ampule

| one-point-cut at the top of the ampule. /| type [ with an orange one-point-cut at
[Meppnyutag viiakoaxa the top of thc ampule. / [lepBuynas

[To 2 v pacTBOpUTEIA (BOJA A HHBCKLHI) B | YOAKOBKA

amryny n3 OecusetHoro crexnta. Tum [ Ha | [lo 2 vur pacTBoputens (Boja i

BEDXHCH YacTH amnylbl HAaHECEHA TOYKA = WHBEKUMIL) B aMIyy H3 OECLBETHOTO

pa3ioMa OpPaHXKEBOTO IIBETA. ctexaa, tan [ Ha Bepxuell wactu
aMIy/Isl HAHECEeHa TO4YKa pa3ioma
OPAHKCBOID LBETA.

Shelf-life (storage period) / 5 years/ 5 net

Cpox roanocTtu (cpok

XpPaHeHHud)

Assessment: / 3aKITHOYCHHC! The batch complies with the specifications accordmo to ND on quality JII1-

Ne(012106)-(PT-RU)-141025. /
Cepust cooTBeTCTBYET TPeGOBAHHSM HOPMATHBHORO T0KYMEHTA MO KauecTsy JII1-
Ne(012106)-(PI-RU)-141025.

PREPARED BY REVIEWED BY APPROVED BY
Name Ritik Vishwakarma Bhushan Kothawade Deepak Sonar
Designation Officer Sr.Executive . R Manager
Department Quality Control , Quality Control | Quality Control

Signature & Date Q/U/lz/f*lbzl; | ai‘)ryoﬂuﬁ«é —/’@M}L
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