BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHUO®HUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[MpoaykT: Texcapea® (Teuokcnkam) nuodsansar 14 1IPMrOTOBJIEHHS PACTBOPA /U1 HHBEKUUIH, 20 Mr

Market / Prinok

: Russia / Poccua

97002 vials /

Batch No. / . Batch Quantity / .

Cepus Ne ARl IS Pazvep cepun © 97002 dnakoHoB
Analytical Repourt No./ : QC/FP/26/00252 Date of Analysis / : (06/05/2026)
AHaJIMTHYeCKHii oTyeT No JaTta anaanza

Date of Manufacture / : (04/2026) Date of Expiry / © (03/2029)

Jara npoussojcraa logen go

Mfg. License No. /

IIpouszBogersennan : G/28/1828 MA number: / Homep PY : JI[I-Ne(012106)-(PT-RU)
JiHueH3sg No

Analysis performed according to ND No: / Ananau3 nposenen no HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynaxosku yreepxaeust: 14.10.2025
PIL approved: / HMII yTeepmaena: 14.10.2025

Pagel of 12/ Ctp. 1 113 12

Specification / Hopma

Ne Test / IlokazaTean Result / PesyasraTnl
1 | Description / Onucanue Yellow lyophilized powder. /|Yellow to greenish lyophilized powder. /
JluodunuszupoBanHslii  TOpOIHOK |JTMOPUIM3NPOBAHHELH MOPOLIOK XKEATOro C

KENTOTO UBCTA.

3CJICHOBATHIM OTTEHKOM LIBETA.

Identification / Uaenrupnranus

Tenoxicam / Tenokcuranm

HPLC / BIXXX

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
YHepXKUBAHUSA (KA TEHOKCHKAaMa Ha
XpoMmarorpamme HCIBITYEMOrO
pacTBOpa COOTBETCTBYET BpEMEHH
yAEePKUBAHUS MHKa TEHOKCHKaMa Ha
XpOMAaTorpamMme CTAHAAPTHOrO
pactsopa.

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 yaepuBaHus
NHKa TEHOKCHMKamMa Ha  XpOMaTorpamMMe
HCIIBITYEMOro pactBopa JOIDKHO
COOTBETCTBOBATh BPEMEHHU YACPKUBAHUS MTHKA
TEHOKCHKaMa Ha XpoMarorpamme
cTaHgapTHoro pacteopa (cMm. «Ilpumecuy,
ONpEeNCHIE eAUHUHBIX IIPUMECEH U CYMMBI
npumeceit (254 HM)).

Conclusion : APPROVED / |

[Remarks : The Product confirms to ND/
Mpuseqanne: [Iponyxr cooreercrayer TpeGosauuam HII Jawawuenne: OJOBPEHO |
Prepared by / [Toarotoeneno: ||Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person / V
A M [Tpoeepeno: [Mpogeperio (AOK):  ||Omobperio: Obecneuenne kayectsa/ OTBeTCTBEHIIOE A1HUO:
il ; - &= | — !
A LV | = ‘AP . 147 SYI WL
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[Tpoayrr: Tercapea® (TeHOKCHKAM) THODUNH3AT A8 PHIOTOBEHMs PACTBOPA A1 HHbEKUHH, 20 M

Market / Peivox

: Russia / Poccus

JlaTa npoussoxcTea

Batch No. / . Batch Quantity / . 97002 vials /
Cepus Ne tnB2b000 0 Pasmep cepuu " 97002 ¢pnakoHoB
Analytical Repovrt No./ . QC/FP/26/00252 Date of Analysis / : (06/05/2026)
AHANUTHYECKHIT 0TYeT Nb JaTa aHaamusa

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

logen no

Mfg. License No. /
IIponssoacreennasn
JurueH3ust Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananus nposegen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Maxers! ynakoBku yTeepxaenni: 14.10.2025
PIL approved: / UMI1 yraepskaena: 14.10.2025

Page2 of 12/ Crp. 2 m3 12

cnekmpogomorempus

Tenoxicam / Tenokcuxkau

UV spectrophotometry / Y -

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 257.13
nm, 284.50 nm and 367.19 nm. / Y-
CHOEKTp TOTMOLIEHUA KCIBITYEMOIO
pacTBOpa, MpPHTOTOBIEHHOrO IS
KOJIMYECTBEHHOrO OMNpese/ieHHs, B
obnacti ot 230 HM 10 400 HM HMeeT
MaKCMMyMbl [pH JJMHaX BOJIH
257,13 M, 284,50 um 1 367,19 HM.

UV absorption spectrum 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). / Y®-cnexTp
MOTJIOMIEHUA HCMBITYEMOTO pacTBopa,
TMPHIOTOBJIEHHOrO A KOJHYECTBEHHOrO
onpeaeneHus, B obaactu ot 230 um g0 400 vm
JIOJDKEH UMETh MAKCUMYMBI [IpH [UIMHAX BOJIH
257 £ 2 uM, 285 £ 2 uM 1 368 £ 2 HM (cM.
«KonnuectBeHHoe onpeneneHue
TEHOKCHKamMay).

Remarks : The Product confirms to ND/

[pusevanne: [poaykt cootsercrsyer Tpefosanivim HI

Coaclusion : APPROVED /
Jarxuuouenue: OJOBPEHO

Checked by /
[Tponepeno:

Pre_p;ed by / Tloarorosneno:

Checked by (AQA) /
Hposepero (ACK)
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJH3A

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

Hpoayrr: Texcapen® (Tenokeunkam) JHohunmlaT s NPHIOTOBACHHA PACTBOPE ANA HHBEKLMIT, 20 Mr

Market / Poinox

: Russia/ Poccus

Januersng Ne

Batch No. / : Batch Quantity / . 97002 vials /

Cepus No AL Pasmep cepun " 97002 dmakoron
Analytical Rep(lrt No. / ) : QC/FP/26/00252 Date of Analysis / : (06/05/2026)
Anaantiyuecknii otyer No Hata ananuza

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

Hara npoussoxcrsa Cogen go

Mfg. License No. /

IIpoussogcrsennasn : G/28/1828 MA number: / Homep PY : HH-NQ(O]ZIOG)-(PF-RU)

Analysis performed according to ND No:

Artworks approved: / Makerss Ynawkosku yreepxaens:: 14.10,2025
JﬂL approved: / HMII yreepzaena: 14.10.2025

/ Avanus nposegen no HI Ne: HH-M(OIZ106)-(PF—RU)-]41025

Page3 of 12/ Crp. 3 3 12

Sodium metabisulfite /
Huampua Memabucyrshum

HPLC / BOXX

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

YACPAKNBAHUA THKa HATpUS
MeTaducynbpuTa Ha
XpoMaTorpaMme HCIBITYEMOTO

pacTBOpa CcoOTBETCTBYeT BpeMeHu

YAEPIKHBAHHSA THKa HaTpus
MeTabucynspura Ha
Xpomarorpamme CTAHIapTHOrO
pacTBopa.

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 ynepxusanns nuxa HaTpus
MeTabucynbthuTa Ha XpoMarorpaMme
HCIIBITYEMOro pactBopa JOJXKHO
COOTBETCTBOBATEL BPEMEHH YAEPKUBAHUS TIHKA
HaTpUs METabHCynbdura Ha XpomaTorpamme

CTanAapTHOrO pacTBopa (cmM.
«KonuuectBeHHoe  onpegenenme HATpUs
MeTabucymsdurar),

The retention time of sodium metabisulfite peak—‘

3

Dissolution time / Bpems
PacTBOpeHHn '

33 seconds / 33 cekyun

1L

Not more than 60 seconds. / He 6omnee 60
CEeKyH]I.

Remarks : The Product confirms to ND/
Hpsiviewanse: [Tpoaykr COOTBETCTBYET

rpebosatam F |

Conclusion : APPROVED /
1 3arao4enne: O,.'IOEPE.HO

Prepared by / Honroroxsneﬂo:—”t‘hcckscl
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DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Tekcapea® (TeHokcHKam) IHOYHUAH3AT A1 NPHIOTOBICHUA PaCTBOPA AN HHBEKLUH, 20 MK

Market/ Peinox : Russia/

Poccus

Batoh No. /
Cepus Ne

: BI260095A

Daich Quaullty /
Pa3nep cepun

. 97002 vials /
* 97002 ¢pnakoHOB

Analytical Report No. /

Date of Analysis /

AHaMHUTHYECKHH oTueT No # QC/FP/26/00252 Jara ananansa L)
Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
JlaTa npoH3BoxCTBA Iogen o

Mfg. License No. /
IIpousBoacTBeHHAR
JauLeH3uss No

: G/28/1828

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

Analysis performed according to ND No: / Ananus nposeaen no HJ Ne: JHI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makersl ynaoskn yreepxaennt: 14.10.2025
PIL approved: / HMII yTBepaxaena: 14.10.2025

Page 4 of 12 / Ctp. 4 u3 12

4 | Appearance of reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO
pacTBopa

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

yellow solution is formed. /
[Ipenapat pacTBopseTCs
LUILIUL L LI L ULLY LELBUEM
HEpacTBOPEHHBIX  HacTul,  0Oe3
BUAUMBIX MEXaHHYEeCKUX
BKJIFOUEHHIA. Obpazyertcs

[po3payHblii xENTHLA pacTBOp.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar nomxeu
pacTBOPATBCA IOJHOCTHE) C OTCYTCTBHEM
HUPUCIBUPCHHBIX  vdetut,  0g3  BUAUMBIX
MexaHudeckuXx  Bkmodenuit.  OOpasyercs
MpO3payHbli  3€JICHOBATO-XKENTOro  LBeTa
pacTBop.

S | Solution clarity™® /
IIpospaynocts pacTBOpa*™

The product solution is clear. /
PactBop npenapata npo3pauHsiii.

The product solution should be clear. / Pacrsop
npenapara X0JKEH OBbITh MPO3pPauHbIM.

.6 | Solution color* / IIseTHOCTE
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY. / CreneHs OKpackd
pacTBOpa Mperapara He [peBblilaeT
stanod GY.

The product solution should not be more
intensely colored than the reference solution
GY,. / Crenens okpackH pacTBOpa npemnaparta
HE JI0JDKHA NMPEeBBILATh 3TanoH GY).

7 | pH* / pH pacTBopa*

9.248/ 9,248

7.5t010.0./0t1 7,5 00 10,0.

8 | Particulate matter* / Mexann4eckue BKIIOYEHNT*

Remarks : The Product confirms to ND/

Ipiusveuanne: [Tpoaykt cooTBeTcTBYET TpeduBatHam HJL

Conclusion : APPROVED / ' |
Jawmovenne: OJOBPEHO |

Prepared by / TToarotosneno: ||Checked by / r(_"hcf:kcd by (AQA) ] Approved by: Quality Assurance/Authorized person / |
FOPTR [lposepeno: (Mpopepeie (ADKR Y [|Onodpero: OGecneuckite kayecTsy QTBSTCTBEHHO TilLo!
4, | - | ] .‘;15
Al 1V RN s AL ah
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Dats |Date 24| |Date 1
A ‘:!.tlb 4 : 2 »/D;;’ZC,/_D
Hara: I daTu: |data .




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayxr: Texcapea® (Tenokcukam) nuodunusar ana NIPHIOTOBAEHHA PACTBOPA U1 UHBEKLMIH, 20 Mr

Jara npoussogcrsa

Toaeu no

Market / PoiHox : Russia / Poceus

Batoh No. / . - Bulch Quantlty / . 97002 vials /
Cepus Ne ISR Pazmep cepiin " 97002 dnaxonos
Analytical Repo“rt No./ . QC/FP/26/00252 Pate of Analysis / : (06/05/2026)
AHATUTHYECKHIT OTYeT Nb Jata ananusza

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

Mfg. License No, /
HpoussoacreenHast : G/28/1828
nHueH3na No

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

PIL approved: / UM yreepmxaena: 14.10.2025

Analysis performed according to ND No: / Ananus nmposegen no H/A Ne: JINT-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makernbt ynakoskn yTeepxaenni: 14.10.2025

Page 5 of 12 / Ctp. 5 n3 12

Visible particles / Buoumere wacmuy

Complies / CoorBeTcTBYET

According to requirements. / B
COOTBETCTBHH C TPeGOBAHHAMIL.

Subvisible particles: / Hesudunwie
yacmuybL:

71.33 vial / 71,33 dutakon

Particles > 10 pum: not more than
6,000 per vial; / Yacruy pasmepom
> 10 MKM JO/DKHO OBITh HEe 6onece
6000 Ha dnakos;

1.07 vial / 1,07 dnakou

Particles > 25 pm: not more than 600
per vial. / Uactuy pasmepom
> 25MKM I0JpKHO OBITE He 6onee 600
Ha (uIakoH.

9 | Related Substances / Hpamecn

z-aminopyridine / 0.00% /0,00% Not more than 0.25 % / He 6onee 0,25 %
2-aMUHOTIUPUIUH

Individual unidentified Not more than 0.5 % / He Gonee 0,5 %
impurity / Enunnunas | Below BDL (BDL= 0.02 %) / Hixe

HEUAECHTUGHULHPOBAHHASA nopora perucrpauuu (ITP =0,02 %)

IPHMECH

Total impurities /
Cymma npumeceii

0.00% /0,00%

Not more than 1.0 % / He 6onee 1,0 %

Remarks : The Product confirms to ND/

Ipumeuanne: [poayxrt coorsercryet Tpebosanuam H/I

Conclusion : APPROVED /
Bammqe_n_ue: OJOBPEHO |

—— — : : |
Prepared by / [Toarotosacno:  ||Checked by / Checked by (AQA) 7 [[Approved by: Quality Assurance/Authorized person / .
St [Mposepetio: [Mposepene (AOK):  ||0a0dpetio: Coecneuchie katecTsy OTBETCTBEHIOE THLO!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHATHM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (Ternokcukam) AHOQIIN3AT ANS NPHTOTOB

JIEHHA PACTBOPA 14 WHBbEKUNH, 20 Mr

Market / Prinok

: Russia / Poccus

Batch No. / Batch Quantity / 97002 vials /

. 2 .
Cepusa Ne S Pasmep cepun " 97002 dnakouoe
Analytical Repo“rt No. / ) : QC/FP/26/00252 Date of Analysis / : (06/05/2026)
AHAJIHTHYeCKHIT oTueT No HJarta ananuza
Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
JlaTa npoussoacrsa logen o
Mfg. License No, / )
IIpoussoacrBennasn : (G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
NHUeH3nd Ne

Analysis performed according to ND No: / Auaaius nposenen no HJI Ne: JITT-Ne(012106)-(PI-RU)- 141025
Artworks approved: / MakeTs! ynakosku yrBepkaennt: 14.10.2025

PIL approved: / MMII yreepaaena: 14.10.2025

Page 6 of 12/ Ctp. 6 u3 12

ara:

10 | Uniformity of dosage units* / Acceptance value (AV) should not be more
Oauopoanocts 4.68 /4,68 than 15.0. / [Tokasatens npHemaeMocTu (AV)
MO3HPOBAHHBIX eJNHHI* AoJnkeH ObITh He Gonee 15,0.

* 3 .0%./ 3,0 %.

11 Watei / Conepkanie 110 %/ 1,10 % Not more than 3.0 %. / He Gonee 0
BOJBI i

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

Less than 1 EU/mg /
bakrepua/ibubie Bonee 1 ED/Mr TeHokcHKama.
p Menee 1 EQ/mr
HAOTOKCHHBI
ility* ] . ile. (
13 | Sterility* / Crepnabnoctn Sterile / Crepuren Should be sterile. / lomxkeH 6biTh
CTEPUNBHBIM.
14 | Assay / Konnuecrennoe onpegenenue
Tenoxicam / Tenoxcuxan 900% to 110.0% of CisHIN;O.S,
(tenoxicam) of label claim. / OT 90,0 % o
Lags g 100.6%/100,6 % 110,0 % Ci3HiuNsO4S; (TeHokcukam) ot
chekmpopomomempuyeckuil
HOMHHAJIBLHOTO COAEPKAHMS,
Remam : The Product confirms to ND/ Conclusion : A-I;PROVED/
Ipumeuanue: Mpoaykr cooTeeTcTBYET TpedoBaduam HJT |3araoyenne: OJOBPEHO |
Prepared by / Tloarotosaeno:  ||Checked bv —”Chcckcd by (AQA) 7 [[Approved by: Qualiry Assurance/Authorized person ]
[Tposepetio: |'|l [posepenio (AOK):  ||Onodpeno: Odecneuenns katectsa GrBereTBeNIOe Tl |
e =y
| o — | - ) j
| | A / _ —
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoayxr: Tekcapea® (TeHokcukam) THODUNMUIAT AN IPULOTOBAEHHUA PAacTBOPA I UHBEKLHMIL, 20 Mr

Market / Poivox

: Russia / Poccua

Batch No. / ] Batch Quantity / . 97002 vials /

Cepus Ne gBL2oAP A Pazmep cepuu * 97002 dakoHoB
Analytical Repovrt No./ : QC/FP/26/00252 Date of Analysis / : (06/05/2026)
AHaJMTHYECKHI oTYeT N Jlara anannsza

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

JlaTa npox3BoacTBa Toneu no

Mfg. License No. /

IIponiBoacTBenHast : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHUeH3HsA Ne

Artworks approved: / Makerst

Analysis performed according to ND No: / Anaaus nposenen no HJ Ne: JIIT-No(012106)-(PI-RU)-141025

ynaxoBku yTeep:aens: 14.10.2025

PIL approved: / UMII yreepxaeuna: 14.10.2025

Page 7 of 12/ Ctp. 7 u3 12

Sodium metabisulfite /

102.5%/102,5 %

[ 85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% mo 110,0%

Hampua memabucynoum
HPLC / BIHKX HaTpusa MeTabucynsduTa OT HOMHHAILHOFO
COJZlEpIKAHHS.
15 | Package description / OnmucaHie ynakoBKH

Primary package / [Tepauunasn

20 mg of the tenoxicam in a

HAKO8KA

colorless glass vial type I stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / Ilo 20 Mr TeHOKCHKama BO
(brakoH #3 HecBETHOrO CTEKIIA THIT
I, ykynopeHHbilii npobGkoit u3
6poMOyTHIIOBOH pe3uHbI, 00xaToi
aNOMUAHEBBIM  KONMAuYKOM  C
KOHTPONIEM MEpBROr0 BCKPBITHS H
TIACTHKOBBIM ~ JIUCKOM  [OBEpX
AIOMHHHEBOTO KOJITAuKa.

20 mg of the tenoxicam 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. / TTo
20 Mr TeHokCcMKaMa BO (¢UakoH M3
OeclBETHOTO CTeKNa THI [, yKymopeHHBbIH
npobkofi 1¥3  OpoMOYTHNOBOH  pesMHbl,
00xaTolfi  AMOMHHUEBBIM  KOJAMNAYKOM  C
KOHTpOJIEM HepBoro BCKPBITHS u
[NACTUKOBBIM AUCKOM [1OBEPX AJIFOMHHHEBOIO
KOMNMavKa.

Remarks : The Product confirms to ND/
[pumeuanne: [Ipoaykt coorsercTByeT TpedoBanmiM HJL

|-(__"._l:mciusion : APPROVED /
3axmodenne: OJOLBPEHO

Prepared by 7 [loaroroaeno:  ||Checked by / ! Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
| Doslh [Tposepetio: [posepeno (ACK) J Onodpeno: Ofecnedente kavecTw OTBercTBeHLIO UILC!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[ poaykr: Texcapea® (Tenokcixas) A4o(hHAKIAT 1A NPHTOTOB/IEHHA PACTBOPa I MHbeKLHi, 20 Mr

Market / Poinok

: Russia / Poceus

. 97002 vials /

Jara nponssoacrsa

Batch No. / . Batch Quantity /

Cepusi No PRl Pasmep cepun " 97002 tnakosos

Analytical Repourt No./ : QC/FP/26/00252 Date of Analysis / : (06/05/2026)

AHanuTHYecKuit oTyeT Ne JiaTa ananusa

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
Togen a0

Mfg. License No. /
IIpousBoacTBennasn
Juuenznn Ne

: G/28/1828

MA number:

/ Homep PY : JITI-Ne(012106)-(PI-RU)

Analysis performed according to ND No: / Ananus nposeaex no HJI Ne: JINT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakosku yreep:kaens:: 14.10.2025
PIL approved: / HMII yrsepaxaena: 14.10.2025
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16

XPAHEHHS)

Shelf-life (storage period) /
Cpok roanoeru (cpox

3 years /3 rona

* Note. / * [Ipumeuanue

Analytical procedures according to the current Rus. Ph. are used for the product quality control in the Russian Federation, The manufacturer uses the
current Ph. kur. procedures lor release quality control at the manufacturing site. / Anaanriueckue metoauxy no ['® PP aerictayiomero usganus
TPHUMEHAIOTCA JUTA KOHTPOJIA Ka4ecTsa npenapara Ha Tepputopun Poccutickok ®enepauus. JIng BEITYCKaOMIEro KOHTPOA KA4ECTBA HA IPOU3BOICTBE
TPOH3BOUTENL HCIIOIB3YET METOAMKH No Esponeiickoil Papvaxonee AeiCTBYIOWEr0 H31aHUA.

Remarks : The Product confirms to ND/
Ipumesanne: [poaykt cooTsetcTay

¢T TpedosaHuaM HJ

Conclusion : APPROVED /

3armouenne: O4AOBPEHO

Prepared by / [Toarorosaetio:

Checked by

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /
Oaodpeno: OGecneterniie kauectaa OTBeTCTBEHIOR LG

) 't [Tposepeno: Mposepeiio (AOK):
T T e G i ) R lan
[T 5= K pLy raina

il l&il____.__ =
| § I | o/

Date (Gate Date _y  ¢ndte®||Date ) )

= &\e” r I N 25

Iara [|dara: Mara: &% Hara: o e




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayxr: Texcapea® (TeHokcHkaM) THOGHIN3AT A4 NPUIOTOBIEHHUS PAaCTBOPA ANA MHBEKLHHA, 20 Mr

Market / Poinok : Russia / Pocciis
Batch No. / Batch Quantity / 97002 vials /
- ) .
Cepus Ne ASER00IA Pa3mep cepun " 97002 dnakoHoB
Analytical Repourt No./ . QC/FP/26/00252 Date of Analysis / : (06/05/2026)
AHaJUTHYeCKUii oTueT Ne . Jata ananu3a
Date of Manufacture /  (04/2026) Date of Expiry / : (03/2029)
JlaTa Nnpon3BOACTBA Topen go
Mfg. License No. /
IIponsBoacTBeHHAR : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(P[-RU)
nuueH3na Ne

Analysis performed according to ND No: / Anaauz nposepen no HJI Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeThbl ynakoBkH yTBepwaensi: 14.10.2025
PIL approved: / UMII yTBepiaena: 14.10.2025
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Onucanue YIakKoOBKH

KIT / KOMILIEKT
TESTS / IIOKA3ATEJIU RESULTS / PE3YJIBTATDI SPECIFICATIONS / HOPMBI
Package description { | Secondary puackage / Bmopuunas | Secondary package / Bmopuunas ynaxosia

ynaxkoexa
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.

[To 3 ¢akona ¢ mpenaparoM K 3

aMILYJIbI c pacTBOpHTEEM
NOMEUaloT B KacceTy M3
nojuBUHMIXIOpUAA. 1  Kaccetry
BMECTe C  UHCTpyKuued  no
MPUMEHEHHUIO TIOMELLAIOT B MA4Ky
KapTOHHYIO.

3 vials with the medical product and 3 ampoules
with the solvent ina polyvmyl chloride cassette.
1 cassette with the patient information leatlet in
a carton pack.

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. /

ITo 3 ¢nakoHa ¢ npemapaToM H 3 aMmylnsl €
pacTBOpUTENleM IOMELIAOT B KAacCeTy M3
NOAUBHHMIIXAOpHAA. | KacceTy BMeECTe €
MHCTPYKLME#R 1O NPHMEHEHHIO NOMELIAOT B
Ma4yKy KapTOHHY!O.

Mo 5 ¢nakoHOB C mpemapaToM H 5 amnys ¢
u3

pacTBOpHTENEM TOMELIAIOT B  KACCETY
‘| MONMMBHHEUIIXJIOpHAA. 1 KAacceTy BMecTe C
MHCTpyKUMe# N0 MPHMEHEHHIO TOMELIAT B
| IayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaruam Hil

Conclusion : APPROVED/
3arkmoucune: OJOBPEHO

Prepared by / Checked by / Hf"h.\.kw by (AQA) /

[MoAroToBeHo:
L Iposepetic: UnoBup‘.no {AOK):

AL

Approved by: Quality Assurance/Authorized person /
Oaodpeto: Obecneteniie KatiecTs: 2/ OTBETSTSSHHOS FHLO

{,‘7\‘\_-\“—- / & -
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mponykt: Texcapea® (TeHoKcHKaM) JHO(GHUAN3AT 1A IPUTOTOBEHHA PACTBOPA AL HHBbEKLMHA, 20 Mr

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 97002 vials /

Cepus Ne - s Pasmep cepun * 97002 ¢nakoHoB
Analytical Repoﬂrt No./ ) : QC/EP/26/00252 Date of Analysis / . (06/05/2026)
AHanuTHuecKnif oryer No JlaTa anaausa

Date of Manufacture / : (04/2026) Date of Expiry/ : (03/2029)

JlaTa NpOH3BOACTBA T'oaen xo

Mfg. License No. /

IIpousBoacTeeHHas : G/28/1828 MA number: / Hosep PY : JI[T-Ne(012106)-(PT-RU)
auueHzus No

Analysis performed according to ND No: / Ananu3 nposenen no HI Ne: JII-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makersi ynnakosku yTeepxaennt: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025
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KIT / KOMIIJIEKT
TESTS / MTOKA3ATEJIU RESULTS / PE3YJIbTATHI SPECIFICATIONS / HOPMBI
Labeling/ MapkupoBka Complies / CooTeTcTByeT See Section 1.3.2 of Module 1 of registration
dossier. / B coorsercrBum ¢ pasgenom 1.3.2.
Moy | perucTpaLiOHHOrO AOCHE.
"Storage / Yca0Bus XpaHennst For configuration with 3 filled vials and 3 ampoules with a solvent in a casselte:

In the original packaging (3 vials with medical product and 3 ampoules with solvent in the
carton), at temperature below 25 °C. /

EJ!SI VOaKOBKH 10 3 gﬁnamua C MpenapaTroM | 3 amMnynbl C PACTBOPHTEAEM B KACCETE:

B opuruHanbHoi ynakoske ((1akoHbl C NPENapaToM H aMmITyJibl C paCTBOPUTENEM B na4xe)
npu Temneparype He Bbiie 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

Cpoxk roaHocTH (cpoK years. / CpOK rOJHOCTH KOMILIEKTA OTIPEAEIACTCA CPOKOM FOAHOCTH JIEKApCTBEHHOTO

XpaHeHHﬂ) KOMIIJIEKTA npenapaTa A MEAVNLIHHCKOTO HpHMeHCHI/Iﬂ = 3 roaa.

API name / Haumernosanue ADC: Tenoxicam / TeHokcHKaM

INN / MHH: Tenoxicam / TeHoxcHKaM

API manufacturer batch number / -
92018125

Homep cepuu npoussoaurtens APC:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipusmeyanue: [IpoaykT cooTBeTCTByET TpetoBaniam HI Jarmouerne: OJOBPEHO

Prepared by / TToarotoraeno:  [|Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ke [Tpesepeno: IMposepeno (AOK):  [[Onofpeno: Ofecneuenie xatecrsa/ OTBETCTBEHHOE AHLLO!
) 4V /-h\ 7 ;__:____-‘ ) 5 O
2 QN _— &=
i A /- :
i‘ Date _r . ) Date ;1171 4| |Date / W,__*N‘;;’\p,, '-"--"-'»{! 1.‘-::.',-
I Jara [aru Rara; ~" | Tlara




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[poaykt: Tekcapen® (TeHokcHKam) JHOMIN3AT 1A NPHIOTOB/ICHHA PACTEOPA IJIA Hibexumit, 20 Mr

Market / Poinox : Russia / Poccns

Batch No. / ) Batch Quantity / . 97002 vials /

Cepusn Ne e s Pa3smep cepitn " 97002 drakoHOB
Analytical Repourt No. / : QC/FP/26/00252 Date of Analysis / . (06/05/2026)
AHaluTHYecKuii oTueT Ne Jata aHanu3a

Date of Manufacture / : (04/2026) Date of Expiry / . (03/2029)

JlaTa npou3BoiACTBA I"ogen no

Mfg. License No. /

IIpousBogcTBEeHHASR : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT-RU)
auueHdns Ne .

PIL approved: / HMII yrsepwaena: 14.10.2025

Analysis performed according to ND No: / Anaan3 nposesex mo HJI Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makerul ynakosku yTsepauiensi: 14.10.2028
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FP Manufacturer API Batch number /
Homep cepuu cyGcTanuin
npoussoaures IJIdD:

B250004300

API Manufactured by & country /
Ipounssogurens APC, crpana:

Edmond Pharma S.r.l., [taly /
Damong ®apma C.p.n., Uranus

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

HaumMeHoBaHHe, a/ipec H HOMep
JHLEH3HH IUI0INAJKH,
OCyL{ecTBAAIOMIEH
NPOU3BOACTBO/KORTPONL
Kkavecrsa/soinyck [JIP

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.- 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT - VANSETI VILLAGE, PO -
TAJPURA, TALUKA — HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /

BJIP ©APMACBIOTHKAJIC WHTEPHEMILEHE NBT. JTH., Haaus
Cypseit Ne 51/1/1, 51/1/2, 5172, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/5,
53/1, 53/2, 53/3, 54/1, 54/2, OT - Banuern [lepepns, [10O-Tamxnypa, Tanyka
- Xanon, oxpyr INanumaxan — 389 350, Mnaus (nuuensus Ne G/28/1828)

Declaration 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 speci

fications in the Marketing Authorization dossier of the importing country.

Production, packaging and testing records are veritied and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established». /

Remarks : The Product confirms to ND/

[pusteuanue: [poayxr coorseTcTByeT 1pedusanian HJ

Conclusion : APPROVED /
Jaxawyvenne: OJ0OGPEHO

Prepared by / Tlonrotoeneno:  ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Nt [Tposepetio MNposepeno (AOK):  ||OnoGpeso: Ofecnevenue kavuecTsy OTBeTCTBENIHOC NHLO!
YV~ g = i . 2
- S B Z =
L | \ — N i _
Date ||Duate sl lIDare sy (S\q P4 Date
Mata: [| lata - [|dara: ©% 3= Tata:




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IpoayxT: Texcapea® (TeHokcHkaM) THOGHAN3AT AN NPUrOTOBJICHHSA PACTBOpa 44 UHbEKLUHH, 20 Mr

Market / Prinok : Russia / Poccua

Batch Quantity /

. 97002 vials /

IpousBoacTBeHHAR

Batch No. /
Cepus Ne ’ BI?60095A Pazmep cepun * 97002 dnakoHOB
Analytical Repovrt No./ : QC/FP/26/00252 Date of Analysis / : (06/05/2026)
AHaJUTHYECKHIT 0TyeT Nt Jata ananauza
Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
JaTta npou3poacTea Tonen a0
Mfg. License No. /
: G/28/1828 MA number: / Homep PY : JITI-N2(012106)-(PT-RU)

JMHUEHIUA No

PIL approved: / UMII yreepaaena: 14.10.2025

Analysis performed according to ND No: / Anaau3 npoeeaen no HJ{ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBkn yreep:aenbt: 14.10.2025
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3ak/II049eHHe 0 co0TBeTeTBHH: «HacTosiuym s noaTsep kAo, YTo NpUBeAeHHAS BBILIE HHOOPMALHA SBIAETCA JOCTOBEPHOH
U TOYHOMH. DTa cepHsi NPOAYKUHH Npon3BeaeHa (BKIOYas ynakoBKy (MapKUpOBKY) ¥ KOHTDPOJIb KAYECTBA) Ha BbILIEYKa3aHHOH

NpOU3BOACTBEHHOH

nnowagKke (nﬂoma.mcax) B TIOITHOM COOTBETCTBHH C TpeﬁOBaHHﬂMI/I HpaBI/UI Hagnexauwei

NpoU3BOACTBEHHOH NpakThkK EBpazuiickoro akonoMuueckoro corosa (Ne GMP/EAEU/RU/00939-2023 ot 21 mrona 2023) u
TpeGOBaHUSIMHI KOHTPOJTS Ka4eCcTBa IEKAPCTBEHHEIX CPE/ICTB, a TAKKE B COOTBETCTBHH CO cnelU PUKALMAMH, COAEPKANIUMUCS
B PErHCTPALHOHHOM JIOChE CTPaHbl-UMIOPTEPa. 3aMMCH O MPOU3BOJCTBY, YIaKOBKE M aHAIH3Y NPOBEPEHDI, H YCTAHOBJICHO
HX cooTBeTCTBHE TpeGoBaHUnM [IpaBun Hagnexalleli NpoH3BOACTBEHHOI NpakTHkY EBpa3Hiickoro 3KOHOMHUYECKOTO CO03a».

Remarks : The Product confirms to ND/
Ipusievansie: [ponykr cootsercreyer Tpedosanmanr H/L

Conclusion : APPROVED/
Jurinoucine: O;I,OBPEO

Prepared by / [Togrotosneno: [|Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
it [Tposepeno: Mposepeito (AOK):  |[OaoGpero: Odecnieuettie kauecTsa/OTBSTCTBEHHOS AILUQ!
- T /’ S\ 7S
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUOPHUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa pas mabexumii (pacTBOpUTEIB)
Batch no. / Homep cepuu BI1260071
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / JlaTa ananusa 25/03/2026
Manufacturing date / lata npon3soacTaa 02/2026
Expiry date /laTa okoHYaHHSI CPOKa 01/2031
TOOHOCTH
Water for injections (solvent) / Bona anst unbexuuii (pacTBopuTe/ib)
TESTS / NOKA3ATEJIN SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
[Mpo3paunas GecLBeTHas XXHUAKOCTH 6e3
3amaxa.

Clear, colourless liquid without odor.
/ TIpo3pauHas GecLBETHas XKUAKOCTh
6e3 3amaxa.

Particulate matter / Mexannuyeckne BKJIKO4YeHHS

Visible particles /
Buoumvie vacmuywl

According to requirements. / B cooTBeTcTBUM
¢ TpeOOBAHUAMH .

Complies / CoOTBETCTBYET

Sub visible particles /
Hegsuoumvie uacmuiybl

>10 pum particles /
YacTHL pa3MEPOM >
10 MxM

>25 pum particles /
YaCTHI] pa3MePOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha ammyity;

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

126.53 particles per ampoule; /
He Gonee 126.53 Ha ammyiy;

3.07 particles per ampoule. /

He Gonee 3.07 Ha ammyiy.

Acidity and alkalinity /
KHCcI0THOCTD H 1IeJ10YHOCTD

Test sample should pass the test. /
HcnbiTyemblit 06pasel JOJKEH BbIAECP)KUBATh
HCIBITAHUE.

Complies / CooTBETCTBYET

Reducing substances /
BoccranaBauBarlue
BellleCTBa

Test sample should pass the test. /
HcneiTyemblii 06pasell JOJDKeH BbIIEP)KUBATD
HCIIbITAHHUE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa 1uokcHa

No turbidity should be observed within 1 hour.

/ He momkHO OBITH MIOMYTHEHHUS B TEYEHHE
1 gaca.

Complies / CooTBeTCTBYET

Chlorides/ Xsopuabl

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl H HUTPHTBI

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

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

Sulphates / Cyabdatsl

No turbidity should occur within not less than
1 h. / B Teyenue He MeHee 1 yaca HE IOJDKHO
HaOJIFOaThCSA IOMYTHEHUE.

Complies / CooTBETCTBYET

Ammonium / AMMOHHIi

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

Less than 0.6 ppm / Menee 0,6 ppm

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560¢ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

1/2

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(P),
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 / CEPTU®HKAT AHAJIN3A

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATEI

Calcium and magnesium /
Kanbunii u Mmaramii

Pure blue color should be observed (without a
violet hue). / JlJomkHO HaOMIOOaTHCA YUCTO
CHHee oKpamuBaHue (6e3 ¢proaeToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tstxesibie
MeTaJLIbl

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

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

Residue after evaporation /
Cyxoii ocTtaTox

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

0.000 % /0.000 %

He mMeHee HOMUHAIBHOTO (HE MeHee 2 MIT).

Conductivity / Not more than 25 uS/cm. / 15.91 pS/cm. /
JJIeKTPONPOBOJIHOCTD He 6onee 25 mxCwm/cMm. 15.91 mxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). 22mL/
H3Baexaemblii 00beM / 2.2 Mn

Bacterial endotoxins /

Bamepnanbﬂue 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/Mn Bozp! s
MHBEKIUH.

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

Sterility / CTepHIBHOCTD

Should be sterile. / JlomkHa OBITh CTEPHIBHOM.

Sterile. / CTepuibHO.

Package description /
Onucanne 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. /
[TepBryYHas ynakoBka

ITo 2 mit pactBopuTens (BoAa Il MHbEKLIUH) B
ammynay u3 OecuserHoro crekna, Tvn 1. Ha
BEpXHEMl YacTM aMIynbl HaHECEHa TOYKa
pasyioMa OpaHXeBOro LIBETA.

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. / [lepsuynas
YIaKOBKa

ITo 2 mu pacrBopurens (Boga I
UHBEKIMIA) B aMITyJTy U3 O€CLIBETHOTO
crekna, Tun . Ha BepxHell yactu
aMITyJibl HaHECeHa TO4YKa pasjioma
OpaHKEBOro LIBETA.

Shelf-life (storage period) /
Cpok roaHocTH (cpoK
XpaHeHHs )

5 years/ 5 ner

Assessment: / 3akJtoueHue:

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

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

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

Cepust COOTBETCTBYET TPeGOBaHUM HOPMATHBHOTO I0KyMeHTa 1o kavectsy JIII-

PREPARED BY

REVIEWED BY

APPROVED BY

Ravindra More

Deepak Sonar

Name Tejaswini Chauhan
Designation Executive Manager Manager
Department Quality Control Quality Control Quality/Con%rol

Signature & Date

e\t

fa}/ 04 ) 2.02.6

s sV

P8 (iaY

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560¢ Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
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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(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Guijarat - 389350.

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Bona nast uHbexkuuii (pacTBOPUTED)
Batch no. / Homep cepuu BI1260080
Amount of product per batch / Pazmep 205.0 L
cepHuH
Date of Control / laTa ananu3a 28/03/2026
Manufacturing date / [laTta npou3BoacTsa 03/2026
Expiry date /IaTa okoH4YaHHUs CPOKa 02/2031
TOXHOCTH
Water for injections (solvent) / Bona nnist unbexumii (pacTBopureJib)

TESTS / TIOKA3ATEJIX SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

Description / Onucanue Clear, colourless liquid without odor. / Clear, colourless liquid without

[Tpo3pauHas GecrBeTHas >KUIKOCTD 6e3
3amaxa.

odor. / Tlpo3paunas OGecuBerHas
’KHAKOCTH 0€e3 3amaxa.

Particulate matter / MexaHn4yecKHe BKJIIOYEHHUS

Visible particles /
Buoumwie vacmuywl

According to requirements. / B cooTBeTcTBUH C
TpeOOBaHHUAMH .

Complies / CooTBeTcTBYET

Sub visible particles /
Heeuoumvie yacmuyut

>10 um particles /
4acTHL pa3MepoM > 10 MKkM

>25 pm particles /
YaCTHIl pa3MEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha ammyny;

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

90.53 particles per ampoule; /

He 6osee 90.53 Ha ammyiy;

2.00 particles per ampoule. /

He 6onee 2.00 Ha ammyiy.

Acidity and alkalinity /
KucjaoTHOCTD H 11eJ0YHOCTD

Test sample should pass the test. /
Hcnbityemslii 06paser; 1o1’KeH BbIIEPKUBATh
HCIIBITAHHE.

Complies / CootBercTByET

Reducing substances /
BoccranaBauBaloime
BellecTBa

Test sample should pass the test. /
HcneiTyemslii o6pasel; N0IKeH BbIAEP)KUBATh
UCTIBITAHHE.

Complies / CootrBeTcTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

HuTtpaThbl H HUTPHTBI

He 6onee 0,00002 % (0,2 ppm).

Yriepona quokcHa / He mOMKXHO OBITH MOMYTHEHUS B TEUSHHE

1 yaca.
Chlorides/ Xnopuasi Not more than 0.5 ppm. / He 6onee 0,5 ppm. 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). /

Menee 0,00002 % (0,2 ppm).

Sulphates / CyabdaTsi

No turbidity should occur within not less than
1 h. / B TeyeHue He MeHee 1 yaca He IOJHDKHO
HaOJII0AaThCA TOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMoOHMIi

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

Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

Calcium and magnesium /
Kanbuuii 1 Maramii

Pure blue color should be observed (without a
violet hue). / JToyokHO HAGIIOAATHCS YHUCTO
cuHee okpainBaHue (6e3 GHoIeTOBOro
OTTEHKa).

Complies / CooTBeTcTByeT

Heavy metals/ Tsoxesnbie
MeTaJLIbI

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 ocTaTok

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

0.001 %/0.001 %

Conductivity /
DJIeKTPONPOBOAHOCTH

Not more than 25 puS/cm. /
He 6onee 25 MkCm/cMm.

12.45 pS/em. /
12.45 MmxCwm/cm.

Extractable volume /
H3Baekaemblii 00beM

Not less than label claim (not less than 2 mL). /
He mMenee HoMuHaIBHOTO (HE MeHee 2 M).

2.2mL/
2.2 M1

Bacterial endotoxins /
Bamepmmbnble SHAOTOKCHHbI

Not more than 0.25 EU/mL of water for
injections. / He 6omnee 0,25 EQ/Mi Boas! mjist
HWHBEKLHH.

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

Sterility / CTepuibHOCTD

Should be sterile. / JlomkHa OGBITh CTEPUITBHOI.

Sterile. / CtepuibHo.

Package description /
Onucanne 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. /
IepBuyHas ymakoBka

Mo 2 Mt pactBOpUTENS (BOAA IJIsl HHBEKIHIA) B
ammyiny W3 OecrBerHoro crexia, tam I. Ha
BEpXHEl YacTH aMmyJbl HaHECEHAa TOYKa
paziioMa OpamKeBOro 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. /
[lepBuyHas ynakoBka

ITo 2 mn pactBoputens (Boma s
HWHBEKLHUN) B ammyny U3
O6ecuperHoro crekma, Tun I. Ha
BEpPXHE YacTH aMITyJibl HaHeceHa
TOYKA pPa3jioMa OPaHXEBOTO LIBETA.

Shelf-life (storage period) /
Cpok roaHocTH (cpok
XpaHeHHS)

S years/ 5 net

Assessment: / 3akiroueHue:

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

(PT-RU)-141025. /

Cepus cOOTBETCTBYET TpeOOBaHHUAM HOPMATHUBHOTO AOKYMEHTa 110 kayecTBy JIII-

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

PREPARED BY REVIEWED BY APPROVED BY
Name Tejaswini Chauhan Bhushan Kothawade Ravindra More
Designation Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
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