BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaumeHoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepumu

Date of Control / /laTa anaJju3a

Manufacturing date / JaTa
MPOU3BOCTBA

Expiry date //laTa okon4yaHusi
CPOKA rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/JI®, 1noduau3at aJisi NPUroToBJIEHHs] PacTBOPa AJIst

UHbeKIHUii, 20 Mr
BI250149A

210.0 L

23/07/2025
06/2025

05/2028

TESTS / IOKA3ATEJIU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInoumusrpoBaHHAbIA MTOPOILIOK
JKEITOT0 C 3€JIEHOBaThIM OTTEHKOM
L[BETA.

Yellow lyophilized powder. /

JlnodunusupoBaHHbBIHA MOPOLLIOK
JKEJITOTO C 3€JICHOBATHIM OTTEHKOM
LBeTa.

Identification / IloaaMHHOCTH

Tenoxicam by HPLC /
Tenoxcukam (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 | the standard solution chromatogram/
substances”, determination of single

impurities and total impurities (254

nm)). /

Bpews e fxa Bpewms YAEpKUBAHUS MUKa
TCHOKCHKAMa — Ha ~ XpOMATOTPaMMe | ro.  cpkama Ha XpoMaTorpamme
HCIIBITYEMOT'0 pacTBopa  JIOJDKHO HOIEITYEMOrQ pacTeopa
COOTBETCTBOBATH BpPEMEHH COOTBETCTBYRT BPEMEHH
YACPKUBAHHA TMKA TCHOKCHMKaMa - Ha yIep>KUBaHUS MUK TEHOKCUKaMa Ha
XpoMarorpamme CTaHAAPTHOTO XPOMATOTpaMMe CTAHIAPTHOTO
pacTBopa (cm. «PoncTBeHHBIE pacTBOpa.

NpUMecH», OINpeleeHne EAMHUYHBIX

npuMmeceii M CyMMBbl — IpuMecei

(254 um)).

The retention time of tenoxicam
peak in the test solution
chromatogram is correspond to the
retention time of tenoxicam peak in
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Tenoxcuxam (Y @-
cnekmpogomomempuiecKkuii)

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®-cnexkTp NOmIoLEHUs] UCIBITYEMOTO
pacTBopa, MIPUTOTOBJIEHHOT O TSt
KOJIMYECTBEHHOTO  OIpENENieHus, B
obmactu ot 230 uM o 400 HM AOMKEH
HMETh MaKCHUMYMbl TpPU JIMHAX BOJIH
257 + 2 1M, 285 £ 2 Hm u 368 £ 2 HM
(cMm.  «KomuyecTBeHHOE OmpeeseHe
TEHOKCHKaMa).

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
257.80 nm, 285.56 nm and 368.48
nm. /

YO-cnektp TIOTJIOLLEHHS
UCIIBITYEMOI0 pactBopa,
MPUTOTOBJIEHHOTO VISt

KOJIMYECTBEHHOTO OMNpenesieHUs, B
obsmactu or 230uM gpo 400 HM
HMEET MaKCHMyMbl TIPHU UIHHAX
BojH 257.80 M, 285.56 HM WU
368.48 u™m .

Sodium metabisulfite (HPLC) /
Hampusa memaéucynopum
(B2XX)

The retention time of Sodium
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 ynepkuBaHUs TIMKa HATpUs
Merabucyibdura Ha XpoMaTorpamme
UCIIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHHU
yIOepKUBAHUS KA HATpHA
MeTabuCynp)UTa Ha XpOMaTOrpamme
CTaQHAAPTHOTO pacTBopa (oM.

«KonuuecTBeHHOE OTIpENENIeHNe HaTpusl
MeTabucyabduray).

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. /

Bpewms ynep)kuBaHus NHMKa HaTpUs

MeTabucynbpuTa Ha
XpoMaTorpamMmme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH
yIOepKUBaHUSA nuKa HaTpus
Metabucynbpura Ha
XpoMarorpaMme CTaHAAPTHOTO
pacTBopa.

Dissolving time /

Bpemsi pacTBOpeHust

Not more than 60 seconds. / He Gomee
60 cexyHL.

34 sec / 34 cex

Appearance of Reconstituted
solution /

OnucaHyue BOCCTAHOBJIEHHOIO
pacTBopa

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

[pemapar  HOMKEH  PacTBOPATHCA
MOJTHOCTBIO c OTCYTCTBHEM
HEPACTBOPEHHBIX YacTHL, 0€3 BUAMMBIX
MeXaHUYeCKUX BKItoueHui. Obpasyercs
IPO3payHbIi 3€JI€HOBATO-XKEJTOrO LBETA
pacTBop.

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

INperapar pacTBOPAETCs MOITHOCTHIO
C OTCYTCTBHEM HEpacTBOPEHHBIX

YacTHII, 0e3 BUIMMBIX
MEXaHHYECKUX BKJIFOYEHHI.
O6pazyercs MpO3pavHbIi
3eJICHOBATO-XKEJITOTO nBera
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / NIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Solution clarity* /
IIpo3payHocTh pacTBOpa®

The product solution should be clear. /

PactBop nmpemapara gomkeH  ObITh

TIPO3payHbIM.

The solution is clear. /

PactBop npo3padHbIid.

Solution Color* /
IBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GYi. / CremeHb OKpacku
pacTBopa  mpemapara He  JOJDKHA
npeBbiaTh 3TanoH GY1.

Complies. / CooTBETCTBYET.

pH*

7.5t010.0./ Ot 7,5 no 10,0.

9.207/9.207

Particulate matter* / MexaHu4eckHe BKJIAIOYEHHS*

Visible particles /
Buoumvie vacmuypot

Subvisible particles /
Heguoumvie uacmuypi

>10 pm particles/

Yactur pazmMepoM > 10 MkM

>25 pum particles/
YacTuu pazmMepom > 25 MKM

According to requirements. / B
COOTBETCTBUHU C TPeGOBAHUIMHU

Not more than 6000/vial; /
He 6onee 6000 Ha ¢dnakoH;

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

Complies / CooTBeTCTBYET

28.00/ vial
28.00/ pnakon

0.40/ vial
0.40/ ¢pnakon

Related substances / PoacrBeHHbIe

npHMecH

2-aminopyridine /
2-aMUHONUPUANH

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

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

Individual unidentified impurity /
Enunnynas
HeueHTUHULMPOBaHHAS IPUMECh

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

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

Total impurities /

o T — Not more than 1.0 %. / He 6onee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OaHOpOAHOCTH 103HPOBAHUSA* not more than 15.0./
3.31/3.31
[Tokazarens  mpuemsiemoctd  (AV)
JoJpKeH ObITh He Ooee 15,0.
Water* / Bona* Not more than 3.0 %. / He 6onee 3,0 %. 0.94 %/ 0.94 %

Bacterial endotoxins* /
BakrepuajbHble JHIOTOKCHHBI*

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

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

Sterility* /CtepuibHoCTB*

Should be sterile. / omxeH ObITb
CTEpPUIIBHBIM.

Sterile / Ctepunen
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJIA I SPECIFICATIONS / HOPMbI | RESULTS /PE3YJIbTATHI
Assay / KonnyecTBeHHOe onpeneieHue
Tenoxicam / Tenokcukam 90.0% to 110.0% of CisH1iN304S:
(tenoxicam) of label claim. / Ot 90,0 %
1o 110,0 % Ci3H11N304S> 99.8 % /99.8 %
(TeHOKCHKaM)  OT  HOMHHAJIBHOTO
COZIEpXKaHMSI.
Sodium metabisulfite / 85.0% to 110.0% of Sodium
Hampusa memabucynopum metabisulfite of the label claim. / Or
85,0 % zo 110,0 % HaTpus 104.4 %/ 104.4 %
MeTaducynbpura OT HOMHHAJIBHOTO
COepIKaHMUSL.
Package / YnakoBka Primary package Primary package

20 mg of the tenoxicam in a colorless | 20 mg of the tenoxicam in a
glass vial type 1 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. /

[NepBuyHas yrnakoBka [epBUYHAs yrakoBKa

ITo 20 Mr TeHokcukama Bo ¢uiakoH m3 | ITo 20 Mr TeHOkcHkama BO (hJIakoH
OeCLIBETHOTO CTEeKJa THI I, | u3 OecuBeTHOro crekna Tum I,
YKYTIOPEHHBIN npo0OKoii U3 | YKyNOpeHHBIH npo6Koii u3
OpoMOYTHJIOBOM  pe3uHBI, 00XKaroil | GpoMOYTHIIOBOM pe3uHbl, 00XkaToH
ATIOMUHHEBBIM KOJITIAYKOM C | QTIOMHHHMEBBIM  KOJNMA4KOM €
KOHTPOJIEM TEPBOTO  BCKPHITUsL M | KOHTPOJIEM IIEPBOrO BCKPBITHA H
IUTACTUKOBBIM JIICKOM MOBEpX | TUTACTUKOBBIM  JHUCKOM  MOBEPX
ATIOMHHHIEBOT0 KOJINAYKa. ATIOMHUHUEBOT'O KOJMAayKa.

Shelf-life/ Cpok rognocTu 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. AHanuTndeckue MeToauky 1no I'G PO nelcTByomeEro n3fganms NPUMEHAKTCS 71T KOHTPOIIS
KayecTBa IIpernaparta Ha Tepputopur Poccuiickoit @epepauuu. s BbIIYCKAOLIEro KOHTPOJNA KayecTBa Ha
IPOU3BOJCTBE TPOM3BOAUTENL UCHIONB3yeT METORUKH 1o EBponelickoii @apmakonee JEHCTBYIOIIENO U3AAHUS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJIM3A

KIT / KOMIIJIEKT
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI
Kit package / Ymaxoska | Secondary package Option for 3 vial + 3 ampoule
KomrLIeKTa 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. /
: : : BropuuHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | > ° [RFOIE. © TPENEpEIOM H
patient information leaflet in a carton o e nopHTeTIeM TIOMCITAOY B
sy KacceTy M3  MONMBUHWIXIOPHAA. 1
KacceTy BMECT€ C HHCTpyKLUEH II0
BropuyHast ymakoBka MPUMEHEHUIO TOMEHIAloT B MayKy
KapTOHHYIO.
o 2 diom o IpenapaToMr Oti)tion};(}),rS vials + 5 ampoules
aMITyJibl C PaCTBOPUTENIEM TOMEILAIOT B
Kaccery wu3 nonuBuHWiIxiopuna. 1 | Secondary package
KacceTy BMECTE€ C MHCTpykuueit mo | 5 vials with the medical product and 5
NpPYMEHEHUIO IIOMENIalOT B madky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Ilo 5 ¢nakoHoB ¢ npemapatoM U 5 | pack./
aMITyJl ¢ PacTBOpPHUTEJEM MOMEMIAT B | BTopuyHas ynakoBka
kaccery wu3 momuBuHWIXJopuga. 1 | [lo 5 ¢nakoHOB ¢ mpenapatoM H 5
KacceTy BMECTE€ C HHCTPYKLMEH IO | aMIysl C PacTBOPHUTENEM IIOMEINAOT B
NPUMEHEHUIO TOMEL[AIOT B MAayKy | KacceTy W3 IONMBUHWIXJIOpHAa. 1
KapTOHHYO. KacceTy BMECT€ C MHCTPYyKLHMEH II0
NPUMEHEHHIO TIOMELIAIT B Ma4Ky
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorerctBun | Complies as prescribed / CooTserctByer
C HOPMAaTHBHOM JOKyMEHTaLUeH. TpeGOBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

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. /

Jlns ynakoBkH 110 3 ¢J1akoHA ¢ IIpenapaToM U 3 aMITyJibl C PACTBOPUTEIIEM B
Kaccere:

B opurunanbHoit ynakoBke (¢JiakoHbI ¢ TIpenapaToM U aMITyJibl C paCTBOPUTENIEM B
Mayke) npy Temneparype 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. /

JI1st yakoBKHM 110 5 (hJ1aKOHOB € MpenapaToM M S5 aMIyJl ¢ paCTBOPUTEIEM B
KacceTe:

B opurunanbHol ynakoBke ((1akoHbI C IPENapaToM U aMITysbl C pACTBOPUTENEM B
Mayvke) Mpu TeMreparype He Boiie 25 °C.

Kit shelf life / 3 years.

Cpox ronsocTH KommieKTa The kit shelf-life is determined by the shelf-life of the medical product for human
use. /
3 ropa.

CpOK TOOHOCTH KOMIIJICKTA ONPEALIIACTCSA CPOKOM I'OAHOCTH JIEKAPpCTBEHHOTO
npenapara mjid MEOAULMHCKOI0 NPpUMEHEHUs.

Assessment: / 3akmouenue:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepusi COOTBETCTBYET TpeGoBaHUsIM HOpMaTUBHOTO HokyMeHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

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

Tenoxicam / TeHOKCcHKaM

Homep cepuu cyocranmun npouszsoautess [JID:

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

API Manufactured by & country /
Iponssoauteap ADC, crpana:

Edmond Pharma S.r.1., Italy /
Oamona ®@apma C.p.., Mranus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanmue, agpec, JHIeH3HS A5
ITpousBoacTBeHHast mowaaka / Iliomanaka
KOHTPOJs KavyecTBa / [lilomaaka 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 ®©APMACBIOTHUKAJIC UHTEPHEHMILIEHEJI
NBT. JTA., Uuaus
Cypseii Ne 51/1/1, 51/1/2, 5172, 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 Jlepesns, [10-Tamxkmnypa, Tanyka - Xanod,
okpyr ITanumaxan — 389 350Muus (uueH3us Ne
G/28/1828)

PREPARED BY

REVIEWED BY APPROVED BY

Name Vaidehi Trivedi Deepak Sonar Ramakant Dash
Designation Sr. Executive Dy. Manager Manager
Department Quality Control Quality/C_o_r;troI Quality Control

B _a0s”

Signature & Date

S oS -%ﬂ vaiadl|
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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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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ . Water for injections (solvent) /
HaumeHoBaHue npenapara Bopaa aas mabexnuii (pacrBopurelib)
Batch no. / Homep cepun : BI250154

Amount of product per batch / Pazmep : 2050L

cepuH

Date of Control / laTa anaau3za : 07/07/2025

Manufacturing date / lata npoussoacTea :  06/2025

Expiry date /IaTta okoH4YaHus cpoka ;052030

TOAHOCTH

Water for injections (solvent) / Bona nisi uHbekuuii (pacTBopHTeIb)

TESTS / HIOKA3ATEJHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBbTATEI
Description /Onucanue Clear, colourless liquid without odor. / Clear, colourless liquid without
IIpospaynas GecupeTHast KUIKOCTH Oe3 odor. / Ilpo3paunas GeclBeTHas
3araxa. XKHUIKOCTH O3 3armaxa.

Particulate matter / Mexann4yeckue BKJIIOYEHHSI

Visible particles / According to requirements. / B coorBeTcTBIM C Complies / CooTBeTcTByeET
Buoumvie vacmuywol TpeOOBAHUAMH .
Sub visible particles /
Heguoumvie uacmuypl
>10 pum particles / Not more than 6000 particles per ampoule; / 210.27 particles per ampoule; /
yactul pasmepoM > 10 mxm | He 6onee 6000 Ha amiyiy; He Boneei210:27 a, avmyry:
>25 um particles / Not more than 600 particles per ampoule. / 11.60 particles per ampoule. /
yacTul pasmMepoM > 25 mxM | He Gonee 600 Ha ammyiy. He Goed1 1,60 ma ammyy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBetcTBYET
KucJI0THOCTD H 1IeJI04YHOCTH HcnbiTyemblit 00pazel NoKeH BbIIEP)KUBATh
UCTIBITAHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYeT
Boccranasausaromme HcneiTyemblit o0paser; Ho/KeH BbIIEPKUBATH
BellecTBa UCTIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTcTByET
Yraepoaa 1HOKcH] / He momxkHO OBITh TOMYTHEHHS B TEUCHHE
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,
HuTtpaTbl 1 HUTPHTBI He 6onee 0,00002 % (0,2 ppm). heree (L6002 % (0,2 ppm).
Sulphates / Cyabdatsi No turbidity should occur within not less than Complies / CooTBeTcTBYyeT

1 h. / B Teuenue He MeHee 1 yaca He JOJKHO
HaOI0OaThCsl TIOMYTHEHUE.

Ammonium / AMMoHHU 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 / PE3YJIbTATHI

Calcium and magnesium /
Kaabumii u marumii

Pure blue color should be observed (without a
violet hue). / JIomxHO HabIIOAATHCS YUCTO
cuHee okpaiurBaHue (0e3 GproseToBoOro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Ts:xesibie
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 6onee 0,004 %.

0.0009 % / 0.0009%

Conductivity /
DJIeKTPONPOBOAHOCTH

Not more than 25 pS/cm. /
He 6Gonee 25 mxCwm/cM.

15.15 uS/cm. /
15.15 MxCwm/cm.

Extractable volume /
HU3BiaexkaeMeblii 00beM

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

22mL/
2.2 Mn

Bacterial endotoxins /
BakrepuanbHble 3HI0TOKCHHbBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/ma Bob! mist
WHBEKIMH.

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

Sterility / CTepuibHOCTB

Should be sterile. / TomkHa ObITh CTEPUIBHOMN.

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 yrnakoBka

ITo 2 M pactBopuTeNns (Boaa 1Jisi MHBEKLHIT) B
ammyny u3 OecuperHoro crekna, tam I. Ha
BEpPXHEH 4YacTH aMmysbl HaHECEHa Touka
pasiomMa OpaHKeBOTO 11BETa.

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 ynmakoBka

ITo 2 mMn pactBoputens (Boma mjis
WHBEKIIHUIT) B amImyiay U3
OecuperHoro crexna, tan 1. Ha
BEpXHEI 4YacTH aMITyJibl HaHeceHa
TOYKA Pa3jioMa OPaH)KEBOrO IBETA.

Shelf-life / Cpox rognoctu

5 years. / 5 ner.

Assessment: / 3aKIIIOUeHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust COOTBETCTBYET TpeOOBaHUsIM HopMaTUBHOTO nokymenra JIC-000295-040325.
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