BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIN3A

Name of Product/
HaumenoBaHue npenapara

Batch no./ Homep cepum

Amount of product per batch /
Pazmep cepun

Date of Control / laTa anajuza

Manufacturing date / lata
NPOU3BOJCTBA

Expiry date /JaTta okoH4aHHs
CPOKa rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/I®, iuoduiu3at A NPUroTOBJIEHHS PacTBOPa 1Jist

HHbEeKIHii, 20 Mr
BI250116A

210.0 L

26/05/2025
05/2025

04/2028

TESTS / TIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATEI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunu3upoBaHHbIH MOPOLIOK
KENTOr0 C 3€JEHOBAThIM OTTEHKOM
LBETA.

Yellow lyophilized powder. /

JInodunuznpoBaHHbIi IIOPOILLIOK
JKEJITOTO C 3EJIEHOBATbIM OTTEHKOM
L[BETA.

Identification / IloaJMHHOCTH

Tenoxicam by HPLC /
Tenokcuxam (B3KX)

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 yIepXKIUBaHUA nMKa
TEHOKCHKaMa  Ha  XpOMaTorpaMmme
UCIIBITYEMOr0  pacTBopa  JIOJKHO
COOTBETCTBOBATh BpEMEHH

YACpPXKMBaHUsA TIMKa TEHOKCHKaMa Ha

The retention time of tenoxicam
peak in the test solution
chromatogram is correspond to the
retention time of tenoxicam peak in
the standard solution chromatogram/

Bpewms yOEep)KUBaHHUS MUKa
TEHOKCHKamMa Ha XpoMarorpamme
UCIBITYEMOTO pacTBopa
COOTBETCTBYET BpPEMEHHU
yIep KUBaHUs MUK TEHOKCUKaMa Ha

SPOMATOrpabihic CTaHAAPTHOTO | 1y \atorpamme CTaHIAPTHOTO
pacrBopa (cm. «PoncTBeHHbIE pacTsopa.

IIPUMECH», OTpPENEIeHUe EAUHUIHBIX

npuMeceii M CyMMbl  IIpuUMeced

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Tenoxcukam (Y@-
cnekmpoghomomempuyecKkuil)

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®-criekTp MOrNOIIEHHSI UCIIBITYEMOTO
pacTBopa, MIPUTOTOBJIEHHOTO s
KOJIMYECTBEHHOTO  OTpENeNeHus, B
oomactu ot 230 uM 10 400 HM IOKEH
UMETh MaKCUMYMbl TpU JUIMHAX BOJH
257 £ 2 uMm, 285 £ 2 HM u 368 + 2 HM
(cMm.  «KonuyecTBeHHOE OIpenesieHne
TEHOKCHKaMay).

TESTS / MOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI
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

the range from 230 nm to 400 nm
have maxima at wavelengths of
257.83 nm, 283.78 nm and 369.30
nm. /

Y®-cnexTp MOTJIOIEHUS
UCTIBITYEMOTO pactBopa,
MPUTOTOBJIEHHOTO TULst

KOJIMYECTBEHHOTO OMNpEeAETeHUs, B
obnmactu or 230uHM nmo 400 HM
HMEeT MaKCUMyMbl TpH JJIMHAX
BOoJH 257.83uM, 283.78uHM W
369.30 uM .

Sodium metabisulfite (HPLC) /
Hampusa memabucynrohum
(B2KX)

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. /

Bpemss ynepxuBaHds THKa HaTpHs
MerabucyiabpuTa Ha XpoMaTrorpamMe

UCIIBITYEMOTO pacTBopa  JOJKHO
COOTBETCTBOBATh BpPEMEHHU
yIEPHKUBAHUS nuKa HaTpus
Merabucyiabpura Ha Xpomarorpamme
CTaHIapTHOrO pacTBopa (cm.

«KonnyecTBeHHOE OTpeeeHie HaTpHs
Metabucyabduran).

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 ynepxuBaHus NHKa HaTPHs

MeTabucynbpuTa Ha
XpoMaTorpamMmme HCIIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHM
yIepKUBaHUA nvKa HaTpUs
MeTtabucynspura Ha
XpoMmarorpamMmme CTaHIapTHOTO
pacTBopa.

Dissolving time /

Bpemsi pacTBopeHHst

Not more than 60 seconds. / He Gomee
60 cexyHz.

32 sec/ 32 cex

Appearance of Reconstituted
solution /

OnucaHue BOCCTAHOBJIEHHOI0
pacTBopa

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

Ilpemapar  OOKEH  pacTBOPATHCA
MIOJTHOCTBIO c OTCYTCTBHEM
HEpacTBOPEHHbIX YacTHLl, 6€3 BUAMMBIX
MeXaHMYECKHUX BKItoueHuid. Obpasyercs
NpO3payvHbIil 3¢JIEHOBATO-XKEJITOrO LBETA
pacTBop.

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

Ipenapar pacTBOPAETCS MONTHOCTBIO
C OTCYTCTBHEM HEPacTBOPEHHBIX

YaCTHII, 6e3 BUIMMBIX
MEXaHUYECKUX BKJIFOUEHUH.
OO6pazyercs pO3payHbIi
3eJIEHOBATO-)KEITOT0 1BETa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IIOKA3ATEJIN

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJbTATBI

Solution clarity* /
IIpo3pauHocTb pacTBOpa*

The product solution should be clear. /

PactBop mpemapata [OMKEH OBITH

MpOo3pavyHbIM.

The solution is clear. /

PacTBOp mpo3payuHbIi.

Solution Color* /
LBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GYi. / CreneHp oOKpacku
pacTBopa  mpemapara He  JOJDKHA
npeBbimarh 3tanoH GYi.

Complies. / CooTBETCTBYET.

pH*

7.5 t0 10.0. / Ot 7,5 mo 10,0.

9.248/9.248

Particulate matter* / MexaHu4ecKHe BKJIIOYEHH*

Visible particles /
Buoumwvie vacmuywl

Subvisible particles /
Heguoumveie vacmuywor

>10 pm particles/
Yacruy pazmepom > 10 MkM

>25 pm particles/
Yacrtuil pasMepoM > 25 MKM

According to requirements. / B
COOTBETCTBHH C TPEOOBAHUAMU

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

Not more than 600/vial. /
He 6osee 600 Ha ¢akoH.

Complies / CooTBETCTBYET

97.07/ vial
97.07/ dnaxon

9.33/ vial
9.33 / ¢nakon

Related substances / PoacTrBeHHbIe

npuMecH

2-aminopyridine /
2-aMUHOTIMPUIUH

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

Not detected / He o6HapysxeHa

Individual unidentified impurity /
Enunnunas
HeUuaeHTUGUIMPOBaHHAS TPUMEChH

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

Below BDL (BDL= 0.02 %) / Huxe
nopora perucrpauuu (ITP =0.02 %)

Total impurities /

0.00% /0.00%

. Not more than 1.0 %. / He 6osee 1,0 %.
CyMma npumecei
Uniformity of dosage units* / The Acceptance value (AV) should be
OgHOpOIHOCTD 103HPOBAHMSA* not more than 15.0. / 4% A48

INokazatens  npuemsieMoctd  (AV)

TOoJDKEH ObITh He Oosee 15,0.

Water* / Bona*

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

1.14%/1.14 %

Bacterial endotoxins* /
BakTepuajbHble FJHI0TOKCHHBI*

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

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

Sterility* /CTepnjibHOCTB*

Should be sterile. / JlomkeH OBITH
CTEpPUIIbHBIM.

Sterile / Crepunen
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / NOKA3ATEJIN I SPECIFICATIONS / HOPMBI |  RESULTS/PE3YJbTATbI
Assay / KonnyecTBeHHOe onpeae/ieHue
Tenoxicam / Tenoxcuxam 90.0% to 110.0% of Ci3H1iN304S2
(tenoxicam) of label claim. / Ot 90,0 %
1o 110,0 % Ci3H11N304S2 103.8 %/ 103.8 %
(TeHOKCHKaM)  OT  HOMHHAJIBHOTO
CoZlepKaHus.
Sodium metabisulfite / 85.0% to 110.0% of Sodium
Hampus memabucynvpum metabisulfite of the label claim. / Ot
85,0 % 1o 110,0 % HaTpHs 101.0 % 101.0 %
Merabucynbpura OT HOMHHAIBHOTO
colepIKaHMs.
Package / YnakoBka Primary package Primary package

20 mg of the tenoxicam in a colorless | 20 mg of the tenoxicam in a
glass vial type I stoppered with a | colorless glass vial type I stoppered
bromobutyl rubber stopper, crimped | with a bromobutyl rubber stopper,
with aluminum flip-off seal with a | crimped with aluminum flip-off seal

plastic disk over an aluminum cap. / with a plastic disk over an
aluminum cap. /

[NepBuyHas yrmakoBka [lepBuyHas yrmakoBKa

ITo 20 Mr TeHokcukama BO ¢uakoH w3 | [To 20 Mr TeHOKCHKama BO (akoH
0OeCIBETHOTO crekiia THIT I, | u3 OecuerHoro crekna Tun I,
YKYTIOpPEHHBIN poOKoii U3 | yKYNOpPEHHBIH npoOKoii u3
OpoMOYTHUIOBOM  pe3uHbl, 00Xaroil | GpoMOYTHIOBOI pe3uHBI, 00XaToMH
ATIOMUHHEBBIM KOJITIAYKOM C | &IOMUHHEBBIM  KOJIMAayKOM  C
KOHTPOJIEM TIEPBOTO  BCKPHITHS U | KOHTPOJEM IIEPBOrO BCKPBITHA U
IUTACTHKOBBIM JICKOM [OBEPX | IVIACTUKOBBIM  JHCKOM  IIOBEPX
ATIOMUHKEBOTO KOJINAYKa. ATIOMHUHUEBOI0 KOJNAYKa.

Shelf-life/ Cpok roanocTn 3 years. / 3 roza.

* 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. / * ITpumeuanue. AHanuTHYecKre METOOUKU 110 I'® PO jieiicTBYOIEro U3NaHUs NPUMEHAIOTCA I KOHTPOJIA
KayecTBa Ipenapara Ha Teppurtopun Poccuiickodi ®emepauuu. i BBIMYCKAIOIIEro KOHTPOJIA KadecTBa Ha
TIPOM3BO/ICTBE MPOU3BOUTEND UCIIONB3YET METOAUKH Mo EBponeiickoit @apmakonee JEiCTBYIOLIEro U31aHuUs.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

KIT / KOMILJIEKT
TESTS / TOKA3ATEJIH SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATHI
Kit package / ¥Ynaxoska | Secondary package Option for 3 vial + 3 ampoule
SESIIERSER 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 pale,
. : , BTopuyHas ynakoBka
ampoules with the solvent in a polyvinyl T ——
chloride cassette. 1 cassette with the
patient information leaflet in a carton s S PacTRODUTCICM OMEIIAIOT B
pack. Kaccety Wu3 nonusmmzmxnopnn?. 1
KacceTy BMeCT€ C HHCTpyKLUeH 110
BropuyHas ynakoska NPUMEHEHUIO TOMELIAT B  MayKy
KapTOHHYIO.
Ilo 3 d¢makoHa ¢ mpemapatoM u 3 O]ftionlgr 5 v S mpoules
aMITyJIbl C PACTBOPUTENEM MOMELIAIOT B
KacceTy wu3 mnonuBMHWIXIOpunma. 1 | Secondary package
KacceTy BMeCTe C MHCTpyKuued 1o | 5 vials with the medical product and 5
NpPUMEHEHHIO TOMEWaAaT B mauky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Mo 5 d¢mnakoHOB ¢ mpemapatoM M 35 | pack./
aMIyJl C pacTBOpHUTeNieM MOMEILalT B | BropuuHas ynakoBka
kaccery w3 nonuBuHWwixiopuaa. 1 | [lo 5 ¢nakoHOB ¢ mpenapatoM W 5
KacceTy BMeCTe C WHCTPYKLHMeHl IO | aMIlysll C pacTBOPUTEIEM MOMELIAIOT B
NPYMEHEHUIO T[OMEIaloT B MauKy | KacceTy U3 MNOJMBHHMIXJIOpHaa. 1
KapTOHHYIO. KacceTy BMeCTe C HHCTPYKLMEH o
NPYMMEHEHHIO TMOMEUIAIOT B MauKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorercrBuu | Complies as prescribed / CootsercTByeT
C HOPMaTHBHOW JOKyMEHTALIUEM. TpeGOBaHUAM

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  www.bdrpharma.com
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, 52/5, 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 / 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. /

Jnst ynakoBkH 110 3 ¢yiakoHA ¢ IPEnapaToM U 3 aMmIyJibl ¢ pACTBOPUTEIIEM B
Kaccere:

B opuruHaneHo# ynakoBke ((1akoHBI € IpenapaToM M aMITyJibl C pACTBOPUTEINEM B
nayke) npu Temneparype 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. /

JIisl yIIakoBKHM 110 S (hJIaKOHOB € MPEnapaToM U 5 aMIys ¢ PACTBOPUTEIEM B
KacceTe:

B opurunanbHoli ynakoBke ((JIakOHBI ¢ IPernapaToM U aMITyJIbl C paCTBOPHUTENIEM B
rayke) npu Temneparype He Bbiie 25 °C.

Kit shelf life / 3 years.
CPpoK roHOCTH KOMILJIeKTa

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

3 rona.

CpOK roAHOCTH KOMILUJICKTA ONPEAEIACTCA CPOKOM I'OJHOCTH JICKAPCTBEHHOI'O
npenapara ajii MEAULUHCKOTO ITPUMEHEHHU .

Assessment: / 3akmrouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepwust COOTBETCTBYET TpeOOBaHIIM HOpMaTUBHOTO nokymenra JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

API name (INN) / HaumenoBauune AOC (MHH): Tenoxicam / TeHokcHkam

API manufacturer batch number / 92044624

Homep cepuu npoussogureisg ADC:

FP Manufacturer API Batch number / B250000663

Howmep cepuu cyocTanuuu npoussoaures IJIP:

API Manufactured by & country / Edmond Pharma S.r.1., Italy /
IIpouzBoautear ADC, crpana: Oamonpa @apma C.p.i., Uranus

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

HanmenoBanmue, agpec, JIMeH3ust A5 SURVEY No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
IIpousBoacTBennas miomanka / Ilnomanka 52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT —
KOHTpoJis kadecTBa / [Litomaaka Buimycka VANSETI VILLAGE, PO — TAJPURA, TALUKA —

HALOL, DIST. PANCHMAHAL - 389 350, India
(license No G/28/1828) /
BIIP ®APMACBIOTUKAJIC UHTEPHEUIIIEHEJI
IIBT. JIT/H., Unpus
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, DT -
Banueru [lepeBns, [10-Tamxkmypa, Tanyka - Xanosn,
okpyr ITanumaxan — 389 350Muaus (nuuensus Ne

G/28/1828)
PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Vasudev Kawadkar Deepak Sonar
Designation Sr. Executive Asst. Manager Dy. Manager
Department Quali,tx Control Quality Control Quality Control
! > | e (&b
Signature & Date X o””@b ‘%(X\ ) 2

- 4
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIN3A

Name of Product/ :  Water for injections (solvent) /
HanmeHoBaHue npenapata Bona nas unbekuuii (pacTBopHTEIIb)
Batch no. / Homep cepuu : BI250130

Amount of product per batch / Pazmep : 205.0L

cepun

Date of Control / /IaTa anaausa : 14/06/2025

Manufacturing date / [lata npoussoactea :  05/2025

Expiry date /{aTa okoH4YaHHS CpPOKAa : 04/2030

TOAHOCTH

Water for injections (solvent) / Boga nisi mHbeKuuMii (pacTBOPHTEID)

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATDI
Description /Onucanne Clear, colourless liquid without odor. / Clear, colourless liquid without
ITpo3pauHas OecLBeTHAs JKUIKOCTH O3 odor. / Ilpo3pauHas OGeclBeTHas
3amaxa. KHUAKOCTB Ge3 3amaxa.

Particulate matter / Mexanu4eckue BKIIOYEHHS

Visible particles / According to requirements. / B cooTBeTcTBHH C Complies / CooTBeTcTBYET
Buoumere yacmuyer TpeOOBaHUAMH .
Sub visible particles /

Heguoumvie yacmuyur

>10 pm particles / Not more than 6000 particles per ampoule; / 118.73 particles per ampoule; /

> .
yactul pasmepoM > 10 MxM | He G6onee 6000 Ha ammyty; He Gonee 118.73 5a ammyny:
>25 pm particles / Not more than 600 particles per ampoule. / 1.73 particles per ampoule. /

yactull pasmepoM > 25 Mkm | He Gonee 600 Ha ammyiy. He Gonee 1.73 Ha aMmyny

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KHCA0THOCTD H 1EJI0YHOCTD HcneiTyemblii 06pasel JoJKeH BBIIEP)KIBATh

HCIIBITaHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
BoccranaBauBaouine HcnbiTyemblii 00pasel] JoJKeH BBIIEPKHBATh
BelllecTBa UCTIBITaHHUe.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBETCTBYET
Yriepoaa AMOKCHA / He momkHO GBITh TIOMYTHEHHUS B T€UEHUE

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). /

0,

HuTpaTtbl U HUTPHUTBI He 6onee 0,00002 % (0,2 ppm). Menee 0,00002 % (0,2 ppm).
Sulphates / Cyabgarbi No turbidity should occur within not less than Complies / CooTBETCTBYET

1 h. / B Teuenue He MeHee 1 Yaca He IOJKHO
HaOJIIOaThCs TIOMYTHEHUE.

Ammonium / AMMOHHIA 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 AHAJIN3A

TESTS / NOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATDI

Calcium and magnesium /
Kaapuuii u maramii

Pure blue color should be observed (without a
violet hue). / JTo/okHO HaOMIOAATECS YHUCTO
cuHee okpauBaHue (6e3 ¢puoneToBoro
OTTEHKa).

Complies / CooTBeTcTByET

Heavy metals/ Tsizkennie
MeTaJlIbl

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 6omnee 0,004 %.

0.001 % /0.001%

Conductivity / Not more than 25 puS/cm. / 12.14 puS/cm. /
DJIeKTPONMPOBOAHOCTD He 6onee 25 MxCm/cM. 12.14 mxCm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
H3Baexaembliii 00bem He Menee HoMuHanbHOTO (HE MEHee 2 M). 2.2 Mn

Bacterial endotoxins /
BakTepHaJjbHbIe 3HI0TOKCHHbI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/Mn Boas! s
WHBEKIUH.

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

Sterility / CTepuabHocTh

Should be sterile. / lomkHa GBITE CTEPUIBHOM.

Sterile. / CtepuibHo.

Packaging / YnakoBka

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 pacTBoputens (BoJa Ui UHBEKLHIA) B
ammyny u3 OecuBerHoro creknia, tun 1. Ha
BEpPXHEH 4YaCTH aMmysibl HaHECeHa TOYKa
pasyiomMa OpaH>KEBOro 1[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 pactBopuTens (Boja AJs
WHBEKLMA) B aMmmyny U3
6ecuperHoro crewna, tun I. Ha
BEpXHE# 4YacTH aMITyJIbl HaHeceHa
TOYKA pa3lioMa OpaH)XXEBOr'0 1BETA.

Shelf-life / Cpox rognoctn

S years. / 5 ner.

Assessment: / 3akiIroYeHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBETCTBYET TpeOOBaHUAM HOpMaTHBHOro nokymeHnta JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Deepak Sonar Mitesh Baheti
Designation Sr. Executive Dy. Manager Sr. Manager
Department QuaIiEy\ Control Qua‘Ii}y Control

Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumenoBanune npenapara Bona nsist MHBeKuuii (pacTBopuTeD)
Batch no. / Homep cepun BIS23010
Amount of product per batch / Pasmep 205.0 L
cepHH
Date of Control / lata ananu3a 13/05/2025
Manufacturing date / JaTa nponssoacrsa 06/2023
Expiry date /[laTa oxoHYaHus cpoka 05/2028
TOXHOCTH
Water for injections (solvent) / Boga aas uabexumii (pacTBOpHTEIDb)

TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATBI

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

IIpo3payHas GecuBeTHas XKUIKOCTh Oe3
3amnaxa.

odor. / Ilpospaunas GecuseTHas
KHIKOCTh 0€e3 3amaxa.

Particulate matter / Mexannuyeckne BKJIIOYCHHS

Visible particles /
Buoumeie yacmuyor

According to requirements. / B cOOTBETCTBHH C
TpeOOBAHUAMH .

Complies / CootercTByeT

Sub visible particles /
Heesuoumvie yacmuyw:

>10 um particles /
4acTHL pasMepoM > 10 Mk

>25 pm particles /
YacTUL] pa3MEpPOM > 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.

111.47 particles per ampoule; /
He 6onee 111.47 na ammyny;

2.27 particles per ampoule. /
He Gonee 2.27 na ammyiy.

Acidity and alkalinity /
Kucnornocrs u wenaounocTs

Test sample should pass the test. / :
HcnbiTyemblii 06paser; HOJKEH BbIAEPKUBATE
HCTIBITAHHE.

Complies / CooTBercrByeT

Reducing substances /
BoccranaBanBaoiue
BellleCcTBa

Test sample should pass the test. /
Hcnerryemblit 00pasel K0KeH BblIepKUBATh
HCIIBITaHHE.

Complies / CooTBeTcTByeT

Carbon dioxide
Yraepoaa AHOKCHI

No turbidity should be observed within 1 hour.
/ He OMKHO OBITh IOMYTHEHHS B TEUYEHHE
1 yaca.

Complies / CootBercrByeT

Chlorides/ Xsopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl H HHTPHTBI

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 / Cyabdatsi

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee | yaca He JOHKHO
HaOJFOaThCs [IOMYTHEHHE.

Complies / CooTBeTcTBYET

Ammonium / AMMOHHI

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

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TIOKA3ATEJHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATBI

Calcium and magnesium /
Kanbuuii u maramii

Pure blue color should be observed (without a
violet hue). / JlomkHo HaGmoaaTkcs yncto
CHHee okpamnBanue (6e3 $huoneToBoro
OTTEHKa).

Complies / CootsetcTByer

Heavy metals/ Tsixenbie
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 6o1ee 0,004 %.

0.001 % /0.001%

Conductivity / Not more than 25 uS/cm. / 15.24 uS/cm. /
DJIeKTPONPOBOAHOCTH He 6onee 25 mxCwm/cm. 15.24 mxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL)./ 2.0 mL/
H3Baexaemblii 06bem He menee Homunanbhoro (ne mMenee 2 MII). 2.0 mn

Bacterial endotoxins /
BakTtepnanbHble 3HI0TOKCHHDI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boas! mis
HHBEKLIMIA,

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

Sterility / CrepuabHocTs

Should be sterile. / JlomkHa 6bITh CTEpHABHOI.

Sterile. / CrepunsHo.

Packaging / YnakoBka

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 pactBoputens (Boga mis HHBEKLMIA) B
ammyiny W3 OecuBeTHOro crexia, tum 1. Ha
BEPXHEH 4YaCTH aMIyjbl HaHECeHa TOYKa
pasJioMa OpaH)XeBOro 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. /
IepBuyHas ymakoBka

ITo 2 mn pacrBoputens (Boma mis
HHBEKLMH) B amILyry u3
6ecuserHoro crexna, tum 1. Ha
BEpXHEH 4acTW aMImysisl HaHeceHa
TOYKA Pa3jioMa OpaH)KEBOro L(BETA.

Shelf-life / Cpok roanocru

5 years./ 5 ner.

Assessment: / 3akiroueHne:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBeTCTBYET TPEGOBAHMAM HOPMATHBHOTO nokymenrta JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Diksha Kaundal Deepak Sonar- Ramakant Dash
Designation Executive Dy. Manager Manager
Department Quality Control Quality Cont)rol Quality Control

Signature & Date
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