BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBaHue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / [IlaTa ananu3sa

Manufacturing date / laTa
NMPOU3BOJICTBA

Expiry date /[lata okoH4aHu4A
CPOKAa rOJHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/®, nuoduan3ar 1Jisi IPUrOTOBJIEHHSs] pACTBOPA AJs

HHbeKIuii, 20 Mr
BI250122A

210.0 L

26/05/2025
05/2025

04/2028

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBI

Appearance / Onncanne

Yellow with greenish tint lyophilized
powder. /

JInodunusupoBaHHbIH MOPOIIOK
KEITOr0 C 3€JICHOBaTbIM OTTEHKOM
L[BETA.

Yellow  with  greenish  tint
lyophilized powder. /

JInoun3upoBaHHBII MIOPOLIOK
JKEJITOr0 C 3€JE€HOBaTbIM OTTEHKOM
BETA.

Identification / IlopanHHOCTB

Tenoxicam by HPLC /
Tenoxcuxkam (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
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. /

Bpems yIaepKUBaHUs muka | Bpems yIEep>KUBaHHUs nKa
TEHOKCHKamMa  Ha  XpomarorpaMMe | TEHOKCHKama Ha Xpomarorpamme
HCTIBITYEMOTO pacTBOpa JIOJDKHO | HUCIBITYEMOTO pacTBopa
COOTBETCTBOBATH BPEMEHH | COOTBETCTBYET BpEMEHU
yoepKUBaHUA MMKa TEHOKCHKamMa Ha | yACpKHBaHUs MMKa TEHOKCHKaMa Ha
XpOMaTorpaMMme CTaHAApPTHOTO | XpOMaTorpaMme CTaHIapTHOTO
pactBopa (cm. «PoncTBeHHBIE | pacTBOpa.

NPUMECH», OIpPENENIECHUE EOMHUYHBIX

nmpuMeceii U CyMMBl  IpUMECEH

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Tenoxcuxkam (Y-
cnekmpogomomempuyeckuil)

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). /

V®-crieKTp MOTJIOMIEHUsT UCTIBITYEMOro
pacTBopa, MIPUTOTOBJIEHHOTO TSt
KOJIMYECTBEHHOTO  OTpeneeHus, B
obmactu ot 230 HM g0 400 HM IOJDKEH
UMETh MaKCHMYyMbI TIpH [JIMHAaX BOJIH
257 £ 2 1M, 285 £ 2 HM u 368 + 2 HM

TESTS / NIOKA3ATEJIA 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
257.38 nm, 285.02 nm and 367.92
nm. /

Y®-cniextp MOTJIOLEHUS
UCIIBITYEMOTO pacTBopa,
MIPUTOTOBJIEHHOTO JUTST

KOJINYECTBEHHOTO OTpeesieH s, B
obmactu or 230HM 1o 400 Hm
UMEET MAaKCHMMyMbl NpH JUIMHAX

(B3XKX)

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 ynepXuBaHUS TIMKa HATPUS
Merabucynppura Ha XpoMarorpamme

HCITBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATH BpEMEHH
yIOEepIKUBaHUS MHKa HaTpus

MeTabucynppuTa Ha XpOMaTorpamme
CTaHIAPTHOTO pacTBopa (cm.
«KonuuecTBeHHOE ONpeneneHne HaTpus
MeTabUCyTbOUTAY).

(cm.  «KonuuectBeHHOE ormpeneneHue | BonH 257.38 um, 285.02HM U
TEHOKCUKaMay). 367.92 M .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium
Hampus memaducynopum 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. /

Bpemst ynepxuBaHUs IMHKa HaTpUs

MeTabucynbpuTa Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BpEeMEHHU
yIep>KUBAHUS nHKa HATpUsI
MeTabucynbpura Ha
XpoMaTorpamme CTaHOapPTHOTO
pacTBopa.

Dissolving time /

Bpewmsi pacTBopeHust

Not more than 60 seconds. / He Gosee
60 cexyHI.

33 sec/33cek

Appearance of Reconstituted
solution /

Onucanue BOCCTAHOBJIEHHOIO
pacTBopa

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

IlpermapaT  HOMKEH  pacTBOPSThCS
TMIOJTHOCTBIO G OTCYTCTBHEM
HEPACTBOPEHHBIX YaCTHUI], 0€3 BUAUMBIX
MEXaHIYECKHX BKIIToueHuit. OOpasyercs
MPO3PAYHBIil 3eIEHOBATO-XKENITOTO LIBETA
pacTBop.

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

IMpenapar pacTBOPSAETCS MOTHOCTHIO
C OTCYTCTBHEM HEpacTBOPEHHBIX

YacTHIl, 6e3 BUIUMBIX
MeXaHHYeCKHX BKJIOUCHUIA.
O6pa3zyertcs MPO3payHbIi
3eJIEeHOBATO-)KEJITOr0 1BeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJIM

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJBTATBI

Solution clarity* /
IIpospaunocts pacTBopa*

The product solution should be clear. /

PactBop npemapara OBITH

IIPO3PaYHbIM.

JOJDKCH

The solution is clear. /

PactBOp npo3pauHsiIii.

Solution Color* /
IiBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / CreneHb okpacku
pacTBopa  Mmpemapara He  JOJOKHA
NpeBbIIATh 3Ta)IoH GY].

Complies. / CooTBercTBYeT.

pH*

7.51t010.0./0t1 7,5 mo 10,0.

9.232 /9232

Particulate matter* / Mexannuyeckne BKJIIOYEHHS *

Visible particles /
Buoumvle vacmuywr

According to requirements. /
COOTBETCTBUHU C TPeOOBAHUIMH

Complies / CooTBetcTByeET

2-aMHHOTIUPUIUH

0,25 %;

Subvisible particles /
Heguoumvie yacmuypot
>10 pum particles/ Not more than 6000/vial; / 169.07/ vial
Yactun pazmepom > 10 MkM He 6onee 6000 na durakon; 169.07 / pnakon
>25 pm particles/ Not more than 600/vial. / 7.73/ vial
Yacruy pazmepom > 25 MKM He 6onee 600 Ha dakoH. 7.73 / ¢pnakon
Related substances / PoacrBennbie npumecu
2-aminopyridine / Not more than 0.25 %; / He 6onee 0.00% /0.00%

Individual unidentified impurity /
Envnnynas
HEUJEHTU(QULHPOBAHHAS IIPUMECh

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

Below BDL (BDL= 0.03 %) / Huxe
nopora peructpauuu (ITP =0.03 %)

Total impurities /

0, 0,
Cymma npumeceit Not more than 1.0 %. / He Gonee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OaHopoaHoCTh 103HPOBAHHA* not more than 15.0. /
3.01/3.01

[Tokazarens  mpuemnemoctan  (AV)

JIOJDKEH OBITh He Ooree 15,0.
Water* / Boga* Not more than 3.0 %. / He 6onee 3,0 %. 0.60 % / 0.60 %

Bacterial endotoxins* /
BakTtepunajbHbie S3HA0TOKCHHBI*

Not more than 1 EU/mg of tenoxicam. /
He 6omnee 1 ED/Mr TeHokcrkama.

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

Sterility* /CtepuibHocT*

Should be sterile. / [omkeH 6bITh
CTEPUIIbHBIM.

Sterile / Creprien
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / TIOKA3ATEJIU

SPECIFICATIONS / HOPMbI

|  RESULTS/PE3YJbTATBI

Assay / KoanyecTBeHHOE onipenesienue

Tenoxicam / Tenoxkcukam

90.0% to 110.0% of CisH;iN304S;
(tenoxicam) of label claim. / Ot 90,0 %

Hampua memabucynvghum

metabisulfite of the label claim. / Ot
85,0 % o 110,0 % HaTpus
MeTabucynbpura OT HOMUHAILHOIO
COIEepPIKaHMS.

pi(e] 1 10,0 % C13H11N3O482 103.0 %/ 103.0 %
(TeHOKCHKaM) oT HOMMHAJIBHOTO
COZepIKaHUsI.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

102.1 % 102.1 %

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 TeHokcukama BO (JIaKOH W3

OecrBeTHOrO CTeKJa THIT I
YKYIOPEHHbI! poOKoit Jic}
OpoMOYTHIIOBOH  pe3uHbl,  OOXKATOMU
ATOMUHHUEBBIM KOJINA4YKOM c
KOHTPOJIEM  TIEPBOTO  BCKpPBITHS W
IJIACTUKOBBIM JIFICKOM TIOBEPX

AIIOMHUHHUEBOr'O KOJIIMa4yKa.

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 yrakoBKa

ITo 20 Mr TeHokcukama BO (piakoH
u3 OECLBETHOro CTeKia Tl I,
YKYNOPEHHBIH npoOKoii u3
OpoMOYTHIOBOI pe3uHbI, 00XKaTOM
AIOMHHHEBBIM  KOJITAYKOM  C
KOHTPOJIEM TEPBOTO BCKPBHITHA M
IUIACTUKOBBIM ~ IHCKOM  TIOBEpX
TIOMHHHEBOr0 KOJIMAYKa.

Shelf-life/ Cpox rognocTn

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. / * Ilpumeuanue. Ananutuyeckue MeToquku o '@ PO neiicTBYIOMIEro W3naHus PUMEHSIOTCS I KOHTPOJIS
KayecTBa mpenapara Ha Teppuropud Poccuiickoil @enmepaiyu. s BBIMYCKAIOIIErO0 KOHTPOJS KayecTBa Ha
NPOM3BOICTBE MIPOU3BOAUTEID UCTIONB3YET MeTOMKH 1o EBponeiickoit @apmakoriee IeHCTBYIOILETO H3IaHMS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIHN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATBI
Kit package / YmnakoBka | Secondary package Option for 3 vial + 3 ampoule
KomerTa 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 paskc. /
z ; ; BropuuHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | ..* jkoss. © NpRMEDEICH H
patient information leaflet in a carton A T eEODUIRIICM TIOMEITAIOT B
pack. kacceTy M3 MONMBUHUIXTOpHZR. 1
KacceTy BMECT€ C HHCTPYKIHEH o
Bropuynas ymakoBka MPUMEHEHHIO TOMEIAlOT B  IAYKy
KapTOHHYIO.
I[To 3 ¢nakona c mnpemapatoM ©u 3 o 5‘[ ionI;(})II}‘OS viald it 5 atnpoules
aMITyJIBl C PACTBOPUTENEM MTOMEIIAIOT B
KacceTy U3 nonuBuHWwIxJopuga. 1 | Secondary package
KacceTy BMECTE C MHCTpyKUMeH 1o | 5 vials with the medical product and 5
MPUMEHEHNIO TOMEINAT B Madky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Ilo 5 ¢mnakoHoB ¢ mnpemaparoM u 5 | pack./
aMITyJI ¢ pacTBOPHTENIEM INOMEUAT B | BropuyHas ynakoBka
kKaccety u3 mnonuBuHWIXJopupa. 1 [ Ilo 5 d¢nakoHoB ¢ mpemapatoM u 5
KacceTy BMECT€ C MHCTPYKUMEH IO | aMImmyn ¢ pacTBOpUTENIEM MOMELIAIT B
NPUMEHEHUIO TOMEINAIOT B IA4Ky | KacCeTy W3 MOJNUBHHIUIXJOpHAa. 1
KapTOHHYIO. KacceTy BMECT€ C MHCTPYKLMEH Mo
NPUMEHEHUIO T[OMENIAl0T B MaykKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B cootBerctBuu | Complies as prescribed / CooTBeTcTByeET
C HOPMaTHBHOM OKyMEHTALUEH. TpeOOBaHUIM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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 ynakoBKH 110 3 (JiakoHa ¢ IPenapaToM U 3 aMITyJibl C PACTBOPUTENIEM B
Kaccere:

B opuruHanbHoli ynakoBke (()JIakOHBI C PENapaToM U aMITyJibl C pACTBOPUTENEM B
nayke) rnpu Temmneparype He Boiwie 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. /

JU1g yIIakOBKH 110 5 (hJIaKOHOB C MPENApaToM M 5 aMITyJI C pACTBOPHUTEIIEM B
Kaccere:

B opurunanbHoii ynakoBke ((1akoHbI ¢ IpenapaToM U aMITyJibl C PACTBOPUTENIEM B
nayke) Mpu Temmeparype He Boiuie 25 °C.

Kit shelf life / 3 years.
CpoK roIHOCTH KOMILIEKTA

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

3 rona.

CpOK TOAHOCTH KOMIUICKTA ONPEALCTIACTCA CPOKOM Ir'OOHOCTH JICKAPCTBEHHOT'O
npenapara s MEAULIMHCKOI0 MIPpUMEHEHM .

Assessment: / 3axmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepust cOOTBETCTBYET TpebGOBaHUAM HOpMaTHBHOTO okyMeHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

Tenoxicam / TeHOKCHKaM

Howmep cepun cyocTannmu npousBogures I'JId:

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

API Manufactured by & country /
IIpousBoautenp ADC, cTpaHa:

Edmond Pharma S.r.1., Italy /
Oamonp @apma C.p.u., Uranus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, agpec, JHIEH3Hs A5
IIpouseoxacrBeHHas niaomaaka / Ilnomaaka
KOHTpoJIsi KauecTBa / Ilnomanka Beinmycka

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 MHTEPHEMIIIEHET
MBT. JITH., Uunus
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 Jlepesus, [10-Tamxkmnypa, Tanyka - Xanod,
okpyr IManumaxan — 389 350Uuaus (nuuensus Ne
G/28/1828)

PREPARED BY

REVIEWED BY APPROVED BY

Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Quqlity Control QualM,o_gtrol Qual}ty Control

Signature & Date

g ey

(il
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIN3A

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

Amount of product per batch / Pazmep : 205.0L

cepun

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

Manufacturing date / [lata npoussoactea :  05/2025

Expiry date /{aTa okoH4YaHHS CpPOKAa : 04/2030

TOAHOCTH

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

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

Particulate matter / Mexanu4eckue BKIIOYEHHS

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

Heguoumvie yacmuyur

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

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

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

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

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

1 yaca.
Chlorides/ Xnopuabi Not more than 0.5 ppm. / He 6onee 0,5 ppm. Less than 0.5 ppm / Menee 0,5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / Less than 0.00002 % (0.2 ppm). /

0,

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

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

Ammonium / AMMOHHIA Not more than 0.6 ppm. / He 6onee 0,6 ppm. Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / NOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATDI

Calcium and magnesium /
Kaapuuii u maramii

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

Complies / CooTBeTcTByET

Heavy metals/ Tsizkennie
MeTaJlIbl

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.001 % /0.001%

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

Bacterial endotoxins /
BakTepHaJjbHbIe 3HI0TOKCHHbI

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

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

Sterility / CTepuabHocTh

Should be sterile. / lomkHa GBITE CTEPUIBHOM.

Sterile. / CtepuibHo.

Packaging / YnakoBka

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

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
IlepBuyHas ynakoBka

ITo 2 mn pacTBoputens (BoJa Ui UHBEKLHIA) B
ammyny u3 OecuBerHoro creknia, tun 1. Ha
BEpPXHEH 4YaCTH aMmysibl HaHECeHa TOYKa
pasyiomMa OpaH>KEBOro 1[BETA.

Primary package
2 mL of the solvent (water for

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

ITo 2 mn pactBopuTens (Boja AJs
WHBEKLMA) B aMmmyny U3
6ecuperHoro crewna, tun I. Ha
BEpXHE# 4YacTH aMITyJIbl HaHeceHa
TOYKA pa3lioMa OpaH)XXEBOr'0 1BETA.

Shelf-life / Cpox rognoctn

S years. / 5 ner.

Assessment: / 3akiIroYeHHE:

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

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

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ :  Water for injections (solvent) /
HaumenoBaHue npenapara Bona pas nnbexunii (pacTBopuTen)
Batch no. / Homep cepun : BI250131

Amount of product per batch / Pasmep : 2050L

cepHH

Date of Control / Iata ananusa 1 14/06/2025

Manufacturing date / lata npoussoactea : 05/2025

Expiry date /[IlaTa okoH4aHusi cpoka : 042030

TOAHOCTH

Water for injections (solvent) / Bona nist mHbekumii (pacTBOpHTEIb)

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Description /Onucanne Clear, colourless liquid without odor. / Clear, colourless liquid without
IMpo3pauHas GecuBeTHas KUAKOCTH 6e3 odor. / IlpospayHas OecuBeTHas
3amaxa. KHUAKOCTE Ge3 3amaxa.

Particulate matter / Mexanndeckue BKIIOYEHHUS

Visible particles / According to requirements. / B cooTBeTcTBHH C Complies / CooTBercTByeT
Buoumvle uvacmuyw TpeGOBaHUAMH .

Sub visible particles /
Heguoumvie yacmuywr

>10 pm particles / Not more than 6000 particles per ampoule; / 56.80 particles per ampoule; /
> : :
qacTuil pasmMepoM > 10 MM | He 6omnee 6000 Ha ammyy; He Gonee 56.80 na ammyny;
>25 pum particles / Not more than 600 particles per ampoule. / 0.40 particles per ampoule. /
4acTull pa3MepoM > 25 MkM | He 6onee 600 Ha ammyny. He Gonee 0.40 Ha ammyxy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYeT
KucsoTHocTb H me1049HOCTD Hcneityemslii o6pasew 1omkeH BbIIePKHBATh
HCTIBITaHHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYeT
BoccranaBanBawmue HcneiTyeMblii 00pazen JOMKeH BbIIAEPKHBATh
BellecTBa HCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCcTBYET
Yriaepoaa auokcua / He momkHO ObITh MOMYTHEHHUS B TEYECHHE
1 gaca.
Chlorides/ Xnopuabi Not more than 0.5 ppm. / He 6onee 0,5 ppm. Less than 0.5 ppm / Menee 0,5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / Less than 0.00002 % (0.2 ppm). /
V)
HutpaTtbl H HUTPUTBI He 6onee 0,00002 % (0,2 ppm). Menee 0,00002 % (0,2 ppm).
Sulphates / Cyabdatsi No turbidity should occur within not less than Complies / CooTBeTcTBYeT

1 h. / B Teuenue He MeHee 1 yaca He JOIKHO
HaOII0IaThCs MOMYTHEHHE.,

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 / TIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBbTATBI

Calcium and magnesium /
Kaapuwuiit 1 marumii

Pure blue color should be observed (without a
violet hue). / JIoykHO HaGMIOAATHCSA YUCTO
cuHee okpamuBanue (6e3 ¢puoseToBoro
OTTEHKa).

Complies / CooTBercTByeET

Heavy metals/ Tsazxkennie
MeTaJlIbl

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.002 % / 0.002%

Conductivity / Not more than 25 pS/cm. / 12.87 puS/cm. /
DJIeKTPONPOBOAHOCTD He 6onee 25 mxCm/cm. 12.87 MxCmMm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3Baexaemblii 00bem He Menee HoMHHaNIBHOTO (HE MEHee 2 M), 2.2 mn

Bacterial endotoxins /
BakrepuanabHbie 3JHA0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gosnee 0,25 EDQ/ma Boas! 1ist
WHBEKILHA.

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

Sterility / CtepuibHocTh

Should be sterile. / JlomkHa ObITh CTEPUIBLHOIA.

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 ymakoBka

ITo 2 mn pacTBopuTens (Boaa Ui HHBEKLHI) B
amnyny u3 OecuserHoro crekia, tam I. Ha
BEpXHEH 4YacTH aMmyJbl HaHECeHa TOYKa
pazjioMa OpaHKeBOTO LIBETA.

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 M pactBoputens (Boma s
HUHBEKLHI) B amInyJry u3
OecuserHoro crexkna, tan 1. Ha
BEPXHEll 4YacTH aMmynbl HaHeceHa
TOYKa pa3jioMa OpPaH)XeBOro IIBETA.

Shelf-life / Cpok roanocTn

5 years. / 5 ner.

Assessment: / 3aKJitOYeHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBETCTBYET TpeGOBaHMAM HOpMaTHBHOrO NoKymeHTa JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Deepak Sonar Mitesh Baheti
Designation Sr. Executive Dy. Manager Sr. Manager

Department

Quality Control Quality Control

Quality‘ Control

Signature & Date
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