BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaumenoBanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / Tata ananusza

Manufacturing date / Jara
NpOU3BOICTRA

Expiry date /Tara oxonyanus
CPOKA FOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/I®, anodguansar 1,8 NPUroTOBJICHHS pacTBopa 1a

HHbeKUHii, 20 mr
BI250268A

2100 L

10/12/2025
11/2025

10/2028

TESTS / IOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJIbTATDI

Appearance / Onucanne

Yellow with greenish tint lyophilized
powder. /

JInodunnu3upoBaHHbIi
HKEATOTO € 3EICHOBATRIM
uBeTAa.

HOPOLIOK
OTTEHKOM

Yellow  with  greenish  tint
Iyophilized powder. /

JlnodnmsnporanHblii MOPOLLIOK
JKENNTOTO € 3CACHOBATBIM OTTEHKOM
IBETA.

Identification / [MopaunnocTs

Tenoxicam by HPLC /
Tenokcuram (BIAX)

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 YIepHHBAHNS M1Ka
TEHOKCHKaMa  Ha XpOMaTOrpaMmMme

HCHLITYCMOTO JOIKHO
COOTBECTCTBOBATDL BPCMCHH
VIEPKHBAHHA TIMKA TCHOKCHKaMa Ha

pacteopa

XpomaTorpaMme CTaHAAPTHOTO
pacTtsopa (cm. «PoacTeeHHBIR
OPHMECH», ONpPede/leHHe CIOMHHYHBIX
NpUMEce M CyMMBI  lpuMecei

(254 am)).

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. /

Bpems VIACPHKUBAHHA nuKa
TCHOKCHKaMa Ha XpoMarorpaMmme
HCITBITYEMOI'0 pactBopa
COOTBCTCTBYET BPCMEHH
YIAEPKMBAHNA ITHKA TCHOKCHKAMA Ha
XPOMaTOIPaMMe CTAHIAPTHOTO
pacreopa.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTH®OUKAT AHAJIU3A

TESTS /TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI

Tenoxicam by UV-
spectrophotometry /

Tenoxcuram (Y@-
crexkmpoomormempuyeckuit)

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). /

Yd-cnektp noOraoweHns HCNbITYEMOro
pacTBOpAa, MPHTOTOBIEHHOTO s
KOJIHMYCCTBEHHOTO — ONpEIeNeHus, B
obnacta or 230 uMm a0 400 M poakeH
UMETb MAKCHMYMBI IpPH IJIHHAX BOJH

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

257.52 nm, 285.54 nm and
368.67 nm. /

Yd-cnexrp MOTJIOLIEHHS
HCTIBITYEMOTO pacTeopa,
IPHTOTOBIEHHOTO ans

KONMUSCTBCHHOTO ONpefencHus, 8
obmactu ot 230 uM go 400 Hm

Hampua memaducyivpum
(BIKX)

metabisulfite  peak obtained in the
chromatogram of the test solution should
correspond to  that of  Sodium
metabisultite peak obtained in the
chromatogram of the standard solution,
as procceded in the “Assay of Sodium
metabisulfite” test. /

Bpems yigep:KHBailid IIHKa HaTpHA
merabucynbura Ha XpPoMaTorpamme
HCTBITYEMOTO pacTBOpa AOIKHO
COOTBETCTBOBATh BpEMEHH
yiaep:KUBaHHA THKa HATpUs
metalucynbUTa Ha XpPOMAaTOrpamde
CTAHIapTHOTO pacTBopa (oM.

«KonuuecTBeHHO® ONPEICICHHE HATPHA
MetabHcynshuTas ).

257 £ 2 Hm, 285 £ 2 HM 4 368 + 2 UM | MMeeT MaKCMMYMbl TpH JAAHHAX
(cMm. «KommuecteeHHoe ompeaenenne | BomH 25752 mwm, 28554 um  n
TEHOKCHKaMa»). 368.67 HM .

Sodium metabisulfite (HPLC) / The  retention  time of Sodium | The retention time of Sodium

metabisulfite peak obtained in the
chromatogram of the test solution
corresponds  to  that of Sodium
metabisulfite peak obtained in the
chromatogram of the standard
solution. /

Bpena YICPEHBAHHA TTHKAa HATPHA

MeTabucynehuTa Ha
XpoMaTorpaMme HCTIBLITYEMOTO
PacTBOpa COOTBCTCTBYCT BPECMCHH
VIACPKHBAHHA nMuKa HaTpHi
MeTabucymshuTa Ha
XpomarorpaMme CTaHIapTHOTO

pacTBopa.

Dissolving time /

Bpemsi pacTBopennn

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

26 sec/ 26 cex

Appearance of Reconstituted
solution /

Onuncanue BOCCTAHOBIEHHOIO
pacTBopa

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

[Tpenapar JOJIKEH PacTBOPATLCS
MOJTHOCTBIO c OTCYTCTBHCM
HEPACTBOPEHHBIX HacTHI, 0e3 BHIMMBIX
MEXaHHUYCCKHX BRIOYCHUIA. Obpasycres
NPO3PAYHbIIT 3CICHOBATO-KENTOIO UBCTA
pacTBop.

Administrative Office : "Engineering Centre”, 3rd Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA
Tel : 491 22 4056 0560 - Fax : +91 22 4056 0555 « Email : support@bdrpharma.com + www.bdrpharma.com

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

IlpenapaT pacTBopseTCs NOMHOCTBIO
€ OTCYTCTBHEM HEPAaCTBOPEHHBIX
HACTHII, 6e3 BHIHMBIX
MCXaHHHYCCKHX BEJIHOUYCHHIL.
Obpazyercs IPO3payHBbLii
3eNIeHOBATO-KENTOTO LBCTA
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / NIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Solution clarity* /
MMpo3paunocrs pacTBopa*

The product solution should be clear. /

Pacteop mpenaparta ObITE

Npo3padHbIM.

JOJKCH

The solution is clear. /

PacTBOp npo3padHblii.

| Solution Color* /
LiBeTHOCTE pactBopa*

The product solution should not be more
intensively colored than the refercnce
solution GY,. / CrtencHe OKpacku
pacTBopa  npcnapara  HE  JI0JKHA
npesblaTE 3Tanod GY .

Complies. / CooTBeTCTBYET.

pH*

7.5 to 10.0. /O1 7,5 no 10,0.

9.026 /9.026

Particulate matter* / Mexaun4deckne BRIYEHHA™

Visible particles /
Buouweie uacmuiybt
Subvisible particles /
Hesuoumesie wacnuijbl
=10 um particles/
Yactuy pazmepoM = 10 MKM
>25 pwm particles/
Yactu pazmepoM = 25 MEM

According to requirements. / B

COOTBETCTBHH C Tpcﬁonammmn

Not more than 6000/vial; /
He 6omee 6000 na duakoH:;

Not more than 600/vial. /
He donee 600 na faaxkoH.

Complics / CooTBeTCTBYET

92.40 / vial
92.40 / dnakon
1.60/ vial
1.60 / ¢praxon

Related substances / PoacTBeHHBIC

npHMecH

2-aminopyridine /
2-aMUHOIHPHAHH

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

0.00% 10.00%

Individual unidentified impurity /
Ennnuunast
HEMAEHTH(PHLHPOBAHHAS TIPUMCCh

Not more than 0.5 %:; / He Goaee 0,5 %;

Below BDL (BDL= 0.00 %) / Huxe
nopora pernctpanuu ([1P =0.00 %)

Total impurities /
Cymma npuMecei

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

Below BDL (BDL= 0.00 %) / Huxe
nopora peructpauuu (I1P =0,00 %)

Uniformity of dosage units* /
OaHOpPOAHOCTE A03HPOBAHHA™

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

3.13/3.13
TMokazarens  npuemiesoctd  (AV)
nomxeH ObiTh He Domee 15,0.
Water™ / Bona* Not more than 3.0 %. / He domee 3.0 %. 1.18 %/ 1.18 %

Bacterial endotoxins® /
bakrepuaibHbie IHI0TOKCHHBI®

Not more than | EU/mg of tenoxicam. /
He 6oaee 1 ED/Mr TeHOKCHKAMA.

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

Sterility* /CrepuabHocTb*

Should be sterile.
CTCPUIBHBIM.

/ Jonxcd OBITh

Under
aHaIu3a

analysis/ B  mpomecce

Assay / Koanucersennoe onpeaeaenne

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 / CEPTU®HKAT AHAJIN3A

TESTS / MOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATBI

Tenoxicam / Tenokcukam 90.0% to 110.0% of Ci;;HuN;O48;
(tenoxicam) of label claim. / Ot 90,0 %
fafs) 110,0 % C13H1N:O48: 102.4 %/ 102.4 %
(TEHOKCHKAM) OT  HOMHHAILHOTO
CoAepAKAHUSA,

Sodium metabisulfite / 85.0% to 110.0% of Sedium

Hampun memaducy.avhim metabisulfite of the label claim. / Ot
85,0 % it} 110,0 % HATPHA 104.3 %/ 104.3 %
MeTabucyibhuTa OT  HOMHHATBEHOTO
COMEpAKAHMS,

Package / ¥ nakoBka Primary package Primary package

20 mg of the tenoxicam in a colorless | 20 mg of the tenoxicam in 2
glass vial type 1 stoppered with a | colorless glass vial type | stoppered
bromobutyl rubber stopper, crimped | with a bromobutyl rubber stopper,
with aluminum flip-off scal with a | crimped with aluminum flip-oft seal

plastic disk over an aluminum cap. / with a plastic disk over an
aluminum cap. /
IMepBHUHAS YIAKOBKA [TepsuyHas ynakoBka
Mo 20 Mr TeHokcukama Bo (makox u3 | [lo 20 Mr TeHokcukama Bo (hrakoH
OECIBCTHOTO cTeKna THII I, | 3 Gecusernoro creknaa Tan
YKYTIOPCHHBIH npobroit W3 | YKYTIOPCHHbIH npo6koii H3
GpomOyTHIOBOIT  pe3uHbl,  00XKatoi OpoMOYTIIOBOH DE3HHBI, 00KaTOH
ATHOMHHHEBBIM KOJIMAa4uKoM ¢ | aTroMHHHEBEIM  KOMINA4ykoM €
KOHTPOJICM ~ MEPBOFO  BCKPHLITHA M | KOHTPOZTEM [EPBOTO BCKPBITHA H
ITACTHKOBLIM JHCKOM [I0BEPX | MUIACTHKOBBIM  THCKOM  TMOBCPX
) ATIOMIHHCBOIO KOITNA4Ka. AMIOMHHHCBOTO KOJIMAa'Ka, ]
Shelf-life/ Cpok roanoctn 3 years. / 3 roaa. B

* Note. Analytical procedures according to the current Rus. Ph. arc 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. / * [Ipuvenanue. Anamurageckue MeToanku o ['® PO IeHCTBYIOUIETO H3AAHHSA NIPUMCHAIOTCA AnA KOHTpOns
KauccTBa mpenapatra Ha Teppuropun Poccuiickoil @enepauui. [lns BbUTYCKAIOWICIO KOHTPOJS KadecTsa HA
MPOM3BOCTRBE MPOM3BOANTEND HCHOIB3YET MeToaNKN o Esponeiickoit dapmakonee OeHCTBYIOMIETO W3 1aHHL.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

KIT / KOMIUVIEKT

TESTS / MOKA3ATEJIN

SPECIFICATIONS / HOPMbI

RESULTS /PE3Y.JIbTATDI

Kit package / Ynakoeka
KOMMLIEKTA

Sccondary package

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

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

Bropuunas yiiaKkOBKa

[lo 3 daakosa ¢ npemapatoM H 3
aMmyJiel ¢ PACTBOPHTENCM IMOMEUIAOT B
Kaccety M3 MOMHBMHMAXIOpHad. 1
KacceTy BMeCTe C HHCTpYKIHEH 1o
OPHMCHEHHID — NOMELIAT B NadKy
KapTOHHYIO.

[Mo 5 ¢nakoHoB ¢ NpemapatoM H 35
aMryl ¢ PacTBOPUTCIEM MOMCLIAIOT B
Kaccery M3 HONHBHHMIXTopuaa. |

Onption for 3 vial + 3 ampoule

Sccondary package

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

BropuuHag yIakoBKa

Mo 3 ¢nakona ¢ mnpenapatoM M 3
AMITY/Bl ¢ PACTBOPHTENEM MOMEIIANT B
Kaccery M3 MOJHMBHHHAXnopHza. |
Kaccery BMECTC C HMHCTPYKIHCH 10
IPHMEHCHUIO  TOMEINatT B Madky
KAPTOHHYO.

Option for 5 vials + 5 ampoules

Sccondary package

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

BroputiHas yIIaKkoBKa

[Mo 5 ¢nakoHoB ¢ mpemaparoM H 5

KACCCTy BMECTC € HHCTPYKIMCH 10 | amnyil ¢ PacTBOPHTCIEM MOMCLIAIOT B

MPHMEHCHUIO —TIOMEINAT B TA4YKy | KacCeTy M3  MOIHBHHWIXIOpHAA. 1

KAPTOHHYH, KacceTy BMECTC C MHCTPYKUHEH 10
NPUMEHCHHIO TIOMELIAIOT B Mauky
KapTOHHYIO.

Labeling/ Mapruposka

According to the ND./ B coorsetcTBny
¢ HOPMATHBHON 1OKYMEHTALMEH.

Complies as prescribed / CooTBeTcTBYET
TpeOOBaHHAM

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 / CEPTUOUKAT AHAJIU3A

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

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

Mns ynakosku 110 3 dIaKOHA ¢ IpPENapaToM M 3 aMmIlyibl ¢ PACTBOPHTCICM B
Kaccere:

B opurunanbHoii ymakoBke ((hIakoHs! ¢ MpernapaToM H aMIy/bl ¢ PACTBOPUTEIIEM B
nmayke) npu Temncparype He Beime 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. /

Jlas ynakorkH 110 5 (hI1aKOHOB ¢ MpenapaToM W 5 aMiyJli ¢ pacTBOPUTEIEM B
Kaccere:

B opuruHanbHoil ynakoBke (aaxkoHb! © npenapaTtoM | aMIyJIbl ¢ pacTBOPHTCICM B
navkc) npu Temreparype He seime 25 °C.

Kit shelf life / 3 years.
CpoK roIHOCTH KOMILIEKTA

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

3 rona.

C]JOI{ roJHOCTH KOMIIJICKTA ONPCAC/ACTCH CPOKOM TOIHOCTH NCKAPCTBCHHOTO
npenapara i MEAHIHHCKOTO NMPHMCHCHHA.

The batch complies with the specifications according to ND JIC-000295-040325, and
Assessment: / 3akmoueHne;  sterility under analysis /

Cepus cooTBCTCTBYCT TpeGOBaHHAM HOpMAaTHBHOTO nokymenta JIC-000295-040325,

W1 npoBojinTcs aHau3 pe3yabTaTOB TeCTa Ha CTEPHIIBHOCTb.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

API name (INN) / Haumenoeraune AGC (MHH):

Tenoxicam / TeHOKCHKAM

Homep cepun cyberanuun npousponutens IJ1d:

API manufacturer batch number / 92044624
Homep cepun npoussoauteas APC:
FP Manufacturer API Batch number / B250000663

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

Edmond Pharma S.r.1., Italy /
Oamona Gapma C.p.ni., Uranus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBamnue, agpec, THIEH3HS 115
[lponssoacreennas naomanka / [lnomanka
KOHTpoad KadecTBa / [l1omagka 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, 33/2, 53/3, 54/1, 54/2, AT
VANSETI VILLAGE, PO — TAJPURA, TALUKA —
HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /
BJIP ®PAPMACBIOTUKAJIC MHTEPHENIIEHEN
MIBT. JTH., UHaus
Cypseit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, OT -
Banueru depesns, [10-Tamxknypa, Taayka - Xanon,
okpyr INanumaxan — 389 350Mnaus (munensusa No
G/28/1828)

PREPARED BY

REVIEWED BY APPROVED BY

Name Bhushan Kothawade Shashank Singh Deepak Sonar
Designation Sr. Executive Asst. Manager Manager
Department Quality Control Quality Control Quaﬂt_y,gpntrol

Signature & Date

%’T’!Mwﬂ

T
2 R R
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ : Water for injections (solvent) /
HaumeHnoBaHne npenapara Boaa nast uabekuuii (pacTBopuTeIn)
Batch no. / Homep cepun . BI250260

Amount of product per batch / Pasmep : 205.0L

cepuu

Date of Control / IaTa ananu3sa © o 24/11/2025

Manufacturing date / lata npoussoactBa :  10/2025

Expiry date /[laTta okoH4YaHHUs1 cpoKa : 092030

TFOAHOCTH

Water for injections (solvent) / Boga ans uabexkuuii (pacTBOpHTEID)

TESTS / TTIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI
Description /Onucanue Clear, colourless liquid without odor. / Clear, colourless liquid without
[Tpo3paunas GecuBeTHas JKUIKOCTb O3 odor. / TIlpospaunas GecupeTHas
3amaxa. KHUIKOCTB Oe3 3araxa.

Particulate matter / MexaHu4ecKHe BKJIIOYEHHUSI

Visible particles / According to requirements. / B cooTBeTcTBHIH C Complies / CooTBeTcTBYET
Buoumvie vacmuywoi TpeOOBAHUSIMH .

Sub visible particles /
Hesudumvie vacmuypl

>10 pm particles / Not more than 6000 particles per ampoule; / 70.93 particles per ampoule; /

> .
JacTul pasmepoM > 10 mxm | He Gonee 6000 Ha ammyny; He Gonee 70.93 Ha avmysty;
>25 pum particles / Not more than 600 particles per ampoule. / 1.33 particles per ampoule. /

Jactul pazmepom > 25 mxkm | He Gonee 600 Ha ammyy. He 6oee 1.33 Ha ammysy

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYyET
KHca0THOCTD M 1I€/109HOCTD Hcnpiryemslii o6pasel J0KeH BbIIEpKUBAT '

UCIIBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBercTByeT
BoccranapauBarouue Hcnpityemslii o6pasel T0KeH BBILIEPKUBATE
BelllecTBA UCIIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBercryer
Yraepona amoxcua / He nomxkHO ObITh MOMYTHEHHS B TEUEHHE

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

0,

Hutpatbl 4 HUTPUTBI He 6onee 0,00002 % (0,2 ppm). M 00008 % (02 ppm))
Sulphates / Cyabgatsl No turbidity should occur within not less than Complies / CootBercTByeT

1 h./ B Teuenue He MeHee | yaca He JJOJHKHO
Ha0JIH01aThCs TOMYTHEHHE.

Ammonium / AMMOHHIA Not more than 0.6 ppm. / He 6osee 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 / IOKA3ATEJHN

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Calcium and magnesium /
Kanbuwmii u Maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHo Ha6MI0IaTHCA YHCTO
CHHee okpaiiuBaHue (6e3 hrosneToBoro
OTTEHKa).

Complies / CooTeTcTBYeT

Heavy metals/ Tsxenbie
MeTaJLIbI

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

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

Residue after evaporation /
Cyxoii ocraTok

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

0.001 % /0.001%

Conductivity /
DJIeKTPONPOBOIHOCTH

Not more than 25 pS/cm. /
He Gonee 25 mxCm/cMm.

11.85 uS/cm. /
11.85 mxCm/cM.

Extractable volume /
H3Baexaemplii 00bem

Not less than label claim (not less than 2 mL)./
He meHee HoMuHasBHOTO (He MeHee 2 MJT).

2.2mL/
2.2 Mn

Bacterial endotoxins /
BakrtepuaiabHbie 3HI0TOKCHHDBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mn Boabl s
UHBEKLIMH,

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

Sterility / CrepuabHocTh

Should be sterile. / JJomkHa 6bITh CTEPHIBHOIA.

Sterile. / CtepuibHo.

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. /
IlepBruHas ynakoska

ITo 2 mn pactBopurens (Boxa ans HHBEKLHIT) B
ammyny u3 OecuBerHoro crekna, tum 1. Ha
BEDXHEW YacTHM aMIyibl HAaHECEHa TOYKa
pasjioMa OpaHKeBOTO LIBETA.

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 pacrBopuTens (Boma st
HMHBEKIIHI) B amILyy u3
GecuserHoro crekna, Tun 1. Ha
BEPXHEH 4acTH amIy/bl HaHeceHa
TOYKA pa3jioMa OPaHKEBOTrO LIBETA.

Shelf-life / Cpoxk roanoctn

S5 years./ 5 jner.

Assessment: / 3akniodyenue:

The batch complies with the specifications according to ND JIC-000295-040325. /
CepHsi OOTBETCTBYET TpeGOBaHUAM HOPMATHBHOTO nokymenta JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Anjali Singh Mahendra Patil Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Quality Control P
Signature & Date %u% % {2 g
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaumenoBanue npenapara

Water for injections (solvent) /

Bona mus unbexumii (pacrBopuTen)

Batch no. / Homep cepun BI250263
Amount of product per batch / Pasmep 205.0L
cepuu
Date of Control / Iata ananuza 24/11/2025
Manufacturing date / Jara NPOU3BOACTBA 11/2025
Expiry date /Iata oxonuyanus cpoka 10/2030
TOHOCTH
Water for injections (solvent) / Boaa nuisi HHbEKUMIi (DaCTBOpPHTEB)

TESTS / TIOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

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

IIpospaunas GecuBeTHas )umKOCTD Ge3
3anaxa.

odor. / Tlpospaunas GecuseTHas
XHUIKOCTB Oe3 3amnaxa.

Particulate matter / Mexannyeck:

HE BKIIIOYEHUS

Visible particles /
Buoumvie vacmuyu

According to requirements. / B cooTeTcTBHY ©
TpeOOBaHUAMY .

Complies / CoorserctByeT

Sub visible particles /
Hesuoumvle vacmuyer

>10 pm particles /
YacTHI[ pa3MepoM > 10 Mkm

>25 um particles /
YaCTHL[ pPa3MepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He Gosnee 6000 Ha ammymy;

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

120.67 particles per ampoule; /
He 6onee 120.67 na ammyny;
4.00 particles per ampoule. /

He Gonee 4.00 na amnymy.

Acidity and alkalinity /
KucnorHocts u menounocrn

Test sample should pass the test. /
Hcnbityemplii o6pasew fosken BbIIepKHBaTD
UCTIbITAHUE.

Complies / CootsercTByeT

Reducing substances /
BoccranasiuBaromme
BelllecTBa

Test sample should pass the test. /
HcnbiTyembiii oGpasen nomken BbiepkuBath
UCIbITaHKE,

Complies / CootsercTyer

Carbon dioxide
Yriuepoaa auokens

No turbidity should be observed within 1 hour.
/ He 1OMKHO GbITh TOMYTHEHHS B TeUEHHe
1 yaca.

Complies / CootsercTByer

Chlorides/ Xaopuap1

Not more than 0.5 ppm. / He 6osee 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 Gonee 0,00002 % (0,2 ppm).

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

Sulphates / CyabgaTtsi

No turbidity should occur within nof less than
1 h. /B Teuenue ne menee 1 uaca He JIOJIKHO
HaOJIFOIaThCA TOMyTHEHHE.

Complies / CootsercrByer

Ammonium / AMMoOHHIi

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

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

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

TESTS / TIOKA3ATEJIHU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATBI

Calcium and magnesium /
Kanpumii v maramii

Pure blue color should be observed (without a
violet hue). / JTomxHo Ha6mrOAaThCS YnCTO
CHHee okpamunBanue (6e3 GpuoneroBoro
OTTEHKa).

Complies / CootsercTpyer

Heavy metals/ Tszkennie
MeTaJJIbI

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

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

Residue after evaporation /
Cyxoii ocTaTok

Not more than 0.004 %. / He Gosce 0,004 %.

0.001 %/ 0.001%

Conductivity /
DJ1eKTPONPOBOIHOCTE

Not more than 25 pS/cm. /
He Gosnee 25 MmxCm/cwm.

12.60 pS/cm. /
12.60 MmxCm/cmM.

Extractable volume /
H3Baexaempblii 06bem

Not less than label claim (not less than 2 mL)./
He menee HomuHanbHoro (He Menee 2 MIT).

2.2mL/
2.2 Mmn

Bacterial endotoxins /
BakTepHaibHbBIE SHI0TOKCHHDI

Not more than 0.25 EU/mL of water for
injections. / He Gosee 0,25 ED/mn Bogb! s
UHBEKLIUH,

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

Sterility / CrepuabHocTs

Should be sterile. / Jomxkua 65T CTEPHUIILHOIA.

Sterile. / CrepunpHo.

Packaging / Ynakoska

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
IlepBuyHas ynakoBka

Io 2 mn pacrBopurens (Boga s HUHBEKLUIT) B
ammyiny w3 OecuBeTHoro crekia, tun 1. Ha
BEPXHECH 4YaCTH aMmmyibl HaHeceHa TOo4YKa
pasjioMa OpaHXeBOro LBETa.

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. /
[lepBuyHas yrmakoBka

Ilo 2 mn pacrBopurens (Boma mns
HWHBEKLHT) B ammyIy u3
GecuserHoro crekma, tmun 1. Ha
BEpXHEW 4acTH aMIyibl HaHeceHa
TOYKa pa3joMa OpaHXeBoro [BeTa.

Shelf-life / Cpok rognocru

5 years. /5 ner.

Assessment: / 3aknoyenue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cooTBeTcTBYeT TpeGoBaHUAM HOpMaTUBHOTO 1oKyMeHTa JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Anjali Singh Mahendra Patil Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Quality Control

Signature & Date
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