BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHUO®UKAT AHAJIN3A

Name of Product/
HaumeHoBanmne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / {aTa ananusa

Manufacturing date / {ara
MPOU3BOACTBA

Expiry date /JaTa oxonuanns
CPOKa roJHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEN®, anopuausar nis NPHTOTOBJIEHHsI pacTBOpa st

HHBbEKUMii, 20 Mr
BI250180A

210.0 L

19/08/2025
07/2025

06/2028

TESTS / IOKA3ATEJHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunusupopanusiit MOPOIIOK
HKENTOr0 C 3€JICHOBATBIM  OTTEHKOM
LBETA.

Yellow lyophilized powder. /

JInodunuzuposanumii TIOPOILIOK
JKEJITOrO C 3€JIEHOBATBIM OTTEHKOM
LBera.

Identification / MoganuHOCTE

Tenoxicam by HPLC /
Tenokcuxam (BIXKX)

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)). /
Bpems

YAEpKUBaHHA nHKa

The retention time of tenoxicam
peak in  the test solution
chromatogram is correspond to the
retention time of tenoxicam peak in
the standard solution chromatogram/

Bpems YAEp)KUBaHUS n1Ka
TCHOKCHMKama  Ha  XpoMarorpamme

TCHOKCHKaMa Ha XpOMarorpamme
HCIIBITYEMOro acTBOpa OJDKHO

Y p P L HCIBITYEMOro pacteopa

COOTBETCTBOBATH BpEMEHU
' COOTBETCTBYET BpPEMEHH
YOCp)KUBaHUS IIMKa TEHOKCHKAMa Ha

YACP)KUBaHUA IIMKa TEHOKCHKaMa Ha
Xpomarorpamme CTaHJIapTHOIrO
P P AP Xpomarorpamme CTaHJAPTHOTrO
pacTBopa (cm. «Poncteennsle pactBopa
NIPUMECH», OMNpENENCHHE EOUHHYHBIX '
npumeced  u  cymmsl npuMeceit
(254 um)).

Administrative Office : “Engineering Centre”, 3rd Floor.
Tel : +91 22 4056 0560 « Fax : +91 22 4056 0555 « Email : support@bdrpharma.com * www.bdrpharma.com

Registered Office : 407/408, Sharda Chambers, New Marine Lin
Works/Plant : BDR Pharmaceuticals International Pvt. Ltd, Surve
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura Village Van

Tel. : 02676 - 230220
CIN No.: U24230MH2002PTC137329

, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
1/7
es, Mumbai - 400020, INDIA.
y No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
seti, Taluka Halol, District Panchmahal, Guijarat - 389350.




Bpems

Administrative Office : “Engineering Centre”

Works/Plant :
52/4, 52/5, 53

TESTS / IIOKA3ATEIN
Tenoxicam by UV-
spectrophotometry /

Tenoxcuxam (Yo-
cnekxmpogomomempy Yeckui)

Sodium metabisulfite (HPLC) /
Hampus Memabucynspum
(B3XKX)

Dissolving time /

Appearance of Reconstituted
solution /

Onucanne BOCCTaHOBJIEHHOT 0
pacTBopa

BDR PHARMACEUTICALS IN TERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

SPECIFICATIONS / HOPMBI
UV absorption spectrum of the tegt
solution prepared for the Assay in the
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). /

RESULTS / PE3YJIbTATHI
UV absorption spectrum of the test
solution prepared for the Assay in
the range from 230 nm to 400 nm
have maxima at wavelengths of
257.49 nm, 284.75 nm and 367.87
nm. /

Y®-cnexrp flornowenus ucnerryemoro
pacTBopa, NPUroTOBIIEHHOIO st
KOJInYeCTBeHHOrO onpeneneHus, p
obnactu or 230 um 10 400 HM nomken
MMETb MAaKCHMyMbI TpH njinax BOJTH
257 + 2 HM, 285 + 2 um H 368 + 2 gm
(cm. «Konnuecrsennoe onpejeieHue
TEHOKCHKaMay).

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, /

Y(D-cneKTp TOTJIOLEHU S
HCIIBITYeMOro pacTBopa,
NPUTOTOBJIEHHOr O s
KOJIHYeCcTBEeHHOrO ompeneneHus, B
obmactu or 230 HM 10 400 am
HMEET MakcUMyMpl IPH  JUIMHaX
BOJIH 257.49 HM, 284.75 um y
367.87 um .

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. /

Bpems  ynepxusanug OHMKa  HaTpus
MeTabucynepura pa XpoMartorpamme
HCIIBITYEMOro pacTBopa JOJDKHO
COOTBETCTBOBATH BpeMeHH
YOEpKUBaHUSs IHKa HaTpus
MeTabucynbpura Ha XpoMarorpamme
CTaHAapTHOro pacTBopa (cm.
«Konmuuectsennoe ONpeneneHue Harpus
MeTaﬁucynL(bma»).

Bpems ynepxupanng NUKa Harpus
MeTabucynbpura Ha
Xpomarorpamme HCTIBITYeMOro
PacTBopa  coorsercrayer BpeMeHH
YIAepKUBaHUS I1Ka HaTpus
MeTabucynbpura Ha
XpoMaTorpamme CTaHAAPTHOTrO
pacTBopa.

Not more than 60 seconds. / He Gonee
60 cexyn.

42 sec / 34 cex
pPacTBopenns

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

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

Ipenapar  pomxen PacTBopsTECs
MOJTHOCTBIO c OTCYTCTBHEM
HEPACTBOPEHHBIX yacTHL, Ges BHIUMBIX
MEXaHUYECKUX BKIIOYEHUi], Ob6pasyercy
TpO3patiHblii 3eneHoBaTO-%eTOrO UBeTa
pactBop.

Ipenapar PacTBOpsieTCs MoaHOCTBIO
C  OTCyTCTBHeM HEpaCTBOpeHHEIX
YacTHLL, 0e3 BHIUMBIX
MEXaHUUYECKHX BKJIFOYEHUI],
O6pasyercs NPO3payHbIif
3€JICHOBATO->KeJITOro LBETA
pactsop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJH

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATHI

Solution clarity* /
IIpospayHocTs pacTBopa*

The product solution should be clear. /

PactBop mpenapara ObITH

NpO3paYvYHbIM.

JOJIXKEH

The solution is clear. /

PacTtBop npo3pauHsblii.

Solution Color* /
IBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / Cremenb OKkpacku
pacTBOpa  mpemapata He  A0JDKHA
npeBbIaTh 3TaJIoH GY1.

Complies. / CootsetcTByer.

pH*

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

9.249/9.249

Particulate matter* / Mexanudeckue BKIIOYEHHUS*

Visible particles /
Buoumvie vacmuywr

Subvisible particles /
Hesuoumvie yacmuywpr

>10 pm particles/
Yactun pasmepom > 10 MkM

>25 pm particles/
Yactun pasmepom > 25 MkM

According to requirements. /
COOTBETCTBHH C TpeOOBAHUAMHU

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

Not more than 600/vial. /
He Gonee 600 Ha ¢uiakoH.

Complies / CooTBercTBYyET

72.80/ vial
72.80/ dpnakon

1.60/ vial
1.60/ pnakon

Related substances / PoacrBennbie

npHMecH

2-aminopyridine /
2-aMMHONUPHINH

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

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

Individual unidentified impurity /
Envnuunas
HeuIeHTH)HIUPOBaHHAS IPUMECH

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

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

Total impurities /

ITokaszatenb  mpuemnemoct  (AV)

JI0JKEH ObITh He Gonee 15,0.

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

6.27/6.27

Water* / Boga*

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

1.07 %/ 1.07%

Bacterial endotoxins* /
BaktepuanbHbie 3HI0TOKCHHBI*

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

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

Sterility* /CrepuabHocTs*

Should be sterile. / Jomken ObITh
CTEPUITBHBIM.

Sterile / Ctepuen
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIM3A

COZlePIKaHHSL.

TESTS / IOKA3ATEJIHN SPECIFICATIONS / HOPMbI | RESULTS/PE3YJbTATBI
Assay / KosimyecTBeHHOe onpenesieHne

Tenoxicam / Tenokcukam 90.0% to 110.0% of CizH1iN304S;
(tenoxicam) of label claim. / Ot 90,0 %
pi(e] 1 10,0 % C13H11N30482 97.7 % /97.7 %
(TeHOKCMKaM)  OT  HOMHHAJIBHOTO
coiepKaHusl.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memabucynropum metabisulfite of the label claim. / Ot
85,0 % hils) 110,0 % HaTpHs 101.1%/101.1 %
MeTabucyabhuTa OT HOMHUHAIBLHOTO

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. /

IlepBUuHas ynakoBka
ITo 20 Mr TeHokcHkama BO (IakoH M3

0eCIBETHOIO cTeKJIa THI I,
YKYTHOPEHHBII npoOKoit u3
OpoMOYTHJIOBOH  pe3HHBI,  00XKaToM
TIOMHUHUEBBIM KOJIMA4YKOM c
KOHTPOJIEM TEpBOrO  BCKPBITHA U
TUIACTUKOBBIM JIUCKOM MoBepX

ATIOMHHHUEBOI'O KOJITIA4YKa.

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. /

[lepBuuHas ynakoBKka

ITo 20 Mr TeHOKcHKama BO (h1aKkoH
u3 OecuBeTHOro crekna Ttun I,
YKYTTOpPEHHBIH MpoOKoH u3
OpOoMOYTHIIOBOI pe3uHBI, 00KaToi
TIOMUHUEBBIM  KOJIMAaykoM ¢
KOHTPOJIEM TIEPBOTO BCKPBITHS H
[UIACTHKOBBIM  JHCKOM  IOBEPX
IIOMUHUEBOTO KOJNAyKa.

Shelf-life/ Cpox rogHocT

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. / * IIpumeuanue. AHamuTHueckue MeToauku 1o I'® PO pelicTByromero u3ganus NPUMEHAIOTC Ui KOHTPOJIA
KayecTBa Tmpenapara Ha TeppuTopuu Poccuiickoii ®epepauuu. [ BBIMYCKAIOLIEr0 KOHTPOJSA KayecTBa Ha
[IPOM3BOJCTBE IPOM3BOIUTEIH HCIIONB3YET METOAUKHU 1o EBponelickoit ®apMakonee AeHCTBYIOIETO H3IaHHS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Kit package / YmakoBka | Secondary package Option for 3 vial + 3 ampoule
NUBOERERTS 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. /
. : ; BTopuyHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the 3 (PIRBOHA © HpomApETOM H
patient information leaflet in a carton A L R RACT SpISIEM ROMSIMAT B
pack. KacceTy M3 HOJ'II/IBI/IHI/IJIX.IIOpI/I,H?. 1
KacceTy BMeCTe C MHCTpYKUMed o
BTopuuHas yrnakoBKa NPUMEHEHUIO TOMEWAT B MavKy
KapTOHHYIO.
[Tlo 3 d¢makona ¢ npemapatoM 4 3 Oé)tion};c}::os vials + 5 ampoules
aMIyJibl ¢ PacTBOPUTEJIEM TOMEILAIOT B
kaccery W3 nomuBuHWIXJopuma. 1 | Secondary package
KacceTy BMecTe C MHCTpyKuMedl 1o | 5 vials with the medical product and 5
NPUMEHEHUIO TOMEWaAT B MNadky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[Io 5 ¢nakoHoB ¢ mpemapatom u 5 | pack./
aMmysl C pacTBOpHTe/eM NOMEIAT B | BropuiHas ynakoBKa
kaccery u3 nonuBuHmIxJopuaa. 1 | Ilo 5 QuakoHOB ¢ mpenaparoM H 5
KacceTy BMeCTe C MHCTPYKLMEH IO | ammys C PacTBOPHUTENEM MOMEIIAOT B
NPUMEHEHUIO TOMEUAloT B  Ma4Ky | KacceTy M3  MOJMBHHMIXJIOPHAA. 1
KapTOHHYIO. KacceTy BMeCTe C MHCTPYKLHEHd 10
NPUMEHEHHIO TOMEWAT B  MavKy
KapTOHHYIO.
Labeling/ MapkupoBKa According to the ND. / B coorserctuu | Complies as prescribed / CooTBeTCTBYET
C HOPMATHBHO} JOKyMEHTAlHEN. TpeboBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHeHHE KOMILJIEKTa

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

Jns ynakoBku 110 3 dJiakoHa ¢ mpenaparom 1 3 aMnyJbl C pACTBOPUTEIEM B
KacceTe:

B opuruHanbHoi yrnakoBke (($akoHsl ¢ penapaToM U aMIlyJIbl ¢ paCTBOPUTEIIEM B
nayke) Ipy Temneparype He Boiue 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. /

JIs ynakoBKM 110 5 J1akOHOB € IpenaparoM 5 aMmyJ1 ¢ pacCTBOPHUTEJIEM B
Kaccere:

B opuruHanbHo# ynakoske ((akoHbI C penapaToM U amIyJibl ¢ paCTBOPUTE/IEM B
naJke) npy Temneparype He Bbiue 25 °C.

Kit shelf life / 3 years.

CPOK FOAHOCTH KOMIUIEKTA | 1y o it chelf life is determined by the shelf-life of the medical product for human
use. /
3 rona.

CPpOK FOITHOCTH KOMIUIEKTA OTIPE/IENSETCS CPOKOM OAHOCTH JISKApCTBEHHOTO
npenapara i MeJULMHCKOTO IPUMEHEHHS.

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus cOOTBETCTBYET TPeOOBaHUAM HOPMATUBHOrO IOKYMEHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIN3A

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

Tenoxicam / TeHOKCUKaM

Homep cepun cyGcTtanuuu npoussoautens I'JID:

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

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

Edmond Pharma S.r.1., Italy /
Onmoua Papma C.p.i., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnoBanmne, agpec, JIHUEH3HS I8
IIpousBoacTeBennas miomanka / Ilnomanka
KOHTPOJs KavecTBa / 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,
527272 (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 UHTEPHEHMILEHEJI
IBT. JITH., Ungus
Cypseii Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
527212 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, OT -
Banuetu JlepeBHs, [10-Tamxmypa, Tanyka - Xaion,
okpyr INanamaxan — 389 350Uuaus (unensus No
G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Anjali Singh Vasudev Kawadkar Deepak Sonar
Designation Officer Asst. Manager Manager
Department Quali!‘.y Control Quality Control Qual%ntrol g
Signature & Date e ﬁg \202% A Qg\w"S //@,’W

ice : “Engineeri i House, Mumbai - 400004, INDIA.
ini tive Office : “Engineering Centre”, 3rd Floor, 9, Matthew Road, Opera :
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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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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaHnne npenapara Bona nist uHbeknmii (pacTBOpPHTENb)
Batch no. / Homep cepuu BI1250179
Amount of product per batch / Pazmep 205.0L
cepuH
Date of Control / laTa anaausa 06/08/2025
Manufacturing date / lata npou3BoacTBa 07/2025
Expiry date /[laTa okoH4YaHHUsI CPOKA 06/2030
TOAHOCTH
Water for injections (solvent) / Boxa nisi unbeKkuuii (pacTBOPHTEb)
TESTS / IOKA3ATEJIX SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

Description /Onucanne

Clear, colourless liquid without odor. /
[Tpo3paynas GecrBeTHas XKUIKOCTh 6e3
3amaxa.

Clear, colourless liquid without
odor. / Ilpo3pauHas OecLBeTHas
KUAKOCTB O€e3 3amaxa.

Particulate matter / MexannyeckHe BKJIIOYEHHS

Visible particles /
Buoumvie vacmuypr

According to requirements. / B cooTBeTcTBHY C
TpeOOBaHUAMH .

Complies / CooTBeTcTBYET

Sub visible particles /
Heguoumvie vacmuyp:

>10 pm particles /
4acTHL pasMepoM > 10 Mk

>25 um particles /
YacTHUI| pa3MepOM > 25 MKM

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

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

298.00 particles per ampoule; /
He 6onee 298.00 Ha ammyy;
16.13 particles per ampoule. /

He 6onee 16.13 na ammyiy.

Acidity and alkalinity /
KHCcI0THOCTD H 1IEJ0YHOCTh

Test sample should pass the test. /
HcmbiTyemslii oOpasel] DoJKeH BbIIepKUBaTh
UCIIBITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBiauBawiue
BelecTBA

Test sample should pass the test. /
HUcnbiTyemblii o6pasel] J0JDKEH BbIIEPKUBATh
HCIIBITAHHUE.

Complies / CooTBeTcTBYyET

Carbon dioxide
Yriepona AMOKCH

No turbidity should be observed within 1 hour.
/ He moimkHO OBITH MOMYTHEHHUS B TEUCHHUE
1 yaca.

Complies / CooTBETCTBYET

Chlorides/ Xnopuabl

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaThl H HUTPHTBI

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

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

Sulphates / CyabdaTtsi

No turbidity should occur within not less than
1 h. / B TeyeHue He MeHee 1 yaca He JOKHO
HabmoaaThesi MIOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHUH

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 / CEPTUO®UKAT AHAJIM3A

TESTS / IOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATEI

Calcium and magnesium /
Kaabumii u Mmarumii

Pure blue color should be observed (without a
violet hue). / JlomkHo HabmoaaThCs YHCTO
CHHee OKpaluuBaHue (6e3 GhuoseToBoro
OTTEHKa).

Complies / CooTBercTByeT

Heavy metals/ Tsixxeanie
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 ocTtaTok

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

0.002 % / 0.002%

Conductivity /
DJIeKTPONpPOBOAHOCTb

Not more than 25 pS/cm. /
He 60nee 25 MxkCwm/cm.

13.87 uS/cm. /
13.87 MxCm/cMm.

Extractable volume /
H3Baexaemblii 00beM

Not less than label claim (not less than 2 mL). /
He Menee HomuHnanbHoro (He MeHee 2 M).

2.2mL/
2.2 M

Bacterial endotoxins /
BakrepuajibHble YHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Bos! mist
UHBEKIIHI.

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

Sterility / CrepuabHocTn

Should be sterile. / JlomkHa GbITh CTEPUIBHOIA.

Sterile. / CtepunsHo.

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

Ilo 2 mn pactBopuTeNs (Boxa /Uisi HHBEKIIMIA) B
amnyny u3 OecuBerHoro crekna, tum 1. Ha
BEpXHEW 4YaCTU aMmmysibl HaHECEHa TO4YKa
pasjioMa OpaH>XeBOTO I[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. /
Heppuynas ynakoBka _
ITo 2 mn pactBoputens (Boga ms
UHBEKIMHA) B ammyily — W3
6ecuBerHoro crexia, tan I. Ha
BEpXHEH 4YacTU aMIIyJibl HaHeceHa
TOYKA Pa3jioMa OPaH)KEeBOTO LIBETA.

Shelf-life / Cpox roagnoctn

5 years./ 5 ner.

Assessment: / 3akioyeHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust coOTBeTCTBYET TPeGOBaHHIM HOPMATHBHOTO JoKyMeHTa JIC-000295-040325.
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