BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Name of Product/
HaumeHnoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepuu

Date of Control / Jlata ananu3za

Manufacturing date / lata
NPOM3BOACTBA

Expiry date /{ata oxonuanus
CPOKa FOXHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPEA®, auodpuanzar auas NPUrOTOBJIEHUs PACTBOPA IJIsl

MHbeKUMI, 20 Mr
BI250104A

210.0 L

07/06/2025
04/2025

03/2028

TESTS / IOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBbTATDI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunusupopaHHbIit
KENTOro ¢
LBeTa.

MOPOLIOK
3€JICHOBATHIM  OTTEHKOM

Yellow  with  greenish tint
lyophilized powder. /

JInodpunuznupopaHHbIif HIOPOLIOK
XKEITOr0 C 3eJ€HOBAThHIM OTTEHKOM
1Bera.

Identification / MogauuHOCTH

Tenoxicam by HPLC /
Tenokcuxam (BIKX)

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

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. /

nm)). /

Bpems YAEpKUBAHMS nuka | Bpems YAEep)KUBaHUs [MKa
TCHOKCMKamMa  Ha  XpoMaTorpamme | TEHOKCHKaMa Ha XpOMaTorpamme
HCIBITYEMOTO pacrtBopa JOJDKHO | MICIIBITYEMOTO pacTBopa
COOTBETCTBOBATh ' BPEMEHH | COOTBETCTBYET BpPEMEHU
YIOCPKUBAHUS IMKA TEHOKCMKAMA Ha | yIep)KUBAHMUs [HKA TEHOKCHKAMA Ha
XpoMaTorpamme CTaHAPTHOTO | XpOMAaTOrpamMmme CTaHIAPTHOIO
pacTtBopa (cm. «PoxcTeenHsle | pactsopa.

NPUMECH», OMpPEAENEeHHE EOUHUYHBIX

npuMeceli M CyMMBI  npuMeceii

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Tenokcuxam (Y-
ChneKmpogomomempuyeckuii)

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 NOMIOLIEHUs HCIBITYEMOTO
pacTBopa, MIPUTOTOBJIEHHOI O TS
KOJIMYECTBEHHOI0  OMNpeAeieHus, B
obnactu ot 230 HM 10 400 HM mOJKEH
HUMETh MaKCUMYyMbl TpPH [UIMHAX BOJIH
257 + 2 uM, 285 + 2 HM u 368 + 2 HM

TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATDI
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

'257.55 nm, 287.93 nm and 367.99

nm. /

YO-criektp MOTJIOLICHHSI
HCIBITYEMOro pacTBopa,
MPUTOTOBJICHHOTO JULSE

KOJINYECTBEHHOI0 OMNpEeAEIeHUs, B
obnactu or 230uHM mo 400 HMm
UMEET MaKCUMyMBI TIpH JJIMHAX

Hampua memabucyrvpum
(B37KX)

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  ynepuBanus nuka HaTpus

(cm.  «KommuectBeHHOe ompeneneue | BomH  257.55 HM, 287.93HM wu
TEHOKCUKaMay). 367.99 um .
Sodium metabisulfite (HPLC) / The retention time of Sodium | 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. /

BpeMH YACPXXUBAHUSA THKa HaTpUsd

Bpems pacTBopenns

60 cexynn.

MeTabucynbura Ha XpoMaTorpamme MeTabucysbdura Ha
HCIIBITYEMOro pacTBopa  JOJDKHO | XpoMarorpamme HCIIBITYEMOro
COOTBETCTBOBATh BPEMEHHU | PacTBOpa COOTBETCTBYET BPEMEHH
YACPKUBaHUs nMKa HaTpUs | yIep>KUBaHUS hitvel HaTpus
MeTabucyabdura Ha XpoMaTorpamme MeTabucynesdura Ha
CTaHOAPTHOrO pacTtBopa (cM. | Xxpomarorpamme CTaHJapTHOrO
«KonuiecTBeHHOe Ompe/ieNieHe HaTpys | pacTBopa.

MeTabucynburay).

Dissolving time / Not more than 60 seconds. / He 6Gonee
34 sec / 34cek

Appearance of Reconstituted
solution /

Onucanue BOCCTAHOBJIEHHOI 0
pacTBopa

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

Ilpenapar  pmomken  pacTBOpATHCH
TMOJIHOCTBIO c OTCYTCTBHEM

" HEpaCTBOPEHHBIX YacTull, 63 BUIMMBIX
MEXaHHYECKUX BKIIOYeHuit. OGpasyercs
NIPO3payHEIil 3€I€HOBATO-XKENITOTO LIBETA
pacTBop.

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

IIpenapat pactBopsieTcs NOIHOCTBIO
C OTCYTCTBHEM HEpPAaCTBOPEHHBIX

YaCTHL, 6e3 BUIUMBIX
MEXaHUYECKUX BKJIFOUCHHI.
OG6pasyercs NPO3pavHEIii
3€JIEHOBATO-JKENITOr0 LBeTa
pactBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUGHUKAT AHAJIN3A

TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI
Solution clarity* / The product solution should be clear. / The solution is clear. /
IIpospayHocTsb pacTBopa*

Pacteop mpemapara momken 6wtk | Pactsop NPO3paYHBIii,

NPO3PaYHbIM. :
Solution Color* / The product solution should not be more
IBernocTh pacTBopa* intensively colored than the reference

solution GYi. / Crenen» oxpacku Complies. / CootBetcTayer.
pacTBopa  mpenapara He  JOJDKHA
npeBplaTh 3Ta)IoH GY].

pH* 7.5t010.0./ 0t 7,5 no 10,0. 9.066 /9.066

Particulate matter* / Mexanu4eckue BKJIIOYeHusi*

Visible particles / According to requirements. / B .
Complies / CooTsercTByeT
Buoumvie yacmuywr COOTBETCTBUH C TpeOOBAHMAMHU
Subvisible particles /
Hesuoumvie vacmuywr
210 pm particles/ Not more than 6000/vial; / 57.33/ vial
Yacruy pasmepom > 10 MxM He 6onee 6000 Ha ¢nakon; 2.93 / pnakon
>25 pum particles/ Not more than 600/vial. / . 57.33/ vial
Yacrun pazmepom > 25 MkM He 6onee 600 Ha dnakow. 2.93/ ¢pnakon

Related substances / Pogcrennbie NpHMecH

2-aminopyridine / Not more than 0.25 %; / He Gosee Not detected / He oGHapysxeHa
2-aMUHONUPUIUH 0,25 %;
Individual unidentified impurity /
Enunnynas Not more than 0.5 %; / He Gonee 0,5 %; 0.03% /0.03%
HeHAEHTUQHLMPOBaHHAA IIPUMECh
Total impurities / ' Below LOQ (LOQ = 0.0%) / Huxe
CymMa npumeceit Not more than 1.0 %. / He Gonee 1,0 %. Tpeziena KOJMYECTBEHHOTO
onpezenenus (ITKO = 0.0 %)
Uniformity of dosage units* / The Acceptance value (AV) should be
OanopoaHOCTDb J03HPOBAHHKST* not more than 15.0. /
9.38/9.38
llokasatens  mpuemmemoctu  (AV)
IoJKeH ObITh He Goree 15,0,
Water* / Bopa* Not more than 3.0 %. / He 6onee 3,0 %. 1.01%/1.01 %
Bacterial endotoxins* / Not more than 1 EU/mg of tenoxicam. / Less than 1 EU/mg /
bakrepuaabnbie s3ugoTokennsr* | He 6onee 1 ED/mMr TEHOKCUKaMa. Menee 1 ED/ mr
TP n z
Sterility* /CrepuabnocTs Should be sterile. / JlomkeH 6biTh Sterile / Crepunen
CTEPUJILHBIM.

Assay / Koim4ecTBenHoe onpeesieHie
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIA3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Tenoxicam / Tenokcukam

90.0% to 110.0% of Ci3H;1N304S,
(tenoxicam) of label claim. / Ot 90,0 %

o 110,0 % C13H11N3048S; 100.4 % /100.4 %
(TeHOKCHKaM)  OT  HOMUHAJIBHOTO
COZIepIKaHUSL. '

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampua memabducynvgpum metabisulfite of the label claim. / Ot
85,0 % hi () 110,0 % HaTpHs 101.0%/101.0 %
MeTabucyabdura OT HOMUHAIBLHOIO
COZlEPIKaHHUSL.

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. /

IlepBuyHas ynakoBka
ITo 20 Mr TeHokcHkama BO (NIaKOH U3

6ecLIBETHOTO cTekIia THN I
YKYNOpPEHHBI poOKoii u3
OpoMOYTIIIOBO  pe3MHEI,  00XaToil
IIOMUHHEBBIM KOJIITaYKOM c
KOHTPOJIEM  IIEPBOTO  BCKPBITHS M
TUTACTHKOBBIM JIICKOM TOBEPX

AJIFOMHHHEBOI'0 KOJIITayka.

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. /

ITepBuyHas ynakoBka

ITo 20 Mr TeHokcukama BO (IakoH
n3 OecLBETHOro crekjia THI I,
YKYTIOPEHHBIA npoOKoit u3
OpoMOYTHIIOBOM pE3UHBI, 00XKaTOM
QIIOMUHUEBBIM  KOJNIAYykoM ¢
KOHTPOJIEM IIEPBOTO BCKPBITUA U
IUTACTMKOBBIM ~ JIUCKOM  IIOBEPX
IIOMMHHUEBOT0 KOJIMavKa.

Shelf-life/ Cpok roanocTu

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. / * IIpumeuanue. AHaATUTHYECKUE METOMUKH 110 ['® PO NEHCTBYIOLIEr0 U3aHus NMPUMEHAIOTCS IJIsi KOHTPOJIS
KayecTBa mpenapara Ha Teppuropun Poccuiickoit ®enmepaumn. Jlis BBIMYCKAIOUIETO KOHTPONS KadyecTBAa Ha
TNIPOU3BOACTBE NPOM3BOAMTEIb MCIONIB3YET METOAUKH 110 EBporneiickoii Papmakoree NeiCTBYIOMIEro U3AaHus.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIM3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMEI RESULTS / PE3YJIbTATEI
Kit package / VYmakoBka | Secondary package Option for 3 vial + 3 ampoule
KomierTa 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
. : . BropuyHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | Jifakosa © TperapaTon ®
patient information leaflet in a carton | 2“7IP € PACTEOPHTCICM TOMEILAIOT B
pack. Kaccery U3 NONMBUHUIXIOPHAR. 1
KacceTy BMeCTE€ C HHCTPYyKIeil Mo
BropuuHas ynakoBka IPUMEHEHUIO ITIOMEL[AT B  [auKy
KapTOHHYIO.
Ilo 3 ¢nakona c mnpemapatoM u 3 0 xﬁiron}t{ZI}”OS P a——
aMIIyJIbl C PAaCTBOPHUTENIEM IIOMEILAIOT B
KacceTy u3 nonuBuHWIXJopuma. 1 | Secondary package
Kaccery BMECTE C MHCTpyKUuedl 1o | 5 vials with the medical product and 5
NPUMEHEHUIO  MOMEIIAT B mauky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
, patient information leaflet in a carton
ITo 5 ¢nakonos ¢ mpenapatoM u 5 | pack./
amIyyl ¢ pacTBOPMTEIEM MNOMEWAIT B | BropuuHas ymakoBka
kaccety M3 nonuBuHWiIxyopuma. 1 |Ilo 5 ¢nakoHoB ¢ mnpemapatoM u 5
KacceTy BMECTE C MHCTPYKLMEH M0 | aMIlyJl C pacTBOPUTEIEM MOMEIIAIT B
NPUMEHCHUIO  MOMEWIAOT B MAYKy | KacCeTy M3 MNONMBUHWIXJIOpMAA. |
KapTOHHYIO. KacCeTy BMECTE C MHCTPYKIHel o
IOPUMEHEHUIO  MIOMELIAIT B TAuKy
KapTOHHYIO.
Labeling/ Mapkuposka According to the ND. / B coorsercteun | Complies as prescribed / CootBetcTBYeT
C HOPMaTHUBHOM JIOKyMEHTaLuel. TpeOOoBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT 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. /

Jls yriakoBKH 110 3 (hakoHa ¢ IpernapaToM ¥ 3 aMIlyJibl C pAaCTBOPUTEINICM B
KaccerTe:

B opuruHanbHoi yrnakoBke ((IakoHbI C NPENapaToM U amIlyJibl ¢ pACTBOPHUTEIEM B
nayke) npy Temreparype He Boiwe 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. /

JIns YIIakoBKH 10 S (}hJIaKOHOB ¢ IIpenapaToM U 5 aMInyJ ¢ pacCTBOPUTEIIEM B
KacceTe:

B opuruHaibHOM yrakoBKe ((JIakoHBI € IPENapaToM U amIlyJibl ¢ paCTBOPHUTENIEM B
nayke) npu Temmneparype He Boiue 25 °C.

Kit shelf life / 3 years.
Cpok roAHoOCTH KOMILJIEKTa

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

3 ropa.

CpOK TOAHOCTH KOMIUIEKTA ONPEALIIAETCA CPOKOM rOAHOCTH JICKapCTBEHHOT'O
npenapara aJjisi MEAUUMHCKOT0 TPUMEHCHH .

Assessment: / 3axmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepws COOTBETCTBYeT TpeGOBaHUIM HOpMaTHBHOTO okymenta JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

Tenoxicam / TeHOKcHKaM

Howmep cepuu cydcTtanuuu npoussoautes I'JID:

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

API Manufactured by & country /
IIpousBoautens ADC, cTpaHa:

Edmond Pharma S.r.1., Italy /
Oamong ®apma C.p.i., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, aapec, JULUEH3Us AJ1s0
ITIpousBoacTBenHas miomaaka / Ilnomagka
KOHTpoJIs1 kKayecTBa / Iltomaaka Beimycka

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 ®APMACBIOTHKAJIC MHTEPHEHMILIEHEJ
IBT. JITA., Uapus
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, 3T -
Banueru [lepesust, [I0-Tamxknypa, Tanyka - Xanod,
okpyr ITanumaxan — 389 350Mumus (munensus Ne
G/28/1828)

PREPARED BY

REVIEWED BY

APPROVED BY

Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Qluality Control Quality Control Quality fr.‘ontrol

Signature & Date

p A — 1 o
pA\06/ 2025 €z o0® %)&)w%
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBaHHe npenapara

Water for injections (solvent) /

Bopa aas mubexkuuii (pacTBOpPHTEND)

Batch no. / Homep cepuu BI250114
Amount of product per batch / Pazmep 2050L
cepHH
Date of Control / laTa anaausa 23/05/2025
Manufacturing date / lata npou3sBoacrsa 04/2025
Expiry date /lata okoHYaHHS CPOKa 03/2030
rOAHOCTH
Water for injections (solvent) / Boaa nasi unbexumii (pacTBopuTe.Ib)
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMBbI RESULTS / PE3YJBTATbBI

Description /Onncanue

Clear, colourless liquid without odor. /
IIpo3pauHas GecLBeTHas KUIKOCTH Oe3
3amaxa.

Clear, colourless liquid without
odor. / Ilpo3pauHas OeclLBeTHas
XKHUIKOCTh Oe3 3amaxa.

Particulate matter / Mexannuyeck

HE¢ BKIIOYCHHUSA

Visible particles /
Buoumvle vacmuyol

According to requirements. / B coorBeTcTBUM C
TpeOOBaHHUAMH .

Complies / CooTBeTcTBYeT

Sub visible particles /
Heguoumveie yacmuywr

>10 pm particles /
YacTull pasmMepoM > 10 MkM

>25 pm particles /
YaCTHLL pa3MepoM > 25 MKM

Not more than 6000 particles per ampoule; / .
He 6onee 6000 na ammymy;

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

271.07 particles per ampoule; /
He 6onee 271.07 Ha ammyny;

21.60 particles per ampoule. /
He 6onee 21.60 Ha ammyiy.

Acidity and alkalinity /
KucJI0THOCTD M 11€JI0YHOCTD

Test sample should pass the test. /
Hcnbityemslit 06pasel A0JKeH BbIAEP)KUBATD
UCHbITaHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBauBaromue
BellecTBa

Test sample should pass the test. /
HcnbiTyeMbiii 06pa3el] 10MKeH BbIAEPKHBATh
HCTbITaHHUeE.

Complies / CooTBercTByeT

Carbon dioxide
Yriepoaa AMoKcH

No turbidity should be observed within 1 hour.
/ He mOMKHO OBITH IOMYTHEHHS B TEUEHHE
1 yaca.

Complies / CooTBeTcTBYET

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/

HutpaThl H HHTPHTBI

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

Less than 0.00001 % (0.2 ppm). /
Menee 0,00001 % (0,2 ppm).

Sulphates / CyabgaTtni

No turbidity should occur within not less than
1 h./ B TeyeHue He MeHee 1 yaca He JOJDKHO
HaOJIFO1aThCS IOMYTHEHHE.

Complies / CooTBETCTBYET

Ammonium / AMMOHMIH

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 / IOKA3ATEJIU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATBI

Calcium and magnesium /
Kaabumii u Mmarumii

Pure blue color should be observed (without a
violet hue). / lomkHo HabmonaThest yucTo
CHHee okpaiuBaHue (6e3 ¢proneroBoro
OTTEHKA).

Complies / CooTBercTByeT

Heavy metals/ Tsxeanie
MeTaJlIbI

Not more than 0.00001 % (0.1 ppm). /
He Gonee 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 Gonee 0,004 %.

0.001 % /0.001%

Conductivity / Not more than 25 pS/em. / 12.16 pS/cm. /
DJIeKTPONpPOBOAHOCTb He Gonee 25 mxCwm/cm. 12.16 mxCm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
H3Baexaemblii 06Lem He MeHee HoMuHaIbHOTO (He MeHee 2 M1). 2.2 mn

Bacterial endotoxins /
BakTepHajibHble JHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mn Boapl 1jis
WHBEKLHIA.

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

Sterility / CrepuabnocTn

Should be sterile. / JJonxkHa 6bITh CTepHJILHoﬁ.

Sterile. / CtepunbHo.

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. /
IlepBUyHas ynakoBka

Io 2 mn1 pacTBopuTens (Boaa A1 MHBEKIHIA) B
ammyiy u3 OecuBeTHoro crekna, tun 1. Ha
BEpXHEH YaCTH aMmIysibl HaHECEHAa TOYKa
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 ynakoska

ITo 2 mMn pactBopurens (Boma ais
MHBEKLUH) B amnyny — u3
GecusetHoro crekna, tunm 1. Ha
BEPXHEH 4YacTW aMIyJsibl HaHeceHa
TOYKa pa3jioMa OPaHKEBOro LBETA.

Shelf-life / Cpok rognocTn

5 years./ 5 ner.

Assessment: / 3akioueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBeTCTBYeT TpeGOBaHMsIM HOpMATHBHOTO JoKyMeHTa JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Quality Control Quality Control Quality Control
Signature & Date | A\ 2\ o§]ardy
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/

Water for injections (solvent) /
HaumenoBanne npenapara Boza aas unbexunii (pactopures)
Batch no. / Homep cepun BI250121
Amount of product per batch / Pa3mep 205.0 L
cepHH
Date of Control / Iata ananusa 27/05/2025
Manufacturing date / Jata npoussoacrsa 05/2025
Expiry date /ata okonuanus cpoka 04/2030
FOAHOCTH
Water for injections (solvent) / Boxa nas HHbeKUMii (pacTBOpHTE/Ib)
TESTS / TOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI

Description /Onucanne

Clear, colourless liquid without odor. /
I[Tpospaunas GecuseTHas xumKOCTh Ge3
3amaxa.

Clear, colourless liquid without
odor. / Ilpospaunas GecuperHas
KUIKOCTh Oe3 3amaxa.

Particulate matter / Mexauuuecku

€ BKUIDYEHU S

Visible particles /
Buoumvre yacmuye:

According to requirements. / B cooTBeTcTBUH ¢
TpeOOBaHHAMM .

Complies / CootBercTByer

Sub visible particles /
Hesuoumeie yacmuyor

>10 pm particles /
4acTHL pasMepoM > 10 Mk

>25 pm particles /
YacTHUL[ pa3MepOM > 25 MKM

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

Not more than 600 particles per ampoule. /
He Gonee 600 Ha ammyny.

30.13 particles per ampoule; /
He 6onee 30.13 Ha amnyny;
0.67 particles per ampoule. /

He Gonee 0.67 Ha ammyny.

Acidity and alkalinity /
KucnorHoctsb v wenounocts

Test sample should pass the test. /
Hcnbrryemeiit o6pasew joimkeH BbIIEpKHBATH
HCIIBITAHUE.

Complies / CooTsercrByer

Reducing substances /
Boccranasausaromue
BellleCTBa

Test sample should pass the test. /
Hcnbrtyemblit o6pasew; Jo/keH BBLIEPKHBATS
HCIIBITAHHE.

Complies / CootBerctByer

Carbon dioxide
Yriuepona quokeng

No turbidity should be observed within 1 hour.
/ He MOMKHO GBITH NOMYTHEHHS B TeYeHUe
1 yaca.

Complies / CootsercTBYeT

Chlorides/ Xaopuasi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HutpaTel u HUTPHTEI

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 / Cyabdarbl

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He OIKHO
HalM01aThCsl IOMYTHEHUE.

Complies / CooTBercTBYeT

Ammonium / AMMoHuit

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 / IIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATEI

Calcium and magnesium /
Kaabuuii 1 maruuii

Pure blue color should be observed (without a
violet hue). / JIo/okHO HaGMIONATHCS YHCTO
cuHee okpamuBanue (6e3 GrosaeToBoro
OTTEHKa).

Complies / CooTBeTcTByeT

Heavy metals/ Tsizxennlie
MeTaJLIbI

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm). .

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

Residue after evaporation /
Cyxoii ocraTok

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

0.002 %/ 0.002%

Conductivity / Not more than 25 uS/cm. / 12.48 uS/cm. /
DJIeKTPONPOBOAHOCTL He 6onee 25 mkCm/cm. 12.48 mxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.1 mL/
N3Baexaemblii 06bem He menee HomunanbHoro (He Menee 2 mi). 2.1 mn

Bacterial endotoxins /
BakrepuanbHbie 3HI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 EDQ/Mn Boxs! mis
UHBEKIHUH.

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

Sterility / Crepuabnoctn

Should be sterile. / [lomkHa GbITh CTEPUITBHOIA.

Sterile. / CtepunsHo.

Packaging / Ynakoska

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

colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
IlepBuyHas ynakoska '

IIo 2 mi pacTBopuTens (Boaa st MHbEKLMIA) B
ammnyny u3 OecusetHoro crekna, tum 1. Ha
BEpXHEH 4YaCTW aMmysibl HaHECEHAa TOYKa
pazjiomMa OpaHKeBOro 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. /
IlepBuunas ynakoska

Ilo 2 Mn pactBoputens (Boma s
HMHBEKIHI) B ammyiny — u3
GecuserHoro crexna, tan 1. Ha
BEPXHEH 4YacTU ammysibl HaHeceHa
TO4YKa pa3jioMa OPaHKEeBOro LBETA.

Shelf-life / Cpox roanoctn

5 years./ 5 ner.

Assessment: / 3akirodeHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBeTCTBYET TPeOOBAHUIM HOPMATHBHOTO H0KyMenTa JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Qu‘ality Control Quality Qontrol Qualitx Pontrol

Signature & Date
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