BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaunmeHnoBanue npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pa3smep cepun

Date of Control / laTta anaiau3za

Manufacturing date / IaTa
MPOM3BOJCTBA

Expiry date /[Jata okoHYaHusi
CPOKa rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE®, anoduausar 1Jsi NIPHroTOBJIEHHS PACTBOPA AJIsi

HHBbeKIui, 20 Mr
BI250256B

210.0 L

26/11/2025
10/2025

09/2028

TESTS / IIOKA3ATEJIHN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATHI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunuznpoBaHHbIi MIOPOIIOK
AKEJITOr0 C 3eJICHOBATBIM  OTTEHKOM
LBeTa.

Yellow  with  greenish tint
lyophilized powder. /

JInounusupoBaHHbIA MOPOLIOK
HKENTOr0 C 3eJICHOBAaTHIM OTTEHKOM
L[BETA.

Identification / IlogiuuHOCTH

Tenoxicam by HPLC/
Tenokcukam (B2KX)

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

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

standard  solution (see  “Related | chromatogram of standard solution. /
substances”, determination of single

impurities and total impurities (254

nm)). /

Bpems yAEepPKUBAHUS nmika | Bpems yIOepP>KUBAHUS NHKa
TEHOKCMKaMa  Ha  XpomarorpaMMe | TeHOKCHMKaMa Ha XpoMarorpamme
UCIIBITYEMOTO pacTBopa JOJKHO | HCIIBITYEMOro pacTBopa
COOTBETCTBOBATh BpPEMEHH | COOTBETCTBYET BpPEMEHHU
yOep>KUBaHMUSA IHMKAa TEHOKCMKama Ha | yIep’KUBaHMs MHMKa TEHOKCHKaMa Ha
XpoMaTorpamme CTaHAapTHOro | XpoMaTorpamme CTaHapTHOTO
pacTBOpa (cm. «PoacrtBennble | pacTBoOpa.

NpUMECH», OINpelefeHHe eIUHHYHBIX

npuMeced M CyMMBI  mpumeceit

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Tenokcuxam (Y @-
cnekmpogomomempuyeckuii)

TESTS / TIOKA3ATEJIHA 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
have maxima at wavelengths of 257 + 2
nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). /

VO-criexTp NOTNIOLIEHHS HCIBITYEMOrO
pacTBopa, MPUTOTOBJICHHOI'O TS
KOJIMYECTBEHHOIO  OMNpeNeNieHHs, B
obsiactt ot 230 M 10 400 HM HOJDKEH
UMETh MaKCUMYMBbI MPH [AJMHAX BOJH
257 £ 2 M, 285 + 2 HM u 368 £ 2 HM

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

370.47 nm, 285.48 nm and
257.24 nm./

Y®-cnextp MOTJIOIIEHUSA
UCTIBITYEMOTO pacTtBopa,
MPUTOTOBJIEHHOTO s

KOJIMUECTBEHHOT0 OIpe/ie/ieHus], B
obmactu or 230 M npo 400 HM
UMEET MaKCUMyMbl IMpH JJIHHAX

(BI2KX)

(cM.  «KonuuecTBeHHOe ompenenenwe | BonH  370.47 uM, 285.48HM u
TEHOKCHKaMay). 257.24 um .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium
Hampus memabucynvghum metabisulfite peak obtained in the | 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. /

Bpemsa ynepxuBaHuS THKa HATpHS

chromatogram of the test solution
corresponds to that of Sodium
metabisulfite peak obtained in the
chromatogram of the standard
solution. /

BpeMs{ YACP)KUBAHUA NUKa HaTpUA

Bpems pacTBopenus

metabucynsura Ha Xpomarorpamme | MeTabucyabduTA Ha
HCIBITYeMOTO pacTBopa JIOJIKHO | XpOMaTorpamme HCIBITYEMOTO
COOTBETCTBOBATh BPEMEHH | PacTBOpa COOTBETCTBYET BpPEMEHHU
YOECP)KUBAHUA nMKa HaTpUs | yOep >KUBaHHs MHKa HaTpus
MeTabucyneuTa Ha XpoMarorpamme | MeTabucynabduTa Ha
CTaHAAPTHOTO pacTBopa (cM. | xpomarorpamme CTaHJAPTHOTO
«KonnuectBeHHOE OmNpeeneHne HaTpusi | pacTBopa.

MeTabucyabhuTa).

Dissolving time / Not more than 60 seconds. / He Gomnee
27 sec /27 cek

60 cexyH.

Appearance of Reconstituted
solution /

Onucanue BOCCTAHOBJIEHHOI'O
pacTBopa

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

Ilpemapar  JOMKEH  pacTBOPATHCS
TMOJHOCTBIO c OTCYTCTBHEM
HEPAaCTBOPEHHBIX YacTHL, 6e3 BUIUMBIX
MeXaHM4ecKUX BKoueHuil. OOpa3syercs
MPO3payuHbli 3eJIEHOBATO-XKENITOTO [IBETA
pacTBop.

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

IIpenapar pacTBOpsieTCS MOJHOCTHIO
C OTCYTCTBUEM HEPacCTBOPEHHBIX

YaCTHII, oe3 BHIUMBIX
MEXaHUYECKUX BKJIFOYEHUH.
O0pazyercs NPO3payHbIi
3€JIEHOBATO-XKEJITOr0 LBETa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Solution clarity* /
IIpo3paunocTs pacTBOpa*

The product solution should be clear. /

PactBop mpenapara
IPO3payHbIM.

JOJIKCH

OBITh

The solution is clear. /

PacTBop npo3pauHbIii.

Solution Color* /
IIBeTHOCTH pacTBOpa*™

The product solution should not be more
intensively colored than the reference
/ CreneHb OKpacku
JIOJDKHA

solution GY;.
pacTBOopa  Ipemapara  He
IpeBbIIaTh 3TanoH GY.

Complies. / CooTBeTcTBYET.

pH*

7.5t010.0./0t1 7,5 mo 10,0.

9.048 /9.048

Particulate matter* / Mexanu4ecKkue BKJIOYEHU*

Visible particles /
Buoumvie vacmuyu

Subvisible particles /
Hesuoumvle vacmuyot

>10 um particles/
Yacrtuu pasmepom > 10 MkM

>25 um particles/
Yactuw pasmepom > 25 MKM

According to requirements. /
COOTBETCTBUH C TPeGOBAHUAMHU

Not more than 6000/vial; /
He 6onee 6000 ua dmakon;

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

Complies / CooTBeTcTBYEeT

112.93 / vial
112.93 / dnakon

1.60 / vial
1.60 / ¢pnakon

Related substances / PoxcTBeHHble npuMecH

— = o
2-aminopyridine / Not Tore than 0.25 %; / He Gosee 0.00% /0.00%
2-aMUHOTIUPUANH 0,25 %;

Individual unidentified impurity /
Ennnnunas
HeUJIeHTU(UIMPOBAHHAS IIPHMECH

Below BDL (BDL~= 0.01 %) / Huxe

0/ . 0/«
Not more than 0.5 %; / He 6onee 0,5 %; oo heraespdmn (T <001 %)

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
OaHOpOAHOCTH X03HPOBAHUS* not more than 15.0. /

1.78 /1.78

[Tokazarens  mpuemsiemoctd  (AV)

JIoJKeH OBITh He 6outee 15,0.

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

1.68 %/ 1.68%

Less than 1 EU/mg /
Meunee 1 ED/ Mr

Water* / Bona*

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 EQ/Mr TeHOKCcHKaMa.

Bacterial endotoxins* /
BakTtepuajbHble 3HIO0TOKCHHBI*

Should be sterile. / JlomkeH OBITH
CTEPUJIbHBIM.

P -
Sterility* /CtepuabHocTh Sterile / Crepmer

Assay / KosinyecTBeHHOe onpeeJieHHe
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IIOKA3ATEJIAN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Tenoxicam / Tenokcukam

90.0% to 110.0% of Ci3H1iN304S;
(tenoxicam) of label claim. / Ot 90,0 %

CONEpIKaHHUSI.

110 110,0 % C13H11N304S; 100.0 %/ 100.0 %
(TeHOKCHKaM) OT  HOMHUHAJIBHOIO '
COZepPIKaHHSI.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memabucynvhum metabisulfite of the label claim. / Ot
85,0 % hils) 110,0 % HaTpus 105.3 %/ 105.3 %
MeTabucynbbuTa OT HOMHUHAILHOIO

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. /

IlepBuuHas ynakoBka
ITo 20 Mr TeHokcukamMa BO (JIaKOH W3

OecILBETHOro CcTeKJa THII I,
YKYTIOPEHHBII npoOKoi u3
OpoMOyTHIIOBOH  pe3uHbl,  OGKaToM
AIIOMHHHUEBBIM KOJITAYKOM c
KOHTPOJIEM  IIEPBOTO  BCKPBITHA H
IUIACTUKOBBIM JICKOM MOBEPX

AJTFOMHHHEBOI'O KOJIITIa4yKa.

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. /

IlepBruHas ynakoBka

ITo 20 Mr TeHokcHkama BO (h1akoH
u3 OeCHBETHOro cTekia TUn I,
YKYTTOPEHHBIA npoOKoi u3
OpoMOYTHIIOBO# pe3uHbl, 00KaToi
AJIOMHHHUEBBIM  KOJIMAYKOM €
KOHTPOJIEM TIEPBOTO BCKPBITHA H
IUIACTUKOBBIM  JUCKOM  TOBEpX
AIIOMHHHEBOTO KOJIAYKa.

Shelf-life/ Cpox rognocTu

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. / * IIpumeuanue. Ananutiyeckue MeToquku no I'® PO peiicTByromero u3ganus NPUMEHSIOTCS JUIS KOHTPOIS
KayecTBa Mpenapara Ha Tepputopun Poccuiickoit ®enepaunu. s BBITYCKAIOIIETO KOHTPOJS KadecTBa Ha
MPOM3BOICTBE MPOM3BOAUTEINb UCTIONB3YET METOANKHU 10 EBpomneiickoii dapMakonee IeiCTBYIOMEro H3AaHus.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILJIEKT
TESTS / IIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI
Kit package / YmnakoBka | Secondary package Option for 3 vial + 3 ampoule
HREIRESE 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 pck /
y : : BropuyHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | i © mpenapaToM H
patient information leaflet in a carton G 2 FRRIEOPUTCIION TIOMCINAIoT B
e KacceTy M3 NONMBMHIIXIOPHIR. 1
KacceTy BMeCTe€ C HHCTPYKLHeH T0
BropuyHas ynakoBka IPUMEHEHHIO TMOMEINAIT B  MauKy
KapTOHHYIO.
Ilo 3 ¢nakona ¢ mpemaparoM U 3 Orf)tion};c}),;OS vials 4 Ramexles
aMITyJIbl C PACTBOPUTENIEM OMEIIAIOT B
KacceTy u3 nonuBuMHWIxyiopuaa. 1 | Secondary package
KacceTy BMeCTe ¢ HHCTpyKuued 1o | 5 vials with the medical product and 5
NPUMEHEHUIO TIOMEIAI0T B Madky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
ITo 5 ¢nakonos ¢ npenmapatroM u 5 | pack./
aMIlyJ] C pacTBOpUTENeM INOMELIAT B | Bropuunas ymakoska
KacceTy M3 mnojuBuHMmxjopupa. 1 | Ilo 5 ¢makonoB ¢ mpemaparomM u 5
KacceTy BMECTE C HHCTPYKLUMEH II0 | aMIyJl C PacTBOPHTENEM IMOMEIIAT B
NPYMMEHEHHIO TOMEIAIOT B MayKy | KacCeTy M3 MOJMBHHWIXIOpHAA. |
KapTOHHYIO. KacceTy BMECTe C HHCTPYKUHEH 110
NPUMEHEHHIO [OMEIAIOT B  MauKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. /B coorsercrBun | Complies as prescribed / CooTBeTcTBYET
i C HOPMaTHBHON AOKyMEHTalUel. TpeOoBaHUIM
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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:
XpaHeHHEe KOMILIEKTA

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

s ynakoBku 110 3 dutakoHa ¢ penapaToM U 3 aMmyJibl C pACTBOPHTEIEM B
Kaccere:

B opurunaneHnoli ynakoske ((akoHBI ¢ mpenapaTtoM U aMItyJibl ¢ pacCTBOPUTEIIEM B
nauke) Ipy Temrneparype He Boiire 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 (hJIaKOHOB ¢ IpenapaToM M 5 aMmyJs ¢ pacTBOPUTENIEM B
KacceTe:

B opurnHanbpHoii ynakoBke ((JIaKOHEI C IIpenapaToM M aMITyJibl ¢ PACTBOPHTEIIEM B
nayke) Mpu TeMnepaType He Bbiie 25 °C.

Kit shelf life / 3 years.
CpoK roqHoOCTH KOMILIEKTA

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

3 rona.

CpOK TOAHOCTH KOMIUJIEKTaA ONPEAEIAETCS CPOKOM I'OAHOCTH JIEKAPCTBEHHOTI'O
npenapara ajid MEAUIUHCKOTO MPUMEHEHU .

Assessment: / 3akimroyenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus cooTBeTCTBYET TpeOOBaHUIM HOpMaTUBHOrO nokymenta JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

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

Tenoxicam / TeHokcHUkaM

Homep cepun cyocranuun npoussogures LJID:

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

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

Edmond Pharma S.r.1., Italy /
Onmona Papma C.p.i., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanmue, agpec, THNEH3Us s
IIponsBoacrBennas miaomagka / Ilnomagka
KOHTpOJIa KadecTBa / [lnomanka 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 UHTEPHEUILIEHE]
IIBT. JITH., Uugus
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 -
Baunueru Ilepesns, [10-Tamxmypa, Tanyka - Xanod,
okpyr [Tanumaxan — 389 3501uaus (nuueH3us 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@,g}ontrol

Eioens

Signature & Date

%m\mf /%’W/
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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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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ : Water for injections (solvent) /
HaunmenoBanue npenapara Bona pas nubekunii (pacrBopurenn)
Batch no. / Homep cepun : BI250240

Amount of product per batch / Pasmep 1 2050L

cepHH

Date of Control / JaTa anaau3a © 24/1172025

Manufacturing date / lata npousBoacrea :  10/2025

Expiry date /{aTa okon4yanus cpoka : o 09/2030

FOAHOCTH

Water for injections (solvent) / Bona nast uabekuui (pacTBOpHTED)

TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Description /Onucanue Clear, colourless liquid without odor. / Clear, colourless liquid without
[Tpo3paynas GecuBeTHas KUIKOCTE Ge3 odor. / TIlpospaunas GeclBeTHas
3amnaxa. JKUJKOCTb 0e3 3armaxa.

Particulate matter / Mexanu4eckue BKJIIOYCHHS

Visible particles / According to requirements. / B cooTBeTcTBHE C Complies / CooTBeTcTByeT
Buoumvie vacmuye TpeOOBaHUAMH .

Sub visible particles /
Heeuoumvle uvacmuyer

>10 pm particles / Not more than 6000 particles per ampoule; / 148.00 particles per ampoule; /
> .

JacTull pasmepom > 10 mkm | He Gonee 6000 Ha ammmymy; He Gortee 148.00 na amnyy;

>25 um particles / Not more than 600 particles per ampoule. / 4.67 particles per ampoule. /

4acTuIl pasmepom > 25 Mmkm | He Gonee 600 Ha ammyay. He Gontee 4.67 1a amnymy

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
KucaorHocTs u menounocrs Hcneityemelii 06pasel; H0JKEH BbIIEP)KHBATE

UCIIBITAHHUE.
Reducing substances / Test sample should pass the test. / Complies / CoorsetcTByeT
BoccranaBauBarmue HcneiTyemblit 00paseL J0JKeH BbLIEPKIBATh
BelllecTBa HCTIBITAHUE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CoorBercrByeT
Yraepoaa nuokcua / He n1omxHO GbITh TOMyTHEHHUs B TeUEHHE

1 yaca.
Chlorides/ Xnopuabi Not more than 0.5 ppm. / He 6osee 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). /

V)

HutpaTbl # HUTPUTBI He 6onee 0,00002 % (0,2 ppm). Menee 1,00002 % (02 ppm),

Sulphates / Cyasdarsi No turbidity should occur within not less than Complies / CootBercTByeT
1 h./ B TeueHune He MeHee 1 yaca He JOIDKHO
HaOJIOaThCs TIOMYTHEHUE.

Ammonium / AMMOHHuIf Not more than 0.6 ppm. / He Gosiee 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 / NIOKA3ATEJIM

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATHI

Calcium and magnesium /
Kaneumii u marumii

Pure blue color should be observed (without a
violet hue). / JIonkHO HabIIIOAATLCS YHCTO
CHHee OoKpawuBaHue (0e3 huoneroBoro
OTTEHKa).

Complies / CoorBeTcTBYeT

Heavy metals/ Tsizennsie
MeTaJIbI

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

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

Residue after evaporation /
Cyxoii ocraTok

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

0.001 %/ 0.001%

Conductivity /
DJIeKTPONPOBOAHOCTD

Not more than 25 pS/cm. /
He 6omnee 25 mxCm/cM.

11.46 pS/cm. /
11.46 MmxCwm/cM.

Extractable volume /
HU3Baexaemblii 06beM

Not less than label claim (not less than 2 mL). /
He menee HomunanbHoro (He menee 2 mn).

22mL/
2.2 M

Bacterial endotoxins /
BakTtepuajbHbie 3HI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mMi Boas! st
UHDBEKLUH.

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

Sterility / CtepusibHocTh

Should be sterile. / JlomkHa 6bITh CTEPUITBHOI.

Sterile. / CrepunbHo.

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. /
IlepBryHas yrmakoska

ITo 2 mn pacTBOpHTENS (BOAQ 11 MHBEKIHIA) B
ammyny u3 OecuetHoro crekna, tun 1. Ha
BEpPXHEH 4YaCTH aMIyJbl HAHECEHAa TOYKa
pa3yioMa OpaH>XeBOro I[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 ynakoska

Ilo 2 mn pactBoputens (Boga st
UHBEKIHN) B aMITyJTy u3
OecusetHoro crekna, tan I. Ha
BEpXHEH YacTH aMIyJsibl HaHeceHa
TOYKA Pa3lioMa OpPaHKEeBOIro 1IBETA.

Shelf-life / Cpok rognoctn

5 years./ 5 ner.

Assessment: / 3akirouyeHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepusi cooTBeTCTBYET TpeOOBaHUsIM HOpMATHBHOTO NoKyMeHTa JIC-000295-040325.

PREPARED BY

REVIEWED BY

APPROVED BY

42)L{V

Name Anjali Singh Mahendra Patil Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Quality Control
Signature & Date /&V/wﬁwﬁs o4 £
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