BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

Name of Product/
HaumeHoBaHHe npenapara

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPE/®, nnoduan3ar st IPHroToBJIeHHS PACTBOPA s

HHBbeKUuHii, 20 Mr

Batch no./ Homep cepun BI250119A
Amount of product per batch / 210.0 L
Pazmep cepun
Date of Control / JaTa anaau3za 26/05/2025
Manufacturing date / laTta 05/2025
NpOH3BOACTBA
Expiry date /[JaTa okoH4aHus 04/2028
CPOKa FOHOCTH
TESTS / IOKA3ZATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJILTATHI
Appearance / Onucanue Yellow with greenish tint lyophilized | Yellow  with  greenish tint

powder. /

JInodunusupoBaHHEIit NOPOLIOK
JKENTOr0 C 3eJIEHOBATEIM  OTTEHKOM
LBETA.

lyophilized powder. /

JInopunuzupoBaHHBIH MOPOLLOK
JENTOr0 C 3elleHOBAaThIM OTTEHKOM
LBETA.

Identification / IloaanHHOCTE

Tenoxicam by HPLC /
Tenokcuxam (B3KX)

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. /

Bpems yIaepKHBaHUs nuka | Bpems YIEPKHBaAHHUA MHKa
TEHOKCHKaMa  Ha  XpoMarorpaMMe | TEHOKCMKaMa Ha Xpomarorpamme
HCIIBITYEMOTO pacTBopa  JAO/DKHO | MCIBITYEMOIo pacTBopa
COOTBETCTBOBATH BPEMEHH | COOTBETCTBYET BpPEMEHH
YOSP)KHBAHHA NHKA TEHOKCHKaMa Ha | yAepXXMBaHHA MHKa TEHOKCHKaMa Ha
XpoMmarorpaMmme CTaHOAPTHOIO | XpOMaTrorpamMme CTAHIAapPTHOTO
pacTBopa (cm. «PoncTeeHHble | pacTBopa.

NpHMECH», ONpeNelieHHe eNUHHYHBIX

npuMeceii M cyMMBl  npuMecei

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Tenokcukam (Y-
CHEKmpodomomMempu4ecKuii)

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). /

VY®-cnekTp MOrNOLIEHHA HMCMBITYEMOro
pacTBopa,  NPHUrOTOBNEHHOro Ui
KOJIHYECTBEHHOIO  OMpedeNneHus, B
obnactu or 230 uM mo 400 HM momxeH
HMMETb MaKCHMYMBI NpH JIJTHHaX BOJIH
257 + 2 Hm, 285 + 2 HM U 368 £ 2 HMm
(cm. «KonuuecTBeHHOE oOmpeneNeHHe
TEHOKCHKaMa),

TESTS / IIOKA3ATEJIM 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

the range from 230 nm to 400 nm
have maxima at wavelengths of
257.39 nm, 284.85 nm and 366.00

nm. /

Yd-cniektp MOrJOLIEHHsA
HCIBITYEMOro pacrtBopa,
NPUTOTOBJIEHHOTO ans

KOJIMYECTBEHHOr0 OIpefieleHus, B
obnactu or 230um mo 400 uMm
HMEeT MaKCHMYMBI MpH JUIMHAX
BonH 257.39uM, 284.85HM u
366.00 M .

Sodium metabisulfite (HPLC) /
Hampus memabucynvpum
(B22XKX)

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 ynepKMBaHHMA [HKa HaTpHs

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 yaep:kvBaHHMsA THMKa HaTpHd

Bpemsi pacTBopeHHs:

60 cexyHn.

MeTabucynbpuTa Ha Xpomarorpamme | Merabucynbdura Ha
HCMBITYeMOro pacTBopa  JIOJDKHO | XpoMaTorpamme HCIBITYEMOro
COOTBETCTBOBAThH BPEMEHH | pacTBOpa COOTBETCTBYeT BpEMEHH
YAEPKUBAHHUA nHKa HaTpUA | yOepsKHBaHUA nuKa HaTpus
Merabucynb¢uTa Ha Xpomarorpamme | merabucynbura Ha
CTaH/IapTHOro pacTBopa (cM. | xpoMaTorpamMme CTaH/apTHOIO
«KonuuecTBeHHOe omnpelelieHHe HATPHA | pacTBopa.

MeTabucynbhuTay).

Dissolving time / Not more than 60 seconds. / He Gonee
37 sec/ 37cex

Appearance of Reconstituted
solution /

Onncanyie BOCCTAHOBJIEHHOI0O
pacTBopa

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

IIpenapar JOIDKEH pacTBOPATHCA
TMOJTHOCTBIO c OTCYTCTBHEM
HEpacTBOPEHHBIX 4YacTHLl, 6e3 BUOAUMBIX
MexaHH4YecKHX BKIoueHuil. Obpasyercs
NpO3payHblit 3e/IeHOBATO-XKENTOrO LBeTa
pacTteop.

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

IMpenapar pacTBoOpsieTCA MOJHOCTHIO
C OTCYTCTBHEM HEPACTBOPEHHBIX

YacTull, be3 BHIMMBIX
MeXaHHYEeCKHX BKJIHOYEHHIA.
O6pazyerca Npo3payuHbIi
3eJIEHOBATO-XKENTOro LBeTa
pacrTeop.

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  2/7
Registered Office : 407/408, Sharda Chambers, New Marine Lines, Mumbai - 400020, INDIA.

Works/Plant : BDR Pharmaceuticals International Pvt. Ltd, Survey No. 51/1/1, 51/1/2, 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. Post Tajpura Village Vanseti, Taluka Halol, District Panchmahal, Guijarat - 389350.

Tel. : 02676 - 230220
CIN No.: U24230MH2002PTC137329




Ad

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUG®HUKAT AHAJIM3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTAThI

Solution clarity* /
IIpo3paunocrs pacreopa*

The product solution should be clear. /

PactBop npenapara momkeH ObITh

NIPO3payHbIM.

The solution is clear. /

PactBop npo3pauskiii.

Solution Color* /
LBernocTs pacreopa*

The product solution should not be more
intensively colored than the reference
solution GY,. / Crenens okpacku
pacTBopa mipermapara He  [O/DKHA
NpeBbIath 3TanoH GY).

Complies. / CooTsercTByer.

pH* 7.510 10.0./ Ot 7,5 no 10,0. 9.229/9.229
Particulate matter* / Mexanuueckue BKIIOYeHHS*
Visible particles / According to requirements. / B Complies / C ;
Budumbie vacmuyor COOTBETCTBHH C TpeOOBAHUAMHU W/ L OUTORTCIRYCT
Subvisible particles /
Hesuoumste yacmuyui
>10 pum particles/ Not more than 6000/vial; / 102.53/ vial
Yacrui pasmepom > 10 MkM He 6onee 6000 Ha dumakon; 102.53 / dnakon
>25 pm particles/ Not more than 600/vial. / 10.53/ vial
Yacruy pasmepoM > 25 MKM He 6onee 600 Ha ¢nakoH, 10.53 / ¢pnakon
Related substances / PoacTeennsie npumecu
2-aminopyridine / Not more than 0.25 %; / He Gonee Not detected / He oOnapysxeHa

2-aMHHOTIHPHOKH

0,25 %;

Individual unidentified impurity /
Enunnunas
HEHJEHTU(ULIMPOBaHHASA IPUMECH

Not more than 0.5 %; / He Gonee 0,5 %;

Below BDL (BDL= 0.02 %) / Huxe
nopora peructpauus (I[TP =0.02 %)

Total impurities /

Cywmma mpumecett Not more than 1.0 %. / He Goxee 1,0 %. 0.00% /0.00%

Uniformity of dosage units* / The Acceptance value (AV) should be

OanopoaHocTs Ko3upoBanua* not more than 15.0. / 40740
ITokasatens  mpuemnemoctd  (AV) T
noJpkeH ObiTh He Oonee 15,0,

Water* / Boga* Not more than 3.0 %. / He 6onee 3,0 %. 0.46 % / 0.46 %

Bacterial endotoxins* /
BakrepuaibHbIe SJHI0TOKCHHBI*

Not more than | EU/mg of tenoxicam. /
He 6onee 1 E3/Mr TerokcHKaMa.

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

Sterility* /CTepuabHocTb*

mistratl

Should be sterile. / JlomkeH 6bITh
CTEPUIILHBIM.

Sterile / Crepunen

ra House, Mumbai=—2400004 iNDiA—
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJIBTATHI

Assay / KoauvecTeennoe onpenesienune

Tenoxicam / Tenoxcuxam

90.0% to 110.0% of Ci;3H;iN304S:
(tenoxicam) of label claim. / Ot 90,0 %
o 110,0 % CiaH1iN3048S;
(TeHOKCHKAaM)  OT  HOMHHAIBHOIO
CONEPIKAHHA.

103.0 %/ 103.0 %

Sodium metabisulfite /
Hampusa memabucynsghum

85.0% to 110.0% of Sodium
metabisulfite of the label claim. / Or
85,0 % o 110,0 % HaTpHA
metabucynedura OT HOMHMHAIBHOTO
colepKaHus.

101.4 % 101.4 %

Package / Ynakoska Primary package Primary package
20 mg of the tenoxicam in a colorless | 20 mg of the tenoxicam in a
glass vial type I 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. /
[lepBuyHas ynakoBka INepBHyHas ynakoBka
ITo 20 Mr TeHokcukama Bo ¢uakon u3 | ITo 20 Mr TeHokcukama Bo (uiakoH
OecupeTHOro cTeKna THII I, | 13 OecuperHoro crekna THO I,
YKYMOPEHHBIH npoOKoi M3 | YKYNIOPEHHBIH npo6Koit H3
OpomOyTunoBoit  pesuubl, obkaroi | OpomOyTHIOBOH pe3uHbl, 00XkKaToi
AMOMUHHEBBIM KOJIMa4KoM C | QIIOMHHHMEBBIM  KOJANAYKOM  ©
KOHTPOJIeM MEpBOrO  BCKPBITHA M | KOHTPOJIEM [EPBOrO BCKPBITHA H
IJ1aCTHKOBBIM JIHCKOM NOBEPX | IUIACTHKOBBIM ~ IHMCKOM  TIOBEPX
ATHOMHHHMEBOTO KOJINA4Ka. ATOMHHHEBOTO KOJITIAYKA.
Shelf-life/ Cpok roagnocTn 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. / * Ilpumeyanue. Ananurnyeckue metoauku no I'G PO neiicTByOIIEro H3aHUa NPUMEHAIOTCA LA KOHTPOA
kayecTBa npenapara Ha Teppuropu Poccuiickoil Penepaunu. [lnA BbiTycKaroIlero KOHTPOJA KadecTBa Ha
NPOH3BOACTBE NPOH3BOAMTENIb HCTIONB3YET METOAUKH o EBponefickoli @apMakonee AeHCTBYIOILETO H3AAHHA,
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILIEKT
TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Kit package / Ynakoska | Secon ackage Option for 3 vial + 3 ampoule
ROMELREKTR 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 gﬁk' P‘: o VIAKOBKa
ampoules with the solvent in a polyvinyl [ b - YIIAKORES
chlg:*)ide cassette. 1 cassette l::'lt{l" tl:;/e Ho™3 daaxoma. ¢ mpemaperom & 3
patient information leaflet in a carton | 2™ 0 0! © PACTBOPHTEIICM TIOMCLUAIOT B
pack. KacceTy M3 MOJMBHHWIXIOPHAA. 1
KacceTy BMeCTe C MHCTpyKUMeH o
BTOQH‘{HHH ynakoBKa NpUMEHEHHIO NMNOMEAKT B navKy
KapTOHHYIO, ,
annfnyiutingg::opimjﬁen??;;‘;zw; 2 Option for 5 vials + 5 ampoules
Kaccery M3 nonuBuHunxnopupa. 1 | Secondary package
Kaccery BMeCT€ ¢ HHCTpyKUMEH mo | 5 vials with the medical product and 5
NPUMEHEHHI0 TMOMEWAT B nayky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[lo 5 ¢nakoHoB ¢ npemapatoM u 5 | pack./
ammyl ¢ pacTBOpHTENeM MOMelaloT B | Bropuunas ynakoeka
Kaccery W3 nonuBHHMIXJIopuaa. 1 [ ITo 5 ¢nakoHoB ¢ mpemapatoM M S
KacceTy BMeCTE€ C MHCTpyKLMedl MO | aMmyn ¢ pacTBOpHTENEM MOMeLaloT B
NPUMEHEHHIO TIOMEIAT B Nayky | Kaccery M3 MNOJMBHHWIXIOpHa. 1
KapTOHHYIO. KacceTy BMECTE C MHCTPYKUMEH 1o
NPUMEHEHUIO TOMEIAlT B  MAaykKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B cootBerctBun | Complies as prescribed / CoorercTByer
C HOPMATUBHOM NOKyMEHTaLHEeH. TpeboBaHHAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

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

m!ﬂ YNaKoOBKH IO 3 QﬂaI(OHa C npenaparoM H 3 aMITYJIbl C PACTBOPHTENIEM B

KacceTe:

B opuruHanbHoii ynakoske (¢1akoHb! ¢ IpenapaTtoM M ammyJibl ¢ pacTBOPHTEIIEM B
rnauke) npu Temneparype He sbime 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. /

Linsa ynakosku 1o 5 ¢iakoHOB ¢ npenaparom u 5 aMIyJl C pacTBOPUTENIEM B

Kaccere:

B opuriHansHoii ynakoske ((pakoHEI C IpenapaToM M aMIy/bl ¢ paCTBOPHTENIEM B
TayKe) NpH TeMnepatype He Bbime 25 °C.

Kit shelf life / 3 years.
CPpOK rogHoOCTH KOMILIEKTa

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

3 rona.

Cpok roHOCTH KOMILIEKTa ONpPeeNseTcsi CPOKOM FOAHOCTH JeKapCTBEHHOT0
npenapara Ui MEIULHWHCKOTO MPUMEHEHH.

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus coorsercTBYeT TpeGOBaHHAM HOpMAaTHBHOrO mokymenta JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

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

Tenoxicam / TeHOKCHKaM

Homep cepun cyGeranuuun npousogutens IJID:

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

API Manufactured by & country /
IIpounssogurens ADC, erpana:

Edmond Pharma S.r.1., Italy /
Oamonn ®apma C.p.i., Uranus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBauwue, agpec, TuueH3ns 1as
IponsBoacTBennas miowaaxa / Ilnomanka
KOHTpoJa KavecTBa / Ilnomaaka seinycka

BDR PHARMACEUTICALS INTERNATIONAL PVT.
LTD., India
SURVEY No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
521212 (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 UHTEPHEHMILEHEJ
IIBT. JITAH., Uunus
Cypseii Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
52/2/2 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, 3T -
Banueru Jlepesns, II0-Tamknypa, Tanyka - Xanou,
okpyr [MTanymaxan — 389 350Uuaus (nuuensus Ne

G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Deepak Sonar Mitesh Baheti
Designation Sr. Executive Dy. Manager - Sr. Manager
Department Quality Control Quality Control Quality Control

i ( 0> e W rd
Signature & Date MO o /\;loél 29
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HaumenoBanue npenapara

Batch no. / Homep cepun

Amount of product per batch / Pasmep

cepHH

Date of Control / laTa anaausa

Manufacturing date / lata npou3soactsa

Expiry date /[lata okonuanus cp
TOIHOCTH

Water for injections (solvent) /

Bozaa anst unwexunii (pactsopurens)

BI250121
205.0 L

27/05/2025
05/2025

oKa 04/2030

Water for injections (solvent) / Boaa ans nnbekumii (pacTBOpHTENB)

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
[Ipospaunas Gecusernas xuakocts Ge3
3anaxa.

Clear, colourless liquid without
odor. / TIlpospaunas GecuserHas
AKUIKOCTE 0e3 3amaxa,

Particulate matter / Mexannueck

He BKJIIYeHHS

Visible particles /
Budumeie yacmuy

According to requirements. / B cootseTcTBuu ¢
TpeboBaHuAMM .

Complies / Cootserctayer

Sub visible particles /
Hesudumvie yacmuyor

=10 pum particles /
qacTull pasmepom > 10 mkm

=25 pm particles /
YaCTHL pa3sMepoM > 25 MKkM

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha ammyny;

Not more than 600 particles per ampoule. /
He Gonee 600 na ammysy.

30.13 particles per ampoule; /
He Gonee 30.13 na amnyny;
0.67 particles per ampoule. /

He Gonee 0.67 na amnyay.

Acidity and alkalinity /
Kucaornoers 1 wenounocrs

Test sample should pass the test. /
Henbiryembiii o6pasen no/mkeH Bbiepxusars
HCIIBITaHHUE.

Complies / Cootsertcrayer

Reducing substances /
Boccranasausamoummne
Bellecrsa

Test sample should pass the test. /
Henbiryemsiii o6pasel gomken BBIIEP:KUBATD
HCIIBITAHKE.

Complies / CoorsetcTByeT

Carbon dioxide
¥Yraepoaa anokcna

No turbidity should be observed within 1 hour.
/ He 1omxHO ObITE NOMYTHEHUA B TeYeHHe
1 yaca.

Complies / Coorsercrayer

Chlorides/ Xaopuast

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HHTpPaTBI H 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 / Cyabgatsi

No turbidity should occur within not less than
1 h. /B Teuyenue ne menee | yaca He 10MKHO
Ha0no1aTLCs IOMYTHEHHE.

Complies / CooTBercTyer

Ammonium / AmMouuii

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 AHAJIM3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATEI

Calcium and magnesium /
Kanbumii n marnmit

Pure blue color should be observed (without a
violet hue). / JomxkHo HabmonaTbes uncro
cuHee okpawnBanue (Ge3 pHonerosoro
OTTEHKa),

Complies / CooTBeTcTBYET

Heavy metals/ Tsizcennie

Not more than 0.00001 % (0.1 ppm). /

Less than 0.00001 % (0.1 ppm) /

METaJLIBbI He 6onee 0,00001 % (0,1 ppm). . Menee 0.00001 % (0.1 ppm)
Residue after evaporation / Not more than 0.004 %. / He 6onee 0,004 %. 0.002 %/ 0.002%
Cyxoii ocTaTok

Conductivity / Not more than 25 uS/cm. / 12.48 uS/cm. /
SeKTPONpPOBOAHOCTE He Gonee 25 MmxCm/cm. 12.48 MmxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.1 mL/
HsBaexkaemslii 00bem He meHee HomuHansHoro (He Mesee 2 mi). 2.1 mn

Bacterial endotoxins /
BakTepHanbHbie 3HA0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/mn Boxs! s
HHBEKLHIA.

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

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. /
IlepBHuHas ynakoska :

IIo 2 M1 pacTBopHTeNs (Boaa Ans MHBEKIMIT) B
aMmnyny u3 OecusetHoro crekna, tin 1. Ha
BEpXHEH 4YacTM aMOyibl HaHeceHa TO4YKa
paznoMa OpaHKeBOTro 1iBeTa.

Sterility / Crepuiabnoctn Should be sterile. / JIomkHa GbITE CTepUIBHOI. Sterile. / CrepuibHo.
Packaging / Ynakoska 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. /
[lepeuuHas ynakoBka

ITo 2 mn pactBopuTens (Boja ana
HHBEKLHIH) B aMmmyny w3
6ecuperHoro crekna, tMn I. Ha
BEPXHEIl 4YacTH aMmIysibl HaHeceHa
TO4YKa pa3noMa OpaHKeBOoro LBeTa.

Shelf-life / Cpox rognocTn

5 years. / 5 ner.

Assessment: / 3aknoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cootsercTByeT TpeGoBaHuaM HOPMATHBHOrO HOKyMenTa JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Qu!ality Control Quality }antrol ) Quality; Control
Signature & Date ﬂ\ﬂ b)a02s ,,//m &(,};f i WN\) 20 Y
‘-//@':P(W‘ e e
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ :  Water for injections (solvent) /
HaumeHnoBanue npenapara Boaa ans unbexkumii (pacTpopuTes)
Batch no. / Homep cepun : BI250130

Amount of product per batch / Pazmep : 205.0L

cepHH

Date of Control / laTa anaausa : 14/06/2025

Manufacturing date / laTa npoussoncrea :  05/2025

Expiry date /[laTa okoH4aHHs CpoOKa ;o 04/2030

FOAHOCTH

Woater for injections (solvent) / Bona nas nabekumii (pacTopHTesn)

TESTS / IOKA3ATEJIHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJILTATEI
Description /Onucanune Clear, colourless liquid without odor. / Clear, colourless liquid without
ITpospaynas GecupeTHas KUAKOCTb O3 odor. / Ilpospaunas GecuseTHasn
3anaxa. *KuAKocTh Ge3 3amaxa.

Particulate matter / MexanH4ecKHe BKJIIOYEHHS

Visible particles / According to requirements. / B coOTBeTCTBHH C Complies / CooTBercTBYeT
Buodumvie wacmuiyol TpeOOBaHHAMH .
Sub visible particles /

Hesuoumere yacmuijel

>10 pm particles / Not more than 6000 particles per ampoule; / 118.73 particles per ampoule; /
yacTHll pasmepoM = 10 MM | He 6onee 6000 Ha ammyany; He Gonee 118.73 Ha ammyny;
>25 um particles / Not more than 600 particles per ampoule. / 1.73 particles per ampoule. /

yactul pasmepom > 25 mxm | He Gonee 600 Ha ammymy. He 6onee 1.73 na ammyny

Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KHC/I0THOCT M 11E104YHOCTh HcnbiTyeMblit 06pasel 0oIKeH BbIIePXKHBATh

HCTIBLITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
Boceranapiansaowme HcensiTyemblii obpa3el 10/KeH BbIIEPKHBATh
BEIIECTBA HCIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBercTByeT
¥riepoaa AHOKCH / He nomxHo OBITE NOMYTHEHUS B TEYEHHE

1 gaca.
Chlorides/ Xnopuasi 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,

HuTpaTtbl H HHTPHTBI He 6osnee 0,00002 % (0,2 ppm). Meniee.0,00002 % (0,2 ppm).
Sulphates / Cyabdatsi No turbidity should occur within not less than Complies / CooTBercTBYET

1 h. / B Teuenue He MeHee | yaca He JOTKHO
HaGoAaTbCA MOMYTHEHHE.

Ammonium / AMMoHHii 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 AHAJIU3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Calcium and magnesium /
Kaasunii u maranii

Pure blue color should be observed (without a
violet hue). / [lJomxHo HabnoaaThes YUCTO
CUHee okpaluBaHue (6e3 ¢uoneroBoro
OTTEHKa).

Complies / CooTercrayer

Heavy metals/ Tskennie
MeTalIbl

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.001 %/ 0.001%

Conductivity /
JIeKTPONpPOBOIHOCTD

Not more than 25 pS/cm. /
He Gonee 25 MxCm/cM,

12.14 pS/em. /
12.14 mxCwm/cm.

Extractable volume /
H3paexaemsbiii 00nem

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHaNBHOrO (He MeHee 2 Mi1).

22mL/
2.2 mn

Bacterial endotoxins /
BakrepHaibHbie FJHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/mn Boas! s
HHBEKLIHH.

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

Sterility / CrepuibHocTh

Should be sterile. / JJomkHa ObITh CTEPHIBHOM.

Sterile. / CrepunsHo.

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. /
IlepeuyHas yrnakoBka

ITo 2 Mn pacTBOpHTENA (BOAA 1A HHBEKLMIA) B
ammyny u3 GecuperHoro crewna, tanm 1. Ha
BepXHeil 4acTH aMmmyjibl HaHeceHa To4Ka
paznoMa OpaHKeBOro L[BETa.

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. /
[lepBuyHas ynakoBka

ITo 2 Mn pacrBopuTEns (Boma Uis
HHBEKLIHIA) B amnyny u3
OecuperHoro crekna, Tan . Ha
BEpXHEell YacTH ammyJibl HaHeceHa
TOYKA pa3ioMa OPaH)KeBOro LBeTa.

Shelf-life / Cpok rogHoctH

5 years. / 5 ner.

Assessment: / 3akioueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cootBetrcTByeT TpeGoBaHHsAM HOpMaTHBHOro nokymenra JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Vaidehi Trivedi Deepak Sonar Mitesh Baheti
Designation Sr. Executive Dy. Manager Sr. Manager
Department Qualiiy_\ Control ngﬂtj_gontrol Qua:li}y Control
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