BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Name of Product/
HaumenoBanue npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pasmep cepun

Date of Control / laTa anaausa

Manufacturing date / Tata
NPOU3BOACTBA

Expiry date /laTa okoH4aHust
CPOKa FOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, inopuansar st IPUroTOBJIEHHsI PacTBOpa st

HHbEKUHI, 20 Mr
BI250199A

210.0 L

23/09/2025
08/2025

07/2028

TESTS / HIOKA3ATEJINU

SPECIFICATIONS / HOPMbBI

RESULTS / PE3YJIBTATHI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunusuposanHbIit MOPOLIOK
JKEJITOIO C  3€JI€HOBaTbIM  OTTEHKOM
L[BETA.

Yellow  with  greenish  tint
lyophilized powder. /

JInodunusnupoBaHHbIi MIOPOLLIOK
JKEJITOTO C 3€JIEHOBATbIM OTTEHKOM
LIBETA.

Identification / ITlopnuHHOCTL

Tenoxicam by HPLC /
Tenokcuxkam (B22KX)

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 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. /

substances”, determination of single

impurities and total impurities (254

nm)). /

Bpewms YAEpKUBAHUS nuka | Bpems yePKUBAHUS nuKa
TEHOKCHMKamMa  Ha  XpomarorpamMme | TEHOKCHKama Ha XpomaTorpaMmme
UCTIBITYEeMOT0 pacTBopa JIOJZKHO | HUCTIBITYEMOIo pacTBopa
COOTBETCTBOBATb BPEMEHHU | COOTBETCTBYET BpeMeHH
yIAEPXKUBAHUS IUKA TEHOKCHKAaMa Ha | yIep)KUBAHUs MMHKa TEHOKCHKaMa Ha
XpoMarorpamme CTaHAapTHOrO | XpOMaTorpaMme CTaH/IapPTHOTO
pacTBopa (cMm. «PozcTBeHHble | pacTBopa.

IpUMECH», OMNpeNesieHHe eAMHUYHBIX

npuMeceii M CyMMbl  IpuMecei

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

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

TESTS / TOKA3ATEJHA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBI

Tenoxicam by UV-
spectrophotometry /

Tenoxcukam (Y-
cnekmpogomomempudecKuii)

UV absorption spectrum of the test
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). /

V®-crniekTp NOrNOLWIEHHs HCIILITYEMOrO
pacTBopa, [PUTOTOBJICHHOTO IS
KOJIMYECTBEHHOIO  ONpefeieHus, B
obnactu ot 230 uM 0 400 HM [OIKEH
UMETh MaKCUMyMbI IpPU JUIHHAX BOJH
257 £ 2 um, 285 + 2 M u 368 £ 2 HM
(cm.  «KomnyecTBeHHOE —ompeneneHue
TEHOKCHUKaMay).

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
257.50 nm, 285.41 nm and 367.53
nm. /

Y®-criektp MTOTJIOLLEHUS
UCIIBITYEMOTO pacTBopa,
TIPUTOTOBJIEHHOTO JUst

KOJIMYECTBEHHOT'O OINpeneseHus, B
obmactiu or 230uM mo 400 HM
MMEET MAaKCUMyMbl TIpU JUIMHAX
BoJaH 257.50 M, 285.41uM wu
367.53 um .

Sodium metabisulfite (HPLC) /
Hampua memabducyrvpum
(B32KX)

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. /

Bpemsa ynmepkuBaHUs —OMKA HATPUS
MeTabucynbGuTa Ha XpOMarorpamMme
UCIIBITYEMOr0 pacTBopa  JIOJDKHO
COOTBETCTBOBATH BpPEMEHU
YAEPKUBaHUS HKa HaTpus
MeTabucynbhura Ha XpOMarorpamme
CTaHJapTHOTO pactBopa (cm.

«KonuyectBeHHoe onpeneseHHe HATPUS
MeTabucynbduTa).

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 ynepixkuBaHUs THKa HaTpus

Metabucynsdura Ha
XpoMaTorpamme UCIIBITYEMOr0
pacTBopa COOTBETCTBYET BpeMEHH
YIEpIKUBAHUsI NH1Ka HATpusI
MeTabucynbdura Ha
Xpomarorpamme CTaHAAPTHOrO
pacTBopa.

Dissolving time /

Bpems pacTBopenust

Not more than 60 seconds. / He 6osee
60 cexyHz.

40 sec / 40 cex

Appearance of Reconstituted
solution /

OnncaHue BOCCTAHOBJIEHHOTO
pacTBOpa

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

IIpenapar  fno/keH  pacTBOPATHCS
TMOJIHOCTBIO c OTCYTCTBHEM
HEPAaCTBOPEHHBIX YACTHL, 0€3 BUAUMBIX
MEXaHUUYECKUX BKIItOUYeHHil. OOpasyeTcs
NpO3pauHblii 3eJ€HOBATO-KENTOr0 LIBETa
pacTBop.

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

IIpenapat pacTBOpseTCs MOJHOCTHIO
C OTCYTCTBHEM HEpPaCTBOPEHHBIX

YaCTHII, 0e3 BHIUMBIX
MeXaHUYEeCKHX BKJIFOUEHMIA.
Obpa3zyercs MPO3payHbIii
3€JIEHOBATO-)KEJITOTO Bera
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIM3A

TESTS / IOKA3ATEJU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATLI

Solution clarity* /
ITpo3paunocts pacTBopa*®

The product solution should be clear. /

PactBop npenapara OBIThH

[IPO3PaYHbIM.

JIOIKEH

The solution is clear. /

PacTBOp npo3pauHbIii.

Solution Color* /
I[BeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GYi1. / CreneHb OKpacku
pacTBOpa  mperapara He  J0JKHA
npeBbIIarh 3Tanon GY1.

Complies. / CooTBeTCTBYET.

pH*

7.5t0 10.0./ Ot 7,5 no 10,0.

9.316/9.316

Particulate matter* / Mexannueckue BKJIIOYeHUS*

Visible particles /
Buoumwvie uacmuywl

Subvisible particles /
Hesuoumvie uacmuywl

>10 um particles/
Yacruy pazmepom > 10 MKkM

>25 um particles/
Yactu pazmepom > 25 MKM

According to requirements. / B
COOTBETCTBUH C TPeOOBAHUAMU

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

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

Complies / CooTBeTcTBYET

98.67/ vial
98.67 / pnakoH

1.73/ vial
1.73 / ¢pnaxon

Related substances / PoacTBeHHbIe

npumMecH

2-aminopyridine /
2-aMUHONUPUIIUH

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

Below LOQ (LOQ = 0.0%) / Huske
npezena KoMU4eCTBEHHOTO
onpenenenus (ITKO = 0.0 %)

Individual unidentified impurity /
Ennanynas
HeuAeHTUGUIMPOBaHHAS TIPHMECh

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

0.01% /0.01%

Total impurities /
Cymma npumeceit

Not more than 1.0 %. / He Gonee 1,0 %.

Below LOQ (LOQ = 0.0%) / Huxe
npenesna KoJIn4ecTBEeHHOT0
onpenenenus (ITIKO = 0.0 %)

Uniformity of dosage units* /
OpHopoaHOCTB 103UPOBAHUS*

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

(AV)

[Tokazarens  mpuUeMJIEMOCTH
JIOJKEH OBITH He Oogee 15,0.

3.14/3.14

Water* / Bona*

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

1.01 %/ 1.01 %

Bacterial endotoxins* /
BakTepuajbHbIe 3HI0TOKCHHBI*

Not more than 1 EU/mg of tenoxicam. /
He 6osiee 1 ED/Mr TeHOKCHUKaMA.

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

Sterility* /CtepusibHOCTB*

Should be sterile.
CTEPUJIbHBIM.

/ JlomkeH OBITH

Sterile / Crepunen

Assay / KonyecTBeHHOe onpeae/ieHue
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

TESTS / TIOKA3ATEJHU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATHI

Tenoxicam / Tenoxcuxkam

90.0% to 110.0% of Ci3H1i1N304S2
(tenoxicam) of label claim. / Ot 90,0 %
1o 110,0 % C13H11N304S>

101.2 % /101.2 %

Hampua memaducynshum

(TeHokcHKam) oT HOMMHAJIBHOTO
COZepIKaHHUSsI.
Sodium metabisulfite / 85.0% to 110.0% of Sodium

metabisulfite of the label claim. / Or
85,0 % 2o 110,0 % HaTpus
MetabucynbpuTa OT HOMHHAILHOIO
COZIepIKaHMS.

104.0 % / 104.0 %

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. /

[lepBuyHast ynakoBka
ITo 20 Mr TeHokcukama BO (JIaKOH U3

OecuBeTHOro crekiia TUI I
YKYTIOPEHHBbIi npoOKoi u3
OpoMOyTHIIOBOIT  pe3uHbl, 00XkKaTOH
AIOMUHHEBBIM KOJIMTaYKOM c
KOHTPOJIEM  TepBOrO  BCKPBITHS U
IJ1aCTUKOBBIM TICKOM TIOBEPX

ATFOMUHHEBOI'O KOJIIayJkKa.

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. /

[lepBuyHas ynakoBKa

[To 20 Mr TeHokcukama BO (JiakoH
u3 OecUBETHOro crekna Tum I,
YKYIIOPEHHBII pooKoii u3
O6poMOyTHUIOBOH pe3UHBI, 00KaTOM
AIIOMUHMEBBIM ~ KOJMa4ykoM ¢
KOHTPOJIEM TIE€PBOr0 BCKPBITHA U
IJJACTUKOBBIM ~ JHCKOM  TIOBEpPX
TFOMHUHMEBOI0 KOJIMayKa.

Shelf-life/ Cpok ronHocTu

3 years. / 3 roxa.

* 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. / * [Ipumeuanue. AHaIUTHYECKKE METOAUKHU 10 ['® PO nelicTByrolero u3gaHus MPUMEHSIOTCS U1 KOHTPOJIs
KauecTBa Impenapata Ha Teppuropuu Poccuiickoit ®eneparuu. s BbINYCKAKOLIEro KOHTPOJS KayecTBa Ha
MIPOU3BOJICTBE MIPOU3BOIUTEINb UCIIONB3YET METOIMKH 1o EBporneiickoii dapmakoriee AeiiCTBYOIIEro W3iaHusl.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIN3A

KIT / KOMIUIEKT
TESTS / HIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI
Kit package / ¥YnakoBka | Secondary package Option for 3 vial + 3 ampoule
KOMILIEkTd 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 packs
: : : Bropuynas ynakoBka
ampoules with the solvent in a polyvinyl o 3 5
chloride cassette. 1 cassette with the | = ° R e s
patient information leaflet in a carton S Rlee BACTRODUTCIICM TIOMEINAIOT B
pack. KacceTy M3  MONMBHHIIXIOPHIA. 1
KacceTy BMECTe C HHCTPYKLHMEH 1o
BTopu4Has ynakoBka [PUMEHEHUIO TOMELIAI0T B Mayky
A ~ | kKapToHHyIO.
T aGmane © UpSHapaTOMigld Oé)tion fgrSVialerSampoules
aMITyJibl C PACTBOPHUTENIEM TTOMELIAIOT B
Kaccery w3 mnonuBuHMWIXIopuma. 1 | Secondary package
KacceTy BMecTe ¢ WHCTpykuuedl mo | 5 vials with the medical product and 5
NpYMEHEHNI0  TOMelaloT B rauky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
ITo 5 ¢nakoHoB ¢ mpemaparoM M 5 | pack./
aMIIyJl C pacTBOpUTENeM IOMEIalT B | BropuyHas ynmakoBka
kaccety wu3 moiuBuHmIxnopuza. 1 | I[lo 5 ¢nakoHoB ¢ mnpemaparoM u 5
KacceTy BMECTe C MHCTPYKLUMEH II0 | ammys ¢ pacTBOpPHUTENeM IOMEILaloT B
NPYUMEHEHUIO TMOMEIIAIOT B TAUKy | KacceTy |3 MNOJUBUHWIXJIOpuza. 1
KapTOHHYIO. KacceTy BMeCTe C HWHCTpYKLMeH 1o
MPUMEHEHUIO TOMELIAT B MayKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorBerctBuu | Complies as prescribed / CooTBeTcTBYeT
C HOPMaTHUBHOI JOKyMEHTauex. TpeOoBaHUAM

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

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT 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. /

Jlnst ynakoBKHM 110 3 dyIakoHa ¢ NPenapaToM U 3 aMIyJibl C PACTBOPUTENIEM B
Kaccere:

B opuruHaipHON ynakoBke ((pJaKoHBL ¢ IpENapaToM U aMITyJibl C pACTBOPUTEIIEM B
nayke) npu Temreparype He Boiie 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. /

JIns ynakoBKH 110 5 d)J'IaKOHOB C npenaparoM 1 5 aMmyJ1 ¢ paCTBOPUTENEM B
KaccCeTe:

B opuruHa bHON ynakoBke (()JIaKOHBI C IPENapaToOM U aMILyJibl C pACTBOPUTEINIEM B
nayke) npu Temieparype He Boite 25 °C.

Kit shelf life / 3 years.

CPpOK roqnoCTH KOMIMIEKTA | o it shelflife is determined by the shelf-life of the medical product for human

use. /

3 ropa.

CpOK FOAHOCTH KOMIIJICKTA ONPEAECIACTCA CPOKOM rOAHOCTHU JICKaApCTBEHHOI'O
npenapara ajsi MEAULIUHCKOTO NPUMCHCHMS.

Assessment: / 3akaouenune:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepuisi COOTBETCTBYET TpeGOBaHMsIM HOpMATHUBHOTO nokymenTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

API name (INN) / Haumenosanue A®C (MHH): Tenoxicam / TeHoKkcHKaM

API manufacturer batch number / 92044624

Homep cepun npousBoauteisi ADC:

FP Manufacturer API Batch number / B250000663

Homep cepuu cy6erannun npousoautest I'JID:

API Manufactured by & country / Edmond Pharma S.r.l., Italy /
Ipounssoaureap ADC, cTpana: Damonn @apma C.p.a., Utanus

Name, address, authorization No for FP BDR PHARMACEUTICALS INTERNATIONAL PVT.
manufacturing site / Control site / Release site / LTD., India

HaumenoBaHue, agpec, JTULEH3HS NJIsl SURVEY No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
IpouspoacTenHas miowanxka / Ilaomwanka 52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT —
KOHTpoJist kKayecTBa / Ilomaaka BeIyCKa VANSETI VILLAGE, PO — TAJPURA, TALUKA —

HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /
BJAP ®APMACBIOTHUKAIJIC UHTEPHEUIIEHEJ
IBT. JITA., Uuaua
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 Jlepeus, [10-Tamkmypa, Tanyka - Xanou,
okpyr ITanumaxain — 389 350Muaus (nunensus Ne

[ 7

G/28/1828)
PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Bhushan Kothawade Deepak Sonar
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quan
: g B /
Signature & Date %}G\b 22|09 |2025 ,__/"@;\;\ﬁq’ﬁ@}:
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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.

PREPARED BY REVIEWED BY

APPROVED BY

Name Vaidehi Trivedi Vasudev Kawadkar Deepak Sonar
Designation Sr. Executive Asst. Manager Manager
Department Quality,gontrol Quality Control Quality Control
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HauMeHoBaHHe nmpemapara

Batch no. / Homep cepun

Amount of product per batch / Pasmep

cepuu

Date of Control / laTa anaunsa

Manufacturing date / Jara npoussoacraa

Expiry date /aTta okoH4YaHus cp
FOAHOCTH

Water for injections (solvent) /

Boaa ans mnbexumii (pacTBopuTen)

BI1250205
205.0 L

20/09/2025
08/2025

oKa 07/2030

Water for injections (solvent) / Boaa 115t nabexuuii (pacTBopuTeib)

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Description /Onucanne

Clear, colourless liquid without odor. /
IIpospaynas GecLBeTHas KUIKOCTH 63
3anaxa.

Clear, colourless liquid without
odor. / Ilpospaunas GecuseTHas
’KHUAKOCTH Oe3 3araxa.

Particulate matter / Mexanun4yeck

He BKJIIYCHHS

Visible particles /
Buoumvsre vacmuyur

According to requirements. / B cooTBeTcTBUH C
TpeOOBAHUAMM .

Complies / CooTBeTcTBYET

Sub visible particles /
Hesudumvie vacmuyor

>10 pum particles /

yacTul pasmepoM > 10 Mxm

>25 um particles /
YaCcTHL pa3MEPOM > 25 MKM

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

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

184.27 particles per ampoule; /
He Oonee 184.27 Ha ammyiy;

13.73 particles per ampoule. /
He 6onee 13.73 Ha ammyuy.

Acidity and alkalinity /
KucioTHOCTB 1 I€JI0YHOCTH

Test sample should pass the test. /
Hcneityemblit 06pasels 0JKeH BbIIep)KHBATh
UCTIBITaHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccranaBausalomue
BellecTBa

Test sample should pass the test. /
HcnbiTyemblii 00paser; 10MKeH BblAEP>KUBATH
UCIIbITAHUE.

Complies / CooTBeTcTBYyeT

Carbon dioxide
Yraepona guoxkcug

No turbidity should be observed within 1 hour.
/ He nomKHO OBITH MOMYTHEHHUS B TEUEHUE
1 yaca.

Complies / CooTBeTcTBYET

Chlorides/ Xnopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

Hutparsl 1 HHTPUTBI

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 / Cyabgarsl

No turbidity should occur within not less than
1 h./ B Teyenue He meHee 1 yaca He JOKHO
HaOJI0AaThCS TIOMYTHEHHE.

Complies / CooTBeTcTBYeT

Ammonium / AMMOHMIH

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 / IOKA3ATEJIA
Calcium and magnesium /
Kanbunii m marumii

SPECIFICATIONS / HOPMbI
Pure blue color should be observed (without a
violet hue). / JIoypkHO HaOMIOAATHCSA YHCTO
cuHee okpamuBaHue (6e3 GpuoaeToBoro
OTTEHKA).

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

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

RESULTS / PE3YJIbTATbI
Complies / CoorBercTBYeT

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

0.001 % /0.001%

Heavy metals/ Tsizxenbie
MeTaJUIbI

Residue after evaporation /
Cyxoii ocraTok

Conductivity / Not more than 25 uS/cm. / 13.62 pS/cm. /
DJIeKTPONPOBOIHOCTL He 6onee 25 mxCwm/cm. 13.62 MxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). / 223 mL/
H3Biexkaemblii 00bem He mMenee HoMuHaneHOro (He MeHee 2 M), 2.23 mn

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

Not more than 0.25 EU/mL of water for
injections. / He Gosee 0,25 EQ/Mn Boab! mis
UHBEKLHUN.

Bacterial endotoxins /
BakTepnanbHbie JHAOTOKCHHBI

Sterility / CtepuibHocTn Should be sterile. / JlomkHa 6bITh CTepUIBLHOIA. 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. /
IlepBuyHast yrmiakoBKka

o 2 mn pactBopurens (Boxa Ijisk MHbEKIUHUIT) B
ammyny u3 OecuperHoro crekma, tan 1. Ha

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. /
INepBuyHas ynakoBka

ITo 2 mn pactBopurens (Boma At

UHBEKIIUI) B amMmyny U3
GecupetHoro crekia, tun 1. Ha
BEpXHEU yacTH aMmyJibl HaHeceHa
TOUKa pa3/ioMa OPaHKEBOr'o L[BETa.

BerHeﬁ HJacTh aMIlyJibl HaHECEeHa TOYyKa
pas3jioMa OpaH»XEBOI'o IBETA.

Shelf-life / Cpok roanocru 5 years./ 5 ner.

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cooTBeTCTBYeT TpeOOBaHMAM HOPMATUBHOIO noKyMenTa JIC-000295-040325.

Assessment: / 3akiroueHue:

PREPARED BY REVIEWED BY APPROVED BY
Name Anjali Singh Vasudev Kawadkar Deepak Sonar
Designation Officer Asst. Manager Manager
Department Quality Control Quality Control QuaIitLantrol L
- Siavos | o™ | Sl
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