BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

Name of Product/
Hanmenosanue npenapara

Batch no./ Homep cepnn

Amount of product per batch /
Pasmep cepun

Date of Control / Jlata anannsa

Manufacturing date / Jlata
NPOH3BOJICTBA

Expiry date /Jlata okonuanus
CpPOKA rOZHOCTH

TEXARED, Iyophilized powder for injection after reconstitution,

20mg/
TEKCAPEN®, nuoduanzar aus o

HHBeKumit, 20 mr
BI250231A

210.0 L

18/10/2025
09/2025

08/2028

PHIOTOBJIEHMS pacTBOpa sl

TESTS / MOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATbI

Appearance / Onncanne

L

Yellow with greenish tint Iyophilized
powder. /

Jluodunusuposanmsiii MOpPOLIOK
KENATOTO € 3€/IHOBATBIM  OTTEHKOM

LBera.

Yellow  with  greenish  tint
lyophilized powder. /

Jwodunuzupoasiii [TOPOIIOK
JKEATOrO ¢ 3€/IEHOBATEIM OTTEHKOM
UBeTa.

Identification / MopaunuoeTs

Tenoxicam by HPLC /
Tenoxcukam (BIXKX)

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)). /

Bpems YIAEPHKUBAHUSA nuka | Bpems YAEpKUBAHHS nuxa
TCHOKCHKaMa ~ Ha  XpoMartorpamMMe | TEHOKCHKAaMa Ha XpoMaTorpaMme
UCIBITYEMOrO pacTBopa HOJUKHO | MCIIBITYEMOrO pactsopa
COOTBETCTBOBATh BPeMEHH | COOTBETCTBYET BpeMeHu
YACPKUBAHUA NWKA TEHOKCHKAMA HA | YAEpPKHBAHHMA IHKa TEHOKCHKaMa Ha
XpomarorpamMme CTaHAAapTHOTO | XpoMarorpamMme CTAH/IApPTHOTO
pacTBopa (cm. «Poscteennrie | pacreopa,

OPUMECH», ONpPEAENEHHE eNMHHIHBIX

MpuMecef M CyMMsI npuMecei

(254 um)).

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. /
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIU3A

| TESTS/NOKA3BATER

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Tenoxicam by UV.-
spectrophotometry /

Tenoxcuram (Y-
crexkmpopomomempuueciuii)

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
“Assay of Tenoxicam” test). /

Y®-cniextp normomenus MCTILITYEMOro
PacTBopa,  MPUrOTOBNEHHOTO  jny
KOIMYECTBEHHOTO  ompesenenus, B
obmactu or 230 uM o 400 um JOJHKEH
HMETb MaKCHUMYMbI 1P ONWHAX RBOJIH
257 = 2 1M, 285 + 2 uM u 368 + 2 HM
(eM.  «Konuvecrsennoe oTpefenenue
TEHOKCHKamay ).

UV absorption spectrum of the test
solution prepared for the Assay in
the range from 230 nm to 400 nm
have maxima at wavelengths of

257.46 nm, 284.95 nm and
368.01 nm. /

Y®-cniextp MOrIoNIeHNA
MCIILITYEMOTO pacTBopa,
IPUTOTOBIEHHOT(Q And

KOITUMECTREHHOTO  Onpenciesns, B
obmact or 230 um o 400 um

HMEET MaKCHMYMBl TP LTHHAX
BOJNH 25746 uM, 284.95um u
368.01 M .

Sodium metabisulfite (HPLC) /
Hampua Memabucyaoum
(B22KX)

The retention time of Sodium
metabisulfite peak obtained in the
chromatogram of the test solution should
correspond to that of Sodium
metabisulfite peak obtained in the
chromatogram of the standard solution,
as proceeded in the “Assay of Sodium
metabisulfite” test, /

Bpems  ynepwupanus rnuka HaTpHs
Merabucynsura Ha XpoMaTorpaMme
MCTIBITYeMOro pacTtBopa NOMKHO
COOTBETCTBOBATE BPeMeHH
YOEPKUBAHHA nuka HaTpus
MeTabucynbdhura Ha XpoMarorpaMme
CTaHJAPTHOTO pacTBopa (cm.
«KomuectBentoe onpenenenne HaTpHs
merabucynsduray).

The retention time of Sodium
metabisulfite peak obtained in the
chromatogram of the test solution
corresponds to that of Sodium
metabisulfite peak obtained in the
chromatogram of the standard
solution, /

Bpems ynepwupanus mika HaTpus

Metabucynbdura Ha
XpoMmaTorpaMmme HCTIBITYEMOT 0
PacTBOpa COOTBETCTBYET BpEMeHH
YAepKUBaHKSA NHKa HATpus
MeTabucynsdhura Ha
XpomarorpamMme CTaHIAPTHOTO
pacTBopa.

Dissolving time /

Bpems pactsopenus

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

34 sec / 34 cex

Appearance of Reconstituted
solution /

Onmucanne BoceTaHoBAeHHOrO
pacTBopa

The product should dissolve completely
without of undissolved particles and
visible particulate matter. A clear
greenish-yellow solution is formed. /

[penapar  momxen PacTBOPATECS
TIOJTHOCTER0 c OTCYTCTBHEM
HEPACTBOPEHHBIX HACTHL, Ge3 BUIMMBIX
MEXaHUYCCKUX BKIoYeHuit. OGpasyercs
TPO3pAaYHEIH 3€/1€HOBATO-KENTOrO LBETA
pacrsop.

The product dissolves completely
without of undissolved particles and
visible particulate matter. A clear
greenish-yellow solution is formed. /

Ipenapar pacreopsercs nonuoctsio
C OTCYTCTBHEM HEpACTBOPEHHBIX

HacTHll, be3 BUIOHUMBIX
MEXaHHYECKHX BKJIKOUEHMI,
Ob6pasyercs MpPO3pauHElii
3CIIEHOBATO-KENTOrO LBETA
pacTsop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Solution clarity* /
[Ipospaunocts pacreopa*

The product solution should be clear. /

Pacteop mpenapata nomken  6nits

MpO3payHbIM.

The solution is clear, /

Pacrsop npospaunsiii.

Solution Color* /
Osetnocrs pacreopa*

The product solution should not be more
intensively colored than the reference
solution GYi. / Crenens OKPacku
pacTsopa  npemapata  He  A0MkHA
NpeBbIIIAaTs 3tanod GY).

Complies. / Cootsercrayer.

pH*

7.5 10 10.0./ Ot 7,5 10 10,0.

9.284 /1 9.284

Particulate matter* / Mexannueckne BKIIOYeHuS *

Visible particles /
Budumere yacmuye:

Subvisible particles /
Hesudumore vacmuypr

=10 pm particles/
Hactuu pasmepom > 10 Mxm

=25 pm particles/
Hactuy pasmepom > 235 mxm

According to requirements. / B
COOTBETCTBUH C TpebOBAHUAMHU

Not more than 6000/vial; /
He Gonee 6000 na tnaxon;

Not more than 600/vial. /
He Gonee 600 na ¢naxon.

Complies / Cootercrmyer

63.20 / vial
63.20 / Qpnaxon

0.53/ vial
0.53 / pnakon

Related substances / Poicreennnie

npuMecH

2-aminepyridine /
2-aMUHOTIUPHIUH

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

0.00% /0.00%

Individual unidentified impurity /
Ennnuunas
HCUAEHTUHUUMPOBAHHAS NPUMECE

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

Below BDL (BDL= 0.00 %) / Huxe
opora peructpatmu (ITP =0.00 %)

Total impurities /
Cymma npumeceit

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

Below BDL (BDL= 0.00 %) / Hinke

Uniformity of dosage units* /
Onnopoanocts AO3MpOBaAHKT*

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

ITokaszatens  npuemnemoctu
Lomken ObpITE He Gonee 15,0.

(AV)

nopora peructpauuu (ITP =0.00 %)

13.1/13:.1

Water* / Boga*

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

1.57%/1.57%

Bacterial endotoxins* /
bakTepHalibHble YHAOTOKCHHBI®

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 ED/Mr TeHokcHKaMa,

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

Sterility* /Crepuabtocts*

Should be sterile. / Jlomxen 6bTh
CTEPHIIBHBIM,

Sterile / Ctrepunen

Assay { KoangectBenuoe on penejieHHe

Administrative Office : “Engineering Centre”, 3rd Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.

Tel : +91 22 4056 0560 * Fax : +91 22 4056 0555 « E

mail : support@bdrpharma.com - www.bdrpharma.com 3/7

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

Works/Plant : BDR Pharmaceuticals International Pvt. Ltd
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura Villa

Tel. : 02676 - 230220
CIN No.: U24230MH2002PTC137329

» Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
ge Vanseti, Taluka Halol, District Panchmahal, Gujarat - 389350.



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Tenoxicam / Tenoxcuram

90.0% to 110.0% of Ci13H;iN3O4S;
(tenoxicam) of label claim. / Ot 90,0 %

1o 110,0 % CisHi1iN3048; 103.3 % / 103.3 %
(TeHOKCHKAM) oT HOMHHAITEHOrO
coflepXaHus.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memabucynsum metabisulfite of the label claim. / Or
85,0 % 1o 110,0 % HATpUsI 104.8 % / 104.8 %
MeTabuCyNbQUTa OT HOMHHAJILHOTO
COTEPHAHHNA.

Package / Yuakoska Primary package 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. /

ITepBu4Has ynakoska
ITo 20 mr TeHokcnkama Bo duakon w3

6eciBeTHOrO CTeK/1a THIT I,
YKYTIOPEHHEIH npodkoi H3
OpombyTunoBoii  peswnsl,  06kaToil
TIOMHHHEBBIM KOJIMa4yKOM c
KOHTpOJIEM  MEPBOro  BCKPHITMA U
TUTACTHKOBBIM JHCKOM NoBEpX

ATHOMHHHEBOI0 KOJImayka.

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. /

IepByudHas yriakoBka

ITo 20 Mr TenokcHkama Bo dmakon
u3 OEeCUBETHOTrO CTekjla THIO I,
YKYIOPEHHEIH npodKoit u3
GpoMOyTHIOBOH pesuHbl, 06waToil
AMOMHUHMEBLIM  KOJNTIAYKOM ¢
KOHTPOJIEM TIEPBOTO BCKPBITHA U
MIaCTHKOBBIM  IMCKOM  [OBEpX
AJIIOMHHHEBOI0 KONMauka.

L Shelf-life/ Cpox rognoctu

3 years. / 3 ropa.

* 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. AnanuTuueckue MeTonuku no I'® PD ACHCTBYIOIIETO U3JAHUA MPUMEHSFOTCS JUTA KOHTpOJIs
Kadecrsa mnpenapata Ha TeppHTOpuH Poccuiickoit ®emepauun. s BBIITYCKAIOIIEr0 KOHTPOJIA KayecTBa Ha
NPOH3BOACTBE MPOU3BOANTENb KCTIONBL3YET METOAMKH TIO Esponeiickoii ®apmaxonee meiictytommero usmanus,
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILUVIEKT
TESTS / MOKA3ATEJIH SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTAThI
Kit package / Vnaxoeka | Secondary package Option for 3 vial + 3 ampoule
ROMEacE 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. | 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 | P Al |
. s ; Bropuunas ynakoska
ampoules with the solvent in a polyviny] o 3 3
chloride cassette. 1 cassette with the | = naxous © mpenapaton W
patient information leaflet in a carton | 2" V7P ¢ PACTBOPUTENICM NOMEIAIOT B
pack. Kaccery u3 HOJIHBHHPUTXJTOpH,[[?. 1
KacceTy BMECT€ C HMHCTPYKUMEH 1o
BropuyHas ynakopka NPUMEHEHNI0  MOMEIAT B madky
KapTOHHYIO.
Mo 3 ¢makona ¢ npemapatrom w 3 Q]iionlf{g:% vials + 5 ampoules
aMIIyJIBl ¢ PACTBOPUTENIEM HNOMELIAKT B
kacceTy u3 momuBuHWIXJIopuga. 1 | Secondary package
KacCeTy BmecTe C MHCTpykumeH mo | 5 vials with the medical product and 5
MPUMEHEHUIO  MOMEINalT B navuky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[To 5 ¢nakonor ¢ mpenapatom u 5 pack. /
amIlyl ¢ pacTBOPHTE/EM NOMEIAT B | BTopuuHas yIakoBKa
Kaccery mu3 moausuHMIXIopHna. 1 | Ilo 5 ¢makoHoB ¢ npemapatom u 5
Kaccery BMECTe C MWHCIpYKUHeH [0 | aMITyl ¢ PacTBOPHTENEM TOMENIAIOT B
MPUMEHCHHIO ~ TOMELMAIOT B MadKy | KacceTy M3 MOAHBMHMIXIOpHIA, |
KapTOHHYIO, KacceTy BMECTE C HMHCTPYKUMEH 10
NpUMEHEHHIO MOMEMAT B  MAuKy
KapTOHHYIO.
Labeling/ Mapkuposxa According to the ND. / B cootserctsuu | Complies as prescribed / CootBeTcTBYET
C HOPMATUBHOH AOKyMeHTaLMel. TpeboBaHusIM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

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

Xpanenue komnexra In the original packaging (3 vials with medical product and 3 ampoules with solvent

in the carton), at temperature below 25 °C. /
Jna ynakoBku no 3 duakoHa ¢ npenapaToM u 3 aMITYJIbl C PACTBOPHTENIEM B

KdcceTe!:

B opurnmanshoit ynaxoske (¢urakousl ¢ npenaparom u aMITyJIbl C PACTBOPHTENEM B
Na4kKe) Mpu Temneparype He Beie 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. /

Jlna ynakoBku 1o 5 dbsiakoHOB ¢ npenapartom 1 5 aMIIyfl ¢ pacTBOPHTENEM B
Kaccere:

B opurnuansHoii ynakoske (rakoHsi ¢ npenaparom u aMITYJ1bl C PACTBOPHTENIEM B
Nayke) OpH TeMIepaType He Bolme 25 °C.

Kit shelf life / 3 years.
Cpok rogHOCTH KOMILIEKTa

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

3 roga.

Cpol{ FOAHOCTH KOMILTIEKTA ONPEIENACTCA CPOKOM TOJAHOCTH JIEKapCTBEHHOIO
npenaparta i1 METHIIHHCKOTO INpUMEHEHU .

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepirst cooTBeTCTBYET TPeGOBAHHAM HOPMATHBHOTO AOKyMeHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

API name (INN) / Haumenopauue A®C (MHH): Tenoxicam / Tenokcukam

API manufacturer batch number / 92044624

Homep cepuu npoussogurens ADC:

FP Manufacturer API Batch number / B250000663

Homep cepun cyGerannyun npousBopurensa JID:

API Manufactured by & country / Edmond Pharma S.r.1., Italy /
IMpoussoantens A®C, crpana: Onmon ®@apma C.p.a., Utanus

Name, address, authorization No for FP BDR PHARMACEUTICALS INTERNATIONAL PVT.
manufacturing site / Control site / Release site / LTD., India

HanmenoBanme, agpec, JHUEH3HS 15 SURVEY No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
IMpon3BoaCTBeHAAs IIOMAAKA / Imomanka 52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT —
KOHTPOJIsi KavecTBa / Iliomaaka Beimycka VANSETI VILLAGE, PO - TAJPURA, TALUKA —

HALOL, DIST. PANCHMAHAL - 389 350, India
(license No G/28/1828) /
BJIP ®APMACBIOTHUKAJIC MHTEPHEUILIEHE]I
IBT. JIT/., Uuans
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, 3T -
Banueru Jepesus, ITO-Tamxnypa, Tanyka - Xanod,
okpyr ITanumaxan — 389 350Unaus (uuensus 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 Qualiu}gﬂrol
| i — s |
Signature & Date eliolae s T 0 WV)/

— !
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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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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUD®HUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
Hanmenosanue npemapara Boaa nist unbexunii (pacTBopuTens)
Batch no. / Homep cepuH BI250239
Amount of product per batch / Pasmep 205.0 L
CcepHH
Date of Control / lata ananuza 20/10/2025
Manufacturing date / MaTta npousBoacTBa 09/2025
Expiry date /Tata okonuanus cpoka 08/2030
TFOXHOCTH
Water for injections (solvent) / Boga ans HHbEKUHIi (pacTBOpUTE D)
TESTS / IOKA3ATEJU SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI

Description /Onucanue

Clear, colourless liquid without odor, /
Ipo3spaunas Gecupernas JKUOKOCTh Oe3
3armaxa.

Clear, colourless liquid without
odor. / Tlpospaunas GecuserTHas
JKMIKOCTh 6e3 3amaxa.

Particulate matter / Mexanuyeckue BKJIKOYEeHHUS

Visible particles /
Buoumvie vacmuyp

According to requirements. / B COOTBETCTBHUH C
TpeboBaHUAMH .

Complies / Cootsetcrayer

Sub visible particles /
Hesuoumere yacmuyw

210 pm particles /
9acTHL pasmepoM > 10 Mkm

225 pm particles /
YacTHL pa3sMepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 na amInyJy;

Not more than 600 particles per ampoule. /
He 6onee 600 na amIyiy.

240.27 particles per ampoule; /
He 6omee 240.27 na aMITyy;
14.93 particles per ampoule. /

He 6omnee 14.93 ua ammyiy.

Acidity and alkalinity /
Kucnornocers n menounocrs

Test sample should pass the test. /
Hcnbrryemsiii o6pasew nomken BBIIEP)KUBATH
HCIIBITAHHME.

Complies / CootsetcrByer

Reducing substances /
Boccranapaupawmue
BelllecTBa

Test sample should pass the test. /
Hcnerryemeiii o6pasen gomken BBIIEP)KUBATH
HCIBITaHKE.

Complies / CootBerctByer

Carbon dioxide
Yraepoaa gnoxenn

No turbidity should be observed within 1 hour.
/ He momxHO GbITh MTOMYTHEHUS B TEUEHHUE
1 gaca.

Complies / Cootsetcrayer

Chlorides/ Xnopuasr

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

Hutpare! u HuTpurs!

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

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

Sulphates / Cyabgarsi

No turbidity should occur within not less than
1 h./ B Teuenue ue menee 1 yaca ne AOJKHO
HabMI01aThCs MOMYTHEHKeE.,

Complies / Cootsetcrayer

Ammonium / AMMoHuii

Not more than 0.6 ppm. / He 6ostee 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 / TIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kanbumii u marunii

Pure blue color should be observed (without a
violet hue). / Tomxno HaOIIOAaTECS YHCTO
CHHee oxkpalnBanue (6e3 ¢uoneToBoro
OTTEHKa).

Complies / Cootsetcrayer

Heavy metals/ Tsxenbie
MeTaLIbI

Not more than 0.00001 % (0.1 ppm). /
He 6omee 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 %.

0.001 %/ 0.001%

Conductivity /
JJIeKTPONIPOBOAHOCTD

Not more than 25 pS/cm. /
He 6onee 25 MmxCm/cm.

11.77 uS/em. /
11.77 MxCwm/cm.

Extractable volume /
H3Baexaemelii 00bem

Not less than label claim (not less than 2 mL). /
He menee nomunansroro (He menee 2 mu).

22mL/
2.2 Mn

Bacterial endotoxins /
BakTepuanbubie 3n10TOKCHEL

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ES/mn Boasr qis
HHBEKLHIA,

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

Sterility / Crepuabnocrs

Should be sterile. / Jomxna 6516 CTEPUIIBHOMA.

Sterile. / CrepuipHo.

Packaging / Ynakoska

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. /
IlepBuynas ymakoska

Io 2 mn pacteopuTens (Boma mns HWHBEKLHUI) B
amIyiny u3 GecuBETHOro crekia, Tum . Ha
BEPXHEH 4YaCTH aMIyasl HaHeceHa TOuKa
pasjioMa OpaH>KeBOro LBETA.

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. /
IlepBuynas ynakoska

Ilo 2 mn pactBopuTens (Boma ma
UHBEKLHI) B ammysny — us
6ecuBeTHOrO crekna, tun I. Ha
BEPXHEH 4YaCTH aMIynbl HaHeceHa
TOYKa pa3ioMa OpaHkKEBOTO [[BETA.

Shelf-life / Cpok roanocTn

S years./ 5 ner.

|

Assessment: / 3akmoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus coorsercrByer TPeGOBaHHAM HOPMATHBHOTO noxkymeHnTa JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Signature & Date

Name Anjali Singh Manoj Shende Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Qu%ntrol )
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