BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Tpoayst: Tekcapen® (TeHoKCHKaM) THOGIIN3AT IS IPUTOTOB/IEHHS PACTBOPA MU MHBEKIHIA, 20 Mr

AHAJNHTHYECKHI oTyeT Ne

Market / Poinok : Russia / Poccns

Batch No. / ] Batch Quantity / 97910 vials /
Cepusa Ne VSR Paszmep cepun 97910 dnakoHoB
Analytical Report No. / : QC/FP/26/00114 Date of Analysis / : (12/03/2026)

JlaTa anaainsa

Date of Manufacture /
JlaTra npou3BoacTBa

: (02/2026)

Date of Expiry /
T'onen xo

: (01/2029)

Mfg. License No. /
HpoussoacreenHas
JuueH3us Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananu3s nposeaen o HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Maxers! ynakoBki yTeepaaensi: 14.10.2025
PIL approved: / HMII yrBepsaena: 14.10.2025

Page 1 of 12/ Ctp. 113 12

Ne Test / Iloka3zaTean

Result / Pe3yabTaThi

Specification / Hopma

1 | Description / Onucanue

Yellow
JInopunH3HpOBaHHBII
HKENTOrO LBETA.

lyophilized powder. /
TNOPOLLIOK

Yellow to greenish lyophilized powder. /
JTno(pUIHIMPOBAHHBIA OPOILOK IKENTOTO C
3e/IEHOBATEIM OTTEHKOM LIBETA.

2 |Identification / M penTndpurauun

HPLC /BIXX

Tenoxicam / Teroxkcurxam

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
yJAEepXUBaHAA MUKAa TCHOKCUKaMa Ha
XpoMaTorpaMme MCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BpEMEHH
YAEDAHUBAHU THKA TEHOKCUKAMAa Ha
XxpoMmarorpamme CTaH/IAPTHOTO
pacrsopa.

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 ynepxuBaHus
nMKka TEeHOKCHKaMa Ha  XpoMaTorpamme
HCTBITYEMOTrO pactsopa JODKHO
COOTBETCTBOBATh BPEMEHH YACPKHBAHUS MTHKA
TEHOKCHKaMa Ha XpoMarorpaMme
cTaHmapTHoro pacteopa (cM. «Ilpumecu,

|onpeenenye eAMHHYHBIX TPUMECEH H CYyMMb!
inpumeceii (254 Hm)).

Acminisirative Oifice

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

[Tpumeuanue: [MpooykT cooTBeTCTBYET TpeGoBanuamM HJJ 3axawuenne: OJOBPEHO

Prepared by / [ToarotosneHo: |{Checked by Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /

by Mposepeno: Mposepero (AOK):  [|OnoGpero: Obecnesenue kayectBa OTBETCTBEHHOE [THLO:
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHA3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr; Texcapen® (TeHokcukam) THOGUAM3AT 419 IPUIOTOBIEHUA pacTBOpa A1 HHbeKUMH, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 97910 vials/

Cepus Ne e Paimep cepuu ' 97910 dnakoHoB
Analytical Repo“rt No./ : QC/FP/26/00114 Date of Analysis / . (12/03/2026)
AHaNHTHYecKHit oTueT Ne Jara aHasn3a

Date of Manufacture / : (02/2026) Date of Expiry / . (01/2029)

JlaTa npon3BoACTBa Togen ao

Mfg. License No. /

IlpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHieH3us Ne

PIL approved: / UMII yTBepskaena: 14.

Analysis performed according to ND No: / Anaan3s nposeaed mo HJI Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTn! ynakosku yreepxgennt: 14.10.2025

10.2025

Page 2 of 12 / Ctp. 2 u3 12

Tenoxicam / Tenorcuxkav

UV spectrophotometry / ¥ O-
cnexmpoghomosmempus

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 257.72
nm, 285.01 nm and 367.20 nm. / Y®-
CMEKTP MOIIOLIEHUS HCHLITYEMOro
pacTBOpa, MPHTOTOBIEHHOIO I
KOJNIMYECTBEHHOIO OINpeJeNneHus, B
obnacty ot 230 uM 10 400 HM uMeeT
MaKCHMMyMbl TpH JJIHHaxX BOJH
257,72 um, 285,01 M u 367,20 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-cuekrp
MOrJIOMIEHHUS HCTIBITYEMOTrO pacTBopa,
[PUTOTOBJGHHOTO  JUISl ' KONMYECTBEHHOIO
onpenenenns, B o6aactd ot 230 uM a0 400 HM
JIOJDKEH HMETh MAKCHMYMBI NIPH AJIHHAX BOJH
257 £ 2 uM, 285 £ 2 uM u 368 = 2 uM (cM.
«KonuyectsenHoe orpeeneHue
TEHOKCHKAMay).

Remarks : The Product confirms to ND/

Mpumesanue: [IpoaykT cooTsercTByeT TpedoBanvam HII

Conclusion : APPROVED/
Jakmouenne: OJOBPEHO

Approved by: Quality Assurance/Authorized person /

Prepared by / loarortosseno: ||Checked by / Checkead by (AQA)/
Vg Iposepetio: IMposepeno (AOK): (|0x0Gpero: OGecneuenne kauecTsa/OTBETCTBEHHOS THLO!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxkr: Texcapen® (Terokcnkam) NHOGHIN3AT 1/ NPUrOTOBIEHHA PACTBOPA A/l MHBEKLMH, 20 MI

Market / Poinox : Russia/ Poccust

Batch No. / ) Batch Quantity / . 97910 vials /

Cepus Ne 3 EIPiER Pa3mep cepun " 97910 ¢naxoHos
lytical 5 i

Analytica Repo“rt No./ : QC/FP/26/00114 Date of Analysis / . (12/03/2026)

AHaJUTHYeCKHIT oTyeT Ne JlaTa aHanuM3a

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npou3BogcTBa TogeH Ao

Mfg. License No. /

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

JHIeH3us Ne

Analysis performed according to ND No: / Asanuz nposeaen mo HJ Ne: JIII-Ne(012106)-(PI'-RU)-141025

Artworks approved: / MakeTs! ynakoBkH yTBepxaenni: 14.10.2025

PIL approved: / HMII yreepxkaena: 14.10.2025
Page30f 12/ Ctp. 3 13 12
Sodium metabisulfite / The retention time of sodium |The retention time of sodium metabisulfite peak
Hampus memabucynsum metabisulfite peak in the test solution |in the test solution chromatogram should
HPLC / BIKX chromatogram corresponds to the [correspond to the retention time of sodium

retention time of  sodium
metahisulfite peak in the standard
solution chromatogram. / Bpems

yAEpKHBaHUA [MKa HaTpus
MeTabucynphura Ha
XpoMaTorpamme HCHbITYEMOTO
pacTBOpa COOTBETCTBYET BpPEMEHH
yIep)KHBaHHUA HKa HATpUS
metabucynbdura Ha
XpOMaTorpamMmme CTaHAaPTHOrO
pacTBopa.

metabisulfite peak in the standard solution
chromatogram  (see  Sadinm  Metahisulfite
Assay). / BpeMs yaepkHBaHWS NMHKa HaTpUs
MeTtabucynspura Ha XpomaTtorpamMme
HCTIBITYEMOro pactsopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YIePXKHBAHHA THKA
HaTpHs MeTabucynbdura Ha XpoMaTorpamme
CTaHAapTHOrO pactBopa (em.
«KoaHuecTBEHHOE  ONpefieNieHHe  HaTpHA
MeTabucynbduran).

Dissolution time / Bpemst
pacTBOpeHHs

39 seconds / 39 cekyHa

Not more than 60 seconds. / He tonee 60

CEKYHJ.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
ITpsumeuanue: [Iponykr coorseTcTyeT TpedoBanmam HI Jaxmovenne: OJOBPEHO
Prepared by / TToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
L utt [TpoBepeHo: npogﬁﬂﬁ (AOK): |lOno@peno: ObecneueHue kauecTBa/OTBETCTBEHHOE AHLO!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Texcapea® (TeHokcukam) TMOQHIN3AT Ji NPUTOTOBICHUA PacTBOpa JId UHbEeKUkHA, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 97910 vials /

Cepust Ne S e ey Pasmep cepun * 97910 ¢aakoHoB
Analytical Repourt No. / : QC/FP/26/00114 Date of Analysis / . (12/03/2026)
AHAJHTHYECKHI oTyeT No Jara aHau3a

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npon3BoACTBA T'ogen no

Mfg. License No. /

IpousBoacTBeHHAsA : G/28/1828 MA pumber: / Homep PY : JITI-Ne(012106)-(PI'-RU)
JIHIeH3Ust Ne

Analysis performed according to ND No: / Ananus nposeaex no HJI No: JIIT-Ne(012106)-(P[-RU)-141025
Artworks approved: / Makers! ynakoBkH yTep:kaenst: 14.10.2025
PIL approved: / HMII yrBepkaena: 14.10.2025

Page 4 of 12/ Ctp. 4 u3 12

4 | Appearance of reconstituted
solution / Onncanne
BOCCTAHOBJIEHHOTO
pacTBOpa

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

yellow solution is formed. /
[Tpenapar pacisopsercs
MOJTHOCTBIO c OTCYTCTBUEM
HEPaCTBOPEHHBIX  4acTHl, 0e3
BUIMMBIX MEXaHHYECKHX
BKJIIOYEHHU . O6pazyerca

ApO3pauHblil xETTEIH pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar HoMkKeH
PacTBOPATBLCA  ITOJHOCTBIO C  OTCYTCTBHCM
HEpacTBOPEHHBIX YacTul, 0€3 BHIMMBIX
MexaHW4eckux  BikiroueHnH. OO6pasyerca
Mpo3payHblii  3€NCHOBATO-KENTOrO0  LBETA

pacTBOD.

5 | Solution clarity* /
IIpo3pauHocTh pacTBOpa*

The product solution is clear. /
PacTBOp npenapara npo3paqHbIi.

The product solution should be clear. / Pactsop
npenapara A0/KeH ObITh IPO3PavYHbIM.

6 | Solution color* / lipeTHOCTDL
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY,. / CreneHs okpacky
pacTBopa npenapara He MpeBbILIAET
stanoH GY.

The product solution should not be more
intensely colored than the reference solution
GY,./ CreneHb OkpackH pacTBOpa npenapara
He JOJDKHA MpeBbiLiaTh 3Talon GY .

|

7 | pH*/pH paCTB:)pa*

9.139/ 9,139

7.5t0 10.0. /0t 7,5 10 10,0.

| 8 | Particulate matter* / Mexanudeckye BKJIIOYEHHSA*
l

| SN

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanne: [poaykT cooreTcTyeT Tpedosannam HI 3axmouenre: OJOBPEHO
Prepared by ' Moarotosseno:  [|Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
\ N [posepesio: [Mposepens (AOK): |[Oaofpeno: OSecneuenne kauecTsa/ OTBETCTBEHHOE THLO!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Texcapen® (TeHOKCHKaM) JHOQUIIH3AT A PUTOTOBIEHHUA PacTBOPa U MHbEKLMIA, 20 Mr

Market / Poitok

: Russia / Poccusa

JHUEeH3HA Ne

Batch No. / . Batch Quantity / . 97910 vials /

Cepusa N\e 3 BI260055A Pasmep cepH 97910 ¢nakoHos
Analytical Repourt No. / . QC/FP/26/00114 Date of Analysis / : (12/03/2026)
AHAJIHTHYECKHH oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JaTa npon3BoacTBa I'oaen oo

Mfg. License No. /

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

Analysis performed according to ND No: / Ananus nposeaen no HJI Ne: JIII-Ne(012106)-(PT'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTBepxaeHsi: 14.10.2025

PIL approved: / HMII yreep:kaeHa: 14.10.2025

Page 5o0f 12 / Crp. 513 12

Visible particles / Budumuie wacmuyel

Complies / CoorBeTcTByeET

According to requirements. / B

COOTBETCTBHH C TpeﬁOBaHHﬂMH.

ynemugeL

Subvisible particles. / Heguoumble

31.87 particles per vial / 31,87 prakon

Particles > 10 pm: not more than
6,000 per vial: / YacTuu pasMepoM
> 10 MkM momwkHO ObiTh HEe Gosee
6000 Ha duakoH;

0.80 particles per vial / 0,80 dnakon

Particles > 25 um: not more than 600
per vial. / Uactuu pasmepom
> 25MKM JODKHO ObiTh HE Oonee 600
Ha ¢I12KOH.

9 | Related Substances / IIpumech

2-aminopyridine /
2-aMHHONTHPUAMH

0.00% /0,00%

Not more than 0.25 % / He 6oaee 0,25 %

Individual unidentified

impurity / EaunuyHas | Below BDL (BDL=0.02 %)/ Huxe
HeuaeHTH(UUUPOBRHHAS nopora perucrpauns (TP =0,02 %)
fpuMech | |

Not more than 0.5 % / He 6onee 0,5 %

Remarks :_"l:h-e Product confirms to ND/

ITpusmeuanue: [poayxr cooTBeTcTBYET Tpedosanuam HIL

Conclusion : APPROVED /
Jaxmovenne: OJOBPEHO

Prepared by / [loaroTtosaeHo:

Checked by /
S TNposepeno:

Checked by (AQA)/
lposepero (AOK):
plg/m;gs\r:c (AOK)

Approved by: Quality Assurance/Authorized person /
Ono8peno: ObecnederHe kadecTsa OTBETCTBEHHOE AHLO!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
poaywr: Texcapea® (TeHOKCHKAM) AHODUAMIAT N4 NPHFOTOBACHMUA PAcTBOpa 1A UHBEKUMH, 20 MT

Market / Peinox : Russia / Poccus

Batch No. / : Batch Quantity / . 97910 vials /
Cepua Ne I Paimep cepuu © 97910 durakonos
Analytical Report No. / . Date of Analysis / ]

AsaauTHueCKHiT oT4eT No A T JlaTa anaaunza g B2
Date of Manufacture / . Date of Expiry / »

JlaTa npou3soacTea JQ2E29) Togen ao o (AR

Mfg. License No. /
IIpousBoacTBeHHasK
JHIeH3HA Ne

: G/28/1828

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

Analysis performed according to ND No: / Anasin3 nposeaen no HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakosku yTeepxaenn: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025

Page 6 of 12 / Ctp. 6 u3 12

Total impurities /
CymMmMa npuMeceit

0.00% /0,00%

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

Uniformity of dosage units* /
OaHopogHOCTh
A03HPOBAHHbBIX eTHHHI*

10

3.31/3,31

Acceptance value (AV) should not be more
than 15.0. / IToxazarens tipuemnemoctu (AV)
JokeH 6sITh He 6onee 15,0.

Water* / Conepxaune
BOABI*

11

0.33%/0,33%

Not more than 3.0 %. / He 6osnee 3,0 %.

Bacterial endotoxins* /
BakTepnaiabHbie
SHIAO0TOKCHHBI*

12

Less than 1 EU/mg/
Menee 1 EQ/mr

Not more than 1 EU/mg of tenoxicam. / He
6onee 1 ED/Mr TeHOKCHKaMa.

13 | Sterility* / CrepuiasHocTh*

Sterile / Ctepunen

Should be sterile. / JJomked 6bIThb
CTEPHIIBHBIM.

14

Assay / KosimuecTBeHHOe onpeaesieHHe

Tenoxicam / Tenoxcuram

uv/yo-

cnexkmpoomovempuyeckui

99.9%1/99,9 %

| 90.0% to 110.0% of Ci3HIN3O4S;
(tenoxicam) of label claim. / Ot 90,0 % no
110,0% CisHIN3O4S, (TeHokcukam) oT
HOMHHAJILHOIO COepKaHHus.

Remarks : The Product confirms to ND/
TIpumeuanue: [TposyxT cooTBercTBYET Tpebosannam HJI

Conclusion : APPROVED /
Jarawyerue: O{OBPEHO

Checked by /
[posepeHo:

Prepared by / [lonrorosieno:

{ ._.'\Ut“" e

Checked by (AQA)/
[IposepeHo (AOK):

Approved by: Quality Assurance/Authorized person / |
Qnobpeno: Odecneyenue xkauecTsa/OTBETCTBEHHOE STHILO!

: Lo

Date 0 2y 3

ara:

Date /

12/03/2016

Hara:




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoayxT; Texcapen® (TeHokcHkaM) THOMHIN3AT A/l MPUrOTOBIEHNS PacTBOPA A1 HHBEKLHH, 20 MT
Market / PriHok : Russia/ Poccus
Batch No. / . Batch Quantity / . 97910 vials /
Cepua Ne thai2ol 0274 Pasmep cepnu * 97910 dnaxoHos
Analyti : i

alytical Repourt No./ : QC/FP/26/00114 Date of Analysis / : (12/03/2026)
AHAJHTHYECKHH oT4eT Ne JlaTa anayu3a
Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)
JlaTa nponssogcrsa Toaen xo
Mfg. License No. /
IIpouzBoacrBennas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUeH3Hs No
Analysis performed according to ND No: / Anaaus nposeaen no HJ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBku yreepxaensi: 14.10.2025
PIL approved: / UMII yrBepskaeHa: 14.10.2025

Page70f 12/ Ctp. 7 n3 12
85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% nmo 110,0%
HPLC / BIXKX Hatpusa MetaGucynbpuTa OT HOMHHAIBHOIO
COJIEepXKaHUS.

Sodium metabisulfite / 107.4 %/ 107,4 %
Hampur memabucynspum

15 | Package description / OnucaHue yaKoBKH
Primary package / [lepsuynas | 20 mg of the tenoxicam in a | 20 mg ofthe tenoxicam in a colorless glass vial

HAKOEKA colorless glass vial type I stoppered | type I stoppered with a bromobutyl rubber
with a bromobutyl rubber stopper, | stopper, crimped with aluminum flip-oft seal
crimped with aluminum flip-off seal | with a plastic disk over an aluminum cap. / [1o
with a plastic disk over an aluminum | 20 Mr TeHOkcHKaMa BO (aKOH H3
cap. / ITo 20 Mr teHokchkaMa BO | OECLBETHOr0 cTeikia THO [, yKyHNOpeHHbIH
(naxoH u3 GecLBeTHOro cTekna TN | npobkoii 43  OpoMOyTUNOBOH  pe3uHbl,
I, ykynopeHHblii npoOkoif W3 | 0OXKAaTOH  ATOMHHHEBBEIM  KOJMAYKOM  C
OpoMOBYTHIIOBOI pe3uHbl, 00Xatoit | KOHTpoNEM [epBoro BCKDBITUS
ANFOMHAHUEBBIM  KOJNMAYKOM € | [UTACTHKOBBIM JHCKOM NTOBEPX altOMHHUEBOrO
KOHTpOJIEM MEpBOro BCKPHITHA M | KOJIMAYKA.

MJIaCTUKOBbIM ~ JTUCKOM  TOBEpX |

ATEOMHHUEBOTO KOJINayKa.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3ararouenne: OJOBPEHO

IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpeSoBaHuam HJQ

Prepared by / [Toarotosaeno: |[Checked by / Checked by (AQA) / |[|Approved by: Quality Assurance/Authorized person /
\“ e IMposepeno: IMposepeto (AOK):  ||Onobpeso: Odecnevenue kayectsa OTBETCTBEHHOE JMLO:

D % & - - o=

A " _ —

_ ,, G

re 3 = GBS Nate / Pr ) WL, .
Date R R A s d T N ]Date, \"‘;AQT;‘L"’” Mo i:_')ate 12 ! 53000k
Tara: Aara: '~ 2~/ 2015 Hara: Jlara: e
Administrative Cffics © " Znginesrng Car 3. Matthew Read Orera Haouse M 4N

T Slaldslalcin el -
mah  O0IpnaEImai@wsn

i Al

Uu i+




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoxykr: Tekcapen® (TeHokcHKam) nHOGWIH3AT A/ IPHIOTOBIEHHS PACTBOPA AN HHBEKIIHH, 20 MT

Market / PeiHok : Russia/ Poccns

Batch No. / : Batch Quantity / . 97910 vials /
Cepuna Ne IR Pasmep cepnu * 97910 dnakoHoB
Analytical Report No. / : QC/FP/26/00114 Date of Analysis / : (12/03/2026)

AHaJuTHYeCKH oTyeT No

JlaTa anan3a

Date of Manufacture /
Jlata npousBoacTea

: (02/2026)

Date of Expiry /
Togen go

: (01/2029)

Mfg. License No. /
ITpouzsogcTBeHHAR
JIHIeH3us Ne

: G/28/1828

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

Analysis performed according to ND No: / Ananu3 nposegen no HJI Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / Makers! ynakoBku yreepxaenbi: 14.10.2025
PIL approved: / UMII yrsep:xaena: 14.10.2025

Page 8 of 12 / Ctp. 8 n3 12

XpaHeHHs)

- 16 | Shelf-life (storage period) /
Cpox roasocth (cpok

3 years /3 rona

* Note. / * lpuscuanue.

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. Eur. procedures for release quality control at the manufacturing site. / AranuTH4eckue Meroankn no I'G PO pelicTeyroiiero H3gaHuA
TIPHMEHAIOTCA JUI KOHTPO/IA KadecTBa Npenaparta Ha TeppuTopuu Poccuiickoit Denepati. Jins BulllyCKAIOLIET0 KOHTPO/IA KAUeCTBa Ha IPOM3BOJCTBE
POM3BOUTE/b HCIIONMB3YET METOAMKU o EBponelickoit PapMakomnee AelCTBYIOMEr0 H3NAHUA.

Remarks : The Product confirms to ND/

Conclusion ;: APPROVED /
3aknwuenue: OJOBPEHO

IMpumeuanse: [IpoaysT coorsercrayer Tpeosatmam HJ

Prepared by / IMoaroTtosieHo:

Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /
Oa06peto: Ooecnequue kauectsa/OTBETCTBEHHOE JIHLO:

Ilara

Nata: 12 oo s
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoaykT: Texcapea® (TeHokcrkam) TMOGHIU3AT IUIF IPUTOTOBJICHHSA PacTBOPA ANS MHBEKLUMH, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / : Batch Quantity / . 97910 vials /

Cepus Ne g Pa3mep cepun 97910 dnakoHoB
Analytical Repovrt No. / . QC/FP/26/00114 Date of Analysis / : (12/03/2026)
AHajauTHYecKHH oTdyeT No JlaTa aHanusa

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

Jlata npousBoacTBa Toaen 1o

Mfg. License No. /

Ipon3BoacTBeHHan : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)
annen3ua Ne

Analysis performed according to ND No: / Ananns nposegen mo HJ Ne: JIII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTbl ynaxoBxH yreepxaensi: 14.10.2025

PIL approved: / IMII yrBepxaena: 14.10.2025
Page 9 of 12/ Crp. 9 n3 12
KIT / KOMILIEKT
TESTS / TIOKA3ATEJIA RESULTS / PE3YJIBTATHI SPECIFICATIONS / HOPMbI
Package description /| Secondary package / Bmopuunas | Secondary package / Bmopuunan ynaxogxa
Onncanne YUaKOBKH VRaKoeKka 3 vials with the medical product and 3 ampoules

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. / Ilo 5
(1aKOHOB ¢ IpenaparoM 4 5 ammyJ
C pacTBOpHTENEM MNOMEHIAIOT B
KacceTy M3 IOJUBHHIIXJIOpHAA. |
KacceTy BMECTE ¢ MHCTpYKLHeH no
(PUMEHEHHIO [OMELIAT B MayKy
KapTOHHYHO.

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.
1 cassette and patient information leaflet in a
carton pack. /

ITo 3 ¢nakoHa ¢ mpemapatoM H 3 aMmITynsl €
pacTBODHUTENIEM [OMELLAIOT B  KAacCeTy M3
MONMBUHUNXIOPUAA. | KacceTy BMeECTE ¢
HHCTPYKLHMeH 10 NPUMEHEHHIO MOMELLAIT B
Na4yKy KapTOHHYIO.

Mo 5 ¢dnakoHOB ¢ mpenapaToM H 5 aMmoyn ¢
pacTBOpHTENEM MOMEIAIOT B KacCeTy H3
MONMBHMHHIIXIOpHIA. | KacceTy BMeCTe C
MHCTPYKLHEH MO MPUMEHEHHIO MOMEILAT B
navyKy KapTOHHYI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / I
IMpumeuanue: [Ipoaykt cootgeTcTBYeT TpeSoBanuam H/I 3akniouenue: OJOBPEHO
Prepared by / [Toarotosaero: ||{Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
- = [Tposepeno: [Nposepero (AOK): ||OneSpeno: Obecrneuerne xkauecTsa/ OTBETCTBEHHOE HLIO:
.:'\.l"-'”w 21: Aotn-
A - /‘-f—’-‘l [ .‘:.__-—
4 5 ~_
Date / Dare Date/ -3y - 1, ||[Pate YT
IatBtts pag % 12105740y
lata: [ara; ' 2/ 232024 [aTa: \ql‘ﬁ“" Nara: ~1724




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3A

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

IpoayxT: Tekcapea® (TeHokcnkam) IMOMHAM3AT 411 NPUrOTOBAEHHS PACTBOPA /14 HHBEKLM, 20 MI

Market / Poinox : Russia / Poccust
Batch No. / Batch Quantity / 97910 vials /
' ) .
Cepua Ne J IR Pasmep cepuyu * 97910 ¢nakoHOB
Analytical Repo“rt No./ : QC/FP/26/00114 Date of Analysis / : (12/03/2026)
AHAJHTHYECKHI oT4eT No JlaTa aHanau3a
Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)
Jlara npoussogersa Togen no
Mfg. License No. /
IIpousBoacTBeHHAR : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
anuensus Ne

Analysis performed according to ND No: / Anasnu3s nposegen no HJI Ne: JHI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoBkH yTBepxaenst: 14.10.2025
PIL approved: / HMII yreepaxaena: 14.10.2025

Page 10 of 12/ Ctp. 10 u3 12

KIT / KOMILIEKT
TESTS / IOKA3ATEJHA RESULTS / PE3YJIbTATHI SPECIFICATIONS / HOPMEI
Labeling/ MapkupoBka Complies / CooTsercTByeT See Section 1.3.2 of Module 1 of registration

doosier. / B ooorpororbint o pasgonom 1.3.2.
MOZYNs | pErHCTPalMOHHOIO JOCHE.

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 25 °C.

Ina ynakosky o 5 GnakoHOB C NpenapaToM ¥ S aMIyil ¢ PACTBOPHTENEM B KacceTe:

B opurunansHoit yriakoske ((akoHsI ¢ npernapaToM U aMImyJibl ¢ PACTBOPUTENEM B AYKe)
TIpH TEMIIEpaType He Bbiute 25 °C.

The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
years. / Cpok rOJHOCTH KOMIUICKTA OLPENENSETCsS CPOKOM MOLHOCTH JIEKAPCTBEHHOTO
npemnapara /il MeHULIHHCKOro MPUMEHEHHA — 3 roza.

Storage / Y ci0BHsI XpaHeHHs1

Kit shelf-life (storage period) /
Cpox rogHocTH (cpox
XpaHeHUs) KOMIIJIEKTA

Tenoxicam / TeHokcHKaM

| API name / HaumeHnoBanne ADC: ‘
: Tenoxicam / TeHOKCHKAM

[ INN / MHH:

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

Ipumeuanne: [IponykT cootBercTByeT TpeGosanmanm HJ 3axawyenne: OLOBPEHO

Prepared by / [Toarorosaeno: |[Checked by / ‘1 Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
~ B o= I'lpoBepeHo: IMposepeno (AOK):  [|Onobpero: Odecnieuenne kauecTsa/ OTBETCTBEHHOR JTHLC!
ANT oo % = foder
s - :- Ht‘; L =
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
ITpoaykr: Texcapen® (TenokcHkam) NMOGUIH3AT U NPUrOTOB/ISHHS PACTBOPa AL HHbEKLMH, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 97910 vials/

Cepnsa Ne i INEESS Pazmep cepuu ' 97910 dnaxoHOB
Analytical Repourt No./ : QC/FP/26/00114 Date of Analysis / + (12/03/2026)
AHaJIHTHYEeCKH oTdeT No Jara ananuia

Date of Manufacture / : (02/2026) Date of Expiry / : (01/2029)

JlaTa npon3BoacTBa Togen g0

Mfg. License No. /

ITpoun3sBoacTBEHHas! : (G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT'-RU)
JnneH3us Ne

PIL approved: / HMII yrBepxaena: 14.10.2025

Analysis performed according to ND No: / Ananus nposeaen mo HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTb! ynakoBkH yreepaxaenst: 14.10.2025

Page 11 0of 12/ Ctp. 11 u312

Howmep cepun cyGeranunu
npoussosuress 1J1@:

API manufacturer batch number / 92018125
Homep cepuu npousBogureass ADC:
FP Manufacturer API Batch number / B250004300

API Manufactured by & country/
Mponzsoauteas ADPC, crpana:

Edmond Pharma S.r.l, Italy /
Damona ®apma C.p.i., Uranusa

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

HauMenoBaHHe, aapec 1 HOMep
JIMUEH3HHU IO AJKH,
OCYLIeCTBIAOLI el
NPOH3BOICTBO/KOHTPOIb
KxadectBa/Boinmyck ['JI®

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) /

BJP ®APMACBIOTHKAJIC WHTEPHEMILEHEJ [IBT. JIT/,, Uuaus
Cypseii Ne 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, OT - Banuern [lepesHs, [10-Tanxmnypa, Tanyka
- Xanon, oxpyr ITanumaxan — 389 350, Munus (muueHsus 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

Remarks : The Product confirms to ND/
[pumeuanue: [IpoaykT coorsercTByeT Tpedosanuam HJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / [ToarotosneHo:

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

N e [TposepeHo: TMposepeto (AOK):  ||Ozodpeno: OGecneqe‘HHe kauecTBa/ OTBETCTBEHHOE JIHLIO!
AR - y %uﬁm
= —f Y =
: =i 7 =
1 -
Date/ . ,im V0 ) 4 Date / Date *
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxkr: Texcapen® (TeHoxcdxam) IHOMHAMIAT A/ IPHIOTOBACHHA PacTBOpa A1 HHBeKuMH, 20 Mr

Market / Pvinokx : Russia / Poccus

Batch No. / . Batch Quantity / . 97910 vials /

Cepusi Ne RRIZE005 3 Pazmep cepuu * 97910 dnakoHoB
Analytical Report No. / . QC/FP/26/00114 Date of Analysis / . (12/03/2026)
AHaJHTHYECKHIT 0TUeT No Jara anajausa

Date of Manufacture / : (02/2026) Date of Expiry / . (01/2029)

JlaTa npoH3BOACTBA ToaeH go

Mfg. License No. /

MpoussoacTBeHHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
NHUeH3nA Ne

Analysis performed according to ND No: / Araaus nposeaen mo HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynaKoBKH yTeepiaens: 14.10.2025
PIL approved: / UMII yreepwaena: 14.10.2025

Page 12 of 12/ Ctp. 12 m3 12

to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country.
Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established». /

3aKTIOYeHHE O COOTBETCTBHH: «HACTOAIAM 3 NOATBEPXKAAI0, 4TO MPUBENEHHAS BHILIE HHYOPMALHUS ABMACTCH IOCTOBEPHOH
1 TOUHOI, DTA Copiis TPOYKLIH TPOH3Deaela (BIUTOTas YNakoBKy (MapkHpOBKY) M KOHTPOMh kauecTRa) Ha BbILICYKA3AHHOH
MPOM3BOACTBEHHOH TjowaAKke (nioiwlaakax) B MOJHOM COOTBETCTBHH C tpeGosanuamu [lpasun Haznexaulei
POHM3BO/ICTBEHHOM npaxTHKH EBpasuiickoro 3KkOHOMHYECKOTO coio3a (Ne GMP/EAEU/RU/00939-2023 ot 21 urons 2023) n
TpeGOBAHUAMH KOHTPOII KAUECTBA IEKAPCTBEHHBIX CPE/ICTB, a TAKOKE B COOTBETCTBHH €O crieuuKaLMAMH, COACPKAILUMHCH
B PErHCTPALHOHHOM JOChE CTPAHbI-MMIIOPTEpA. 3aMKCH TIO IPOU3BOACTBY, YIIAKOBKE M aHAIN3Y MPOBEPEHEI, H yCTAHOBICHO
HX COOTBETCTBHE TpeGoBanusaM [TpaBun HajTexaiIeH IPOH3BOACTBEHHOH IpaKTHkK EBpasHiiCKOro SkOHOMUHECKOr0 COK03a).

Conclusion : APPROVED/

Remarks : The Product confirms to ND/
Jawkmouyenne: OQOBPEHO

Mpuvevaune: [TpoavkT cooTseTcTyeT Tpedosanuam HII
B = - ‘

Prepared by / Moarotosneso:  ({Checked by | [[Checked by (AQA) / |[Approved by: Quality Assurance/ Authorized person /
WL [TposepeHo: ‘ I'ng;t_c},u.:::io (AOK): |[{OnoGpero: O6ecneuenne kadecTsa OTBETCTBERHOE THLO:
\_ Eu ® } : L
A = % et 7
Date/ -3 2\ 2cid ] : ' '
| ﬁ‘i ;




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumeHoBanue npenaparta Bona nast nHbeKIui (PacTBOPUTEJID)
Batch no. / Homep cepuu BI1260004
Amount of product per batch / Pazmep 205.0 L
cepHH
Date of Control / laTta ananu3a 12/02/2026
Manufacturing date / [laTta npouzBoacTBa 01/2026
Expiry date /1aTa okoH4aHHS CPOKa 12/2030
TOAHOCTH
Water for injections (solvent) / Boxa a1 unbekuuii (pacTBopuTeib)

TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATBI

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

[Tpo3paunas GecuBeTHAS KUAKOCTH Oe3
3amaxa.

odor. / Ilpo3pauHas OGecLBeTHas
KUIOKOCTH O€3 3amaxa.

Particulate matter / Mexann4eckue BKJIIOYEHHS

Visible particles /
Buoumwle yacmuypi

According to requirements. / B cooTBeTcTBIH C
TpeOOBaHUSIMHY .

Complies / CooTBeTcTBYET

Sub visible particles /
Heguoumveie uacmuywi

>10 pm particles /

yacTHL pasmepoM > 10 MKkM

>25 pm particles /
YaCTHIL[ pa3MEPOM > 25 MKM

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

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

151.60 particles per ampoule; /
He 6onee 151.60 na ammyiy;

3.73 particles per ampoule. /

He Gonee 3.73 Ha ammyiy.

Acidity and alkalinity /
KucaoTHOCTD H IIEeJTOYHOCTh

Test sample should pass the test. /
HcmsiTyemblii oOpasel JoMKeH BbIICPKHUBATh
UCTIBITaHUE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccraHaB/MBaloOHe
BelecTBa

Test sample should pass the test. /
HcnbiTyemelii 06pasel] JOJKEH BbIICP)KUBATh
UCIIBITaHUE.

Complies / CooTBeTCTByET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

HuTtpaThl H HHTPHTBI

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

Yriepoxa 1HOKCH / He omKHO GBITH MOMYTHEHUS B TEYEHHE

1 yaca.
Chlorides/ Xnopuabi 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). /

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

Sulphates / CyabsdaTsl

No turbidity should occur within not less than
1 h. / B TeyeHue He MeHee 1 yaca He JOJKHO
Ha0JIIOIaThCS IOMYTHEHHE.

Complies / CooTBeTCTByET

Ammonium / AMMOHMI

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),
5214, 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®UKAT AHAJIU3A

TESTS / NOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATEI

Calcium and magnesium /
Kanabuuii 1 Maraui

Pure blue color should be observed (without a
violet hue). / JlomxHO HabMOAATHCA YUCTO
cuHee okpaiunBaHue (6e3 ¢proneToBoro
OTTEHKA).

Complies / CooTBETCTBYET

Heavy metals/ Tsixennie
MeTaLIbI

Not more than 0.00001 % (0.1 ppm). /
He Gonee 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 6onee 0,004 %.

0.000 % / 0.000 %

Conductivity / Not more than 25 pS/cm. / 13.38 puS/em. /
DJIeKTPONPOBOAHOCTD He Gonee 25 MmxCm/cM. 13.38 MkCMm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3Biexaemblii 00bemM He MeHee HOMHUHAIBHOTO (HE MEHee 2 Ml). 2.2 Mn

Bacterial endotoxins /
BaxrepHajibHble JHI0TOKCHHbBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boab! 1yis
UHBEKIIWM.

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

Sterility / CTepujbHOCTB

Should be sterile. / JJomkHa GbITh CTEPHIBHOM.

Sterile. / CtepunbpHo.

Package description /
OnucaHue 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. /
[MepBuyHas ynakoBKka

ITo 2 M pactBopuTessi (BOAA ISl MHBEKLMH) B
amnyny u3 OecuerHoro crekna, Tunm I. Ha
BEpPXHEl YacTH aMITyJbl HaHECEeHa TOYKa
pasyioMa OpamKeBOro 11BETa.

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. /
IlepBryHas ynakoBKa

Mo 2 mMn pacrBoputens (Boma i
HHBEKIIHIN) B aMmyly U3
6ecuperHoro crekia, Tun I. Ha
BEpXHEW YacTH aMIIy/bl HaHEeCeHa
TOYKa pa3jioMa OPaHKEBOI0 LBETA.

Shelf-life (storage period) /
Cpok rogHocTH (CpoK
XpaHeHHs1)

5 years/ 5 ner

Assessment: / 3aKJIIOYEHHE:

L

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

(PT-RU)-141025. /

Cepuisi COOTBETCTBYeT TPeGOBaHHAM HOPMAaTUBHOTO JIOKyMeHTa 110 KadecTsy JIII-

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

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Qulality Control Quality Control Quality Control
<
Signature & Date %\03 ),2)09/(, %ogl'w% ?9_7/ 03) 0p24

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, Gujarat - 389350.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa pnst nHbeKLMiA (PACTBOPUTEJIB)
Batch no. / Homep cepuu BI1260025
Amount of product per batch / Pazmep 205.0 L
cepuH
Date of Control / laTta anaauza 16/02/2026
Manufacturing date / /lata npou3BoacTsa 01/2026
Expiry date /IaTta okoHYaHHS CPOKa 12/2030
TOIHOCTH
Water for injections (solvent) / Bona nJs unbekiuii (pacTBOpUTEJIb)

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

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

Ipo3paunas GecrBeTHas KUAKOCTH €3
3amaxa.

odor. / Tlpo3paunas OecrLBeTHas
KHUIKOCTH O€3 3amaxa.

Particulate matter / Mexann4eckue BKJIIOYEHHS

Visible particles /
Buoumvire yacmuywl

According to requirements. / B coorBercTBUH C
TpeOOBAHUAMH .

Complies / CooTBeTcTByET

Sub visible particles /
Hesuoumvie uacmuyuol

>10 pm particles /
yacTul pa3MepoM > 10 MKkM

>25 pm particles /
YaCTHL pa3MEepoM > 25 MKM

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

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

137.33 particles per ampoule; /
He 6onee 137.33 Ha ammyiy;

1.73 particles per ampoule. /

He 6onee 1.73 Ha ammyiy.

Acidity and alkalinity /
KucjoTHOCTb H MIEJ0YHOCTD

Test sample should pass the test. /
HcnpiTyeMslii 00pa3er; 10KEH BhIIEPKUBATh
UCIIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaB/iauBalouue
BellleCTBa

Test sample should pass the test. /
Hcnbrtyemsiii 0Opasell I0MKEH BbIIEpPKHUBaTh
UCIIBITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBercTByeET

HuTpaThbl H HUTPUTBI

Yriepona 1HOKCH / He noymkHO ObITh IOMYTHEHHS B TEUCHHUE

1 yaca.
Chlorides/ Xnopuabt 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). /

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

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

Sulphates / Cyandatsi

No turbidity should occur within not less than
1 h. / B Teuenune He MeHee 1 yaca He IOKHO
HaOJII0NaThCs MOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHUIA

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 AHAJIU3A

TESTS /TIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

Calcium and magnesium /
Kanbumit u Maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHO HaGMIOATHCS YHCTO
cuHee okpauiBaHue (0e3 GproseToBoro
OTTEHKA).

Complies / CooTBercTBYET

Heavy metals/ Tsizkesibie
MeTaJljibl

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 6onee 0,004 %.

0.000 % / 0.000 %

Conductivity /
DJIeKTPONPOBOAHOCTD

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

11.06 pS/cm. /
11.06 MxCwMm/cMm.

Extractable volume /
H3BaexaeMblii 00beM

Not less than label claim (not less than 2 mL). /
He menee HoMuHapHOTO (HE MEHee 2 M).

22mL/
2.2 M

Bacterial endotoxins /
BakTepuajibHble SHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/mi1 Bomsl wist
WHBEKIUH.

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

Sterility / CrepuibHoCTD

Should be sterile. / JlJomkHa ObITE CTEPHITBHOMN.

Sterile. / CrepuibHoO.

Package description /
OnncaHue yNaKkoBKH

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. /
IlepBuyHas ynakoBka

ITo 2 mn pactBopuTtens (Boa Uil MHBEKLHN) B
ammyny u3 OecnserHoro crekna, tum [. Ha
BEPXHE 4YacTH aMITyJabl HaHeCeHa TOYKa
pazyioMa OpaHKEeBOro 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. /
ITepBuyHas yrnakoBKa

ITo 2 mn pactBopHTens (Boma IJis
WHBEKLUN) B aMILyJsy u3
OecuerHoro crekya, tvn I. Ha
BEpXHEIl 4acTW aMIlyjbl HaHeceHa
TOYKA Pa3ioMa OpPaHKEBOT'o L[BETA.

Shelf-life (storage period) /
Cpoxk rogHocTH (cpok
XPaHeHHs])

S years/ 5 ner

Assessment: / 3akJIrOUeHHE:

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

(PT-RU)-141025. /

Cepusi COOTBETCTBYET TPeOOBaHUSIM HOPMATHBHOTO JOKyMeHTa 1o kauectBy JII1-

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

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
Il
Signature & Date m\{) %) ar 2 %@Q, 1024 %;77, 0312026
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