BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / laTa ananuza

Manufacturing date / JlaTa
NPOU3BOACTBA

Expiry date /{aTa okonuanns
CPOKAa FOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE®, 1nopuin3ar Aist NpHroToBIeHHAs] pacTBOpa aJst

HHbeKIuiA, 20 mr
BI250230A

210.0 L

18/10/2025
09/2025

08/2028

LBETA.

TESTS / TIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Appearance / Onucanue Yellow with greenish tint lyophilized | Yellow  with  greenish tint
powder. / lyophilized powder. /
JluopunusupoBaHHsIii nopowok | JlnopunusupoanHslii  mopomok
XKEITOTO € 3€JICHOBATHIM OTTEHKOM | JKEJITOrO C 3€IeHOBATBIM OTTEHKOM

OBETa.

Identification / IloganHaHOCTH

Tenoxicam by HPLC /
Tenoxcuxkam (BIKX)

The retention time of tenoxicam peak in
the chromatogram of test solution should
correspond to the retention time of
tenoxicam peak in the chromatogram of
standard  solution (see  “Related
substances”, determination of single
impurities and total impurities (254
nm)). /

The retention time of tenoxicam
peak in the chromatogram of test
solution corresponds to the retention
time of tenoxicam peak in the
chromatogram of standard solution. /

Bpems YIEP>KUBAHUS nuka | Bpems YIAEp>KUBaHUsI nMKa
TCHOKCHKaMa  Ha  XpoMarorpamMme | TEHOKCHMKamMa Ha XpOMarorpamme
HCTIBITYEMOT0 pacTBopa JIOJDKHO | HCIIBITYeMOro pacTBopa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BpPEMEHH
YOCpKUBaHUS TMHKAa TEHOKCHKaMa Ha | YAEP)KUBAHUS MUKA TEHOKCHKAMA Ha
XpomarorpaMmme CTaHJApTHOTO | XpoMaTrorpamme CTaHJapTHOIO
pacTBopa (cm. «PoncTBennsle | pacTBopa.

NPUMECH», OIpeNeNieHne €IMHUYHBIX

npuMecel M CyMMBl  IpuUMecei

(254 m)).
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUG®HUKAT AHAJIM3A

TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI
Tenoxicam by UV- UV absorption spectrum of the test | UV absorption spectrum of the test
spectrophotometry / solution prepared for the Assay in the | solution prepared for the Assay in

range from 230 nm to 400 nm should | the range from 230 nm to 400 nm
have maxima at wavelengths of 257 + 2 | have maxima at wavelengths of
nm, 285 + 2 nm and 368 + 2 nm (see | 257.06 nm, 285.42 nm and

Tenoxcukam (Y-
CneKmpopomomempuyeckuii)

“Assay of Tenoxicam” test). / 368.00 nm. /

Y@-crieKTp MOIJIOIIEHNs HCHBITYEMOro Y®-cniektp TOTJIOLEHUS
PacTBOpa, ~ NPHIOTOBJIEHHOTO  [UIS | MCIIBITYEMOrO pacTBopa,
KOJIMYECTBEHHOTO  OMNpEeNENeHHs, B | IPHUTOTOBJIEHHOIO U1

obmactu ot 230 HM 10 400 HM HOMKEH | KOTHYECTBEHHOTO ONpENENeHus, B
MMETb MaKCUMyMbl NpH JUIMHAaX BOJH | obmactd ot 230 M g0 400 M
257 £ 2 um, 285 + 2 M u 368 + 2 HM | umeer MaKCHMYMBI TIpH JIMHAX
(em.  «KommuectBenHoe onpencneHue | BogH  257.06 uM, 285.42uM u

TEHOKCHKaMay). 368.00 um .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium
Hampus memabucynopum metabisulfite peak obtained in the | metabisulfite peak obtained in the
(B3KX) chromatogram of the test solution should chromatogram of the test solution

correspond  to  that of Sodium | corresponds to that of Sodium
metabisulfite peak obtained in the | metabisulfite peak obtained in the
chromatogram of the standard solution, chromatogram of the standard
as proceeded in the “Assay of Sodium | solution. /

metabisulfite” test. /

Bpems  ynepkuBanus nuka Hatpus | Bpems YACPKUBAHHUA THKa HATpUs

MeTabucynbgura Ha XpomaTorpamme MeTabucynbdura Ha
HCIBITYEMOTO pacTBopa  JO/KHO | XpoMarorpamme HCIIBITYEMOTrO
COOTBETCTBOBATE BPEMEHH | PacTBOpa COOTBETCTBYET BPEMEHH
YAEPKUBaHUA HKa HaTpHs | yAEep>KHUBaHUA HHKa HaTpus
MeTabucynbura Ha XpomaTorpamme MeTabucysnbdura Ha
CTaHAAPTHOTO pacTBopa (eM. | xpomarorpamme CTaHAAPTHOIO
«KommyectsenHoe onpejieneHue HaTpus | pacTBopa.
MeTabUCYnb(UTaN).
Dissolving time / Not more than 60 seconds. / He Gosee
60 cexyHx. 32 sec /32 cek
Bpems pactBopenns
Appearance of Reconstituted The product should dissolve completely | The product dissolves completely
solution / without of undissolved particles and | without of undissolved particles and
visible particulate matter. A clear | visible particulate matter. A clear
OnucaHne BOCCTAHOBJIGHHOT0 : . : .
greenish-yellow solution is formed. / greenish-yellow solution is formed. /
pacTBopa
Ilpenapar  pomxen  pactBopsaThes | Ipenapar PacTBOpSAETCSA MOJIHOCTHIO
TIOJTHOCTBIO c OTCYTCTBHEM | C  OTCYTCTBHEM HEPACTBOPEHHBIX
HEPAaCTBOPEHHBIX YacTHll, 63 BUANMBIX | 4acTHLL, 6e3 BHIIUMBIX
MEXaHHYeCKUX BKIo4eHui. ObpasyeTcss | MexaHHueckux BKJIIOYEHH .
TIPO3payHEIii 3eeHOBaTo-xenToro ueera | O6pasyercs MPO3payHbIif
pacTBop. 3€JIEHOBATO-XKEJITOr0 [BETA
pactBop.

Administrative Office : “Engineering Centre”, 3rd Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 « Fax : +91 22 4056 0555 « Email : support@bdrpharma.com e www.bdrpharma.com 2/7
Registered Office : 407/408, Sharda Chambers, New Marine Lines, Mumbai - 400020, INDIA.

Works/Plant : BDR Pharmaceuticals International Pvt. Ltd, Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura Village Vanseti, Taluka Halol, District Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No.: U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAJIM3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATBI

Solution clarity* /
Ipospaunocrs pacrBopa*

The product solution should be clear. /

PactBop nmpenapata OBITH

NPO3pavHEIM.

HOJIKEH

The solution is clear. /

PacTBop npo3paunsbiii.

Solution Color* /
IBeTHOCTL pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / Crenens okpacku
pacTBopa npemapata He  AOJDKHA
NpeBeIaTh 3TajIoH GY).

Complies. / CootBeTcTByeT.

pH*

7.5t010.0./0t 7,5 no 10,0.

9.281/9.281

Particulate matter* / Mexanuuyeckne BKII0O4YeHus*

Visible particles /
Buoumvie vacmuyw

Subvisible particles /
Heguoumvie vacmuypw.

>10 pm particles/
YacTun pasmepom > 10 MkM

>25 pm particles/
YacTur pasmepom > 25 MkM

According to requirements. / B
COOTBETCTBHH C TPeGOBAaHUAMHU

Not more than 6000/vial; /
He 6onee 6000 Ha ¢akon;

Not more than 600/vial. /
He 6onee 600 na ¢uakoH.

Complies / CootBercTByeT

80.13 / vial
80.13 / pnakon

1.47/ vial
1.47 / pnakon

Related substances / PoxcTBenubie

NpUMecH

2-aminopyridine /
2-aMUHONMPHINH

Not more than 0.25 %; / He 6onee
0,25 %;

0.00% /0.00%

Individual unidentified impurity /
Enununynas
HeUJIEeHTHOUIMPOBaHHAS IPUMECh

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

Below BDL (BDL=0.01 %) / Huxe
nopora peructpauuu (ITP =0.01 %)

Total impurities /
CymMma mpumeceii

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

Below BDL (BDL= 0.00 %) / Husxe
nopora perucrpauuu (ITP =0.00 %)

Uniformity of dosage units* /
OnxHopoaHOCTH K03MpOBaHHT*

The Acceptance value (AV) should be
not more than 15.0. /

[Mokasarens  npuemnemoctu  (AV)

JIOJKEH OBbITh He Gosee 15,0.

7.15/7.15

Water* / Boga*

Not more than 3.0 %. / He Gonee 3,0 %.

1.04 %/ 1.04 %

Bacterial endotoxins* /
BakTepuanbHbie SJHAOTOKCHHBI*

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

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

Sterility* /CtepunbnocTn*

Should be sterile. / JlomkeH O6bITb
CTEPWIbHBIM.

Sterile / Crepuen

Assay / KonndecTBeHHOe onpeeJienue
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIN3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATEI

Tenoxicam / Tenokcuxkam

90.0% to 110.0% of Ci13H11N304S,
(tenoxicam) of label claim. / Ot 90,0 %

Hampua memabucynopum

metabisulfite of the label claim. / Ot
85,0 % bi (o) 110,0 % HaTpus
MeTabucyabpuTa OT HOMHHAJIBHOTO
colep KaHus.

0 1 10,0 % C]3H11N304Sz 102.7 %/ 102.7 %
(TeHOKCHKaM)  OT  HOMHHAJIBHOIO
COIEpIKaHuUS.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

104.3 %/ 104.3 %

Package / YnakoBka

Primary package

20 mg of the tenoxicam in a 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. /

IlepBrYHas ynakoBka
ITo 20 Mr TeHOKcHKama BO (akoH U3

GecBeTHOrO cTekJia THI I,
YKYTNOpPEHHBI MpobKoit u3
OpoMOYTHIIOBOI  pe3MHBI,  06KaToif
ATIOMHHHEBEIM KOJITAYKOM c
KOHTPOJIEM MEPBOTO  BCKPHITHA H
IJIACTHKOBBIM JIUCKOM HoBepXx

ATFIOMHHHAEBOI'0 KOJIrayka.

Primary package
20mg of the tenoxicam in a

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. /

IlepBHyHas yrakoBka

ITo 20 Mr TeHOKCHKama BO (iakoH
U3 OecLBETHOro crekna Tum |,
YKYNOpPEHHBIH npoOKoii u3
GpoMOYTHIIOBOM pe3MHEBI, 06XaToif
AIIOMMHHEBBIM  KOJIMAYKOM ¢
KOHTPOJIEM MEPBOr0 BCKPHITHA M
IUTACTMKOBBIM  JHCKOM  ITIOBEpX
ATIOMUHHMEBOr0 KOJIAYKa.

Shelf-life/ Cpok roanocTn

3 years. / 3 rona.

* Note. 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. / * Ilpumeyanue. AHanuTH4ecKue METONUKH 1o ['® PO ASHCTBYIOLLErO M3/IaHUs NIPHUMEHSIOTCS 11l KOHTPOMS
KadecTsa mpemapara Ha TeppuTopun Poccuiickoit ®@enepaumu. [Ins BBIIYCKAIOIIETO KOHTPONS KadyecTBa HA
TpOU3BOJICTBE POU3BOMTEL MCTIONB3YET METOAMKH 10 EBponeiickoii ®apMmaxoree aefcTBYIOIIEro H3aHus.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

KIT / KOMIIJIEKT
TESTS / IIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Kit package / Ymaxoeka | Secondary package Option for 3 vial + 3 ampoule
feomrerra 3 vials with the medical product and 3 | Secondary package
ampoules with the solvent in a polyvinyl | 3 vials with the medical product and 3
chloride cassette. 1 cassette with the | ampoules with the solvent in a polyvinyl
patient information leaflet in a carton | chloride cassette. 1 cassette with the
pack. patient information leaflet in a carton
5 vials with the medical product and 5 i
. . : BTropuuHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | - dasons, © Tpemaparom m
patient information leaflet in a carton | 2V O 1> ¢ PACTBODHTEIIEM MOMEILAIOT B
pack. Kaccety U3 HOHI/IBI/IHI/IHXJ]OpI/IL[?. 1
KacceTy BMECTE€ C WHCTPYKLMEH 110
BropuyHnas ynakoska NPUMEHEHUIO TOMEINAIOT B  MAuKy
Ilo 3 ¢makowa ¢ npemapatom u 3 | “GPTOHHYIO.
aMnym,lqé pacmopmenim 1?0Memaxor p | @ption for 5 vials ¥ 5 ampoules
KacceTy W3 mnonuBHHWIXIOpuma. 1 | Secondary package
KacceTy BMeCTe ¢ HMHCTpykuued 1o | 5 vials with the medical product and 5
NPUMEHEHHIO NOMEWAIOT B madky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[Io 5 ¢nakonos ¢ mpenapatoM u 5 | pack./
aMIyJl C pacTBOPHUTEJIEM INOMELIAlOT B | BropuuHas ymakoBka
kaccety u3 nomuBuHWIxJopuaa. 1 | Ilo 5 ¢uakoHoB ¢ mpemaparoM u 5
KacceTy BMECTe C MHCTPYKLUHMEH IO | aMIyJa C pacTBOPHMTENIEM MOMELIAIOT B
NPUMEHEHHIO TMOMEWAIOT B  Ma4yKy | KacceTy W3  MOJMBHHWIXJIOpHAA. |
KapTOHHYIO. KacceTy BMeCTe€ C HHCTPYKLMEH M0
NPUMEHEHUIO TOMEINAIT B  Mayky
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorerctBun | Complies as prescribed / CootsercTByeT
C HOPMAaTUBHOM NOKYMEHTalUeH. TpeGOBaHUIM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHeHHe KOMILIEKTA

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

Jlns ynakoBk# 110 3 (uIaKOHA ¢ NPENApaToM U 3 aMITyJibl C PACTBOPUTEIEM B
Kaccere:

B opurunaneHo# ynakoBke ((JIakoHbI ¢ IPENapaToM U aMITyJIbl ¢ PACTBOPUTENIEM B
navke) Npu Temineparype He Boiie 25 °C.

For configuration with 5 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. /

Jlns ynakoBkH 110 5 ¢u1akoHOB ¢ penapaToM M 5 aMIlyJs1 ¢ pacTBOPHUTENIEM B
KacceTe:

B opurunaneHoii ynakoBke ((akoHBI ¢ IpenapaToM | aMILyJibl C pACTBOPUTENIEM B
nayke) pu TeMneparype He Boime 25 °C.

Kit shelf life / 3 years.
CpoKk roaHocTH KOMILIEKTa

The kit shelf-life is determined by the shelf-life of the medical product for human
use. /

3 rona.

CpOK roHOCTH KOMIUIEKTA ONPENENSIeTCs. CPOKOM TOAHOCTH JIEKAPCTBEHHOTO
npenapara Juii MEAULHHCKOrO IPUMEHEHHUS.

Assessment: / 3akmrouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
: Cepusi COOTBETCTBYET TPeOOBaHUIM HOpMaTuBHOro qokymenta JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

API name (INN) / HanmenoBanue A®C (MHH):

Tenoxicam / TeHOkcHKaM

Homep cepuu cyOcrannuu nponssoaurens LJID:

API manufacturer batch number / 92044624
Homep cepun nponssoautenss ADC:
FP Manufacturer API Batch number / B250000663

API Manufactured by & country /
IIponseoautens A®C, crpana:

Edmond Pharma S.r.1., Italy /
Onmonp @apma C.p.a., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBaHue, aapec, THOEH3Us AJs
IIpouspoacTBenHas miomagka / Ilmomagka
KOHTpoJs kadecTBa / [limomaaka Beinycka

BDR PHARMACEUTICALS INTERNATIONAL PVT.
LTD., India
SURVEY No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
521272 (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 ®APMACBIOTHUKAJIC UHTEPHEMIIIEHEI
TBT. JITA., Uaaus
Cypseit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
521212 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, OT -
Banneru Jlepesns, [10-Tamknypa, Tanyka - Xanodn,
okpyr ITanumaxan — 389 3501uaus (nmuuen3us Ne
G/28/1828)

PREPARED BY

REVIEWED BY APPROVED BY

Name Anjali Singh Bhushan Kothawade Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Qua/lity—e}mrol _
Signature & Date e 009 8?’;, 16| rons /@%’PM

- X
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HauMeHoBaHHe nmpemapara

Batch no. / Homep cepun

Amount of product per batch / Pasmep

cepuu

Date of Control / laTa anaunsa

Manufacturing date / Jara npoussoacraa

Expiry date /aTta okoH4YaHus cp
FOAHOCTH

Water for injections (solvent) /

Boaa ans mnbexumii (pacTBopuTen)

BI1250205
205.0 L

20/09/2025
08/2025

oKa 07/2030

Water for injections (solvent) / Boaa 115t nabexuuii (pacTBopuTeib)

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Description /Onucanne

Clear, colourless liquid without odor. /
IIpospaynas GecLBeTHas KUIKOCTH 63
3anaxa.

Clear, colourless liquid without
odor. / Ilpospaunas GecuseTHas
’KHUAKOCTH Oe3 3araxa.

Particulate matter / Mexanun4yeck

He BKJIIYCHHS

Visible particles /
Buoumvsre vacmuyur

According to requirements. / B cooTBeTcTBUH C
TpeOOBAHUAMM .

Complies / CooTBeTcTBYET

Sub visible particles /
Hesudumvie vacmuyor

>10 pum particles /

yacTul pasmepoM > 10 Mxm

>25 um particles /
YaCcTHL 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 ammyty.

184.27 particles per ampoule; /
He Oonee 184.27 Ha ammyiy;

13.73 particles per ampoule. /
He 6onee 13.73 Ha ammyuy.

Acidity and alkalinity /
KucioTHOCTB 1 I€JI0YHOCTH

Test sample should pass the test. /
Hcneityemblit 06pasels 0JKeH BbIIep)KHBATh
UCTIBITaHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccranaBausalomue
BellecTBa

Test sample should pass the test. /
HcnbiTyemblii 00paser; 10MKeH BblAEP>KUBATH
UCIIbITAHUE.

Complies / CooTBeTcTBYyeT

Carbon dioxide
Yraepona guoxkcug

No turbidity should be observed within 1 hour.
/ He nomKHO OBITH MOMYTHEHHUS B TEUEHUE
1 yaca.

Complies / CooTBeTcTBYET

Chlorides/ Xnopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

Hutparsl 1 HHTPUTBI

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

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

Sulphates / Cyabgarsl

No turbidity should occur within not less than
1 h./ B Teyenue He meHee 1 yaca He JOKHO
HaOJI0AaThCS TIOMYTHEHHE.

Complies / CooTBeTcTBYeT

Ammonium / AMMOHMIH

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 / IOKA3ATEJIA
Calcium and magnesium /
Kanbunii m marumii

SPECIFICATIONS / HOPMbI
Pure blue color should be observed (without a
violet hue). / JIoypkHO HaOMIOAATHCSA YHCTO
cuHee okpamuBaHue (6e3 GpuoaeToBoro
OTTEHKA).

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

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

RESULTS / PE3YJIbTATbI
Complies / CoorBercTBYeT

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

0.001 % /0.001%

Heavy metals/ Tsizxenbie
MeTaJUIbI

Residue after evaporation /
Cyxoii ocraTok

Conductivity / Not more than 25 uS/cm. / 13.62 pS/cm. /
DJIeKTPONPOBOIHOCTL He 6onee 25 mxCwm/cm. 13.62 MxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). / 223 mL/
H3Biexkaemblii 00bem He mMenee HoMuHaneHOro (He MeHee 2 M), 2.23 mn

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

Not more than 0.25 EU/mL of water for
injections. / He Gosee 0,25 EQ/Mn Boab! mis
UHBEKLHUN.

Bacterial endotoxins /
BakTepnanbHbie JHAOTOKCHHBI

Sterility / CtepuibHocTn Should be sterile. / JlomkHa 6bITh CTepUIBLHOIA. Sterile. / CtepunbHo.

Packaging / YnakoBka Primary package

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. /
IlepBuyHast yrmiakoBKka

o 2 mn pactBopurens (Boxa Ijisk MHbEKIUHUIT) B
ammyny u3 OecuperHoro crekma, tan 1. Ha

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. /
INepBuyHas ynakoBka

ITo 2 mn pactBopurens (Boma At

UHBEKIIUI) B amMmyny U3
GecupetHoro crekia, tun 1. Ha
BEpXHEU yacTH aMmyJibl HaHeceHa
TOUKa pa3/ioMa OPaHKEBOr'o L[BETa.

BerHeﬁ HJacTh aMIlyJibl HaHECEeHa TOYyKa
pas3jioMa OpaH»XEBOI'o IBETA.

Shelf-life / Cpok roanocru 5 years./ 5 ner.

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cooTBeTCTBYeT TpeOOBaHMAM HOPMATUBHOIO noKyMenTa JIC-000295-040325.

Assessment: / 3akiroueHue:

PREPARED BY REVIEWED BY APPROVED BY
Name Anjali Singh Vasudev Kawadkar Deepak Sonar
Designation Officer Asst. Manager Manager
Department Quality Control Quality Control QuaIitLantrol L
- Siavos | o™ | Sl
Signature & Date 5o 093\001% qp<°5 A/)\\lf)bb

— 0T
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaunmenoBanue npenapara Bona past unbexumii (pacTBOpHTENB)
Batch no. / Homep cepun BI250236
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / lata anaansa 18/10/2025
Manufacturing date / lata npoussoacraa 09/2025
Expiry date //IaTa okonuanus cpoka 08/2030
TOXHOCTH
Water for injections (solvent) / Boaa aast uHbeKumii (pacTBopHTED)
TESTS / TIOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

Description /Onuncanune

Clear, colourless liquid without odor. /
I[Ipospaunas GecuseTHas KumKocTh 6e3
3amnaxa.

Clear, colourless liquid without
odor. / Tlpospaunas GecuserHas
JKHIKOCTh 6€e3 3amaxa.

Particulate matter / Mexanuueckue BKJIYEeHHA

Visible particles /
Buoumere yacmuyu

According to requirements. / B cooTBeTcTBHH C
TpeGOBaHUAMH .

Complies / CootsercTyer

Sub visible particles /
Hesuoumeie yacmuyor

>10 um particles /
YacTHUIl pa3MepoM > 10 Mk

>25 pm particles /
YacCTHL pa3sMepoM > 25 MKM

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

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

345.47 particles per ampoule; /
He Gonee 345.47 na ammyny;
12.27 particles per ampoule. /

He 6onee 12.27 na amnyny.

Acidity and alkalinity /
Kucaornocrs u meaounocrs

Test sample should pass the test. /
Hcneityemslii oGpasen nomxen BBIIEPKUBATh
UCIBITaHHE.

Complies / CootsercTByer

Reducing substances /
BoccranaBiaugsaromue
BelllecTBa

Test sample should pass the test. /
Hcnsityembiit o6pasew 10keH BhigepKUBaTL
UCIIBITAHUE.

Complies / CootsercTByer

Carbon dioxide
Yraepona auoxenn

No turbidity should be observed within 1 hour.
/ He MOMKHO GBITH MOMYTHEHHS B TeUeHHe
1 yaca.

Complies / CootBercTByer

Chlorides/ Xmopuapi

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

Less than 0.5 ppm / Meree 0,5 ppm

Nitrates and Nitrites/

HuTpaTs!l H HUTPHUTDI

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

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

Sulphates / Cyandarni

No turbidity should occur within not less than
1 h./ B Teuenue He Menee 1 yaca He IOIKHO
HalNIoNaThCS MOMyTHEHHE.

Complies / CootBetcTByer

Ammonium / AMMoHuii

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®HUKAT AHAJIA3A

TESTS / TIOKA3ATEJIN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBI

Calcium and magnesium /
Kanbumii u maramii

Pure blue color should be observed (without a
violet hue). / JlomxHo HabionaThes uncTo
cuHee okpauinBanue (6e3 GpuoneToBoro
OTTEHKa).

Complies / CootBetcTBYeT

Heavy metals/ Tszxesbie
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 ocraTok

Not more than 0.004 %. / He Gonee 0,004 %.

0.001 % /0.001%

Conductivity /
OJIeKTPONPOBOAHOCTD

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

11.30 pS/cm. /
11.30 MmxCwm/cM.

Extractable volume /
H3Baexaemblii 06nem

Not less than label claim (not less than 2 mL). /
He menee HomunanbHorO (He Menee 2 MJI).

22mL/
2.2 Mn

Bacterial endotoxins /
BakrepunajbHble 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mn BOJBI [U1s
WHBEKIHH.

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

Sterility / CrepuabHocTb

Should be sterile. / lo/mxHa 6bITh CTepHIBHOL.

Sterile. / CrepunsHo.

Packaging / Y nakoBka

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 ynakopka

ITo 2 mn pactBOpHTENs (Boaa AIst HHBEKLIUH) B
amnyiny u3 OecuseTHoro crexna, tan I. Ha
BEpXHEHl 4YacTH aMIyJbl HaHeceHa TO4YKa
pasiomMa OpaH)KeBOTO L(BETA.

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 pactBOpHTens (Boma s
HHBEKIHI) B amMmysny U3
GecuBetHoro crexnta, tan 1. Ha
BEpXHEHW 4YacTH aMIysibl HaHeceHa
TOYKA pa3jioMa OPaHKEeBOIO L(BETA.

Shelf-life / Cpok rognocrn

5 years./ 5 ner.

Assessment: / 3akitoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBETCTBYET TPEGOBAHHAM HOPMATHBHOTO nokymenta JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Anjali Singh Bhushan Kothawade Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Quality/C3c>ntroI

Signature & Date
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