BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
Haunmenosanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / Jarta ananuza

Manufacturing date / Jlara
NpoH3BOJCTBA

Expiry date /daTta oxonuyanus
CpPOKa FOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE®, tnodpuauzar aas NPHTOTOBJIEHHS PACTBOpA 118

HHDBeKHi, 20 mr
BI250262A

2100 L

26/11/2025
11/2025

10/2028

| TESTS/TNIOKA3ATEJNA

SPECIFICATIONS / HOPMBI

RESULTS / PE3VJIbTATHI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunusnposannsiii MOPOLLOK
KEIATOr0 ¢ 3ENEHOBATEIM  OTTEHKOM
LBETA.

Yellow  with  greenish tint
lyophilized powder. /

JInodunuzupopannkiit MOPOLLIOK
HKENITOTO C 3eJSHOBATHIM OTTEHKOM
IReTa.

Identification / lopiuunocts

Tenoxicam by HPLC /
Tenorcurxam (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
impurities and total impurities (254
nm)). /

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. /

Bpewma yAepKHBaHHA nuka | Bpems YIep/KHBaHHA 1uKa
TeHOKCHKAMA  HAa  XpoMaTorpamMme | TCHOKCHKaMa Ha XpoMaTtorpaMme
HCNBITYeMOro pacTBopa JOTMKHO | MCTIBITYEMOIO pacTBopa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BPEMEHH
YACPAKWBAHWA [HKA TEHOKCHKAMA Ha | YAEPAKHBAHHA [1HKA TeHOKCHKAMA HA
XpoMartorpamMme CTAHOAPTHOIO | XpPOMATOTpamMme CTaHAaAPTHOrO
pacTeopa {cm. «Poacreennsle | pacteopa.

NpHMECH», ONpejeneHHe eNHMHUYHBIX

NpUMECEH W CyMMBI  mpuMmecei

| (254 1)),
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

| TESTS/NOKA3ATEJM SPECIFICATIONS /HOPMbI |  RESULTS/PE3YJIbTATHI |
Tenoxicam by UV- UV absorption spectrum of the test | UV absorption spectrum of the test
spectrophotometry / solution prepared for the Assay in the | solution prepared for the Assay in

range from 230 nm to 400 nm should | the range from 230 nm to 400 nm
have maxima at wavelengths of 257 + 2 | have maxima at wavelengths of
nm, 285 + 2 nm and 368 + 2 nm (see | 369.91 nm, 284.81 nm and

Tenoxcuxam (Y @-
cnekmpogomomempuyeckiii)

“Assay of Tenoxicam” test). / 257.75 nm. /

V®-cniexTp mornomexus CHbITyeMoro | Yd-cnektp NOTTIOLEHAA
pacTeopa, IIPUTOTOBIIEHHOrO  J7isl | HCOBITYEMOro pacTeopa,
KO/IUMECTBEHHOr0  OMpEAENeHUA, B | NPHTOTOBJICHHOrO ISt

obnactu or 230 uM 1o 400 uM momken KONU4GCTBEHHOTO OLPEAE/IEHHs, B
MMETb MaKCHMyMBl NpH JUIMHaX BONH | o6mactu or 230 um o 400 am
257 £ 2 um, 285 + 2 um u 368 + 2 HM | umeer MaKCUMYMbl TIPH  JUIMHAX
(cM.  «Komnuecrrennoe onpepencHue | BotH 36991 um, 284.81um u

TEHOKCHKaMan ). 25775 um .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium
Hampus memasucynspum metabisulfite peak obtained in the | metabisulfite peak obtained in the
(B2XKX) chromatogram of the test solution should chromatogram of the test solution

correspond  to  that of  Sodjum corresponds to that of Sodium
metabisulfite peak obtained in the | metabisulfite peak obtained in the
chromatogram of the standard solution, | chromatogram of the standard
as proceeded in the “Assay of Sodium | solution. /

metabisulfite” test. /

Bpemsa ynepxupanus muka Hatpus | Bpems ynepaxupanus nuka HaTpus

Merabucynbgura Ha xpomarorpamme Metabucynsdura Ha
HCIIBITYEMOTO pacTeopa JOJKHO | XpoMaTorpamme HCIBITYEMOrO
COOTBETCTBOBATH BPCMEHH | pacTBOpa COOTBETCTBYET BpeMEHH
YAEPKHBAHAS MHKa HaTpus | yAep:KHBAHHS nHKa HaTpus
MeTabucyne(ura Ha Xpomarorpamme MeTabucynbdura Ha
CTaHJAPTHOrO pacteopa (cm. | xpoMmaTorpamme CTAHAAPTHOTO

«Komnuecrsennoe onpenesnenne warpus pacTeopa.
meTabucyasduran).

Dissolving time / Not more than 60 seconds. / He Gonee
60 cexymn. 29 sec /29 cex

Bpems pacTropenus

Appearance of Reconstituted The product should dissolve completely | The product dissolves completely

solution / without of undissolved particles and | without of undissolved particles and
visible particulate matter. A clear | visible particulate matter, A clear

Onmncanne BoccTanoBIeHHOro : s i A
greenish-yellow solution is formed. / greenish-yellow solution is formed. /

pacTeopa ;
[lpemapar  momken  pacreopsTbes [Mpenapar pacTsopseTcs MOMHOCTHIO
OJHOCTELD c OTCYTCTBMEM | ¢ OTCYTCTBHEM HEpacTBOPEHHBIX
HEPACTBOPEHHBIX YacTUll, Oe3 BUAMMBIX | YacTuil, Ges BAIUMBIX
MEXaHHYECKHX BKOYeHHH, ObpazyeTcsa | Mexanuyeckux BKJTIOYEHHH.
NPO3PAYHLIH 3ENCHOBATO-KEIITOIO IBETA Obpasyercs MPO3payHEIi
pacTBop. 3€/IeHOBATO-KEITOr0 1BeTa

pacTsop.
L |
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3SATEJH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATbI

Solution clarity* /
Ilpospaunocrs pacTeopa®

The product solution should be clear. /

PactBop npenapara nomkeH  GwiTh

Npo3pavdHbIM.

The solution is clear. /

PactBop npo3spaunbiii.

Solution Color* /
Leernocts pacreopa*

The product solution should not be more
intensively colored than the reference
solution GY),. / Crenens okpackn
pacTBOpa  TIpenapara He  JoJKHA
npesbiars stanod GY;.

Complies. / CooTBeTcTBYeT.

pH*

7.51t010.0. /071 7,5 no 10,0,

8.996 / 8.996

Particulate matter” / Mexannueckne BKIIoueHua*

Visible particles /
Buoumsie vacmuywr

Subvisible particies /
Hesuoumvie yacmuijot

=10 pm particles/
Yacruu pasmepom > 10 MkM

>25 pm particles/
Hactun pazmepom > 25 Mkm

According to requirements. / B
COOTBETCTBHHU € TpeOOBAHNAMH

Not more than 6000/vial; /
He 6onee 6000 ua duakon;

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

Complies / CooTeeTcTBYET

107.20 / vial
107.20 / makon

2.27 / vial
2.27 / ¢pnaxon

Related substances / Poncreennnie

TIpHMeECH

2-aminopyridine /
2-aMUHONHPHINH

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

0.00% /0.00%

Individual unidentified impurity /
Enunuunas
HeMIEHTHUIMPOBAHHAS TPHMECE

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

Below BDL (BDL=0.01 %) / Huxe
nopora perucrpauuu (ITP =0.01 %)

Total impurities /

(AV)

[Nokazarens  mpuemneMoCTH
nmomxeH OBITE He Gonee 15,0,

Cymma npumecei Not more than 1.0 %. / He 6onee 1,0 %. | 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OaHopoaHOCTH A03HPOBAHHA™ not more than 15.0, /

2.38/2.38

Water* / Bopa*

Not more than 3.0 %. / He Gonee 3,0 %.

1.40 %/ 1.40 %

Bacterial endotoxins* /
bakTepuanbHBIe 3JHAOTOKCHHBI®

Not more than 1 EU/mg of tenoxicam, /
He Gonee 1 ED/Mr TeHOKCcHKaMa.

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

Sterility® /CrepuibHocTB?

Should be sterile. / Jomken OBITh
CTEPUITBHBIM.

Sterile / Crepunen

Assay / KonnvecTsenHoe onpeaeenie
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / MOKA3ATEJIHN SPECIFICATIONS / HOPMEI RESULTS / PE3YJbLTATHI

Tenoxicam / Tenoxcuxam 90.0% to 110.0% of CizHiN3O4S;
(tenoxicam) of label claim. / Ot 90,0 %
no 110,0 % C13H11N3048; 100.6 % / 100.6 %
(TenokcukaM) — OT  HOMHHAJIBHOTO
CONEPIKAHMA,

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memabucyiohum metabisulfite of the label claim. / Ot
85,0% Jils) 110,0 % HATpHA 107.3%/107.3 %
MmeTabucyaeHuTa OT  HOMHHAILHOTO
COMeIKaHUS.

Package / Ynakoska Primary package Primary package

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

plastic disk over an aluminum cap. / with a plastic disk over an
aluminum cap. /

[lepBuyHasi YOAKOBKA TeperyHas YIAKOBKA

[lo 20 mMr TeHokcukama Bo (uiakon u3 | Ilo 20 mMr TeHOKCHKama BO (akoH
GeclBeTHOro cTeKIIa THIL I, | u3 GecuperHoro crekna Tan I,
YKYIIOPEHHBIA npobkoii U3 | YKYUOPEHHBIH npo6koif H3
6pomGyTHiioBoll  pesuibl,  obGwkaroi | 6poMOYTHIOBOH PE3HHEL obxaroii
ATOMHHHEBBIM KONIAYKOM C | amOMHHHEBBIM  KONMAYKOM €
KOHTPOTEM  TEPBOr0  BCKPbITM M | KOHTPONEM MEpPBOr0 BCKPBITHA U
MJIACTHKOBBIM JICKOM nosepx | IIACTHKOBBIM  JHCKOM  IOBEpX
ATIOMHHHEBOTO KOJIIAYKA, aNFOMHHHEBOr0 KOINauKa.

Shelf-life/ Cpox roguoctn 3 years. / 3 ropa. :

* Note. Analytical procedures according to the current Rus. Ph. are used for the product quality control in the Russian
Federation. The manufacturer uses the current Ph. Eur. procedures for release quality control at the manufacturing
site. / * Ilpumeuanve. Ananurudeckue meroauku o 'O PO nefcTeyromero u3janus IpUMEHSIOTC [UTA KOHTPOINA
KauecTBA mpenapara Ha Teppuropud Poccuiickoii @emepaunn. [lnd BITYCKAIOUIEIO KOHTPOI KauecTBa HA
TIPOM3BOAICTBE NPOU3BOAUTENb HCHOTB3YET METOMHKH 110 Esponefckoil Papmakonee ASHCTBYIOLLEro H31alusl.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILIEKT
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI
Kit package / VYnaxoeka | 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 pagks, /
: : . BropruHas yIaKkoBKa
ampoules with the solvent in a polyvinyl o 3 _ _ 3
chloride cassette. 1 cassette with the 9 (uiasona. & ‘mpenaparon M
patient information leaflet in a carton GMITYIIEL (G- PACTROPHTEIEM TIOMBHIEIOT B
pack. KacceTy M3 TOMMBHHUIXIOPHAR. 1
KacceTy BMECTE C MHCTPYKUHMEH IO
BropruHas ynakoBKa MPUMEHEHHIO  NOMemalT B NadKy
KapTOHHYIO.
[o 3 ¢nakowa ¢ mpenaparoM i 3 Qt?tion for 5 vials + 5 ampoules
aMmyJisl ¢ PACTBOPUTENEM ITOMEHIAIOT B
Kaccery W3 HOMMBHHHIXJIOpMAR. | Secondary package
Kaccery BMecTe ¢ HHCTpyKuued mno |5 vials with the medical product and 5
MPHMEHEHNIO MOMEIIAT B Hayky ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Tlo 5 ¢makonos ¢ mpemapatom u 5 | pack./
aMnys ¢ pacTBOPHTE/NEM NomemaioT B | Bropuunas ynakoBka
KacceTy W3 TOJMHBUHHIXIIOPHAA. 1 |[lo 5 ¢nakoHos ¢ mpemapatoM # 5
KacceTy BMecTeé C WHCTPYKIHeH IO | amnyd ¢ pacTBOPHTENEM MOMELIAIT B
[PUMEHEHWIO TMOMEIAIT B Nadky | Kaccery H3 nonuBUHEAXIOpHAA. 1
KAPTOHHYIQ, Kaccery BMeCTe C MHCTPYKUHEH 10
MPUMEHCHNIO  TIOMEIAT B MadKy
KapTOHHYHO.
Labeling/ MapkupoBka According to the ND. / B cooTBeTCTBUH Complies as prescribed / CooTBeTCTBYET
¢ HOpMaTHBHOM JIOKYMEHTaLHEeH. TpeﬁOBaHHsM J
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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 cassetie:
XpaHeHne KOMILIEKTa

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

Jlns ynaxkosku 110 3 d1akoHa ¢ npenaparom H 3 aMMyJibl ¢ PACTBOPHTENIEM B
Kaccere:

B opuruHanbioii ynakoske ((rakoHs! ¢ NPemapaToM i am [MyJbl ¢ PACTBOpUTENEM B
navKe) Npu TeMOepaType He BBILC 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. /

Ilns ynakoeky 110 5 (IaKOHOB € NPenaparoM M 5 aMITyj ¢ pacTBOpHUTEEM B

B opMrHHATBHON yriakoBKe ((IakoHb! C penapaToM 1 aMIyJIbl C PacTBOPUTENIEM B
mayKe) Mpu TeMIepaType He BhILIS 25

Kit shelf life / 3 years.
CpoK roJHoCTH KOMIUIEKTa

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

3 rojga.

CpOI{ roJJHOCTH KOMIUIEKTA Of penenaeTcd CpPOKOM roaHOCTH HBKa]JC-TBeHHOTO
npenapara ajis METULMHCKOTO NMPUMEHEHHA

Assessment: / 3akmouenue:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus COOTBETCTBYET TPeOOBAHUAM HOPMATHBHOTO nokymenta JIC-000295-040325.

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®HUKAT AHAJIU3A

API name (INN) / Haumenoranue A®C (MHH): Tenoxicam / TeHOKCHKam —|
API manufacturer batch number / 92044624

Homep cepun npoussoautens AGC:

FP Manufacturer API Batch number / B250000663

Homep cepnu cyOcTaHUUA TPOHIBOAHTE/IS TJId:
API Manufactured by & country /
Hpoussoaureas ADC, crpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Haumenopanue, agpec, THIEH3HH LI
IMpon3Bo/ICTBEHHAS! MIOIIAAKA / Tlnowmanka
konTpons kauecTsa / [Liom@aaKka BHITYCKA

Edmond Pharma S.r.1., Ttaly /
Anmonp apma C.p.o., Mranms
BDR PHARMACEUTICALS INTERNATIONAL PVT.
LTD., India
SURVEY No. 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, AT -
VANSETI VILLAGE, PO — TAJPURA, TALUKA —
HALOL, DIST. PANCHMAHAL — 389 350, India
(license No G/28/1828) /
BIIP ®APMACBIOTHKAJIC WHTEPHEWUILEHEJ
MBT. ITH., Unpus
Cypgeii Ne 51/1/1, 51/1/2, 5172, 52/1, 52/2/1, 521212,
52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2,0T -
Bauueru Jlepesns, [10-Tamknypa, Tanyka - Xaunomn,
oxpyr [Manumaxan — 389 350Mnaus (manenHsns Ne

G/28/1828)
| PREPARED BY REVIEWED BY APPROVED BY
Name Anjali Singh Bhushan Kothawade Deepak Sonar
Designation Officer Sr. Executive Manager
Department Quality Control Quality Control Quality/anlgpl
Signature & Dat A P -~ ~

,/.'21#(\,"\‘\' -
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
Hawumenopanne npenapara

Water for injections (solvent) /

Bopa ans mubexunii (pacTsopnTen)

Batch no. / Homep cepun BI250240
Amount of produet per batch / Pasmep 205.0 L
CepHH
Date of Control / Iata anaansa 24/1172025
Manufacturing date / Jata nponssoacrsa 10/2025
Expiry date /[aTa okon4anus cpoka 09/2030
TOQHOCTH
Water for inj ections (solvent) / Boga aa unbexkumii (pacTBopHTENL) :
TESTS / MOKA3ATEJHN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATSI

Description /Onucanne

Clear, colourless liquid without odor, /
[Mpospayunasn GecupeTHas KHAKOCTE Ge3
3anaxa,

Clear, colourless liquid without
odor. / Tlpospaunas GecuperHas
JKUIKOCTh Oe3 3aniaxa,

Particulate matter / Mexaunnyeckue BKII0YCHHS

Visible particles /
Buoumere yvacmuyer

According to requirements. / B cooTeeTcTBHE ¢
TpeboBaHHAMH .

Complies / CooreeTeTByer

Sub visible particles /
Hegudumsre uacmuiyer

=10 pum particles /

qacTull pasMepom = 10 MM

=25 pm particles /
YacTHII pazMepoM > 25 MKM

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

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

148.00 particles per ampoule; /
He Gonee 148.00 na ammyny;
4.67 particles per ampoule. /

He Gonee 4.67 na ammyiy.

Acidity and alkalinity /
KuciorHoers M HIEJOYHOCTL

Test sample should pass the test. /
Hcnerryenmsiit oGpasers T0IDKeH BbLIEpKHBATH
UCTBITAHAE,

Complies / CoorseTcTByeT

Reducing substances /
Boccranapanparwmue
BellecTBa

Test sample should pass the test. /
Henoityemenii obpascy gomkes BLIACPAKMBATE
HCTIEITAHKE.,

Complies / CoorseTcTRYET

Carbon dioxide
¥raepona anokeun

No turbidity should be observed within | hour.
/ He nomxno OniTh NOMYTHEHHUA B TEUEHME
1 yaca.

Complies / CooreercrryeT

Chlorides/ Xnopuasr

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HHT[]aTI:I H HHTPHTDI

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 / Cyanpatsi

No turbidity should oceur within not less than
1 h./ B Teuenue He Menee | yaca He [OIDKHO
HalJII01aTECA IOMYTHEHHE,

Complies / Cootsetcrayer

Ammonium / AMMOHHI

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®HUKAT AHAJIN3A

TESTS / TIOKA3ZATEJM

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTAThI

Calcium and magnesium /
Kaapunii 4 maruuii

Pure blue color should be observed (without a
violet hue). / lomxHo nHabnoaarees yueTo
ciHee okpatsanue (6e3 duonerororo
OTTEHKA).

Complies / CooTBeTcTRYET

Heavy metals/ Tsixensie
METAIBI

Not more than 0.00001 % (0.1 ppm). /
He 6omee 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 %.

0.001 %/ 0.001%

Conductivity /
DeKTPONPOBOAHOCTE

Not more than 25 uS/cm. /
He 6onee 25 mkCa/cm.

11.46 uS/em. /
11.46 mcCm/iem.

Extractable volume /
H3snexaemblii o0bem

Not less than label claim (not less than 2 mL). /
He menee HoMuHaneHorO (He Menee 2 i),

22 mL/
2.2 M1

Bacterial endotoxins /
Bakrtepuanbubie 3JHAOTOKCHHEBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E/mi Boas! ans
HHBEKIIHI.

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

Sterility / Crepuasnoctn

Should be sterile. / omxkHa GbITh CTEpUILHOIL.

Sterile. / CrepunsHo.

Packaging / ¥ nakoBka

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type [ with an orange
one-point-cut at the top of the ampule, /
[leperuHas ymakoska

1o 2 ma pacTBOpuTens (Boja A/isi HHBEKIHUIA) B
amnyny uz Oecupernoro crekna, tan 1. Ha
BEPXHEH YacTH aMmiynbl HANeceHa TOYKa
pasiioMa OpaH;KeBOTO LBETA.

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. /
[lepBryHas ynakoska

[lo 2 mn pacreoputens (Boma ans
MHBEKLIHIT) B aMnyJny H3
Gecusetnoro crexkna, Tun I, Ha
BEPXHEH HacTH aMmynnl Hauecewa
TOUKA Pa3/IoMa OPaHiKeBoro LBeTa,

Shelf-life / Cpok rogaoctu

5 years./ 5 ner.

Assessment: / 3aknioueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus coOTBETCTBYET TpeDOBaHUSIM HOPMATHBHOTO fHokymenTa 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 %@@u e ~
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Name of Product/ :  Water for injections (solvent) /
Haumenosanne npenapara Bona j1is HHbEKIUIA (PACTBOPUTEND)
Batch no./ Homep cepun ;. BI250259

Amount of product per batch / Pazmep : 2050L

cepuu

Date of Control / Jata ananusa © 24/1172025

Manufacturing date / laTa npoussoacrea  :  10/2025

Expiry date /[lata okoH4anusi cpoka : 092030

TOTHOCTH

Water for injections (solvent) / Boaa s nAbeKIHiil (PaCTBOPHTEND)

TESTS / TTOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbBTATHI
Description /Onucanne Clear, colourless liquid without odor. / Clear, colourless liquid without
[Mpo3zpaunasn Geciiperyas KUOKOCTb He3 odor. / Tlpospaunas OeclgerHas
3anaxa. wuaKocTh Oe3 3anaxa.

Particulate matter / Mexannueckye BRIKYCHHA

Visible particles / According to requirements. / B cooTBeTCTBUY € Complies / CooTBeTcTBYET
Budumere vacmuyol TpeGOBAHUAMH .

Sub visible particles /
Hesudumvie wacmuys!

>10 pm particles / Not more than 6000 particles per ampoule; / 89.73 particles per ampoule; /

yacrui pasmepoM > 10 mxm | He Gonee 6000 na ammyiy: TR L he—

>25 um particles / Not more than 600 particles per ampoule. / 2.40 particles per ampoule. /

yacTull pasmepoMm = 25 MkM | He Gosiee 600 Ha ammyiy. He Goee 240 s aMnyny

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
KHnej0THOCTE H LIEJI09HOCTD HenbiTyemblii 00pa3ell 10ILKEH BbIICPKUBATS

UCIIBITAHUE,
Reducing substances / Test sample should pass the test. / Complies / CooTBetcTRYET
BoccranaBiauBaue HcneiTyembiit obpazel 0omKeH BbIIEPAKMBATh
BeLCCTRA HCIIbITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour, Complies / CooTBeTCTBYET
Yriepoda AHOKCH { He nomxHo BbITh NOMYTHEHHS B TEUCHHE

1 vaca.
Chlorides/ Xsopuabl Not more than 0.5 ppm. / He Gonee 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 H HHTPHTHI He Gonee 0,00002 % (0,2 ppm). MesEe 0000023 0.2 ).
Sulphates / Cynbdartni No turbidity should occur within not less than Complies / CooTBeTcTBYET

| h. /B Teyenue He MeHee | Haca He JOJKHO
HaGMOAATHECA IOMYTHEHHE.

Ammonium / AMmonHii Not more than 0.6 ppm. / He onee 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 AHAJIM3A

TESTS / IOKA3ZATEJHX

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbLTATHI

Calcium and magnesium /
Kansuuii n maramii

Pure blue color should be observed (without a
violet hue}. / Jomxno Habnw/arses 9UCTO
cuHee okpaumBanme (6e3 PHoneToBoro
OTTEHK4).

Complies / CooTBercrsyer

Heavy metals/ Tasxenbie
MeTaJLlbl

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

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

Residue after evaporation /
Cyxoii ocraTok

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

0.001 % / 0.001%

Conductivity / Not more than 25 pS/em. / 11.50 uS/em. /
DUIeKTPONPOBOJHOCTE He Gonee 25 mxCmicm. 11.50 MxCwm/eM.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
H3enekaemnlii o0bLeM He menee HOMUHAIBHOTO (He MeHee 2 MIT). 2.2 M0

Bacterial endotoxins /
BakTepHalbHbIe IHA0TOKCHHbI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/Mn Boabl A4
HHBEKLMH,

Less than 0,12 EU /mL /
Menee 0.12 ED / mn

Sterility / CrepniabHocTh

Should be sterile. / lomxHa OBITL CTEPUITBHOM.

Sterile. / CrepunbHO.

Packaging / ¥YnaxkoBka

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. /
[lepuyHas YIIAKOBKA

ITo 2 ma pactopuTens (Bofa A UHLEKIUI) B
ammyny u3 GecupetHoro crekna, tan I Ha
BepXHell uJacTW aMIIyNbl HaleceHa TO4YKa
pasnomMa OpaHKeBoro UBETa.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type | with an orange one-
point-cut at the top of the ampule. /
TlepBruuHan YyNakoBKa

ITo 2 mn pacTeOpuTENs (BOJA 17
UHBEK M) B aMIyny W3
decuserHoro crexna, tan [, Ha
BEpXHE HacTH aMIy/bl HaHeCceHa
TOYKA PA310Ma OPaHKEBOIo IBETA.

Shelf-life / Cpox roauocT

5 years. / 5 ner.

Assessment: / 3ak/iodeHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cOOTBETCTBYCT TpeboBanusiM HopmartieHoro 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
: b= (
Signature & Date 2625 W W
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