BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HanmeHoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3zmep cepun

Date of Control / JlaTta anaausa

Manufacturing date / Iata
NpPOH3BOACTBA

Expiry date /IaTa okoHuaHnusn
CPOKa rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/®, nnoduau3ar /st IPUTroTOBJEHHSI PACTBOPA MUIst

HHBbEKUHH, 20 M
BI250302A

210.0 L

17/01/2026
1272025

11/2028

TESTS / IOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodpunu3upoBaHHbIii
KEITOTo ¢
[BCTA.

MOPOIIIOK
3€JICHOBATHIM  OTTCHKOM

Yellow with greenish tint
lyophilized powder. /

JInounusnpoBaHHbIH IIOPOLIOK
JKENTOr0 C 3€JEHOBATBIM OTTEHKOM
LBETA.

Identification / [ToxauHHOCTH

Tenoxicam by HPLC /
Tenokcuxkam (B3KX)

The retention time of tenoxicam peak in
the chromatogram of test solution should
correspond to the retention time of
tenoxicam peak in the chromatogram of
standard  solution (see  “Related
substances”, determination of single
impurities and total impurities (254
nm)). /

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

Bpewms yIaepKHBaHHS nuka | Bpems yIAEepKUBaHUS n1Ka
TCHOKCHKaMa  Ha  XpoMmarorpamMmMe | TCHOKCHKaMa Ha XpOMaTorpamme
HCIIBITYEMOTO pacTBopa JIOJKHO | MCIIBITYEMOTO pacTBOpa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BPEMEHH
YACP)KMBaHHs MHKa TEHOKCHKama Ha | yAep)KMBAaHUS IHKA TCHOKCHKaMa Ha
XpoMaTorpaMmme CTaHAApTHOTO | XpOMaTorpamMMe CTaHJApTHOTO
pacTBopa (cm. «PoacTBeHHble | pacTBOpa.

NPUMECH», OINpEleNeHUEe €IHHHYHBIX

npuMmeceli M CyMMBl  IpHMecei

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Tenokcukam (Y-
cnekmpogomomempuyeckuit)

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®-cniekTp MOTJIOUICHHS HCIBITYEMOTO
pacTBopa, MPUTOTOBJICHHOTO IS
KOJMYECTBEHHOTO  OMPEICIICHUS, B
obaactu ot 230 um 10 400 HM HOJDKEH
HMETh MaKCHMyMbl NpH JJIHHAX BOJH
257 £ 2 M, 285 + 2 HM u 368 £ 2 HM

TESTS / IOKA3ATEJINU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATbI
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, 285.40 nm and
366.82 nm. /

Y®-cnextp NOTJIOLICHHUS
HCTIBITYEMOTO pacTBopa,
HPUTOTOBJIEHHOTO Juist

KOJIMYECTBCHHOTO OMNpEAC/ICHHS, B
oomactu ot 230uHM g0 400 M
UMEET MAaKCHMMYMbl MpH JJTHHAX

Hampua memaéucyrvgpum
(B3/KX)

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. /

Bpemst ynepkuBaHMs KA HATpHs
MeTabucynbpura Ha XpomMaTorpamme
HCTIBITYEeMOT0 pacTBopa JIOJDKHO
COOTBETCTBOBATb BpPEMEHH
yIEpKUBAHHS IHKa HaTpHs
MeTabucynbPuTa Ha XpoOMaTorpamme
CTaHAAPTHOTO pacTBOpa (cm.

«KonuyecTBeHHOE OMpeICIICHHE HATPHS
MeTabucynbdura).

(cMm.  «KonuuectBeHHOe ompeneneHue | BoaH  257.50 um, 28540 HM u
TCHOKCHUKAMa»). 366.82 HM .
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. /

BpeMmsi ynep>kMBaHUSI MHKa HaTpHs
MeTaducynbpura Ha
XpoMaTorpamMme HCITBITYEMOTO
pacTBopa COOTBETCTBYET BPEMCHH

yIACPKUBAHUS MHKa HaTpus
MeTabHCynbhuTa Ha
XpOMaTorpaMMe CTaHJAPTHOTO
pacTBopa.

Dissolving time /

Bpemsi pacTBopenns

Not more than 60 seconds. / He Gouee
60 cexyHa.

33 sec/ 33 cex

Appearance of Reconstituted
solution /

OnucaHue BOCCTAHOBJIEHHOTO
pacTBopa

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

[lpemapar  OOMKEH  PacTBOPATHCS
HOJTHOCTBIO e OTCYTCTBHEM
HEPACTBOPEHHBIX YAaCTHI], 03 BHAHMBIX
MEXaHHUYECKUX BKIoueHHH. O6pasyercs
IIPO3payuHbIi 3eIEHOBATO-)KENITOTO 1IBETA
pacTBop.

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

[IpenapaT pacTBOpsIETCS MOTHOCTHIO

C OTCYTCTBHEM HEPaCTBOPCHHBIX
YaCTHII, oe3 BUIMMBIX
MEXaHHYCCKHX BKJIFOUCHUIA.
Obpazyercs NPO3paYHBIH
3€J1eHOBATO-)KEITOTO 1BETA
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATbI

Solution clarity* /
Ipo3pauHocTb pacTBOpa*®

The product solution should be clear. /

PactBop mnpenapara OBITh

npo3pavHbIM.

IOJKEH

The solution is clear. /

PacTBop npo3pauHsblii.

Solution Color* /
LiBeTHOCTH pacTBOpa™

The product solution should not be more
intensively colored than the reference
solution GY;. / CreneHb OKpacku
pacTBopa  mpemapara  HC  JOJDKHA
npeBslaTh 3TajgoH GY.

Complies. / CooTBEeTCTBYET.

pH*

7.51t010.0./0t1 7,5 no 10,0.

9.199/9.199

Particulate matter* / MexaHuuyeckHe BKJIOYEHUA™

Visible particles /
Buoumvie vacmuyur

Subvisible particles /
Hesuoumvie vacmuywi

>10 pm particles/
Yactun pazmepom > 10 MM

>25 pm particles/
Yactuu pazMepoM > 25 MKM

According to requirements. /
COOTBETCTBUH € TPEOOBAaHHUAMHU

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

Not more than 600/vial. /
He 6osnee 600 Ha ¢akon.

Complies / CooTBeTCTBYET

69.20 / vial
69.20 / pnakon

0.80/ vial
0.80 / ¢pnakon

Related substances / PoacrBeHubie

npumMecu

2-aminopyridine /
2-aMHHONUPUANH

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

0.00% /0.00%

Individual unidentified impurity /
Enunnunas
HEeUJACHTUHLIHPOBAHHAS IPUMEChH

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

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

Total impurities /

e —— Not more than 1.0 %. / He 6onee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OaHOpOAHOCTb 103HPOBAHUA ™ not more than 15.0./

3.89/3.89

[lokaszatenp  MPHEMIEMOCTH
JIOJKEH ObITh He Oonee 15,0.

(AV)

Water* / Boaa*

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

1.03 %/ 1.03 %

Bacterial endotoxins* /
BakTepuaabHble JHAOTOKCHHBI *

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

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

Sterility* /CtepuabHocTb*

Should be sterile.
CTCpI’IJ’IBHBIM.

/ JlomkeH ObITh

Sterile / Ctepuiien

Assay / KoanyecTBeHHOe onpenesieHne
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / ITIOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATDI

Tenoxicam / Tenokcuxkam

90.0% to 110.0% of Ci3HiIN304S,
(tenoxicam) of label claim. / Ot 90,0 %

Hampusa memaducyropum

bi (o) 110,0 % Ci3H1iN304S; 103.9 % / 103.9 %
(TeHOKCHKaM) oT HOMMHAJIBHOTO
COJICPIKAHMUSL.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

metabisulfite of the label claim. / Ot
85,0 % bi (o) 110,0 % HaTpHs
MeTabucynburta OT HOMMHAIBHOTO
COJICPIKAHMSI.

107.3 % / 107.3 %

Package / YnakoBka

Primary package
20 mg of the tenoxicam in a colorless

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

IlepBHyHas ynakoBKa
[To 20 Mr TeHOKCcHKama BO (DIakoH U3

0€ECLIBETHOTO CTEKJIa THI 11
YKYTIOPEHHBIH npoOKoi u3
OpoMOYTWIIOBOIT  pe3WHBI,  00KATOM
ATFOMHHHUCBBIM KOJIITAYKOM c
KOHTPOJEM MEPBOrO  BCKPBITHS U
TUTACTUKOBBIM JIUCKOM MOBEPX

AJIFOMHUHHCBOI'O KOJIITa4YKa.

Primary package
20mg of the tenoxicam in a

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

IlepBuuHas ynakoBka

ITo 20 Mr TeHOKCHKaMa BO (hakoH
U3 OCCLBETHOrO CTeKiaa Tum |,
YKYIOPEHHBII poOKoii u3
OpOMOYTHIIOBOW PE3WHBI, 00XKATOH
QTIOMHHHEBBIM  KOJIMAYKOM  C
KOHTPOJIEM TIEPBOTO BCKPBITHS H
IUIACTHKOBBIM ~ JHCKOM  TOBEpPX
QIIOMHHHEBOTO KOJITayKa.

Shelf-life/ Cpok roanocTn

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. AHanmutndeckue Metoauku o ['d P neiicTByromiero n3ganust MPUMEHSIOTCS U KOHTPOJIS
KayecTBa Mnpemapata Ha Tepputopun Poccuiickoit ®enepanuu. [[ns BbIMTycKaloLmero KOHTPOJSA KadecTBa Ha
IPOU3BOJACTBE MPOM3BOAMTEIIH HCIIONB3YET METOAUKH 1o EBpomnelickoit dapmakonee AeHCTBYIOILET0 H3aHHUS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack.

5 vials with the medical product and 5
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack.

BropuuHas ymakoBKa

Ilo 3 ¢nakona c¢ mnpenapatom U 3
aMILyJIbl C PaCTBOPHUTENIEM ITOMEIIAIOT B
Kaccery W3 HOMMBHHIWIXIOpHaa. |
KacceTy BMeECTe C HHCTPYKLHEH II0
NPUMEHEHHUIO IOMELIAIOT B  Ma4Ky
KapTOHHYIO.

[lo 5 ¢nakoHoB ¢ mpemapatoM H 5
aMIlyJl C pacTBOPHUTENEM IOMELIAIOT B
KacceTy W3 MNOIMBHHMIXJIOpHAA. 1
KacceTy BMECTE C MHCTPYKLHEH 10

KIT / KOMILJIEKT
TESTS / NIOKA3ATEJIU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATDI
Kit package / ¥Ymnakoska | Secondary package Option for 3 vial + 3 ampoule
KOMILJIEKTA

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

BropuuHas ynakoBka

I[To 3 ¢nakona c¢ mnpenmaparom u 3
aMITYJIbl C PAaCTBOPHUTENIEM MOMEIIAIT B
KacceTy W3 MNOJMBHHWIXJIOpUaa. |
KacceTy BMECTe C HHCTPYKLHUEH 1o
OPUMEHEHUIO MOMENIAT B MayKy
KapTOHHYIO.

Option for 5 vials + 5 ampoules

Secondary package

5 vials with the medical product and 5
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropuunas ynakoBka

[lo 5 ¢nakonoB ¢ mnpemapatrom W 5
aMITyll C PAacTBOPUTEICM IOMCILIAIOT B

NPYUMEHCHUIO  IIOMELIAIOT B MA4YKy | KacCeTy W3 MOJMBHHWIXJIOpuaa. |

KapTOHHYIO. KacceTy BMECTE€ C MHCTPYKLHEH 110
NPUMCHCHHIO TOMELIAl0T B MAuKy
KapTOHHYIO.

Labeling/ Mapkuposka

According to the ND. / B cooTBeTcTBHH
C HOPMATHBHOI JOKYMCHTALHCH.

Complies as prescribed / CooTBeTcTBYET
TpeOOBaHUSIM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Kit storage /
XpaHeHHe KOMILJIeKTa

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

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

Js ynakoBku 1o 3 (bJIaKOHa C MpenapaToM U 3 aMMyjbl C PACTBOPHUTEIIEM B
KaccCeTE:

B opurunansHo#l ynakoBke ((hIaKoHbI ¢ perapaToM U aMIyJjibl C pACTBOPUTEICM B
navyke) npu temneparype He Beolire 25 °C.

For configuration with 5 filled vials and 5 ampoules with a solvent in a cassette:

In the original packaging (5 vials with medical product and 5 ampoules with solvent
in the carton), at temperature below 25 °C. /

JJ1s ynakoBkH 1o 5 CbJ'IaKOHOB C MpenapaToM U 5 aMnyJj ¢ paCTBOPUTEICM B
KacCCCTC!

B opurunanbHoil ynakoBke ((JIaKOHBI € IPEnapaToM U aMITyJibl C paCTBOPUTENIEM B
nauke) npu temneparype He Boiie 25 °C.

Kit shelf life /
CpoK roiHOCTH KOMILJIEKTA

3 years.

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

3 roja.

Cpok roJHOCTH KOMILICKTA ONPEEIISeTCsl CPOKOM TOJHOCTH JIEKAPCTBCHHOTO
npenapara A/l MCAHLHHCKOTO MTPUMCHCHHSL.

Assessment: / 3akIOUCHHUC:

The batch complies with the specifications according to ND JITT-Ne(012106)-(PT -
RU)-141025 Cepus cooTBeTCTBYET TpeOOBaHUSIM HOPMATHBHOTO JOKyMeHTa JIIT-
Ne(012106)-(PI'-RU)-141025,
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

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

Tenoxicam / TeHOKCHKaM

Homep cepuu cyocrannuu npouspoauresisa I'J1D:

API manufacturer batch number / 92044624
Homep cepuu npousBoautes APC:
FP Manufacturer API Batch number / B250000663

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

Edmond Pharma S.r.1., Italy /
Onmonn ®@apma C.p.r., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, aapec, THOEH3HS 151
ITponsBoacTBennas niaomaaka / [laomanka
KOHTpoJisl kayecTBa / [lomanka Bpimycka

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) /
BIP ®APMACBIOTUKAJIC UHTEPHEUIIIEHE]T
IIBT. JITA., Uaaus
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 -
Banueru epesuns, [I0-Tamxkmypa, Tanyka - Xanodn,
okpyr [Tanumaxan — 389 350Muaus (tuueH3us 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 Quality Control

Signature & Date

oot

Fhiotwe | 0 wob
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaunmeHoBanue npenapara

Water for injections (solvent) /

Boaa 1111 HHbeKLHIi (PacTBOPHTEIDb)

Batch no. / Homep cepumn BI250282
Amount of product per batch / Pazmep 205.0 L
cepHH
Date of Control / laTa anaau3a 10/12/2025
Manufacturing date / [lata npoussoacrsa 11/2025
Expiry date /laTa okoH4YaHusI cpoKa 10/2030
TOAHOCTH
Water for injections (solvent) / Boaa st uHbexumii (pacTBopuTesib)

TESTS / TOKA3ATEJIU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

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

Ipo3paunas GecBeTHast KUIKOCTh 6e3
3amaxa.

odor. / Ilpo3pauynas OGecuBeTHas
KHAKOCTH Oe3 3amaxa.

Particulate matter / Mexanuyeckne BKJIIOYEHHS

Visible particles /
Buoumere vacmuyuor

According to requirements. / B cooTBeTCcTBMH C
TpeOOBAHUSIMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumeie uacmuywl

>10 um particles /

4acTHIl pasMepoM > 10 MM

>25 pm particles /
YacTHIl pa3MepoM > 25 MKM

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

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

61.33 particles per ampoule; /
He 6onee 61.33 Ha amnyiny;
0.40 particles per ampoule. /

He Gonee 0.40 Ha ammyay.

Acidity and alkalinity /
KucioTHoCTb M meJI04HOCTH

Test sample should pass the test. /
HcnbiTyemblit 06paser J0KeH BbIICPKHBATH
UCIIBITAHHC.

Complies / CooTBeTcTBYET

Reducing substances /
Boccranas/nBawomme
BellecTBa

Test sample should pass the test. /
HcneiTyemblii 06paser] J0MKeH BbIICPKHBATH
UCTIBITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa anokcua

No turbidity should be observed within 1 hour.
/ He n0mKHO OBITH MOMYTHEHHSI B TCUCHHE
1 yaca.

Complies / CooTBeTCTBYET

Chlorides/ Xnopuani

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl 4 HHTPHUTHI

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

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

Sulphates / Cyan¢atsi

No turbidity should occur within not less than
1 h. / B reucHue ne MeHee 1 yaca He JOKHO
Ha0JI01aThCs TOMYTHECHHE,

Complies / CooTBeTcTBYET

Ammonium / AMmonuii

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 / TIOKA3ATEJIU

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATDI

Calcium and magnesium /
Kaabumii 1 Mmarauii

Pure blue color should be observed (without a
violet hue). / J1o/okHO HAOIOAATHECSA YUCTO
cUHee oKkpaluBaHue (0e3 huoaeToBoro
OTTCHKA).

Complies / CooTBETCTBYET

Heavy metals/ Tsaxennbie
MeTaJLbl

Not more than 0.00001 % (0.1 ppm). /
He 60mee 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 %.

0.000 % / 0.000%

Conductivity /
DJIeKTPONPOBOAHOCTH

Not more than 25 puS/cm. /
He 6onee 25 MxCm/cm.

11.63 pS/cm. /
11.63 mxCm/cMm.

Extractable volume /
U3Baekaemblii 00beM

Not less than label claim (not less than 2 mL). /
He meHee HoMuHanbHOTO (HE MeHee 2 MIT).

22mL/
2.2 M

Bacterial endotoxins /
BakTepnanbHble 3HIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mi Boas! 1is
HHBEKIHM.

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

Sterility / CtepuibHOCTD

Should be sterile. / JlomkHa OBITH CTEPUITLHOM.

Sterile. / CtepunbHo.

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. /
[TepBuyHas ymakoBka

ITo 2 mu pacTBopuTENs (BOJA A/ MHBEKIIMI) B
amnyiry u3 OecuerHoro crekna, tam I. Ha
BEPXHEH 4YacTH aMmImylbl HaHeCeHa TOYKa
pasnoMa OpaH)XeBOTO 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 yrmakoBka

ITo 2 mn pacrBoputens (Boxa Ui
HUHBEKIHH) B aMITyJTy u3
OecuerHoro crtekaa, tan I. Ha
BEPXHEH YacTH aMmyjbl HaHECEHa
TOYKA Pa3jIoMa OPaHKEBOTO I[BETA.

Shelf-life / Cpok ronnoctu

5 years. / 5 nert.

Assessment: / 3aKII0UEHHE:

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

(PT-RU)-141025./

Cepml COOTBETCTBYET TpeGOBaHHSIM HOPMATHBHOI'0O JOKYMCHTA 110 Ka4YC€CTBY JITI-

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

PREPARED BY REVIEWED BY

APPROVED BY

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

Amount of product per batch / Pazmep : 205.0L

cepuu

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

Manufacturing date / lata npoussoacrsa :  11/2025

Expiry date /lata okoH4YaHusi cpoKa : 10/2030

TFOAHOCTH

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

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

Particulate matter / Mexann4ecKkHe BKJIIOYeHHUS

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

Sub visible particles /
Heguoumvie vacmuywi

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

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

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

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

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

0

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

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

Ammonium / AMMoHHii Not more than 0.6 ppm. / He 6osiee 0,6 ppm. Less than 0.6 ppm / Menee 0,6 ppm

ering Centre*, 6th Fioor, 9, Matthew Road, Opera House, Mumbai=400004; tNDA:
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIHU

SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHBI

Calcium and magnesium /
Kaabunii u marumii

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

Complies / CooTBeTCTBYET

Heavy metals/ Tsxenbie
MeTaJLbl

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

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

Residue after evaporation /
Cyxoii ocratok

Not more than 0.004 %. / He 6onee 0,004 %. 0.000 % / 0.000%

Conductivity /
DJIeKTPONPOBOAHOCTH

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

13.59 puS/cm. /
13.59 MxCwm/cMm.

Extractable volume /
U3BaexaeMblii 00bem

22mL/
2.2 M

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

Bacterial endotoxins /
BakTtepnajbHbIe JHI0TOKCHHBI

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

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

Sterility / CtepnabHocTh

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

Packaging / YnakoBka

Primary package Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /

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

IlepBuyHas yrnakoBKa

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

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

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

Shelf-life / Cpok ronnocTu

5 years. /5 ner.

Assessment: / 3aKJIIOUEHHE:

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

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

PREPARED BY REVIEWED BY APPROVED BY

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

Signature & Date
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