BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HanmenoBaHue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / lara anajausa

Manufacturing date / laTa
NMpPOH3BOACTBA

Expiry date /[JaTa okoHuaHusi
CPOKAa rOIHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, 1nodunausaTt A NPHroToBJeHHs pacTBopa 1Jst

HHBbEKI M, 20 Mr
BI250303A

210.0 L

20/01/2026
12/2025

11/2028

TESTS / [IOKA3ATEJIN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATDI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInopunusnpoBaHHbIH
JKEJITOro ¢
L[BETA.

IOPOMIIOK
3CJICHOBATbIM OTTCHKOM

Yellow with greenish tint
lyophilized powder. /

JIno¢punsupoBaHHbIH MOPOILOK
AKEITOr0 C 3€JICHOBATHIM OTTCHKOM
L[BCTA.

Identification / [loaanHHOCTDH

Tenoxicam by HPLC /
Tenoxcukam (B3:KX)

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. /

Bpewms yIepKHBaHUs nuka | Bpems YAEPKUBAHUSA n1Ka
TEHOKCHMKamMa  Ha  XpomarorpaMme | TCHOKCHKaMa Ha XpoMaTorpamme
HCIBITYEMOTO pacTBopa JOJDKHO | MCIIBITYEMOTO pacTBopa
COOTBETCTBOBATh BPEMCHHU | COOTBETCTBYET BpPEMCHH
yIEp)KHUBAaHUs THKa TEHOKCHKaMa Ha | YAECPKMBAaHHUs MHKa TCHOKCHKaMa Ha
XpomaTorpamMmme CTaHJapTHOTO | XpOMaTorpaMme CTaHJapTHOTO
pacTBopa (cm. «PoxnctBenHsle | pacTBOpa.

NPUMECH», ONpeJe/eHHe eIMHHYHBIX

npuMece M CyMMBbl  IpHMecei

(254 5Mm)).
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Tenokcukam (Y ®-
cnekmpogomomempuyeckuit)

TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATDI
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
have maxima at wavelengths of 257 + 2
nm, 285 £ 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). /

Y®-cnekTp NOrIOLIEeHHsT HUCHBITYEMOTO
pacTBopa, NPUTOTOBJICHHOTO JUISt
KOJHUYCCTBCHHOTO  OMpEACIACHHUS, B
o6nactu ot 230 M no 400 HM JgOMKCH
HMCTh MAaKCHMYMBbI TpPH [UTHHAX BOJH
257 £ 2 uMm, 285 =+ 2 uMm U 368 £ 2 HM

the range from 230 nm to 400 nm
have maxima at wavelengths of

257.33 nm, 285.29 nm and
367.32 nm. /

Y®-cnexTp MNOTJIOLICHUS
UCIIBITYEeMOT 0 pacTBopa,
[PUTOTOBJICHHOTO QIS

KOJIMYCCTBCHHOTO OIpE/CICHHS, B
obsmmactu or 230HM gmo 400 HM
HMEET MAaKCHMYMBl TpH JUIHHAX

Hampua memaoucyavghum
(B3’KX)

(cm.  «KommuectBeHHOe ompeaeneHue | BoaH  257.33 um, 28529 HM u
TEHOKCHKaMay). 367.32 HM .
Sodium metabisulfite (HPLC) / The retention time of Sodium | 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 yaepkuBaHHMs THKa HATPHS
MeTabucynbuTa Ha XpoMmaTtorpamme
HCITBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHHU
yIEPKUBAHUS nuKa HATpHs
MeTabucynpduTra Ha XpOMaTtorpamme
CTaHJIapTHOTO pacTBopa (cm.

«KonuuecTBeHHOE ONpeencHue HATPHsI
MeTabucynbdura).

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. /

Bpemst ynepxuBaHus nuKa HaTpus

MeTaducynbdura Ha
XpOoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMECHH
yIACPKUBAHHS nHKa HATPHSI
MeTabucynbhuTa Ha
XpOMaTorpaMme CTaHJapTHOTO
pactBopa.

Dissolving time /

Bpems pacTBopeHusi

Not more than 60 seconds. / He 6omee
60 cexyHa.

31 sec/31 cex

Appearance of Reconstituted
solution /

OnucaHne BOCCTAHOBJIEHHOTO
pacTBopa

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

[lpemapat  JOKEH  PacTBOPATHCS
TMIOJIHOCTBIO G OTCYTCTBHEM
HEPacTBOPEHHBIX 4acTHL, 0€3 BHAUMBIX
MEXaHHYECKUX BKIroueHui. OOpasyetcs
NpPO3payHbIii 3eJICHOBATO-KEJITOTO 1{BETA
pacTBop.

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

[Ipenapar pacTBOpsieTCs MOJHOCTbIO

C OTCYTCTBHEM HEPACTBOPEHHBIX
YaCTHII, oe3 BHIMMBIX
MEXaHHYECKUX BKJTIOYCHHH.
Oobpazyercs Npo3pavHblil
3€JIEHOBATO-KEJITOrO BerTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ATEJIN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI

Solution clarity* /
[Mpo3pauyHocTh pacTBOpa*™

The product solution should be clear. /

PactBop mpenapara OBITh

MPO3PaYHBIM.

JOJIKCH

The solution is clear. /

PacTBOp npo3padHsblii.

Solution Color* /
LiBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY,. / CrteneHb OKpacku
pacTBopa  mpenapata He  JOJDKHA
npeBblath 3tanoH GY.

Complies. / CooTBETCTBYET.

pH*

7.5 to 10.0. /01 7,5 no 10,0.

9.217/9.217

Particulate matter* / MexaHu4ecKkHe BKJIIOYEHHA*

Visible particles /
Buouwweie vacmuysr

Subvisible particles /
Hesuoumvie wacmuyoi

>10 pum particles/
Yactun pazmepoM > 10 MkM

>25 pm particles/
YacTui pazmepom > 25 MKM

According to requirements. / B
COOTBETCTBUH C TPEOOBAHHAMH

Not more than 6000/vial; /
He 6onee 6000 Ha dnakoH;

Not more than 600/vial. /
He 6onee 600 Ha dakoH.

Complies / CooTBeTcTBYET

34.80 / vial
34.80 / pmaxon

0.93/ vial
0.93 / pnakon

Related substances / PoacTBennbie

NnpHuMecH

2-aminopyridine /
2-aMHUHOTTUPHUIUH

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

0.00% /0.00%

Individual unidentified impurity /
Enunnunas
HEHICHTU(DHULHPOBAHHAs IPUMECh

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

Below BDL (BDL=0.00 %) / Huxe
nopora peructparuu (ITP =0.00 %)

Total impurities /

e — Not more than 1.0 %. / He 6onee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OIHOPOAHOCTb 103HPOBAHUS* not more than 15.0. / 181
.81/ 1.81
[Mokazatens  mpuemsieMoctH  (AV)
JI0JKEH OBITEH He Oomee 15,0.
Water* / Boxa* Not more than 3.0 %. / He 6omee 3,0 %. 0.99 %/ 0.99 %

Bacterial endotoxins* /
BakrtepuaJibHble JHIOTOKCHHbI *

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

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

Sterility* /CtepuabHocTh*

Should be sterile.
CTCPHIBHBIM.

/ JlomkeH OBbITh

Sterile / Ctepunien

Assay / KonnuecTBeHHOe onpeesieHHe
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIN3A

TESTS /ITIOKA3ATEJIHN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATDI

Tenoxicam / Tenokcukam

90.0% to 110.0% of Ci3HiiN304S>
(tenoxicam) of label claim. / Ot 90,0 %

Hampua memaducyivhum

a0 110,0% C13H11N30452 101.8%/ 101.8 %
(TEeHOKCHKaM) oT HOMHHAJIBHOTO
CoJIepKaHHS.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

metabisulfite of the label claim. / Ot
85,0 % il 110,0 % HaTpus
MeTabucynbhuTa OT HOMHHAIBHOTO
COJCPIKaHHS.

101.4 %/ 101.4 %

Package / YnakoBka

Primary package
20 mg of the tenoxicam in a colorless

glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /

[lepBuyHas ynakoBKa
[To 20 Mr TeHOKCHKaMa BO (hJIaKOH M3

OCCILBETHOTO CTEKJa THI I
YKYMOPEHHBIH npoOKoH u3
OpoMOYTHIIOBOH  pe3HHBI,  00XKaTOH
ATFOMHHHUEBBIM KOJITAYKOM c
KOHTPOJIEM  TEPBOTO  BCKPBITHA |
IUTACTHKOBBIM JTUCKOM MOBEPX

AJIIOMHUHHUCBOT'O KOJIIMavyKa.

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. /

IlepBuyHas ynakoBka

ITo 20 Mr TeHOKCHKama BO ()JIaKOH
W3 OecLBeTHOro crekiaa TUlm I,
YKYHNOPEHHBIH npoOKoii u3
OpoMOYTHIIOBOH pE3HHBI, 00KaTOMH
ATIOMMHUEBBIM  KOIMAuyKOM  C
KOHTPOJIEM TIEPBOTO BCKPBITHA H
IUIACTHKOBBIM ~ JTHCKOM  IIOBEpX
ATFOMHMHUEBOTO KOJIMAYKa.

Shelf-life/ Cpok roanoctu

3 years. / 3 roga.

* 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. / * IIpumeuanue. Ananutnyeckue Metoauku no I'® PO pelicTByromiero n3anus NPUMEHSAIOTCS UIs KOHTPOJIs
KadecTBa mpenapata Ha Ttepputopun Poccuiickoit ®enepaumu. JIas BBINMYCKAMOMIEro KOHTPOJS KayecTBa Ha
MPOM3BOACTBE IIPOM3BOANTEIb HCIIOIb3YCT MCTOAUKH 110 EBporneiickoii dapmakonee JeHCTBYIOLIETO H3JaHUS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIHU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATbI
Kit package / Ynakoska | Secondary package Option for 3 vial + 3 ampoule
feommerTa 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 pagi |
. . ; BropuuHas ynakoBka
ampoules with the solvent in a polyvinyl i Pumeons © mpenspaTow W 3
chloride cassette. 1 cassette with the
. . . : aMITyIbl ¢ PACTBOPHUTENEM MOMELIAIOT B
patient information leaflet in a carton
—_—ry Kaccery M3 NONTHBHHWIXNOPHIA. 1
KacceTy BMECTe C MHCTPYKLHMEH 10
BropuyHas ynakoBka MPUMEHCHHIO TMMOMEIIAT B MaykKy
KapTOHHYIO.
Ilo 3 d¢umakona ¢ mpemapatoM H 3 Otftion fz;os a1 & Ssnpoules
aMITyJIbl ¢ PACTBOPUTEIEM MOMELIAIOT B
kaccety w3 noauBuHMiaxjgopuzaa. 1 | Secondary package
KacceTy BMeECTe C HWHCTpyKuueil mo | 5 vials with the medical product and 5
NPUMMEHEHHIO MMOMEN[AIoT B mauky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Ilo 5 ¢nakonoB ¢ mnpemapatoM H 5 | pack./
amIyja ¢ pacTBOPHTENIEM IOMCIIAIOT B | BropuuHas ymakoBka
kKaccery w3 nonuBuHMixiaopuza. 1 | Ilo 5 ¢raakoHoB ¢ mnpemapatoM u 5
KacceTy BMCCTE€ C MHCTPYKLMEH IO | aMmys ¢ pacTBOPHTENIEM IOMELAIOT B
NPYUMEHEHHIO TOMELIAIT B MAuKy | Kaccery M3 MOJMBHHHIXIOpHAa. 1
KapTOHHYIO. KacceTy BMECT€ C MHCTpyKUMEH 1o
NPUMEHCHHIO [OMCIIAIOT B MAuKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorBetctBun | Complies as prescribed / CootBeTcTBYET
C HOPMATHBHOH JTOKYMCHTaLUEH. TpeOOBaHHAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Kit storage /
XpaHeHHe KOMIJIEKTA

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

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

Jlnst ymakoBkH 1o 3 ¢hJ1akOHaA ¢ IpenapaToM U 3 aMIyJibl C PACTBOPHUTEIIEM B
KacceTe:

B opurunanbHON ynakoBke ((hIakoHBI ¢ IpenapaToM U aMIyJibl ¢ pacTBOPUTENEM B
nayvke) npu Temneparype He Bbiiie 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./

JJ1s ynakoBkH 1o 5 (I)IlaKOHOB C IPEnapaToM M S aMnyJ1 ¢ paCTBOPHUTEIEM B
KacCeTC!

B opurnnanbHO# yrnakoBke ((1akoHBI C IIPENapaToM U aMITyJibl C PAaCTBOPHUTEIIEM B
nayke) Mpu Temmepatype He Bbiie 25 °C.

Kit shelf life /
CpoK roIHOCTH KOMIJIEKTa

3 years.

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

3 roxa.

CpOK TOAHOCTH KOMIUICKTA ONPEACIIACTCS CPOKOM I'OAHOCTH JICKAPCTBECHHOTO
npemnapata ajist MEAUIHUHCKOIO NPUMEHECHHUS.

Assessment: / 3aKJIroucHuE:

The batch complies with the specifications according to ND JIIT-Ne(012106)-(PI'-
RU)-141025, / Cepust cooTBETCTBYET TpeOOBaHHSM HOPMATHBHOTO JoKyMeHTa JIT1-
Ne(012106)-(PT-RU)-141025,
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

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

Tenoxicam / TeHOKCHKAM

Homep cepun cyoctannuu npouspoautens I'JId:

API manufacturer batch number / 92044624
Howmep cepun nponspoauteas ADC:
FP Manufacturer API Batch number / B250000663

API Manufactured by & country /
Ipoussoaurtear ADC, crpana:

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

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHme, aapec, THIEH3US A1
IIpoussoacTBenHas niaowmaaka / Ilnomaaka
KOHTpoJisa kayecTBa / [lomanka 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,
52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT —
VANSETI VILLAGE, PO - TAJPURA, TALUKA —
HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /
BJIP ®APMACBIOTUKAJIC MIHTEPHEMIIIEHE
IBT. JITA., Uaaus
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 -
Banueru Jlepepns, [10-Tamknypa, Tanyka - Xanou,
okpyr INanumaxan — 389 3501 uans (auuensus Ne
G/28/1828)

PREPARED BY

REVIEWED BY APPROVED BY

Name Anjali Singh Bhushan Kothawade Deepak Sonar
Designation Officer Sr. Executive Manager
Department Qua_lity Control Quality Control Quality/C_c))ntroI

Signature & Date

et

%\muﬂ%

| 3 gmb
—ANUA
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ : Water for injections (solvent) /
HanmeHoBanue npenapara Boaa aas nHbeKkuUHii (pacTBOpHTEIIb)
Batch no./ Homep cepuu : BI250283

Amount of product per batch / Pazmep : 205.0L

cepuu

Date of Control / /lata anaau3sa o 13/12/2025

Manufacturing date / lata npoussoacrsa :  11/2025

Expiry date /lata okoH4YaHusi cpoKa : 10/2030

TFOAHOCTH

Water for injections (solvent) / Boxa asst nHbexkuuii (pacTBopuTeIb)

TESTS / TIOKA3ATEJIU SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATHI
Description /Onucanue Clear, colourless liquid without odor. / Clear, colourless liquid without
ITpo3paunas GecuBeTHas KUAKOCTH O3 odor. / Ilpo3paunast GeclBeTHast
3amaxa. ’KHAKOCTH 6e3 3amaxa.

Particulate matter / Mexann4ecKkHe BKJIIOYeHHUS

Visible particles / According to requirements. / B cooteTcTBUY C Complies / CooTBeTCTBYET
Buoumwie vacmuiyor TpeOOBAHUSAMH .

Sub visible particles /
Heguoumvie vacmuywi

>10 pm particles / Not more than 6000 particles per ampoule; / 58.27 particles per ampoule; /
yactul pasmepom > 10 Mxm | He 6omnee 6000 Ha ammyy; He Gonoe 58.27 ma ammyny;
>25 pm particles / Not more than 600 particles per ampoule. / 0.67 particles per ampoule. /

4acTHl pasmMepoM > 25 MkM | He Gornee 600 Ha ammyy. R I Ten—

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KuciaoTHOCTb H II€104YHOCTH HcneITyemslii 06paser T0JKeH BbIICPKHBATH

HCIIbITAHHE,
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
BoccranaBiuBaiomue HcnbITyembli 06paser J0/DKEH BBIACPKHBAT
BellecTBa HCIIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepoaa 1MoKcHA / He HOMKHO OBITH MOMYTHEHUSI B TEUCHHE

1 qaca.
Chlorides/ Xaopuabi Not more than 0.5 ppm. / He 6osiee 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

HuTpaTbl H HUTPHTBI He 601ee 0,00002 % (0,2 ppm). hieues BO0002 % (0.2 pr.
Sulphates / Cyasdartsi No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h./ B teuenue He MeHee | yaca He JOIKHO
HaOII0AaThCs TOMYTHEHHE.

Ammonium / AMMoHHii Not more than 0.6 ppm. / He 6osiee 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 / TIOKA3ATEJIHU

SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHBI

Calcium and magnesium /
Kaabunii u marumii

Pure blue color should be observed (without a
violet hue). / JIoJokHO HaOII0AATECS YUCTO
CHHee OKpaiuBaHue (6e3 GproneToBoro
OTTCHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsxenbie
MeTaJLbl

Not more than 0.00001 % (0.1 ppm). /
He 6osee 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 6onee 0,004 %. 0.000 % / 0.000%

Conductivity /
DJIeKTPONPOBOAHOCTH

Not more than 25 uS/cm. /
He 6onee 25 MxkCwm/cM.

13.59 puS/cm. /
13.59 MxCwm/cMm.

Extractable volume /
U3BaexaeMblii 00bem

22mL/
2.2 M

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHAIBHOTO (HE MeHee 2 MT).

Bacterial endotoxins /
BakTtepnajbHbIe JHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/mn Boas! nnst
UHBEKLMH.

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

Sterility / CtepnabHocTh

Should be sterile. / [lomkHa OBITH CTEPUITBHOH. 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. /

2 mL of the solvent (water for
injections) in a colorless glass
ampule type | with an orange one-

IlepBuyHas yrnakoBKa

ITo 2 mu pacTBOpHTENS (BOAA [UISE HHBEKIIUH) B
ammyay u3 OecuerHoro crekia, tum [ Ha
BEpXHEH 4YacTH aMIlyJbl HAaHECCHAa TOYKa
pasyioMa OpaH>XEBOTO I[BETA.

point-cut at the top of the ampule. /
[lepBuyHas yrakoBka

ITo 2 mu pactBOopuTens (Boma Aus
HUHBEKIUN) B aMIyJTy u3
OecuserHoro crexiaa, tun I. Ha
BEPXHEH YacTH aMITyJlbl HaHECCHa
TOYKA Pa3/ioMa OPAH)KEBOTO LIBETA.

Shelf-life / Cpok ronnocTu

5 years. /5 ner.

Assessment: / 3aKJIIOUEHHE:

The batch complies with the specifications according to ND on quality JITT-Ne(012106)-
(PI-RU)-141025./

Cepus cooTBETCTBYET TpeOOBAHHIM HOPMATHBHOTO TOKYMEHTa 1o kayectBy JII1-
Ne(012106)-(PT-RU)-141025.

PREPARED BY REVIEWED BY APPROVED BY

Name Anjali Singh Bhushan Kothawade Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control QWntrol
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaumenoBaHue npenapara

Water for injections (solvent) /

Boaa nas nHbeKkuMii (pacTBopuTeb)

Batch no. / Homep cepun BI250285
Amount of product per batch / Pasmep 205.0L
cepun
Date of Control / /laTa anann3sa 30/12/2025
Manufacturing date / /lata npousBoacrea 11/2025
Expiry date /[Ilata okoH4YaHHs cpOKa 10/2030
FOAHOCTH
Water for injections (solvent) / Bona anist uHbexkunii (pacTBopuTesib)

TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI

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

[Tpo3pauHas GecuBeTHas KUAKOCTH O3
3amaxa.

odor. / Ilpo3pauHas OeccrBeTHas
KHIKOCTH Oe3 3amaxa.

Particulate matter / Mexann4eckne BKJIIOYEHHS

Visible particles /
Buoumwie vacmuyot

According to requirements. / B cooTBeTCTBHH C
TpeOOBAHUSIMH .

Complies / CooTBeTcTBYET

Sub visible particles /
Hesuoumeie wacmuyer

>10 pm particles /

yacTHll pazMepom > 10 Mkm

>25 um particles /
YaCTHII pa3MEpPoOM > 25 MKM

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

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

70.00 particles per ampoule; /
He 6onee 70.00 Ha ammmyay;
1.20 particles per ampoule. /

He Gonee 1.20 na ammyuy.

Acidity and alkalinity /
KucnoTHocTh 1 meJ0YHOCTD

Test sample should pass the test. /
HcnbiTyeMbli 0Opasel] JOKEH BbIICPKUBATh
HCTIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBauBaromue
BelllecTBa

Test sample should pass the test. /
HcmbiTyemslii 06pasel] JoMKEH BbIACPKHBATD
HCIBITAHHUC.

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoaa 1MokcHa

No turbidity should be observed within | hour.
/ He 10JDKHO OBITH IOMYTHEHHS B TCUCHHUE
1 gaca.

Complies / CooTBeTcTBYET

Chlorides/ Xsiopuabi

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

Less than 0.5 ppm / Meree 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl H HHTPHTBI

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

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

Sulphates / Cyabdatsi

No turbidity should occur within not less than
1 h./ B Teuenune He MeHee | yaca He TOKHO
HaOJII01aThCS TOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHIi

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

Less than 0.6 ppm / Menee 0,6 ppm

oad, upera F
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJIU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kanbuuii u maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHO HaOIHOAATHCS YHCTO
cHHee okpalinBanue (6e3 GpuoaeToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Ts:kenanie
MeTaJlJIbl

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

Not more than 25 pS/cm. /
He 6omee 25 mxCwm/cMm.

12.85 puS/em. /
12.85 MxCwm/cMm.

Extractable volume /
U3BJexaeMblii 00LeM

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHATBEHOTO (HE MEHEE 2 MII).

22mL/
2.2 M

Bacterial endotoxins /
bakTepuajbHble JHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6osee 0,25 E3/Mia Boas! st
HHDBEKLUH.

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

Sterility / CtepuibHocTb

Should be sterile. / JlokHa OBITE CTEPHIBHOM.

Sterile. / CtepunpHO.

Packaging / YnakoBka

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type | with an orange
one-point-cut at the top of the ampule. /
[lepByyHas ynakoBKa

ITo 2 M pacTBOpHTENS (BOJA A HHBEKIHI) B
amnyiay u3 OecrnBerHoro crekia, tun I Ha
BEepXHEH 4YacTH aMIyjidbl HaHECeHa TOdKa
pa3iomMa OpaH)XEBOT'O IIBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
[lepBuyHas ynakoBka

Ilo 2 Ma pactBOpuTEns (Boga Iuis
UHBEKIUN) B aMIyJy u3
OeciBerHoro crekna, tan [. Ha
BEpXHEH YacTH aMIyJibl HaHEeceHa
TOYKA pa3joMa OPaHKEBOTO L[BETA.

Shelf-life / Cpok ronnoctu

5 years. / 5 ner.

Assessment: / 3akar04eHHE:

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

(PT-RU)-141025./

Cepust cOOTBETCTBYET TPeOOBAHHUAM HOPMAaTHBHOTO JOKyMEHTa Mo kavyecTBy JII1-

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

PREPARED BY REVIEWED BY

APPROVED BY

Name Anjali Singh Bhushan Kothawade Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Quality Ccﬂtrol

Signature & Date
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