BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaumenoBaumue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / Jata ananusa

Manufacturing date / {ata
NPOH3BOACTBA

Expiry date /Jata oxonuanus
CPOKa roHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPEJ®, auopuauszar aas NPUrOTOBJIEHHsS PacTBOpA AJIs

HHBbeKUHii, 20 Mr
BI250092A

210.0 L

24/05/2025
04/2025

03/2028

TESTS / IOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JIuodunuzupopanusrii MOPOLIOK
XKEJITOr0 C 3€JICHOBAaTbIM OTTEHKOM
LBETA.

Yellow  with  greenish tint
lyophilized powder. /

JInopunuzuposaHHbIi IOPOLIOK
XKEJITOrO C 3€JIEHOBAThIM OTTEHKOM
LBETA.

Identification / MogauuHOCTD

Tenoxicam by HPLC /
Tenoxcukam (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

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. /

impurities and total impurities (254

nm)). / :

Bpewms YIAEpXKUBaHHUS nuka | Bpems YIAEp)KUBaHHS nH1Ka
TCHOKCMKama  Ha  XpoMaTrorpamMe | TEHOKCHMKama Ha XpoMaTorpamMme
HCIBITYEMOro pacTBopa JOJDKHO | MCIBITYEMOrO pacTBopa
COOTBETCTBOBAThH BPEMEHH | COOTBETCTBYET BpEMEHH
YACPKHUBAHUA THKA TCHOKCMKAMA HA | yAEpXKUBAHHUS MUKA TEHOKCHKAMA Ha
XpoMaTorpaMmme CTaHOAPTHOIO | XpOMaTorpamMme CTaHapTHOIO
pacTtBopa (cMm. «PoxcTeeHHbIe | pacTBOpa.

NPUMECH», ONpeleNeHne EAMHUYHBIX

NpUMECed ¥ CyMMBI  mpuMeceil

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

CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIN3A

Tenoxcukam (Y-
cnekmpogomomempuyeckuii)

range from 230 nm to 400 nm should
have maxima at wavelengths of 257 + 2
nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). /

Y®-cnektp nornomwenus HCIBITYEMOTO
pacTBopa, MPUTOTOBJIEHHOTO IS
KOJIMYCCTBEHHOTO  OMNpENENEHHUs, B
obnactu or 230 HM 10 400 HM JOJDKEH
UMETb MaKCUMyMBI TPH JJIMHAX BOJH
257 £ 2 1M, 285 + 2 HM U 368 + 2 UM
(cM. «KonuuectBennoe oInpeneieHue
TEHOKCHKaMay).

TESTS / IOKA3ATEJIUA SPECIFICATION S/ 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
257.51 nm, 285.49 nm and 367.13
nm. /

VO-cnektp TIOTJIOLEHUS
HCIIBITYEMOTO pacTBopa,
MIPUTOTOBJIEHHOI'O JUIst

KOJIMYECTBEHHOIO ONpeNeNeHus, B
obmacti or 230HM g0 400 M

HUMEET MaKCUMYMBI TpH JUTHHAX
BOJIH 25751 uM, 285.49uM wu
367.13 uMm .

Sodium metabisulfite (HPLC) /
Hampua memaéucynspum
(B3XXX)

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. /

Bpems ynepxuBanms nuka HaTpus
MeTabucynb(ura Ha XpomaTorpamme
HCIBITYEMOro pacTBopa  JOJKHO
COOTBETCTBOBATh BpPEMEHH
YIAEPKUBAHHS MHKa HaTpHst
MeTabucynbdura Ha XpomaTorpamme
CTaHapTHOro pacTBopa (cm.
«KonunuectBeHHOE onpenernenue HaTpus
MeTabucynbQura).

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. /

Bpemst ynepxuBanus nuxa natpus

Merabucynbdura Ha
XpOMaTorpamMme UCTIBITYEMOro
pacTBopa COOTBETCTBYeT BpeMEHH
YIEPKUBAHUS IHKa HaTpHs
MeTabucynsdura Ha
XpoMmarorpamme CTaHJapTHOro
pacTBopa.

Dissolving time /

Bpems pactBopenus

Not more than 60 seconds. / He 6oee
60 cekyn.

36 sec / 36¢cek

Appearance of Reconstituted
solution /

Onucanne BoccTaHOBJIEHHOTO
pacTBopa

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

llpemapatr  nomkeH  pacTBopsTbCs
HOJTHOCTBIO c OTCYTCTBHEM
HEPACTBOPEHHBIX YaCTHL, 6€3 BHIUMBIX
MEXaHMYECKHX BKIIKOYeHHiH. O6pasyercs
TIPO3payHbIi 3€JIEHOBATO-XKENTOrO LBETA
pacTBop.

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

INpenapar pacTBopsercs MOMTHOCTBIO
C OTCYTCTBHEM HEPaCTBOPEHHbIX

YaCTHII, Oe3 BUIUMBIX
MEXaHUYECKHX BKJIIOYEHHIA.
O6pa3syercs IIPO3payHbIif
3€JIEHOBATO-)KEJITOr0 LBeTa
pactBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Solution clarity* /
Ipospaunocrs pacTopa*

The product solution should be clear. /

PactBop nmpenapara momken  Gsits
MIPO3PayHbIM.

The solution is clear. /

PactBop npospaunsiii.

Solution Color* /
LBeTHOCTB pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / Crenens OKpacKu
pacTBOpa  npemapata He  HOJKHA
NpeBbIIAaTh 3TaioH GY).

Complies. / Cootsercrayer.

pH*

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

8.679/8.679

Particulate matter* / Mexannueckue BKJIKYEHHS*

Visible particles /
Buoumvie vacmuyur

Subvisible particles /
Heeuoumeie vacmuyw:

=10 pm particles/
Hactun pasmepom > 10 mxm

>25 pm particles/
YacTuw pasmepom > 25 Mkm

According to requirements. / B
COOTBETCTBUH C TPeGOBAHUAMH

Not more than 6000/vial; /
He 6onee 6000 na dmakon;

Not more than 600/vial. /
He Gonee 600 na pnakow.

Complies / CootsetcTByer

74.80/ vial
2.27 / dnakon

74.80/ vial
2.27/ pnakon

Related substances / PogcTBenHbIe

NpHMecH

2-aminopyridine /
2-aMHHONUPUAHH

Not more than 0.25 %; / He 6os1ee
0,25 %;

Below LOQ (LOQ = 0.0%) / Huxe
npejena KOIMYECTBEHHOTO
onpenesnenus (IKO = 0.0 %)

Individual unidentified impurity /
Envnnynas
HEHJICHTHQULMPOBAHHAS TIPUMECH

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

0.02% /0.02%

Total impurities /
Cymma npumeceii

Not more than 1.0 %. / He 6osee 1,0 %.

Below LOQ (LOQ = 0.0%) / Huxe
TMpezieNna KOJINYECTBEHHOTO
onpexenenus (IKO = 0.0 %)

Uniformity of dosage units* /
OnHopoaHocTh K03MpOBaHHs*

The Acceptance value (AV) should be
not more than 15.0. /

lokasarens  mpuemiemoctd  (AV)

JoJiKeH ObITh He Gosee 15,0.

7.37/137

Water* / Boga*

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

1.05%/1.05 %

Bacterial endotoxins* /
BakTepuaJjbHbIe 3HI0TOKCHHBI*

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

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

Sterility* /CrepuabHocTh*

Should be sterile. / omken 6bITh
CTEPHJIbHBIM.

Sterile / Crepunen

Assay / KonnyecTBenHoe onpeneenue
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / IOKA3ATEJIX

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATLI

Tenoxicam / Tenoxcuxam

90.0% to 110.0% of C13H11N3048S,
(tenoxicam) of label claim. / Ot 90,0 %

bi (o) 110,0 % Ci3H11N3048S; 100.0 %/ 100.0 %
(TeHOKCHKaM) oT HOMMHAJIBHOTO
COZlepIKaHHsI.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memaéucyrvpum metabisulfite of the label claim. / Or
85,0 % 1o 110,0 % HaTpHs 98.3%/98.3 %
MeTabucynbGuTa OT HOMHMHAIBHOTO
COZlEPIKAHMS. '

Package / Ynakoska

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. /

IlepBuynas ynakoska
ITo 20 Mr TeHokcukama BO (pJiakOH M3

6ecuBeTHOrO CTeKsIa TUI I
YKYIOPEHHBIH npoOKoi u3
OpoMOYTHIOBOM  pe3MHBI, 00XKaTOi
TIOMHHHEBBIM KOJIMTAYKOM C
KOHTPOJIEM  TIEPBOTO  BCKPHITHA W
IUIACTUKOBBIM TUCKOM HOBEPX

AITKOMHUHHEBOI'O KOJIMayka.

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. /

IlepBuuHas ynakoBka

Ilo 20 Mr TeHOokcHKaMa BO (hiakoH
3 OeCLBETHOro Ccrekia Tum |,
YKYNOpPEHHBIN npo6koi U3
OpoMOYTHIIOBOM pe3UHBI, 06XKaToii
ANOMHHUEBBIM  KOJIIAYKOM €
KOHTPOJIEM HEPBOTO BCKPHITUS U
TUIACTUKOBBIM  JHCKOM  ITOBEpPX
ATIOMHHHEBOr0 KOJIAa4Ka.

Shelf-life/ Cpok roanocTu

3 years. / 3 roga.

* 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. / * IIpumeyanue. AnanuTHueckie MeToauku no '® P® neiicTByIOmEro H3ganus NPUMEHSIOTCS ISl KOHTPOJIS
KayecTsa mpenapata Ha Tepputopun Poccuiickoit ®enepaumn. JUis BbITYCKAalOWIErO KOHTPONA KadyecTBa Ha
TPOM3BOACTBE MPOM3BOAUTEND HCIIONB3yeT METOAMKH 10 EBponeiickoii ®apMakomnee JeiCTBYIONIETO H3IaHHA.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATEI
Kit package / ¥Ymnakoska | Secondary package Option for 3 vial + 3 ampoule
KOMILIERTA 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, {
ampoules with the solvent in a polyvinyl BropuuHad ynakosxa
chloride cassette. 1 -cassette with the vl draxom © mpemapaton n 3
patient information leaflet in a carton s POpVTCIEN IOMEIIAIT B
pagk: Kaccety u3 MONMBUHIIIXTOPHLR. 1
KacceTy BMECT€ C HHCTPYKLUHUEH II0
BropuyHas ynakoBka NPHMEHEHUIO [OMELIAlT B  MauKy
KapTOHHYIO.
Ilo 3 ¢mnakona c mnpenmapatoMm u 3 O;l)Jgon }t{c}),:os vials + 5 ampoules
aMIysbl C PaCTBOPUTENEM MOMELIAIOT B
KacceTy M3 mnonuBUHWIXJIOpHOa. | | Secondary package
KacCeTy BMECTe€ C MHCTpyKuueii 1o | 5 vials with the medical product and 5
NPUMEHCHHIO NOMEWAIT B Mayky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[lo 5 ¢nakonoB ¢ npenapatom u 5 | pack./
aMmIlyJ] C pacTBOpHUTENIEM TMOMELAloT B | BropuyHas ymakoBka
kaccery M3 noiuBuHwixiopupa. 1 | Ilo 5 ¢nakoHOB ¢ mnpemapatom u 5
KacceTy BMECT€ C MHCTPYKUMEH II0 | aMIyn C pacTBOPHUTENEM IOMEILAIOT B
NPHMEHEHUIO MOMELIAIOT B  TNayKy | KacceTy U3 TMOJMBMHMIXJIOpuAa. 1
KapTOHHYO. KacceTy BMeECT€ C HHCTPYKLHMEH I10
NPUMEHEHUIO TOMELIAlT B  MaykKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorBerctBun | Complies as prescribed / CooTsercTByeT
C HOPMaTHUBHOM JOKyMEHTaL1EeH. TpeOOBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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. /

JUts ynakoBkH 110 3 duiakoHa ¢ IIpernapaToM U 3 aMIyJjbl C pACTBOPUTENIEM B
Kaccere:

B opuruHanbHO# ynakoske ((JIakoHBI C IPENapaToM | aMIlyJibl C pACTBOPHTENIEM B
navke) npu Temmneparype He Bbiuie 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. /

JUist yIakoBKU O 5 ()JIaKOHOB € IIPENapaToM M 5 aMmyJl C paCTBOPUTEIIEM B
Kaccere: '

B opuruHaibHOii ynakoBke ((iakoHbI ¢ IPENapaToM U aMITyJibl C paCTBOPHUTENIEM B
nayke) npu Temneparype He Bbile 25 °C.

Kit shelf life / 3 years.
CpoK rogHOCTH KOMILJIEKTa

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

3 ropga.

CpOK TOAHOCTH KOMIUIEKTA ONPEACIIACTCSA CPOKOM rOAHOCTH JIEKAPCTBEHHOI'O
npenapara ajisi MEAULIUHCKOI0o NpUMEHCHHUA.

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

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIA3A

API name (INN) / HanmenoBanne A®@C (MHH):

Tenoxicam / TeHOkcHKaM

Homep cepun cy6cTranuuu npoussogutens IJID:

API manufacturer batch number / 92044624
Howmep cepun npoussogutens ADC:
FP Manufacturer API Batch number / B250000663

API Manufactured by & country /
ITpoussoautens ADC, cTpana:

Edmond Pharma S.r.1., Italy /
Damoua ®apma C.p.1., MUtanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBanue, agpec, THueH3Us 115
ITpon3BoacTBennasi miomaaka / Iliomanka
KOHTpoJs1 Ka4ecTBa / Ilomanka Beinycka

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) /
BIIP ®APMACBIOTUKAJIC UHTEPHENIUEHEJ
IIBT. JITH., Ungus
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 JlepeBns, [10-Tamxnypa, Tanyka - Xanon,
okpyr Ilanumaxan — 389 350Uunus (muuensus Ne
G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Deepak Sonar Vijay Vyas
Designation Executive Dy. Manager Manager
Department Quality Control Qualitwtrol Quality Control

a0 18

Signature & Date

R o

Administrative Office : “Engineering Centre”, 3rd Floor, 9, Matthevcfﬁo\ad, bpera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 « Fax : +91 22 4056 0555 * Email : support@b(_jrpharma.cor_n » www.bdrpharma.com 717
Registered Office : 407/408, Sharda Chambers, New Marine Lines, Mumbai - 400020, INDIA.
Works/Plant : BDR Pharmaceuticals International Pvt. Ltd, Survey No. 51/1/1, 51/1/2, 5_1/2, 52/1, 52/2/1, 52/2/2, 52/2/12(P),
52/4. 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura Village Vanseti, Taluka Halol, District Panchmahal, Gujarat - 389350.
' Tel. : 02676 - 230220
CIN No.: U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa nast unbexuuii (pacTBOpHTeNB)
Batch no. / Homep CepHH BI250106
Amount of product per batch / Pazmep 205.0 L
CepHH
Date of Control / lata anauza 22/05/2025
Manufacturing date / Harta npousBoacTea 04/2025
Expiry date /Iata oxonyanus Cpoka 03/2030
TOAHOCTH
Water for injections (solvent) / Boga aast uubexumii (pacTBopuTens)

TESTS / TIOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

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

Ipospaunas 6ecusernas xunkocts 6e3
3amaxa.

odor. / Ilpospaunas GecuperHas
JKHJIKOCTP Oe3 3amaxa.

Particulate matter / Mexanuuecku

€ BKUIIOYEeHH A

Visible particles /
Buoumeie wvacmuyw

According to requirements. / B coorercTBum c
TpebOBaHUAMH .

Complies / Cootsercrayer

Sub visible particles /
Hesuoumvie vacmuyw:

>10 pm particles /
YacTHL pasMepoM > 10 Mkm

>25 pum particles /
YacCTHL pa3sMepoM > 25 MkM

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

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

329.60 particles per ampoule; /
He Gonee 329.60 na amnyy;

4.20 particles per ampoule. /
He Gonee 4.20 na amnysny.

Acidity and alkalinity /
KucaorHocrs u meaounocrs

Test sample should pass the test. /
HcnbiTyemsiit o6paser nomken BBIZICPXKHBATH
HCIHBITAHHE.,

Complies / Cootsercrayer

Reducing substances /
BoccranapanBaromue
BellleCTBa

Test sample should pass the test. /
Hcnbityemsiit o6pasen nomken BBIIEPKHBATH
HCIbITaHHE.,

Complies / CootsetctByer

Carbon dioxide
Yraepona amokcua

No turbidity should be observed within 1 hour,
/ He ROMKHO GbITh IOMYTHEHHS B TeyeHUe
1 yaca.

Complies / Cootsercrpyer

Chlorides/ Xaopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HutpaTtel u HUTPHTDI

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 / Cyabgarni

No turbidity should occur within not less than
1 h. / B Teuenue He Menee 1 yaca e JOJIKHO
HalJIOIaThCA IOMYTHEHHE.

Complies / CootsercTByeT

Ammonium / AMMoHHiI

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

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kanbuuii u marumii

Pure blue color should be observed (without a
violet hue). / lomxkno HalNIIaThCA YUCTO
CHHee okpaiunBaHue (6e3 ¢puonerosoro
OTTEHKa).

Complies / Cootsercrayer

Heavy metals/ Tsisxenbie
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 pS/cm. / 12.34 pS/cm. /
JeKTPONnpoBOAHOCTD He Gonee 25 MxCm/cm. 12.34 MxCwm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
HsBaexaemblii 06bem He menee Homunanbnoro (He menee 2 mi). 2.2 Mn

Bacterial endotoxins /
Bakrepuanbubie 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6osee 0,25 ED/mn BOJBI IJIst
UHBEKIHH.

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

Sterility / Crepuabnocts

Should be sterile. / JlomkHa 6516 CTEPHIIBHOIA.

Sterile. / CrepunbHo.

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 ynakoska

To 2 ma pactBopurens (Bona ms HUHBLEKLHIT) B
aMmIyny u3 OecLBETHOro crekna, tan I. Ha
BEDXHEH YaCTM aMIyisl HaHeceHa Touka
pasyioMa OpaHXeBOro IBeTa.

Primary package

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

ITo 2 mn pacreopurens (Boma ans
HHBEKLIU) B ammnyiny — u3
6ecieTHOrO crexia, tvn I. Ha
BEPXHEil 4acTu ammynsl HaHeceHa
TOYKA Pa3jioMa OPaHKEBOTO LIBETA.

Shelf-life / Cpox rognoctTu

5 years. / 5 ner.

Assessment: / 3akmoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cootserctByer TPeOOBaHUAM HOPMATHBHOIO nokymenra JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHU®UKAT AHAJIU3A

Name of Product/
HaumeHoBanue npenapara

Batch no. / Homep cepun

Amount of product per batch / Pa3mep

CepHH

Date of Control / Jata anannsa

Manufacturing date / {ata NMPOM3BOACTBA

Expiry date /[IaTa okonuanus cpo
TOAHOCTH

Water for injections (solvent) /

Boaa nasi unbexumii (pacTBopHTEND)

BI250107
205.0 L

22/05/2025
04/2025

Ka 03/2030

Water for injections (solvent) / Bona nast unbexumii (pacTBopHTEaR)

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbBI

RESULTS / PE3YJBbTATbBI

Description /Onucanue

Clear, colourless liquid without odor. /
INpo3paunas 6ecusernas )KUOKOCTH 6e3
3amnaxa.

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

Particulate matter / Mexanuueckn

€ BKJVIYEeHHUS

Visible particles /
Buoumuie yacmuyn

According to requirements. / B cooTBeTCTBAM G
TpeOOBaHUAMH .

Complies / Cootsercrayer

Sub visible particles /
Hesuoumvie vacmuyu:

>10 pum particles /

9acTHUL pasMepoM > 10 MxMm

225 pm particles /
YacCTHI[ pa3MEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 1a amnyay;

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

36.53 particles per ampoule; /
He Gonee 36.53 na amnyny;

1.47 particles per ampoule. /
He 6onee 1.47 na amnyny.

Acidity and alkalinity /
KucnorHocts M meaounocrn

Test sample should pass the test. /
HcnbrryeMbiit o6pazen momken BBIIEP)KUBAT!
UCIIBITAHHE., '

Complies / CootsercrByer

Reducing substances /
BoccranaBauBawmmue
BellleCTBa

Test sample should pass the test. /
Hcnerryemslit o6pasen nomkeH BbiaepKuBaTh
HCIIBITAHUE.

Complies / Cootserctpyer

Carbon dioxide
Yriepoaa auoxcu

No turbidity should be observed within 1 hour.
/ He 10omxHo 6bITh TIOMYTHEHUS B TEUEHUE
1 gaca.

Complies / CootserctByer

Chlorides/ Xnopuapi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTe! u HUTPHTBI

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

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

Sulphates / Cyabdatnbi

No turbidity should occur within not less than
1 h. / B Teuenue He mMeree 1 yaca He JOJIKHO
Ha0JII01aTbCsl OMyTHEHHE.

Complies / CooTsercTByer

Ammonium / AMMoHuii

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

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

CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIN3A

| TESTS/IOKA3ATEIHR

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATBI

Calcium and magnesium /
Kanbumii u marumii

Pure blue color should be observed (without a
violet hue). / ITomxuo HalNIoaaThCst YkCTO
CHHee okpaunBauue (6e3 proneToBoro
OTTEHKa).

Complies / Coorsercrayer

Heavy metals/ Tsikenbie
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 6oxnee 0,004 %.

0.002 % / 0.002%

Conductivity /
daexTponpoBoaHoCTH

Not more than 25 puS/cm. /
He 6oee 25 MmxCm/cm.

12.36 pS/cm. /
12.36 MmxCm/cm.

Extractable volume /
H3Baexaemblii 00bem

Not less than label claim (not less than 2 mL). /
He mMeHee HomMunansHoro (He meHee 2 mr).

22mL/
2.2 Mn

Bacterial endotoxins /
Bakrepuanbubie 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6oxnee 0,25 ED/m BOJBI st
HHBEKLHUIA.

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

Sterility / Crepuabhocts

Should be sterile. / Joxua 65rts CTEPHJILHOIA.

Sterile. / CtepuisHo.

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. /
IlepBuuHas ynakoska

Io 2 mn pacteopurens (Boma mns HUHBEKLHIT) B
aMIlyry u3 OecCLBETHOro crekna, tan [. Ha
BEPXHEHl 4YacTH aMmynsl HaHeceHa TOYKa
PpasjioMa OpaHXeBOro IBera.

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 mn pacTBopurens (Boma mis
HHBEKLH) B amIyiny w3
6ecuBeTHOrO crekna, tumn I. Ha
BEPXHEH YaCTH aMIyJbl HaHeceHa
TOYKa pa3sioMa OpaHKeBOro [[BETA.

Shelf-life / Cpok roanocrn

5 years./ 5 ner.

Assessment: / 3akmoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus coorserctByer TPeGOBaHHSM HOPMATHBHOTO nokymenTa JIC-000295-040325.
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