MACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOGHKAT AHAJIH3A

Product : Texared® (Tencxicam) lyophilized powder for sofution for injection after reconstitution, 26 mg
IMpoayxr: Texcapen® (TenokcHKaMm) THOQUARIAT JUI% NPUIOTORNCHKS PACTBOPS AR HbEKUKH, 20 M

Market / Puinor : Russia / Pocous

Batch No. / ) Batch Quantity / . 98155 vials/

Cepus Ne + BI260082A Paimep cepuu " 98155 dinaxonos
Analytical Repo“rt No. / . QC/EP/26/00196 Date of Analysis / : (13/04/2026)
AdaanTudecknii oruer No Jara auannia

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

Hara nponisoiacrea Fonen 1o

Mfg. License Me. /

TipouiBogcrBenuas : G/28/1828 MA number: / Hosep PY @ JI[T-Ne(012106)-(PT-RU)

JHEeHsHa No

Analysis performed according to NI No: / Ananus nposegen no HJE No: JH1-Ne(012106)-(PI-RU)-141025

Artworks approved: / MaweTs: ynakosky yraepmaenn:: 14.10.2028

PIL approved: / MMII yreepxaena: 14,

10.2025

Pagei of 12 /Crp. 1 m3 12

Ne Test / Hokazarens

Result / Pesynnrars:

Specification / Hopma

1 | Description / Onucanne

Yeliow
JluodniuzupoBanHkIi
HETOTO LBETA.

lyophilized powder. /
NOPOLIOK

Yellow to greenish lyophilized powder, /
Jisodumi3zupoBadsblit  MOPOIIOK KEATOr0
3€/IEHOBAThIM OTTEHKOM [IBETA.

1dentification / Hpenrunduranns

Tenoxicam / Tenorcurav
HPLC / BIKX

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpema
YESPKKBAHHA [THKA TEHOKCHKEMa Ha
xpomarorpamme HCABITYEMOTO
pacTBEOpa COOTBETCTBYET BPEMEHH

YAEDIKHBAHHA IIHKA TEHOKCHKAMA Ha
XpoMaTorpaMme CTAHAAPTHOrD
pacTBOpa.

The retention time of tenoxicam peak in the test
solution chromatogram should correspond to
the retention time of tenoxicam peak in the
standard solution chromatogram (see Related
substances, assay of single impurities and total
impurities (254 nm)). / Bpems yaepxupanus
NHKA TEHOKCHKAaMa Ha  XpOMarorpamme
HCTBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATH BPEMEHM YACPKUBAHMSA MUKA
TEHOKCHKAMA Ha XpomarorpaMme
cranpaprHoro pacteopa (oM.  «[Ipumeci»,
ONpEAeeHIE SAMHHYHbLIX NPHMECEH H CYMMbI
npumeceii {254 am)).

Remarks : The Product confirms to ND/
[Ipumesanne: Mpoaykr cooTeetcrByeT Tpebosanuam HJJ

Couaclusion : APPROVED /
3axmoyenne: QOBPEHO

Prepared by / Toarorosneno:

S

Checked by /

Checked by (AQA)/
Fpoeepeno (AOK):

Approved by: Quaﬁty Assurance/Authorized person /
Orobpeno: Obecneuenne kauecTBa/OTRETCTRERHOE NHLO:

et~

Date /
Hara:

Date /
JHara:

\3loyjasad

o 2P

Date /
Hara:

3joylarore

Administrative Office

* Engineering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.

Tel: +91 22 4058 0560« Fax : +81 22 4056 0555 Email : bdrpharma@vsnl.net « www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
WerksfPam BOR Pharmaceuficals international Pyt Ltd., Survey No. B1/1/1, 81/1/2, 8172, 5211, 521211, 521212, 8212/2{P),
52/4, 5275, B3/1, 5312, 5313, 5411, 54/2. Post Tajpura, VsEéage vanseti, Taluka Halol, Disririct Panchmahal Gujarat - 389350,

Tel, : 02676 - 230220

CIN Mo, - U242300H2002PTC137328




MACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHATH3A

Product : Texared® (Tenoxicam) tyophilized powder for solution for injection after reconstitution, 20 mg
Hipoayeer: Texcapea® (Tenokeukam) NHOGUANIAT RIY NPHIOTOBREHHS PacTBOPa 1% BHbexLHit, 20 Mr

Market / Pritiok

: Russia / Poccus

Bateh No. /
Cepun Ne

: BI260082A

Batch Quantity /
Paimep cepuu

. 98155 vials/
© 98155 dnakouon

Analytical Report No./
Ananurnyecku oruer Mo

1 QC/FP/26/00196

Date of Analysis /
Hara ausnuia

¢ (13/04/2026)

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

JlaTa npon3soacTsa Fonen xo

Mfg. License No. /

[pousBoscTBeHKAY : G/28/1828 MA number: / Homep PV : JII-Ne(012106)-(PT-RU)

aunenss No

Ansalysis performed according to ND No: / Auaaus nposesen mo HJI Ne: JUHE-No(012106)-{ PF-RU)-141025

Artworks approved: / Mawers! ynaxosxu yreepxaens:: 14,10,.2025
PIL approved: / HMIT yreepwaena: 14,.10.2025

Page2 of 12/ Crp. 2 u3 12

Fenoxicam / Fenorcuram

UV spectrophotometry / V-
CHERMPOGOMOMEMPUSA

UV absorption spectrum of the test
solution prepared for the Assay in the
range from 230 nm to 400 nm has
maxima at wavelengths of 257.05
nm, 285,18 nm and 369.06 nm. / Y-
CMEKTP MOFNCILIEHHA HCNETYEMOro
pacTBoOpa, FPHFOTOBIEHHOrG AN
KO/NMYECTBEHHOIG ONpeJIeneHns, B
obnacta oF 230 uM 1o 400 um uMeer
MaKCHMYMBE! NpH  AJHHAX  BOJIH
257,05 um, 285,18 um u 369,06 um.

UV absorption spectrurn of the test solution
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). / YO-cnektp
MOTNOLIEH}RS HCRBITYEMONO pacTBopa,
MPHIOTOBAEHHOIO  ASI%  KOJIH4ECTBEHHOIO
onpeaenenus, B obnacth o1 230 um g0 400 um
JOMAEH HMETh MAKCHMYMBL TIPH EAMHAX BOJH
257 % 2 am, 285 = 2 Bm u 368 = 2 kM {cM.
«KonuuecTBeHoe onpefenesde
TEHOKCHKAME» ).

Remarks : The Product confirms to NDY

Hpumeuanne: [ponykT cooteetcrayer tpelosanuay HI

Conclusion : APPROVED /
Jaxmouenue: ONOBPEHO

Prepared by / [lonroropneno:

Checked by /

Checked by (AQA)/
_{|TTposepesio (AQK):

AP~

Approved by: Quality Assurance/Authorized person /
Onobpeno: OBecrieuenne kauectsa/OTBETCTBEHHOE JHLUO:

MR

R i e N

Administrative Gffice : * Engineering Centre®, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA,
Tel: +81 22 4056 0560« Fax : +81 22 4056 0555 ¢ Email : bdrpharma@vsnl.net « www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Linas, Murnbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 54/2, 52/1, 521211, 52/212, 5212/2(P),
52/4, 52/6, 5311, 53/2, 533, 5411, 5412, Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tet. : 02676 - 230220

CiN No. : U24230MH2002PTC137329




IACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Texared® (Tenoxicam} lyophilized powder for solution for injection after reconstitution, 20 mg
poayxt: Texcapen® (Tenoxcuxanm) NHOGUIKSAT ANR NPHIOTORJEHNS PACTBODA AN HHbEKUHH, 20 MF

Market / Poitor

: Russia / Poccus

Batch No. / ) A Batch Quantity / . 98155 vials/

Cepus Ne : Bi260082A Paimep cepun " 98155 dnakoHor
Analytical Reponrt No. / : QC/EP/26/00196 Date of Analysis/ : (13/04/2026)
AranpTHyeckit orger M Jara auanusa

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

Jara nponisoacres Fogew io

Mfg. License No. /

fipoussoacTBenman : G28/1828 MA number: / Homep PY : JIT-Ne(012106)-{PT-RL)}
auageH3ns Ne

Analysis performed according to ND No: / Ananus nposesen no H/L Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaweTs! ynaxosxu yrpepwaens:: 14,10.2025
PIL approved: / HMII vroepwaena: 14.10.2025

Page30f 12/ Crp. 3 n3 12

Sodinm metabisulfite /
Hampun memaducyrorum

HPLC / B3XKY

The retention time of sodium
metabisulfite peak in the test solution
chromatogram corresponds to the
retention time of  sodium
metabisulfite peak in the standard
solution chromatogram. / Bpems

YIePKHBAHUA fIHKa HaTPUs
MeTabucynupuTa Ha
XpOMaTOrpaMme HCNLITYEMOTO

pacTteopa COOTBETCTBYET BPEMEHH

YAEPKUBAHHUR NKKa HATPHS
merabucynudura Ha
XpOoMaTorpamme CTAHZAPTHOTO
pacTeopa.

The retention time of sodium metabisulfite peak
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / Bpems ynepuBaHHA NHKA HATPHS
MeTabucyibhura Ha XpoMaTorpamMme
UCRBITYEMOIO pacrsopa JIOIDKHO
COOTBETCTROBATL BPEMEHH YICPKUBAHHA NHKA
HaTpus MeTabHCYIbPHTA HA XPOMETOIPaMME

CTAaHZAPTHOro pacreopa {em.
«Koanyectrernoe  onmpemenenwne  Hatpus
MeTabucynbdTan).

3 | Dissolution time / Bpemn
PACTBOpPEHHR

32 seconds / 32 cexynn

Not more than 60 seconds. / He Gonee 60
CeKYRI.

Remarks : The Product confirms to NLY/

Npumeyanne: Mpoxykr cooreercrayer TpeSosannam H/J

Conclusion : APPROVED/
Iawmovenne: QNOBPEHO

Prepared by / INoarorosaeqo:

S

S

Checked

HO!

Checked by (AQA}/

by /
: Hposepero (AOK):

Approved by: Quality Assurance/Authorized person /
Onodpero: Ofecneuctne kayecTra/OTBETCTBEHHOE AHLD!

et

Date /
JlaTa:

| ﬁ'\{}’\l Wéﬁgg&;f\ 3\%*—&\%”"‘

Date /
Hara:

i3loufzoze

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560« Fax : +81 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. 511171, 51/1/2, 8142, 5211, 52/2/1, 52/2/2, 52/212(P},
52{4, 52i5, 5311, 6312, 53/3, 54/1, 64/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350

Tel. : 62676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoayxr: Texcapea® (Tenokcrkam) anodwinnsar as NPUIOTOBJIEHKA PACTBOPA A8 HHBEKUMIA, 20 Mr

Market / Pritiox : Russia / Pocous

Batch No. /

Cepun Ne

Analytical Report No. /
AHanuTHYecK#i oTuer Nu
Date of Manufacture /

Batch Quantity /
Paimep cepun
Date of Analysis /
Jata ananuia
Date of Expiry /

. 98155 vials/
© 98135 dnakowos

1 (13/64/2026)

: BI260082A

: QC/FP/26/00196

: 2 . (02/207
Jdata npouseoacTea :(03/2026) Tonex ao : (02/2029)
Mfg. License No. /
[fpoussoscTRenuan : G/28/1828 MA pumber: / Homep PY : JIE-Ne(0]12106)-(P[-RU)

fnuendis N
Analysis performed according to NI No: / Anaani fpopenen no H No: JHI-Ne(012106)-(PI-RU}-141025
Artworks approved: / Marer ynacoexn yreepxaennt: 14.10.2025

PIL approved: / UMI] yreepmaena: 14.10.2025

Paged4of 12/ Crp. 4u3 12

4 | Appearance of reconstituted
solution / Onucanne
BOCCTRHOBJICHHOIG
pacTeopa

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

yellow solution is formed. /
ITpenapar pacTBOpAETCS
NONHOCTHIC c OTCYTCTBHEM
HEPACTBOPEHHBIX  HacTWi,  Oes
BHAKMEIX MEXaHHYECKHX
BKRIOYEHHH, OBpazyerca

npo3paulbiil KENTEI pacTrop,

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / [lpenapat nomken
PaCTBOPATLCHA  [ONROCTHIO € OTCYTCTHUEM
HEPACTBOPEHHBIX  HacTHy, 083  BHIMMLIX
MEXaHHYeCKHX  BKIKueHni.,  Odpasyercs
BpO3paYHbIA  3€IEHOBATO-KENTOrO  LBeTa
pacTeop. '

5 | Solutior clarity* /
IIpospaynocrs pacrBopa*

The preduct solution is clear. /
PacTsop npenapata npospauHmit,

The product solution should be clear. / Pacrsop
npenapaTa AomKeH OalTe NPO3PAYHEIM,

6 | Soluticn color* / iipeTHocTs
pacrBopa®

The product solution is not more
intensely colored than the reference
solution GY.. / Creneus oxpacku
pacTBepa npenaparta He ApeBbIlLacT
stanor GY;.

The product solution should not be more
intensely colored than the reference solution
GY). / Crenens okpacki pacTBopa npenapara
HE JONKHa NPEBLIUATE 3Tanod GY .

7 | pH* / pH pacrBopa*

9,155/9,155

7.51010.0./ 01 7,5 no 10,0,

8 | Particulate matter* / Mexauuucerue BRANICRER ™

Remarks : The Product confirms to NI/

Hpumesanne: MNponykr cootsercTeyer rpeGosaumsm HJi

Conrclusion : APPROVED /
Jaxatovenne: OJIOEPERO

Prepared by / lMoaroTosneno:

o

Checked by /

Checked by (AQA}/
Iposepero (AOK):

ARy —

Approved by: Quality Assurance/Authorized person /
Onobpenc: Ofecneqenne kayecraa/OTBETCTEHHOE NHUO:

DR~

.

Date / Date / Date / Date / iantlovlzaoos
Jara: ‘\3‘ o\ T "U}&"% JiaTa; ‘@\@\{‘\2@ ara: \2 "’b‘\w?/g Jiara: ‘ R
oo

Administrative Office : “ Engineering Centre", 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel [ +81 22 4056 0560« Fax : +91 22 4056 0555« Email : bdrpharma@vsnl.net « www.hdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Piant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, B1/1/2, 51/2, 8211, 521211, 52/2/2, 821212(P),
52/4, 5215, 5311, 53/2, 5313, 54/1, 54/2. Post Tajpura, Vifiage vanset], Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137320



CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTM3A

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mponyrr: Texcapen® (Tenokcukam) hnodmnusar 1as NBUTOTOBJIEHHS PACTRORA ANK HEBEKUKME, 20 Mr

Market / Poinosn

: Russia / Pocens

JHueH3un Ne

Batch No./ Batch Quantity / 98135 vials /
\ o) .
Cepus Ne + BI260082A Pasmep cepun * 58155 dnakonon
Analytical Repourt No./ , : QC/FPI26/00196 Date of Analysis / . (13/04/2026)
Ananuradeckul oryer No JEara anaansa
Date of Manufacture / : (03/2026) Date of Expiry / © (02/2029)
Hara nponssoactea Foneun no
Mfg. License No. /
fiponssosacreennsn : (G/28/1828 MA number: / Homep PY : JIT-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Arannz nposesen no HJ Ne: JHENe(012106)-(PT-RU)-141025
Artworks approved: / MakeTot ynaxossu yraepxaenst: 14.10.2025
Pii. approved: / HMII yreepmpena: 14.10,2028

PageS50f12/Crp. Su3 12

Visible particles / Budiwwsie vacmuy

Complies / CoorsetctpyeT

According to requirements. / B
COOTBETCTBHM ¢ TPeBOBAHHAMM.

YCCmULB

Subvisible particles: / Heeudwvivie

47.20 vial / 47,20 dnaxon

Particles > 10 pm: not more than
6,000 per vial; / YacTiu pasmepom
2 10 MKM nomkHO Bwite He Gonee

6000 na dnakon;

0.27 vial / 0,27 drnakon

Particles > 25 pm: not more than 600
per vial. / YactHu pasmepou
= 25MrM somxHo ObiTh He Sonee 600
Ha (PAAKOH.

% | Related Substances / lpumecsy

2-aminopyridine /
2-aMHHOMUPHANH

0.00% /0,00%

Not more than 0.23 % / He Gonee 0,25 %

Individual unidentified
impurity / Ennaunynas
HEMAEHTHDHLHPOBAKHAS
NpHMech

Below BDL (BDL= 0.02 %) / Hixe
nopora perucrpainy {[1P =0,02 %)

Not more than 0.5 % / He Gonee 0,5 %

Total impurities /
CymMma npumeceit

0.00% /0,00%

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

Remarks : The Product confirms to ND/

Hpumeuaune: [ponykt coorsercTyeT TpeSoranunm HJ

Conclusion : APPROVED /
3aknogenre: OJOBPEHO

Prepared by / Hoxrorosneso:

=

ITpoeppr

Checked b} !

[Tposeperio (AOK):

Checked by (AQA)/ iApproved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kavyecTBa/OTBETCTBEHHOE NHLO:

RS

Date /
Jlara:

ALY PR

Jiara:

Date /D\% V] ‘LOL%D&&: /\’}a\oh\ S0

Date /

Jara: JiaTa:

iBleulzone

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +81 22 4056 0560+« Fax : +91 22 4056 0555 « Emall : bdrpharma@vsnl.net s wyw.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. 11d., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 52121, 521242, B2/2(2(F),
52/4, 62/5, 53/1, 5312, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

Tel. : 062676 - 230220
CiN No. : U24Z30MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tencxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaywr: Texcapen® {Tenokenkam) AHOMHAMIAT 1A% NPHIOTOBAEHHA PacTsopa Ans uHBekuuii, 20 mr

Market / Puisiok : Russia / Poceus

Batch No. /

: B2
Cepusa Ne : BI260082A

Paimep cepnit

Batch Quantity /

, 98155 vials/
" 98155 duakoHos

Amnalytical Report Neg. /

. )
Aunaautiuecknii oruer Ne : QU/FP/26/00196

Jars ananunia

Date of Analysis /

+ {13/04/2026)

Date of Manufacture /

Rﬁ"f& NPOH3IBOJACTBS : (031’2026)

Fonen a0

Date of Expiry /

s (02/2029)

Mfg. License No. /

fIpousBoAcTREHHAN : G/28/1828

MA number: / Homep PV : JHT-Ne(012106)-(PI-RU)

Anuensus No

Analysis performed according to ND No: / Ananus nposenen no H/I No: JHT-Me(012106)-(PI-RU)-141025

Artworks approved: / Makerst ynakoBKe yraepaiens: 14.10.2025
PIL approved: / HMIT yreepwiena: 14.10.2025

Page6of12/Crp. 6 13 12

19 | Uniformity of dosage units* / Acceptance value (AV) should not be more
Oasopoanoccrs 1.61/1,61 than 15.0. / Iloxazartens npuemnemocta (AV)
AO3ZHPOBANHBIX eAnBEHL* Jomxen 6wiTh He Gonee 15,0,

* D, 0,

11 "Vate:'r / Conepmanne 1Ol %/ 1.01 % Not more than 3.0 %. / He Sonee 30 %.
BOBE

12 | Bacterial endotoxins® / Not more than 1 EU/mg of tenoxicam. / He

Less than | EW/mg /
Baxrepuaiannsie M Honee | ED/Mr TeHOKCHKaMa.
* enee 1 EB/mr
IHEOTOKCHHE
13 | Sterility* / Crepunenocrs Sterile / Crepustes Should be sterile. / Hoaxen 6biTh
CTEPUITEHBIM.
14 | Assay / Konnuecrpeunoe onpege enne

Tenoxicam / Fenoxcarnam

Uv s/ yvo.
CHERNPOH OMOMENPUNECK UL

100.6 %/ 100,6 %

90.0% 10 116.0% of CuiHINOS,
(tenoxicam) of label claim. / Or 90.0% zo
110,06 % CuHiuN:O4S:  (Tenoxcukam) ot
HOMHHANBHOTO COADMCanHa,

Remarks : The Product confirms to NI/
Hpumeuanne: TponykT cooteercrsyer tpefosannam HJL

Conclusion : APPROVEDR/
Jaknwuenune: CZOBPEHO

Prepared by / Hoarorosnero:

Y

Checked by /

[ipoge :

Checked by {AQA) /
Flposepero (AOK):

pe

Approved by: Quality Assurance/Authorized person /
Onolpero: Obecredenne kauecTsa/(TRETCTBERHOE AULIO:

(RS

Date /
Jiava:

13104 Jeort DE/

Rora YU MO G oo ot

Date /
Jara:

13104 f200é

Administrative Office | * Engineering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.

Tel 1 +81 22 4056 0560« Fax : +81 22 4056 0555  Emaif : bdrpharma@uvsni.net « www.bdrpharma.com
Registered Offics @ 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant | BDR Pharmaceuticals International Pvt. Lid., Survey No. 51/1/1, 51/1/2, 51/2, 52/1. 52/2/1, 52i2/2, 521212(P),
52/4, 5215, 5311, 53/2, 53/3, 84/1, 54/2. Post Tajpura, Village vanset], Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 62676 - 230220

CIN Ne. - U24230MH2002PTC137229




VIACEUTICALS INTER

NATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
NMponyxr: Tekcapea® (TeHorcnkanm) nMOQHANZET 18 NPUIOTOBACHHR PACTBOPA MU HHwexuni, 20 Mr

Market / Painok : Russia / Poccus
Batch No. / Batch Quantity / 98155 vials/
. ~ .
Cepus No : BI260082A Paamep cepuu ' 98155 gnakoHon

Analytical Report Ne./
AHaauTRYecKHil oTveT Ne

+ QC/FP/26/00196

Date of Analysis /
Harta ananuia

: {13/04/2026)

Date of Manufacture /

Date of Expiry /

JaHneniug Ne

- ] .
JIaT8 npoM3BONCTES : (03/2026) Fomew 10 : (02/2029)
Mfg. License Ne. /
fipoulBoacTBeHEAN r G/28/1828 MA number: / Homep PY : JHT-Ne(012106)-(PI-RU)

Analysis performed according to ND No: / Ananns nposeaen no HJ Ne: JINE-Ne(012106)-(PI-RU)-1410258
Artworks approved: / MakeTs! ynakosxu yreepiczensi: 14.16.2025
PIL approved; / KMII yreepwaensa: 14,10,2028

Page Tof 12/ Crp. Tu3 12

Sodium metabisulfite /
Hampua memaducyivhum

HPLC / BAKY

99.4% /994 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Or 850% no 110,0%
HaTpua meTabucynb(UTa OT HOMHHANBLHOTO
COHEPKaH .

i5

Packape description / Onucan

HE YIAKOBKH

Primary package / Ilepauinas
YRAKOBRQA

20 mg of the tenoxicam in a
colorless glass vial type | stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / [To 20 wmr TeHoxcHkaMa Bo
drrakon us CecuBeTBOro CTEKNa THIT
I, ykynopenuslf npobkoii m3
OpomOyTUNOROH pesnHbl, ofkatoil
AMOMHHUEBBIM  KOAMIAYKOM €
KOHTPONEM NEPBOrG BCKPBITHA H
NIAaCTHKOBBIM  JMCKOM  IIOBEPX
A7HOMHHHMEBOTO KONAYKA.

20 mg of the tencexicam in a colorless glass vial
type 1 stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-off seal
with a plastic disk over an aluminum cap. / o
20 Mr TeHokcuKamMa RO (aKOH W3
HecuperHoro <rekima THN 1, yKymopenHifi
npobko# w3 OpomOyrtunoeoll  pesussl,
obxaToll  anlOMHHHEBRIM  KOAYKOM ©
KOHTpONEM NEpBOTO BCKPBITHA I
NJIACTUKOBBIM AHCKOM NOBEPX RICMHHHEROTO
KOJInadxa,

Remarks : The Product confirms to NIV

Rpuamesanue: [ponykr coorsercrbyer tpebosarmsam HJL

Conclusion : APPROVED /
Jakmouenne: OZOBPEHO

Prepared by / [Toarotorneno:

Checked by (AQA)/
fTposepeno (AQK):

e

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneterne kauecTsa/OTBETCTBEHHOE THIO!

e

e
Date /

Tara: 3310 Y PLYRE

Jlara:

Date {'Eﬂ{} L{M

e e\

Date /
Jara:

izioylrozé

Administrative Office  “ Engineering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA
Tel: +91 22 4056 0560+ Fax : +91 22 4056 0555 « Emall : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, iINDIA.

Works / Flant : BDR Pharmaceuticals International Pvi. Lid., Survey No. 81U/1/1, 51/1/2, 51/2, 52/1, 821211, 521212, 5212/12(F),
bz/4, 52/5, 83/1, 53/2, 5313, 54/1, b4/2. Post Tajpura, Viliage vanseti, Taluka Halol, Disririct Fanchmahal, Gujarat - 383350

Tel. 1 02676 - 230220

CIN Mo, 1 U24230MH2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATH3A

Produet : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaywrt: Texcapen® (Tenoxcuram) nrodUNHIAT 1A% PHIOTORIEHHA PacTBOPE AnA WHBEKWIH, 20 Mr

Market / Poinox : Russia / Poccua
Batch No. / Batch Quantity / 98155 vials/
. - .
Cepin Mo + BI260082A Pazmep cepun © 98155 dnaxouoe
Analytical Repovrt No./ . QC/FP/26/00196 Date of Analysis / . (13/04/2026)
AnaanrrHueckiii otyer No JaTa anannza
Date of Manufacture / : (03/2026) Date of Expiry / . (02/2029)
JaTa EpOHIBOACTEA Tonex a0
Mfg. License Neo. /
Hpouspoacreesnnas : G/28/1828 MA number; / Homep PY : JiI[T-Ne(G12106)-(PT-RU)
nnuening Na

Analysis performed according to ND No: / Asanuz npoeeaen no HJ Ne: JIIE-Ne(812106)-(PT-RU}-141025
Artworks approved: / Makerst ynaxkoeikn yrsepwaenni: 14.10.2025
PIL approved: / MMII yreepmaena: 14.10.2625
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16 | Shelf-life (storage period} / 3 years /3 rona
Cpox rogsocTr (cpox
XPRHEHHH)

* Note. & * Hpusevanue,

Analytical procedures according to the current Rus. Ph. are used for the product qualify control in the Russian Federation. The manufacturer uses the
curreni Ph. Eur, procedures for release quality control at the manufacturing site, / Ananurrueckde Meroauks no 'O PO xefictsyiomers Hizanus
NPHMEHSIOTCS 418 KOHTPONS KAHECT a Npenapata Ha reppuropry Poccuiickolt Penepatni., Jis BEMYCKAIOKIETO xomponx K3YeCTBa HA BPOK3IBOICTEE
MPOW3BCAKTEIE KCTIOIB3YET MeTOZHKK 110 Esponefickol PapMakornics (efcTsy I0LEr0 H3AAHNS.

Remarks : The Preduct confirms to NI Conclusion : APPROVED /
Mpumeqanue: [IpogyxT cooTeeTerayeT Tpebosatnam HJL 3axkmouenne: ONLOBPEHO
Prepared by / [Tonrovoaseno: |jChecked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /

[Tposepeno (AOK):  {|OnoBpedo: Obecneuense kayecTBa/OTBETCTREHHOE AHLO:

Sl Pt piRes

[Tposepent

Date / \3%‘3‘1?@@ Date/&{QQwJ_bDaﬁe/ \P\%Vé Date / idjeu|{201é

Tata: Jlara: Tara:¥> Jfara:

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

Works | Plant : BDR Pharmaceuticals international Pvi. Lid., Survey No. 517411, 51/1/2, 51/2, 5211, 521211, 521212, 8212/2(P),
52/4, 52/5, 5311, B3/2, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 385350
Tel, 1 02676 - 230220
CIN No, ; U24230MH2002PTC 137328



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
flponywer; Texcapea® (Tenokcukam) nuodHIU3AT ANS NPUIOTORNEHHA PACTBOPE IR NHBERUKH, 20 Mr

Market / Poisor : Russia/ Poccus
Batch No./ Batch Quantity / 98155 vials /
. 2 ) .
Cepun Ne * BI260082A Paimep cepuu " 98155 drakoHos
Analytical Repo"rt No./ . QC/FP/26/00196 Date of Analysis/ : (13/04/2026)
AxasnuTudeckui oTyer No Jata axannia
Date of Manufacture / © (03/2026) Date of Expiry / . (02/2029)
JaTa npou3IBOACTES Toaewn a0
Mfg. License No./
FlpoH3BOACTBEHHAR + G/28/1828 MA number: / Homep PY @ JHI-Ne(012106)-(PT-RU)
Jaauensus Ne

Artworks approved: / Makersl ynakosks yreepaaersl: 14.10.2025
PIEL approved: / HMI yreepwnena: 14.10.2028

Analysis performed according to ND No: / Anaaus nposeges no HI Ne: JIT-Ne(812106)-(PI-RU)-141025

Page90f12/Crp. 9 n3 12

KIT / KOMILIEKT
TESTS / TOKAJATEJH RESULTS /PE3YJIBTATHI SPECIFICATIONS / HOPMBI
Package description ! | Secondary package / Bmopuunasn | Secondary package / Bmopuunas Ynaroskd

CrncaRne YEaKOBKE YRAKOBKA

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

1 cassette and patient information
leaflet in a carton pack.

flo 5 ¢nakoHoB ¢ npenapaTtoM U 5
aMITyn c pacTEOpHTENEM
MOMELHAT B KacceTy 3
HonuBHHENXIOpKAE. 1 Kaccety
BMECTE ¢ HHCTpyKude#  no
APUMEHEHMIO TIOMEAOT B DAUKY

3 vials with the medical product and 3 ampoules
with the solvent in a polyvinyl chloride cassette.
1 cassette with the patient information leaflet in
a carton pack.

5 vials with the medical product and 5 ampoules
with the solvent in a polyvinyl chloride cassette.
T cassette and patient information leaflet in a
carton pack. /

Mo 3 ¢naxona ¢ npenapatoM M 3 aMmymsl C
PACTBOPHTENEM NOMEILAT B KacceTy M3
NONUBHEMAXAOPHAA. |  KacceTy BMecTe €
HHCTPYKUKEH [0 MPHMEHEHHIO FOMELAT B

KAPTCHHYIO. Na9Ky KapTOHHYIO.

TTo 5 dnakoHoB C npenapatoM W 5 aMnyn ¢
PacTBOPHTENEM TIOMELLAOT B  Kaccery M3
NOAMBHHUAXNOpPHAA. | KacceTy BMECTE ¢
KWHCTPYKOMeH [0 NPUMEHEHWO TOMEIRAKT B
nAa4Ky KapTOHHYIO.

Remarks : The Product confirms 1o ND/ Conclusion : APPROVED /

IMpumeuanune: Flponykr coorsercrayer rpedosaHuam HJL Jawmovenue: O20BPEHO

Prepared by / Ttoaroropnedo: {|Checked by / Checked by (AQA}/ {|Approved by: Quality Assurance/Authorized person/

ﬁ_’u #15 [Iporepeno (ACK): {|Onobpeno: ObecrieucHue KavecTBa OTBETCTBEHHOE L0
Date / ey ) detd ||Date f@ Date / pord |[Date/ N ETIPEYYS
JlaTa: LY i Dara: @ u ,Ham:"gxoh\ Tarta:

Administrative Office : “ Engineering Centra”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560« Fax : +81 22 4056 0555« Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registared Office : 407/408, Sharda Chembers, New Matine Lings, Mumbai - 460020, INDIA
Works [ Plant . BDR Pharmaceuticals International Pvt. Lid., Survey No. 51141, 51/1/2, 51/2, B2/, 521211, 52212, 52/212(P},
5214, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahai, Gujarat - 388350.

Tel. : 02676 - 230220

CiN No. : UZ4230MH2002PTC137328



ACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUHOHKAT AHATTH3A

Product : Texared® {Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaywr: Texcapea® (Tedokcukam) MMOGHINAT A8 NPUTOTORACHHA PACTBOPE ANA uHBEKUHH, 20 Mr

Market / Proisok

+ Russia / Poceua

Batch No, /
Cepua No

: BI260082A

Pasmep cepun

Batch QGuantity / . 98135 vials /

* 98155 dpaxoros

Anszlytical Report No. /
AHRBUTHYECKUH oTHeT N

+ QC/FP26/00196

Jara awanuia

Date of Analysis/ © (13/04/2026)

aanensng Ne

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

Jara nponiBegCcTEa Teaen no

vifg. License No./

IpoH3IBOACTREHHAR : (G/28/1828 MA number: / Homep PY : JITENo(012106)-(P[-RU)

Anpalysis performed according to NI No: / Anasns nposesen no HJ No: JII-Ny(012106)-(PT-RU)-141025
Artworks approved: / Maxkers: ynakosxks yreepaaenst: 14.10.2025
PIL approved: / MMII yreepxaena: 14.10.2025

Page 10 of 12 / Crp. 10 13 12

KIT / KOMILJTEKT

TESTS / NTOKA3ATEIH

RESULTS /PE3YJABTATHI

SPECIFICATIONS /HOPMbI

Labeling/ MaprupoBra

Complies / Cootsercreyer

See Section 1.3.2 of Module | of registration
dossier, / B cooreercrein ¢ paznesom 1.3.2.
Monysis | pervcTpalMoHHOro 10Cke,

Storage / Ycnonus XpaHeHus

For configuration with 3 filled vials and 5 ampoules with a solvent in a cassette:

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

JUg yriakoBki N0 5 DnakoHOR ¢ NPEapaToM K S aMilyil ¢ DaCTBOPHTENEM B KACCETE:

B opurunansHoit ynakonke ((pJakoHs!l ¢ OPEapaToM U aMNY/Ll ¢ pacTBOPHTENEM B HAYKE)
NIPH TeMIEpaType Ke Beille 25 °C.

Cpox roanocty (cpok
XpaHeHus) KOMIIIeKTa

Kit shelf-life (storage period) /

The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
years. / Cpox rOAHOCTH KOMANEKTA ONPEAS/AETCS CPOKOM MOAHOCTH JIEKAPCTBEHHOMG
npesapaTa Ang MeAMUHHCKOro npuMenenua - 3 roaa.

APY name / Haumenonanne AGC:

Tenoxicam / Tenoxcuram

INN/MHH:

Tenoxicam / Teroxcukam

API manufacturer batch number /
Homep cepuu nponisogurens ADC:

92018125

Remarks : The Product confirms to ND/
ITpumeuansue: [IpoayrT cooTeercTayeT TpeBosannam Hl

Conclusion : APPROVED /
3arinogenne; OJOBPEHO

Prepared by / Hoarorosneno: |{Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
W [Tpoee Fposepero (AOK):  {{OnoSpeno: Ofecneyenne kauecTea/OTBETCTBEHHOE THUO!
et s R
Date / D‘Ei?:'/m Date / W\ nory |[Pate/ Ixjeulzezg
o 130w ol I OIS e\t 0

Administrative Office | * Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : +81 22 4056 0555« Email : bdrpharma@vsnl.net « www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, iINDIA.
Works | Plant | BDR Pharmaceuticals international Pvt. Lid., Survey No. 5111, 51/1/2, 51/2, 5271, B2/211, 52/212, 5212{2(F),
524, 52/5, 5314, 53/2, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 388350,

Tel. : 02676 - 230220

CiN No. : U24230MH2002PTC137328




RMACEUTICALS INTERNATIORNAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection afier reconstitution, 20 mg
Tiponyrr: Texcapea® (Tenokourasm) MuodhuUAK3AT AR NPHIOTOBASHMA PACTBOPE ANs MubekLH, 20 Mr

Market / Poinox

+ Russia / Poccus

Bateh No. /
Cepun Ne

: BI260032A

Batch Quantity /
Pasmep cepuu

. 98155 vials/
" 98155 pnaxoHor

Analytical Report No./
AHRIMTHICCKHEA 0TyeT Ni

: QC/FP/26/00196

Date of Analysis/
Hata ananwia

: (13/04/2026)

nuuensns Ne

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

Jdara apon3BOACTBR Foges oo

Mfg. License No. /

{1 poH3IBOACTREHHAR : (G/28/1828 MA mumber: / Homep PY : JIT-Ne(012106)-(PI"-RU)

Analysis performed according to ND Not / Ausani nposesen o HI No: JIT-Ne(012196)-(PF-RU)-141025
Artworks approved: / Maxerst ynakoexu yreepmaensi: 14.10.2025
PIL approved: / UMIT yrsepuuaena: 14.10.2028

Page110f 12/ Crp, 11 u3 12

Homep cepuu cyferanuun
uponisonureas [ JId:

FP Manufacturer API Batch number /

B250064300

APl Manufactured by & country/
Hpeouseognrens A®C, crpana:

Edmond Pharma S.r.1, ftaly /
2amona apma C.p.n., Mranus

Release site /

JIHIICH3HA NAOMIaAKH,
ocymecTBanIomei
NPOH3IBOACTBO/RONTPONE
KadecrBa/Beinyck DJID

Name, address, authorization No for
FP manufactering site / Control site /

HGHMEHOBQHHE, aapec k noMep

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.-5U/I/1, 51/1/2, 512, 52/1, 521211, 52/2/2, 52/2/2 (P}, 52/4,
5275, 53/1, 5372, 53/3, 54/1, 54/2, AT — VANSETI VILLAGE, PO -~
TAJPURA, TALUKA —HALOL, DIST. PANCHMAHAL 389 350, India

BJIP ®APMACBKTUKANIC UHTEPHEMLIEHE] NIBT. ITH., MRaus
Cypaeit Ne 51/1/1, 51/1/2, §1/2, 52/1, 52/2/1, 521212, 52/2/2 (P), 52/4, 52/3,
53/1,53/2, 53/3, 54/1, 54/2, DT - Banuetu Hepesns, [10-Tamxnypa, Tanyxa
- Xanomn, okpyr Iasumaxan — 389 350, Muaus (muuenzus Ne G/28/1828)

(license No G/28/1828)/

Deciaration of certification: «I hereby certify that the above information is authentic and accurate, This batch of product has
been manufactured. including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00939-2023 dt. 21 July 2023) and requirements
to the medicinal quality and with the 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 Unjon is established». /

Remarks : The Product confirms to NDY
Npumeuanne: [pougykr cooraercrayer rpebosannam HIE

Conclusion : APPROVED /
Jarnwuenne: QJOBPEHO

Prepared by / [Toaroroenenc: |[Checked by / Checked by (AQA}/ l|Approved by: Quality Assurance/Authorized person /
P‘_d ITposep [Mposepero (AOK):  1{OnoBpeno: Ofecnievenue kauecTea/OTBETCTBEHHOE JHLEO!
I AR Rl
Date/ Date / Date / wipe?® [|Date/ ialoutl za2g
Jara: t?)\ ¢ t’i i QJ}L% Hara: ‘&\Q\j\?m‘}‘x Hata: \G\a \ [lara:

Administrative Office : * Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INBIA.
Tal: +91 22 4056 0560+ Fax : +81 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, 5112, 542, 5211, 821211, 52/2i2, 52[2/2{P),
52/4, 5215, 53/1, 53/2, 5313, 64/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disririct Panchmahal, Gujarat - 388356.

Tel. : 02676 - 230220

CiN Ho. : UZ4230MH2002PTC137328




IACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHATIMIA

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

fipoayir: Tekcapen® (TeHokcHram) NHODHAMIAT JUIH NPHIOTORNEHHS PACTROPA I8 HEBEKUKE, 20 Mr

Market / Poidor : Russia/ Poceun

Batch No. / . BI260082A Bateh Quantity / . 98155 vials /

Cepug Ne Paszmep cepun 98155 rakonos
Analytical Repovrt No./ : QCIFP/26/00196 Bate of Analysis / . (13/04/2026)
Aranutiyeckni oryer N Jara aganunia

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

Jara nponisoacrea Fojen o

Mfg. License No./

HpouisoacrBeHnas : G/28/1828 MA pumber: / Homep PY ¢ JHI-No(012106)-(PT-RL)
aHueHsug Ne

Analysis performed according to ND No: / Avanus nposeaes wo HJI Ne: JITT-Ne(012106)-(PT-RU)-1410258
Artworks approved: / Maxers: yoakoBg#r yrsepmaenn: 14,10.20258
PiL. approved: / BEMII yvreepixaena: 14.10.2025

Page 12 of 12/ Crp. 12 u3 12

3aki0YedHe o cooTBeTeTBHR ! « HacTOAIMNM & TOATBEPAKAAL0, YTO NIPHBELEHHAS BhILIE HHOOPMALHA ABAAETCA NOCTOREPHOH
H TOHHOH. 3Ta cepry NPOAYKUMHK TPOK3BEASHA (BKIOUAR YIAKOBKY (MaPKHPOBKY) ¥ KOHTPONE KAYECTRA) Ha BbLLUSYKAIZHROH
NPOU3BCACTREHHON nmomazke (NJIOLIAAKAX) B MNOTHOM  cOoOTBeTcTBMH ¢ Tpebopanuamu llpasun  Haanexawel
npouseozcTReHHOH npakTuky ERpazuiickoro skonomusueckoro cowosa (Ne GMP/EAEU/RU/00939-2023 ot 21 mions 2023) »
TpeBopaHHAME KOHTPOS KAYECTBA NEKAPCTBEHHSIX CPEICTR, & TAKKE B COOTBETCTBUH CO crieli A HKALHAME, COAePXKALIHMHCA
B PErHCTPALMOHHOM JOChE CTpaHbl-UMIopTepa. 3anHch N0 NpOH3RBOACTRY, YIAKOBKE K aHANH3Y MPOBEPEHb, ¥ YCTAROBIEHO
WX cOOTBETCTBHE TpeQoBaHuaM [lpaBrn Haanexkaiiedt npousso/cTaeHHol npaxruky EBpasniickoro 3KOHOMHHECKOro COM3AN.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
Apumeuanue: TIponyxr cooTeercTeyeT Tpebosannam HII 3axnwuenne: QJOBPEHO
Prepared by / Moxrotosneno: {[Checked by / Checked by (AQA) / {jApproved by: Quality Assurance/Authorized person /
(:%TJ\ TlpoeepeHp: Fposepeno {AOK): {|Onobpeno: Obecneuerne kauecTpa/OTRETCTBEHHOE JHLO!
Date / Date / Date / 21, ||Date/ i 3jeUi{2026
A0
Jara: 3 e Y f P tb IlaTa: MQ l'{‘1’&({”_ﬁ.ﬂa"ra: \g\g} b\\ Jlarta:

Administrative Office ; " Enginearing Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbal - 400004, INDIA.
Tel: +81 22 4056 0560« Fax : +81 22 4056 0555 « Email : bdrpharma@vsni.net = www.bdrpharma.com
Registered Ofice : 407/408, Sharda Chembers, New Marine Lines, Mumbal - 400620, INDIA,

Works / Blant : BDR Pharmaceuticals international Pvi. Lid., Survey No. 51/4/1, 51/1/2, 5112, 52/1, 521211, 521212, 5212/12(F},
52/4, 525, 531, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

Tel. : 02676 - 230220
CIN Mo, : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

IMpospaunas GecrseTHas KUIKOCTSs Oe3
3anaxa.

Name of Product/ Water for injections (sofvent) /
HaumenoBanne npenapara Bonaa aan ubnexunii (pacreopurens)
Batch no. / Homep cepun BI260651
Amount of product per batch / Pasmep 205.0 L
cepHn
Date of Control / Tara ananuaa 09/04/2026
Manufacturing date / Jlara nponisoncrea 02/2026
Expiry date /Rara okonMasHng cpoka 01/2031
FOIHOCTH
Water for injections (solvent) / Boaa aas unnexuuii (pacraopurens)

TESTS /TOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS/PE3YJAbLTATHI

Description / Onucaune Clear, colourless liguid without odor. / Clear, colourless liguid without

odor. / Ilpospaunas OccupeTHas
WUAKOCTS Be3 3anaxa.

Particalate matter / Mexanuueckue BKIAIOYCHBA

Visible particles /
Budtste vacmuiol

According to requirements. / B COOTBETCTBHE C
TpeGoRaHUIMY .

Complies / CooTrercryer

Sub visible particles /
Hegudwsere vacmuyst

>10 pm particles /
YacTHY pazMepos = 10 MM

=25 pm particles /
HACTHL Pa3MEpPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 xa amiryy;

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

197.60 particles per ampoule; /
He 6onec 197.60 na amnyay;

7.87 particies per ampoule. /

He 6osee 7.87 Ha amnyny.

Acidity and alkalinity /
KHCAOTROCTE # IHEI0YHOCTL

Test sample should pass the test. /
Henerryemenit oGpasel Z0MKEH BELIEPHHBATD
HCTIRITAHHE.

Complies / CooTsetcTByCT

Reducing substances /
BoccraHaBanBaOLIHe
BeliecTBa

Test sample should pass the test. /
HMenpiTyembli 0dpaselt AONKER BHLACPXKHBATD
HCTBITAHME.

Complies / CocTBeTCTBYCT

Carbon dioxide
Yr.ﬂepe.ua BHORCHA

No turbidity should be observed within | hour.
/ He nomxHOo BBITH HOMYTHCHHA B TEHCHHC
1 yaca.

Complies / CooTBetcTBYET

Chlorides/ Xaopunsi

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaThbi ¥ HETPHTBI

Not more than ¢.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 / Cyangarne

No turbidity should cccur within not less than
1 h. / B TeucHye He MeHee | waca He JOMKHO
#ab/m0aaThes NOMYTHEHHE.

Compiies / CoorsercrByer

Ammonivm / AMMoani

Not more than .6 ppm. / He 6onec 0.6 ppm.

Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

TESTS /TIOKA3ATEJH

SPECIFICATIONS f HOPMbI

RESULTS / PE3YJIbTATDI

Calcium and magnesium /
Kaapumit u marnui

Pure blue color should be observed (without a
violet hue). / JlomxHo HAGN0AATHCA YHETO
cuHee okpamyranye (Gez roseToBore
OTTCHKA).

Complies / CooteeTcTBYET

Heavy metals/ Tsxenste
METAJNbI

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

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

Residue after evaporation /
Cyxoii ocrarok

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

0.000 % / 0.000 %

Conductivity /
DAeRTPONPOBOIHOCTH

Not more than 25 pS/em. /
He Sonee 25 mxCu/om.

11.55 pS/em. /
11.55 mxCw/omM.

Extractable volume /
Hisaexkaembiii o6vem

Not less than labe! claim {not less than 2 mL}. /
He MeHee HOMBHATBHOTO (He MeHee 2 M),

22mb/
2.2 Mxa

Bacterial endotoxins /
BaxtepHaibHble JHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/mn soast s
HHBEKIHH.

Less than 0.12 EU /ml./
Menee 0.12 E3 / mn

Sterility / Creprabnocts

Should be sterile. / Jlomiua 6miTh CTEpHABHOIH.

Sterile. / CrepunsHo.

Package description /
Onucanke YIAKOBKH

Primary package
2 mL of the solvent {water for injections) m a

colorless glass ampule type | with an orange
one-point-cut at the top of the ampule. /
TlepBryHas yrnakoska

Io 2 mn pacTeopuTens (BORE LA MHLEKLKH) B
amnyry H3 GecuperHoro crexna, tva 1. Ha
BepXHeH uacTH  aMOyRel  HaHECCHA TO4YKA
pasioMa OPaHKEBOro LBeTa.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type | with an crange one-
point-cut at the top of the ampule. /
Iepayynas ynakoska

Ilo 2 Mot pacTsopurens (Boza s
HHBLEKIIHH) B aMayny H3
GecuperHoro crekna, Tt I Ha
BepxHeH “acTH aMiylbl HaHeceHa
TOYKa PA3NOMA OPAHKEBOTO LBETE.

Shelf-iife {storage period)/
Cpok rogHocTs (cpok
XpaHeHus)

S years / S net

Assessment: / 3aKmoueHnC:

The batch complies with the specifications according to ND on quality JIIT-Ne(012106)-

{PI-RU)-141025./

Cepua cOOTBETCTBYCT TpebOBaHHAM HOPMATHBHOIO JOKYMEHTA No Kavecrny JII-

Ne(012106)-(PI-RU)-141025.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

Name of Product/
Haumenosan e npenapara

Batch no. / Hosep cepus

Amount of product per batch / Pasvep

cepun

Bate of Control / Jara anasuia

Manufactering date / lava npoussoacrea

Expiry date /JaTa oxonuanun ¢poxa

FORROCTH

Water for injections (solvent) /

Boaa ans suvexuril (pacrsopurens)

Bi260056
205.0 L

05/03/2626
02/2026
0i/2031

Water for injections (solvent) / Boaa nns uuseruuit (pacyBopuyes)

TESTS /MTOKASATEJIH

SPECIFICATIONS / HOPMBI

RESULTS/PE3YJALTATHE

Description /Onucanne

Clear, colourless Hquid without odor. /
fIpo3pavnas DecLseTRas AURKOCTh GE3
3anaxsa.

Clear, colourfcss liquid without
odor. / Hpospaunaz OecupeTHas
KHAKOCTE O3 3anaxa.

Particulate matier / MexanuyecKHe BKIIOYERHR

Visible particles /
Buihitstsie waemisi

According to requirements, / B COOTBETCTBAHE C
TpeOOBAHIAME .

Complies / CoorsercTByer

Sub visible particies /
Heanouvere vacmuin

>10 pm particles /

HaCTHIL pa3Mepon > 10 MKy

>25 wm particles /
YACTHL PAIMepomM = 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 ra amnyny;

Not more than 600 particles per ampoule. /
He Bonee 600 na amnyny.

227.60 particies per ampoule; /
He Bonee 227.60 wa ammyay;
13.07 particles per ampoule. /

He Gonee 13.07 ua amnyny.

Acidity and alkalinity /
KHCOI0THOCTE B EHEJI0YHOCTE

Test sample should pass the test. /
Hensmyemsti 0bpasel] A01KeH BLIICPAKHBATE
HCITRITaHHE,

Complies / CooTBeTCTBYET

Reducing substances /
Boccranapanpalouime
BEILLECTBA

Test sample should pass the test. /
Hensityesmnil ofpazei] JomKEH BHIEPAUBATE
HCILITAHHAE.

Complies / CoorBercTByeT

Carbon dioxide
Yriepoia MMOKCHIE

No turbidity should be observed within | hour.
/ He ponxno ObITh NOMYTHEHHS B TEHEHNE
1 yaca.

Complies / CooTreTcTBYET

Chlorides/ Xaopuap:

Not more than 0.5 ppm. / He Goxnee 0.5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTsl w HHTPHTEI

Not more than 0.60002 % (0.2 ppm). /
He Gonee 0,00002 % (0.2 ppm).

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

Sulphates / Cyandhartn

No turbidity should occur within not less than
1 h./ B rtedenne He MeHCE | 4aca He J0UIKHO
HaO[IAATECH TOMYTRCHHEC.

Comnplies / CooTpeTcTBYET

Ammonium / Ammornit
Administrative Office - Engine

Less than 0.6 ppm / Mcenee 0,6 ppm

Not more than 0.6 ppm. / He Gonee 0,6({3;}111.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIM3A

TESTS / MOKASATEN#M SPECIFICATIONS /| HOPMbI RESULTS/PE3YJLTATE! !
Caleium and magnesium / Pure blue color should be observed (without a Complics / CooTeeTeTRYCT
Kaanuui u maruyil violet bue). / lomxHo abioaarscs THCTO

cuHee okpaunieanie {Ge3 Puonetosoro
OTTCHKA).
Heavy metals/ Tamennie Not more than 0.00001 % (0.1 ppm). / Less than 0.60001 %0 (.} ppm)/
METAILE He tonee 0,00001 % (0,1 ppm). Menee 6.00001 % (0.1 ppm)
Residue after evaporation / Not more than 0.004 %. / He Gonee 0,004 %. 0.001 %/ 0.061 %
Cyxolf 0c¥arok
7C0nductiv§ty / Not more than 25 pS/em. / F1.78 uSfem. /
BHeKTROLPOBOAHOCTE He Bonee 25 mxCm/om. FETE mrCm/on,
Extractable volame / B Not css than fabel claim (not less than 2 mL}. / 2.2mL/
Hssneraembiit obrem He menee nomiHanesore (Be Menee 2 ma). 2.2 mn
Bacterial endotoxins / Not more than 0.25 EU/ml. of water for Less than 012 EU/mlL /
baxTepuaibubie YHROTOKCHALY | injections. / He Bonee 0,25 ED/mn soam nng Menee 012 ED /mn
WHLCKUHE.
Sterility / Crepaanuocts Should be sterile. / Jomxua 6uiTe CTepHARHOH, Sterile. / Creprnnro.
Packaging / Ynaxkobxa Primary package Primary package

2 ml of the solvent (water for injections) ina | 2 mlL of the selvent (water for
colorless glass ampute type 1 with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type I with an orange onc-
[lepByyHan yRaKosKa point-cut at the top of the ampule, /
o 2 mr pactBopurens (8oaa ans HEbeKLni) 8 | [lepBuiuag yrraxosxa

ammysy W3 OecupersHoro cvexia, THn L Ha | Tlo 2 wmn pacteopuTens {gona i
BCPXHEH  YaCTH aMnynbl HAHECeHa TOUKa | MHBLexlsil) B aMITYyny u3
Pa30Ma OPAHMKCBOro LBCTa. OecuseTore crekra, tun I Ha
BEpXHEH UaCTH aMIIYAbl HAHCCeHA
TOYKA PA3NOMa OpPRHKEBOIC UBCTA.

Shelf-life / Cpow reppoctn 5 years. /5 ner.

Assessment: / 3aKiQyenke: The batch complies with the specifications according to ND on quality JI1-Ne{012106)-
(PT-RU)-141025./
Cepusa cooTBeTCTRYCT TPEGOBANMAM HOPMATHBHOIO AOKYMEHTS 10 KaduceTsy JITI-
Ne(012106)-{PI-RU}-141025.
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