BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3smep cepuu

Date of Control / laTa ananusa

Manufacturing date / lata
MPOH3BOACTBA

Expiry date /lata okoHYaHHUSs
CpOKa roqHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/I®, auo¢uan3ar Ajisi NPUrOTOBJIEHHsS PAaCcTBOpa AJsl

HHbeKuuii, 20 Mr
BI250145A

210.0 L

14/07/2025
06/2025

05/2028

TESTS / HOKA3ATEJIU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunu3npoBaHHbIHA IOPOLIOK
JKEJITOr0 C  3EJIEHOBAaTbIM  OTTEHKOM
LIBETA.

Yellow lyophilized powder. /

JInodunuzupoBaHHbIN MOPOLIOK
JKENITOrO C 3eJIEHOBAThIM OTTEHKOM
[BeTa.

Identification / IlonJHHHOCTH

Tenoxicam by HPLC /
Tenoxcuxam (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 test solution
chromatogram is correspond to the
retention time of tenoxicam peak in

standard  solution (see  “Related | the standard solution chromatogram/
substances”, determination of single
impurities and total impurities (254
nm)). /
PKHBaHUS uKa
BpER yAep S Bpewms yI€p)KUBaHUs MrKa
TEHOKCHKama  Ha  XpoMarorpamMMe
- p P TEHOKCHKaMa Ha XpoMarorpaMmme
HCITBITYEMOTO acTBopa OJDKHO
Y p P - HCIIBITYEMOTO pacTBopa
COOTBETCTBOBATh BpPEMEHH
COOTBETCTBYET BpEMEHU
ep)KMBaHUs TMKa TEHOKCHKama Ha
yaep yIep)KUBaHUs TIHKa TEHOKCUKaMa Ha
X] MMe CTaHIAPTHOTO
POMATOrpa AP XpoMarorpamme CTaHOAPTHOTO
pacTBOpa (cm. «PoncrBeHHbIE
pacTBopa.
NpUMecH», OIpeieeHHe EIMHUYHBIX
npuMeceii M CyMMBI  TIpuUMecei
(254 HM)).
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Tenoxcukam (Y-
cnekmpogomomempuyeckuii)

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). /

VY®-criekTp NOIOMEHNST UCTIBITYEMOTrO
pacTBopa, TIPUTOTOBJIEHHOIO TS
KOJIMYECTBEHHOTO  OMNpENeNeHus, B
obmactu ot 230 HM o 400 HM [OKEH
HUMETh MaKCHUMyMBl MpHU JJIMHAX BOJH
257 £ 2 HM, 285 £ 2 HM u 368 + 2 HM

TESTS / IOKA3ATEJIN 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
257.50 nm, 285.41 nm and 368.20
nm. /

Y®-criexktp MOTJIOIIEHUS
UCIIBITYEMOTI'0 pacTBopa,
MIPUTOTOBJICHHOTO TUIst

KOJIMYECTBEHHOT'0 OIMpeesieHns], B
obmactt or 230HM po 400 HM
UMEEeT MaKCHMYMBI TIpU IJIMHAX

(B2XKX)

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 ynmepxuBaHUS TIHMKa HATpHs

Merabucynbura Ha XpOMaTorpamme
HCIIBITYEMOTO pacTBopa  JIOJDKHO
COOTBETCTBOBATH BpeMeHHU
YIOCPKUBAHHS NHKa HaTpus
MerabucynbuTa Ha XpoMarorpamme
CTaHIAPTHOrO pactBopa (cm.

«KonuyecTBeHHOE OTpeneneHne HaTpHs
MeTabucynbduTay).

(em.  «KommuectBeHHoe ompenenende | BomH  257.50 uM, 285.41HM n
TEHOKCHKaMay). 368.20 uM .
Sodium metabisulfite (HPLC) / | The retention time of Sodium | The retention time of Sodium
Hampus memaoucynvpum metabisulfite peak obtained in the | 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. /

Bpemsi ynep)xuBaHUs NUKa HATpUs

MeTabucyabduTa Ha
XpoMmarorpaMme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BpPEMEHHU
yIepKUBAHUS hiziel HaTpUs
MeTabucyabpura Ha
XpomarorpaMme CTaHOapTHOrO
pacTBopa.

Dissolving time /

Bpemst pacTBopeHust

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

34 sec/ 34 cex

Appearance of Reconstituted
solution /

OnucaHue BOCCTAHOBJIEHHOIO
pacTBopa

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

[lpemapar  mOMWKEH  pacTBOPATHCA
HOJTHOCTBIO c OTCYTCTBUEM
HEPacTBOPEHHBIX YacTHL, 0€3 BHIMMBIX
MeXaHH4YeCKHX BKIoUeHuid. Obpasyercs
MPO3payHBIi 3€IEHOBATO-XKENTOrO BETA
pacTBop.

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

[penapat pacTBoOpseTCs MOTHOCTHIO
C OTCYTCTBHEM HEpPacTBOPEHHBIX

YaCTHLI, 6e3 BUJIMBIX
MEXaHUYECKUX BKJIFOUECHHH.
O6pa3syercs MpO3payHbIii
3€JIEHOBAaTO-KEJITOr0 BeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / HOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATDI

Solution clarity* /
IIpo3pauHocTh pacTBOpa*

The product solution should be clear. /

PactBop nmpemapara OJKeH OBITh

NPO3pavHBIM.

The solution is clear. /

PactBop npo3payHbIii.

Solution Color* /
LiBeTHOCTHL pacTBOpa*

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

Complies. / CooTBETCTBYET.

pH*

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

9.221/9.221

Particulate matter* / MexaHu4yeckue BKJIIOYEHUA*

Visible particles /
Buoumvie yacmuywl

Subvisible particles /
Heguoumvle uacmuybi

>10 pm particles/
Yacrui pazmepoM > 10 MkM

>25 pum particles/
Yacruil pasMepoM > 25 MKM

According to requirements. / B
COOTBETCTBUY C TPEOOBAHUSIMH

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

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

Complies / CooTBeTcTBYET

53.47/ vial
53.47 / pnakon

1.07/ vial
1.07 / dnakon

Related substances / PoacTBeHHBIE

npHuMecH

2-aminopyridine /
2-aMUHOTIMPUIUH

Not more than 0.25 %; / He Gonee
0,25 %;

0.00% /0.00%

Individual unidentified impurity /
Enuanynas
HeUIeHTU(UIMPOBAHHAS MPUMEChH

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

Below BDL (BDL= 0.02 %) / Huxe
mopora peructpauun (ITP =0.02 %)

Total impurities /

T — Not more than 1.0 %. / He 6onee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OAHOPOAHOCTb A03UPOBAHUS* not more than 15.0. /
4.15/4.15
IMokasarens  mpuemseMoct  (AV)
IIOJKeH OBITH He Oouee 15,0.
Water* / Bona* Not more than 3.0 %. / He 6onee 3,0 %. 0.88 % / 0.88 %

Bacterial endotoxins* /
BakrepuaibHble 3HA0TOKCHHBI*

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

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

Sterility* /CtepnabHocTb*

Should be sterile. / JomxeH ObITH
CTEPHIIBHBIM.

Sterile / Ctepunex
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIN3A

TESTS / TIOKA3ATEJIA | SPECIFICATIONS / HOPMBI | RESULTS /PE3Y.JIbTATHI
Assay / KosinyecTBeHHOe onpene/ieHue
Tenoxicam / Tenoxcukam 90.0% to 110.0% of CizHi1iN30sS2
(tenoxicam) of label claim. / Ot 90,0 %
hi(o) 110,0 % C13H11N304S2 100.1 %/ 100.1 %
(TeHOKCMKaM)  OT  HOMHHAJIBHOIO
COZIEePKAHMIS.
Sodium metabisulfite / 85.0% to 110.0% of Sodium
Hampusa memabducynopum metabisulfite of the label claim. / Ot
85,0 % o 110,0 % HaTpus 98.7 % /98.7 %
MeTabucyiabpura OT HOMHHAIBHOTO
COZIEpXKAHMSI.
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. /

[lepBuYHas ynakoBKa [lepBuyHas ynakoBKa

ITo 20 Mr TeHokcukama Bo (uiakoH w3 | [To 20 Mr TeHOKcHKaMa BO (aKoH
GecLBeTHOrO CTeKIIa TUI I, | u3 OecuserHoro crekna Tunm I,
YKYTIOPEHHBIN npoOKoit U3 | yKyNOPEHHBII MpoOKoii u3
OGpoMOYTUIIOBOM  pe3uHbl, 0OXaTol | GpOoMOYTHIIOBOH pe3HHBI, 0GX)aTon
ATFOMHHHUEBBIM KOJITTAYKOM C | a/IOMHHHEBBIM  KOJMA4KOM  C
KOHTPOJEM TMEPBOTO  BCKPBITUA U | KOHTPOJNEM IEPBOrO BCKPBITUS U
TUTACTHKOBBIM IICKOM NOBEPX | IUIACTUKOBBIM  JTUCKOM  TNOBEPX
ATIOMUHHUEBOT0 KOJMNayKa. ATIOMHHHUEBOT'O KOJINAyKa.

Shelf-life/ Cpok rogHocTH 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. AHanuTHYEeCKUEe METOIMKH 10 I'® PO neicTByOIIEro U3aHus MPHUMEHSIOTCS U1 KOHTPOJIA
KauecTBa mnpemapara Ha TeppuTopun Poccuiickoii @enepaumd. Jisi BBITYCKAIOLIEro KOHTPONA KadyecTBa Ha
TIPOU3BOZICTBE MPOU3BOIUTEIb UCTIONB3YET MeToauKM o EBponeiickoit @apMakornee AeHCTBYIOIIET0 U31aHHUs.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Kit package / ¥YmnaxoBka | Secondary package Option for 3 vial + 3 ampoule
IERSEEES 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 pack. /
. . . BropuyHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | . - fipkana ¢ TDSHADALON H
patient information leaflet in a carton ST BRey ODHICIICM TIOMSIZor 3
pack KacceTy M3 NONMBHHWIXIOpUZA. 1
KacceTy BMeCTe C WHCTpyKIued Mo
BTopuyHas ynakoBka NPUMEHEHUI0 IOMEINAIoT B TAauKy
KapTOHHYIO.
i Opf)tion f(})lrS vials + 5 ampoules
aMITyJIBl C PaCTBOPUTENEM MOMEILAOT B
Kaccery u3 nonuBMHWIxIopupa. 1 | Secondary package
KacceTy BMeECTe€ C UHCTpyKuueir mo | 5 vials with the medical product and 5
NpUMEHEHUI0 MOMEW@T B madky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Ilo 5 ¢makoHOB ¢ mnpemapatoM ¥ 5 | pack./
aMIIyJl C pacTBOpUTENIeM TOMEHAIoT B | BTopuyHas ynmakoBka
Kaccery u3 nojuBuHWiIxiIopupa. | | Ilo 5 ¢nakoHOB ¢ mnpemapatoM U 5
KacceTy BMeCTe€ C UHCTPYKLMEH IO | aMmysl C pacTBOPHMTENIEM IOMELIAT B
NpYMEHEHUI0 [OMEN[AT B TMadKy | KacceTy U3 MNONUBUHWIXJIopuza. 1
KapTOHHYIO. KacceTy BMECT€ C MHCTPYKLHMEH 110
NPUMEHEHUI0 TOMEINAlT B MAuKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorerctun | Complies as prescribed / CooTeTcTBYyeT
C HOPMaTUBHOW JOKYMEHTALUEN. TpeOOBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

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. /

JIns ynakoBKM 110 3 (hJIakOHA C IPEnapaToM M 3 aMnyJibl C paCTBOPUTEIEM B
KacceTe:

B opuruHaipHO# yriakoBke ((JIakoHBI ¢ IPEenapaToM M aMITyJibl C PACTBOPUTENEM B
nayke) npu Temmeparype 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. /

JInis yIakoBKM 110 5 (hJIAKOHOB C IIPENapaToM M S aMITyJl ¢ paCTBOPUTEIIEM B
Kaccere:

B opuruHaibHOM yrakoBke ((1akoHbI C MPENapaToM M aMITyJibl C paCTBOPHUTENICM B
rauke) rnpu Temmneparype He Bbiie 25 °C.

Kit shelf life / 3 years.
CpoK roaHocTH KOMILJIEKTA

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

3 ropa.

CpOK TOOHOCTH KOMIUIEKTA ONpPeaenaCTCs CPOKOM rOAHOCTH JIEKapCTBEHHOI'O
npernapara ajii MEOAULIUHCKOIr0 NpUMEHCHMU.

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepusi COOTBETCTBYET TpeGoBaHMsAM HopMaTHBHOTO JoKymeHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

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

API manufacturer batch number / 92044624

Homep cepuu npousBogutess ADC:

FP Manufacturer API Batch number / B250000663

Homep cepuu cyocTanuuu npouspoautess IJID:

API Manufactured by & country / Edmond Pharma S.r.1., Italy /
IIpousBoantesbr ADC, ctpaHa: Onmona Papma C.p.u., Utanus

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

HaumeHoBaHmue, aapec, JIHLIEH3Us AJs SURVEY No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
IMpousBoacTBenHast miomanka / Iliomagka 52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT —
KOHTPOJs KadyecTBa / [liiomangka BeImycka VANSETI VILLAGE, PO — TAJPURA, TALUKA -

HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /
BJIP ®APMACBIOTUKAJIC UHTEPHEHMILIEHEJ
TIBT. JITH., Uunusa
Cypseit 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 -
Banneru Jlepens, [I0-Tamxmnypa, Tanyka - Xanou,
okpyr ITanumaxan — 389 350Munus (nuuensus Ne

G/28/1828)
PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Patel Deepak Sonar Ramakant Dash
Designation Sr. Executive Dy. Manager Manager
Department Qual ,lt\( Control Quality/C_gnj;rgl Quality Control
5 | __ - £
Signature & Date M'}U /%/ %]Zﬁ
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HaumeHnoBanue npenapara Boaa nas unbexumii (pacTBOpHTEND)
Batch no. / Homep cepun BI250152
Amount of product per batch / Pa3mep 205.0 L
cepum
Date of Control / JaTa ananu3za 07/07/2025
Manufacturing date / lata npousBoxcrea 06/2025
Expiry date /Tata oxonuanus cpoka ;052030
TFOOHOCTH
Water for injections (solvent) / Boga aast unbexunii (pPacTBOpHTEIIB)
TESTS / IOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
INpo3paynas GecrBeTHAs KUAKOCTE 6€3
3amaxa.

Clear, colourless liquid without
odor. / TlIpospaunas GecrBeTHas
XKHIKOCTD Oe3 3amaxa.

Particulate matter / Mexannuyecku

€ BKJIIDYEeHHU A

Visible particles /
Buoumvie vacmuyw

According to requirements. / B cOOTBETCTBHH C
TpeOOBAHUIMU .

Complies / CooTBercTByer

Sub visible particles /
Hesuoumvie yacmuye

>10 pum particles /
YacTull pasMepoM > 10 MkM

>25 pm particles /
YaCTHUI pa3MEPOM > 25 MKM

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

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

170.67 particles per ampoule; /
He Gonee 170.63 Ha ammyay;
14.00 particles per ampoule. /

He Gonee 14.00 Ha ammyuny.

Acidity and alkalinity /
KuciorHocTh M mie104H0CTD

Test sample should pass the test. /
Hcnsiryemblit 06paser; Jo/okeH BLIIEPKUBATH
HCIIBITAHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccranaBansarwuwue
BelllecTBa

Test sample should pass the test. /
HcneityeMsiii 06pazer; nomkex BBIIEPKUBATh
HUCIBITAHHUE.

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoaa auokcua

No turbidity should be observed within 1 hour.
/ He TOMKHO ObITh IOMYTHEHHS B TEUEHHE
1 yaca.

Complies / CooTBeTcTBYeT

Chlorides/ Xaopuani

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HutpaTbl M HUTPUTHI

Not more than 0.00002 % (0.2 ppm). /
He 6o5ee 0,00002 % (0,2 ppm).

Less than 0.00002 % (0.2 ppm). /
Megnee 0,00002 % (0,2 ppm).

Sulphates / Cyabdatnl

No turbidity should occur within not less than
1 h. / B TedeHue He MeHee 1 yaca He OJKHO
HabJI0NAThCsI IOMYTHEHHE.

Complies / CootBercTByeT

Ammonium / AMMoOHMIi

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

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / HOKA3ATEJHA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATEI

Calcium and magnesium /
Kanbuuii u maramii

Pure blue color should be observed (without a
violet hue). / JToymokno HaGMIODATECS YHCTO
cHHee okpamuBaHue (6e3 duoneroBoro
OTTEHKa).

Complies / CootsercTByeT

Heavy metals/ Tsixeanie
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 601ee 0,004 %.

0.002 % / 0.002%

Conductivity /
DJIeKTPONPOBOAHOCTH

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

15.21 pS/cm. /
15.21 mxCm/cM.

Extractable volume /
H3Baexaemblii 00bem

Not less than label claim (not less than 2 mL). /
He meHee HoMuHaNBHOTO (He MeHee 2 M)

2.2mL/
2.2 MI

Bacterial endotoxins /
BakrepuajibHbIe 3HI0TOKCHHBI

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

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

Sterility / CTrepuasHocTb

Should be sterile. / JlomkHa 6BITH CTEpIIBHOIA.

Sterile. / CtepuibHo.

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. /
IlepBUYyHas ymiakoBKa

[To 2 mu1 pactBopuTens (Boxa Ayist MHBEKLUIA) B
aMmmyny w3 OecuBeTHoro crekna, tun 1. Ha
BEpXHEH 4YacTH aMIyJjbl HAHECEHA TOYKa
pasioMa OpaHXEeBOTO IBETA.

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 pactBopurens (Boma mns
HMHBEKLHH) B amMITysry u3
OecuseTHoro crexna, tamn 1. Ha
BEpXHEH 4acTU aMITyJibl HaHeceHa
TOYKA Pa3oMa OpPaHKEBOTo L[BETA.

Shelf-life / Cpok roagnoctn

5 years. /5 ner.

Assessment: / 3akJifOueHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cOOTBETCTBYET TPEGOBAHUAM HOPMATUBHOTO NoKyMeHTa JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Mittal Patel Sandeep Kumar Mishra Ramakant Dash
Designation Executive Manager Manager
Department Qua}Iity Control Quality Control Quality Control

Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmeHnoBanue npenapara Bona nns mbekumii (pacrBopuTeib)
Batch no. / Homep cepuu BI250150
Amount of product per batch / Pasmep 205.0 L
cepuu
Date of Control / laTa anaau3za 05/07/2025
Manufacturing date / [lata npoussoacTaa 06/2025
Expiry date /[laTa okoH4aHHsI CpOKa 05/2030
TFOAHOCTH
Water for injections (solvent) / Bona ayist nHbexuuii (pacTBopHTe.Ib)
TESTS / HOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
IIpo3paunas OeclBeTHas KUOKOCTh 63
3amnaxa.

Clear, colourless liquid without
odor. / TIlpospaunas GecuBeTHas
JKUAKOCTH Oe3 3amaxa.

Particulate matter / MexanuyecKue BKIIOYEHUS

Visible particles /
Buoumwvre yvacmuyu:

According to requirements. / B cooTBeTcTBHH C
TpeOOBaHUSAMH .

Complies / CooTBercTBYy€ET

Sub visible particles /
Heguoumvlie yacmuyo:

>10 pm particles /

YyacTul pazMepoM > 10 MkMm

>25 pm particles /
YaCTHL, Pa3MEPOM > 25 MKM

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

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

98.40 particles per ampoule; /
He 6onee 98.40 na ammy.y;
3.60 particles per ampoule. /

He 6oiee 3.60 na ammyy.

Acidity and alkalinity /
KucjaoTHocTh H me1049HOCTD

Test sample should pass the test. /
HcnerTyemslii 00paser; 1oMKeH BblIepIKHUBATh
UCIIBITaHUE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccTranaBiuBaronme
BellecTBa

Test sample should pass the test. /
HcmeiTyemslii o6pasew JOJKEH BbIIEPIKIBATE
HCTIBITaHHE.

Complies / CooTBeTcTBYeET

Carbon dioxide
Yraepoaa amoxkcug

No turbidity should be observed within 1 hour.
/ He momKHO ObITh MOMYTHEHHUS B TEUEHUE
1 yaca.

Complies / CooTBeTcTBYET

Chlorides/ Xunopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HutpaTbl 1 HUTPUTBI

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 / Cyasgatsr

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He JOHKHO
HaOJII01aThCA 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
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / NIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATHI

Calcium and magnesium /
Kaabuuii 1 maruuii

Pure blue color should be observed (without a
violet hue). / JloyokHO HaGIFOAATECSA YUCTO
cuHee okpaluvBaHue (6e3 ¢puoneToBoro
OTTEHKA).

Complies / CooTBeTcTByeT

Heavy metals/ Tsoxesbie
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 ocraTox

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

0.001 % /0.001%

Conductivity /
SJIeKTPONPOBOJHOCTH

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

16.71 pS/cm. /
16.71 mxCmMm/cMm.

Extractable volume /
HU3Baekaemblii 00bemM

Not less than label claim (not less than 2 mL). /
He Menee HoMuHaNbHOTO (HE MeHee 2 MiI).

22mL/
2.2 M

Bacterial endotoxins /
BakTepuanbHble 3HI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mi Boab! mjis
MHBEKIIHH.

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

Sterility / CtepuabHocTn

Should be sterile. / ToykHa ObITh CTEPUIBHOIA.

Sterile. / CtepubHo.

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 (BOAA Al MHBEKIIMIA) B
ammyny u3 OecuperHoro crekna, tum I. Ha
BEpXHEW 4YacTH aMIyjbl HaHeceHa TOoYKa
pasjioMa OpaH)XeBOro 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. /
IlepBuyHas ynakoBKka

ITo 2 M pactBopuTens (Boma s
WHDBEKIIHIT) B aMITyJTy u3
OecuerHoro crekia, tun I. Ha
BEpPXHEH yacTu aMmilylsibl HaHeceHa
TOYKa pa3jaoMa OpaH)KeBOro LIBETA.

Shelf-life / Cpok roanocTu

5 years. / 5 ner.

Assessment: / 3aKJIIOUYEHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust COOTBETCTBYET TpeOOBaHUSIM HOpMaTHBHOrO JokyMeHTa JIC-000295-040325.
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PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Deepak Sonar Ramakant Dash
Designation Sr. Executive Dy. Manager Manager
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