BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
Haumenosanue npenapara

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJA®, tnodumuzar aus NPHIrOTOBJICHHS pacTBOpa AJs

HHBEKLHI, 20 M1

Batch no./ Homep cepun BI250267A
Amount of product per batch / 210.0 L
Pasmep cepun
Date of Control / laTa ananuza 28/11/2025
Manufacturing date / Tara 11/2025
NPOH3BOJCTRA
Expiry date /[{ata okoHuanus 10/2028
CPOKA roQHOCTH
TESTS / NIOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTAThI
Appearance / Onncanue Yellow with greenish tint lyophilized | Yellow  with greenish  tint

powder. /

JInodummsnposanHbLii MOPOLIOK
JKENTOT0 € 3ENCHOBATHIM  OTTEHKOM
IBeTa.

Iyophilized powder. /

JluodmmusupopanHkii MOPOIIOK
HKENTOr0 € 3e/NEHOBATHIM OTTEHKOM
nBera.

Identification / opinuHoeTs

Tenoxicam by HPLC /
Tenoxcuxam (B3XKX)

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 YAepKUBaHUsA nuka | Bpems VIEpKHUBaHHs nMKa
TEeHOKCHKamMa ~ HA  XpOMarorpamMme | TCHOKCHKaMa Ha XpoMaTorpamme
HCTIBITYEMOro pacTBopa JIOJIKHO | MCIBITYEMOTO pacTeopa
COOTBETCTBORATL BPEMEHH | COOTBETCTBYET BpPEMEHH
YACPXKHBAHUA MMUKA TEHOKCHKAMa Ha | YICPKHBAHWA NHKA TEHOKCHKaMa Ha
XpoMaTorpamMme CTaHJApTHOrO | XPOMAaTOrpaMMe CTAHAAPTHOTO
pacTeopa (oM. «PoacTBeHHbBIE | pacTBOpa.

NPUMECHY, ONpelneneHne eaHHUYHBIX

npuMeced W cyMMBl  mpuMecei

(254 um)).

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. /
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

TESTS / TOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3Y.JIbTAThHI
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 | 257.53 nm, 284.66 nm and

Tenoxcuxam (Y @-
cnekmpogomomempueckuii)

“Assay of Tenoxicam” test). / 367.12 nm./

Y®@-cniekrp normomeHns HCTIEITYEMOro | YP-cnextp MOroIIeH s
pacTBopa, MPHTOTOBJIEHHOTO IJIA | MCHIBITYEMOTO pacTeopa,
KOJIMYECTBEHHOTO  ONpEAeNeHHs, B | NPHrOTOBJIEHHOTO 6

obnactu or 230 um fo 400 um AOJKEH | KONMYCCTBEHHOIO ONpeneNeHHs, B
MMCTe MAKCHMYMBL NpH JUIMHAX BOAH | obmactu or 230 uM no 400 um
257 £+ 2 1M, 285 + 2 M u 368 + 2 uM | umeer MaKCHMYMbl TpH JUIMHAX
(em.  «KomnyecTBenuoe onpeaenenue | BomH 257.53 uMm, 284.66HM U

TEHOKCHKaMa» ), 367.12 um .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium
Hampua memaducyavdum metabisulfite peak obtained in the | metabisulfite peak obtained in the
(B2KX) chromatogram of the test solution should chromatogram of the test solution

correspond  to  that of Sodium | 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 ynepxkuBaHus nmka Hatpus | Bpema ymepxuBanus nuka Harpus

merabucynedura Ha XpoMaTorpamme | meTabucynnhura Ha
HCTIBITYEMOTO pacTeopa JAOMKHO | XpoMaTorpaMme HCOBITYEMOTO
COOTBETCTBOBATH BPEMEHH | PacTBOpa COOTBETCTBYET BpEMeHH
YAEpKUBAHUS nuKa HATPHA | YAePKUBAHUSA KA HaTpus
merabucynb(ura Ha Xpomarorpamme MeTabucynsdura Ha
CTaHIAPTHOTO pacTsopa (cM. | xpomaTorpamme CTaHOAPTHOTO

«Komnuectsennoe onpenenenne uarpus pacTBopa.
MeTabucynsburan).

Dissolving time / Not more than 60 seconds. / He Gonee
60 cexyna, 28 sec /28 cex
Bpems pacrropenus
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
Onucanne BOCCTAHOBJICHHOTO ; G ; e
greenish-yellow solution is formed. / greenish-yellow solution is formed. /
pacTBopa
llpemapar  nomken  pacTBOpaTHCS Ipenapar pacTBOpseTcs NONHOCTBIO
MOJIHOCTEIO c OTCYTCTBHEM | ¢ OTCYTCTBHEM HEPACTBOPEHHBIX
HEPACTBOPEHHBIX YacTHLl, 63 BUIUMBIX | yacTHLL, 6e3 BHIAAMBIX
MEXaHHUYECKHX BrIoueHHH, Obpazyercs | MexaHmuecKkmx BKJTFOYEHHIA.
TIPO3paYHEl 3e/IeHOBATO-KEITOrO BETA Obpazyetcs NpO3payHbiii
pacTBop. 3€JIEHOBATO-KEITOTO 1BeTa
pacTeop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

[ TESTS/TNIOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATBI

Solution clarity* /
Hpospaunocrs pacreopa*

The product solution should be clear. /

PactBop npenapara momwen 6ot

NpO3payHbIM.

The solution is clear. /

Pacteop npospaunerii.

Solution Color* /
LBeTHocTh pacrBopa*™

The product solution should not be more
intensively colored than the reference
solution GYi. / Crenens okpacku
pacTBOpa  mpemapata  He  JOJKHA
npeBbILaTh 3Tayion GY).

Complies. / CoorsercTayer.

pH*

7.51010.0./ 071 7,5 no 10,0.

9.019/9.019

Particulate matter* / Mexannueckue B rouenns*

Visible particles /
Budumvre yacmuys

Subvisible particles /
Hesudumere uacmuyer

=10 pm particles/
Hactui pasmepom > 10 Mkm

225 pm particles/
Yactun pazmepom > 25 MM

According to requirements. / B
COOTBETCTBHH ¢ TpeboBAHUAMM

Not more than 6000/vial; /
He 6onee 6000 na dnakos;

Not more than 600/vial. /
He 6onee 600 na duakon.

Complies / CooTserctyer

56.00 / vial
56.00 / ¢naxon

0.93 / vial
0.93 / pnakon

Related substances / PogcrBennnie

npumMecH

2-aminopyridine /
2-aMHHOIIUPHAMH

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

0.00% /0.00%

Individual unidentified impurity /
Enunmanas
HeHNEeHTHOHIUPOBAHHAN NPHMECK

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

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

Total impurities /

Copnmmmece Not more than 1.0 %. / He 6osee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
OanopoaHoCTE 103HpOBaHKS* not more than 15.0. /

2.81/2.81

Hokasarens,  npuemiemoctn  (AV)

NoJKeH ObiTh He Gonee 15,0.

Water* / Boga*

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

151 %/1.51 %

Bacterial endotoxins®* /
BakTepnaibuble SHIOTOKCHHBI®

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

Less than 1 EU/mg /
Menee 1 E3/ Mr

Sterility* /CrepnasnocTs*

Should be sterile. / JlomxeHn 6wiTh

CTEPHIIBHBIM.

Sterile / Crepunen

Assay / Konnuecrsennoe onpeneneune
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJbBTATEI

Tenoxicam / Tenoxcuram 90.0% to 110.0% of Cj;3H;1N30.S;
(tenoxicam) of label claim. / Ot 90,0 %
bi (o] 110,0 % Ci13H11N304S; 100.0 % / 100.0 %
(TeHOKCHKAM) oT HOMHHAIEHOIO
COZlepKaHMs.

Sodium metabisulfite / 850% to 110.0% of Sodium

Hampua memabucynopum metabisulfite of the label claim. / Or
85,0 % §ils] 1100 % HATpHs 106.2 % /106.2 %
MeTabHCYNbGHTA OT HOMHHAIBHOTO
CONEPIKAHUS,

Package / Ynakoeka 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 1 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. /

IlepBuuHas ynakoBka [lepBuunas ynakoska

[To 20 mr Tenokcukama Bo duakon u3 | Mo 20 Mr TeHOKCHKaMa BO ¢nakon
GecBeTHOrO cTekna THI I, | u3 OGecuserHoro crexma Tum |,
YKYNOpEHHBIH mpodkoi H3 | YKYnOpeHnblit IpodKo# H3
OpomOyTunoBOif  pesuHel,  o6xaroii OpoMOyTHIIOBOl pesuHbl, 063aroii
ALIOMHHHEBBIM KOMNAayKkoM C | AIIOMHHHEBBIM  KOJIIAYKOM ¢
KOHTPOJIEM ~ NEPBOTO  BCKPBITHA M | KOHTPONIEM IEPBOTO BCKPBITHS M
TUTACTHKOBBIM JHCKOM TIOBEPX | MIACTHKOBEIM  JTHCKOM  NOBEpPX
ATOMHHHEBOr0 KOJINAauKa. ATIOMHHUEBOrO KOJNayKa.

Shelf-life/ Cpox roanocTn 3 years. / 3 rona.

* 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, / * Ilpumeuanue. Ananutuyeckue MeToauku mo I'® PO peitcreyromero usganus NPUMEHAIOTCA U1 KOHTpOns
KayecTsa npenapara Ha Tepputopun Poccuiickoil ®enepauun. Jlns BBITYCKAIOIIEr0 KOHTPOJIA KayecTBa Ha
MPOH3BO/CTBE POM3BOANTENL UCTIONL3YET MeTOLHKU no EBporeiickoii Qapmakonee TeHCTBYIOLIEro H3MaHHS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

KIT / KOMILJIEKT
TESTS / TIOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Kit package / ¥makoeka | Secondary package Option for 3 vial + 3 ampoule
KomilerTa 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 gack. ll
ampoules with the solvent in a polyvinyl HTODH {Had YIlaKopka 3
chloride cassette. 1 cassette with the | = 3 Quakoma ¢ mpenaparom m
patient information leaflet in a carton | 2M71b € PACTBOPHTENEM NOMEIIAOT B
pack. Kaccery 3 HOJ'IHBHHHJ‘IXﬂOpH,E[?. [
KacceTy BMECT€ C HHCTpyKuMeHd mo
BTopuunas ynakoska NPUMEHEHUIO  [OMEINAlT B MayKy
ITo 3 akoHa ¢ mpenapatom w 3 | “APTOHHYO.
amnyma.lqs:npacmopurenim npomemamT p | Option for 5 vials + 5 ampoules
kacceTy w3 nonuBHHWiIXiopupa. 1 | Secondary package
KacceTy BMecTe ¢ MHCTpyKuHMed mo | 5 vials with the medical product and 5
[IPUMEHEHUIO  NOMEWAIOT B  mauky | ampoules with the solvent in a polyvinyl
KapTOHHYO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[lo 5 ¢mnaxoHos ¢ npenapatom u 5 pack. /
aMmnyn ¢ pacTBOpUTENEM MOMewaT B | Bropuunas ymakorka
KacceTy w3 nonuBuHwixmopunaa. 1 [Tlo 5 ¢uakoHor c mpemapatom u 5
Kaccery BMECTE € MHCTPYKLMEH [0 | aMiyn ¢ pacTBOPHTENEM NOMELIAIOT B
NPUMEHEHMIO  NIOMELIAIOT B TAUKy | KacceTy M3 MOJMBHHMAXTOpHAa. |
KapTOHHY1). KACCETY BMECTe C HHCTPYKUMEH no
TPUMEHEHHIO  [IOMELIAIT B MaukKy
KapTOHHYIO,
Labeling/ Mapkuposka According to the ND. / B coorsercteun | Complies as prescribed / CooTeetcTBYCT
C HOPMATHBHOH AOKyMeHTalHeH. TpeboBaHuAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®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. /

s ynakoBkH 1o 3 uiakoHa ¢ mpenapaToM U 3 aMIyiisl ¢ PacTBOPUTENEM B
KacceTe:

B opurnnansHoli ynakoske (nakoHb! ¢ IpenapaToM M aMnyibl ¢ pACTBOPHTENIEM B
nayke) NpH TeMmepaType He Bbie 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. /

JU1g ynakoBKH 10 5 duUIaKOHOB ¢ IpenapaToM H 5 aMnyJs ¢ PACTBOPHTENEM B
Kaccere:

B opurnHansHoi ynakoske (GIakoHbI ¢ IpenapaToM M aMIyJibl ¢ PacTBOPUTEIEM B
nayke) OpH Temnepatype He Boie 25 °C.

Kit shelf life / 3 years.
Cpox rofHOCTH KOMILIEKTa

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

3 ropa.

CpOK FOMHOCTH KOMILJIEKTA ONPEACIACTCA CPOKOM MOAHOCTH JIEKAPCTBEHHOIO
npenapara Ajd MEOHIWHCKOrO NpuMeHEeHH .,

Assessment: / 3aiirouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus coorseTcTBYeT TpeOOBaHHAM HOpPMATHBHOrO mokyMenta JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

API name (INN) / Haumenosanne ADC (MHH):

Tenoxicam / TeHOKCHKAM

Homep cepun cyOcTanuun npoussoautens I'JID:

API manufacturer batch number / 02044624
Homep cepnn npoussoauntesa ADC:
FP Manufacturer API Batch number / B250000663

API Manufactured by & country /
Mpouseoaurens AD®C, crpana:

Edmond Pharma S.r.1., Italy /
Samona @apma C.p.a., Uranus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, agpec, JTHUECH3HS 14
MponzeoacTrennan naowmanka / [lmomanka
KOHTpoJd kadecTsa / [lmomaaka 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, 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 UHTEPHEHMILIEHEN
IBT. JITH., Uugua
Cypeeit 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, 3T -
Banuern [leperns, [10-Tamxnypa, Tanmyka - Xanodq,
okpyr INanamaxan — 389 350 uans (nuuen3us Ne
G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Anjali Singh Bhushan Kothawade Mitesh Baheti
Designation Officer Sr. Executive Sr. Manager
Department Quality Control Quality Control Quality Control
Signature & Date e \pets ot ]2) 2015 @J}é‘“\ ”/17—0%/

Ao’
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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
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

Name of Product/
HanvenoBanue npenapara

Water for injections (solvent) /

Bopa jis nabexnmii (pacToopures)

Batch no. / Homep cepumn BI250260
Amount of product per batch / Pazmep 205.0 L
cepun
Date of Control / JaTa ananu3a 24/11/2025
Manufacturing date / lata npoussoacrsa 10/2025
Expiry date /IaTa oxonuanus cpoka 09/2030
FOJHOCTH
Water for injections (solvent) / Boaa nast unsekumii (pacTsopurent)

TESTS /TIOKA3SATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3YJBbTATEI

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

[Tpospaunan GecliBeTHAs KHKOCTD 6e3
3araxa.

odor. / Ilpospaunas OGecuserHas
JKHJIKOCTE Be3 3anaxa.

Particulate matter / Mexanuseckue BKJIIOYEHHA

Visible particles /
Buoumvie vacmuyor

According to requirements. / B cooTsercTsuu ¢
TpebOBaAHMAMY .

Complies / CooTreTeTBYET

Sub visible particles /
Hesudumere vacmuyo!

=10 pm particles /
yacTul pazmepoM = 10 MKM

>25 pm particles /
YACTHL, Pa3MEPOM = 25 MKM

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

Not more than 600 particles per ampoule, /
He 6onee 600 na amnyuny.

70.93 particles per ampoule; /
He 6onee 70.93 na ammyy;
1.33 particles per ampoule. /

He Gonee 1.33 na amoyy.

' Acidity and alkalinity /
KHCeaoTHOCTE H e I04YHOCTh

Test sample should pass the test. /
Hcnertyemblii o6pasen H0/KeH BbIIEPKUBATS
UCIIbITAHHE.

Complies / CooTBercrayer

Reducing substances /
Boccranasiaugarowme
BellecTBa

Test sample should pass the test. /
Mcnbityembiii 00pasell JOmAeH BBICDKHBATH
UCTIbITAHYE.

Complies / CooTBeTcTBYET

Carbon dioxide
Yrnepona anokcna

No turbidity should be observed within 1 hour.
/ He 1omxHO ObITh NOMYTHEHHS B TEYEHHE
1 uaca.

Complies / Cootsercrayer

Chlorides/ Xaopnaei

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HHTpaThl H HUTPHTDI

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

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

Sulphates / Cynbdatet

No turbidity should occur within not less than
1 h./ B Teuenue He MeHee | yaca He JOILKHO
Habm0aaTLCA TIOMYTHEHHE.

Complies / CooTsercTayer

Ammonium / AMmonnii

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

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

CERTIFICATE OF ANALYSIS / CEPTUD®HUKAT AHAJIU3A

TESTS / HOKA3ATEJHN

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Calcium and magnesium /
Kanounit v marunii

Pure blue color should be observed (without a
violet hue). / lomkuo nabniomarses qucro
ChHee okpawyeanue (Ges GuoneTororo
OTTEHKa).

Complies / CooTercrByer

Heavy metals/ Tsazxenbie
MEeTaJLIBI

Not more than 0.00001 % (0.1 ppm)./
He Gonee 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 Gornee 0,004 %.

0.001 %/ 0.001%

Conductivity / Not more than 25 pS/em. / 11.85 uS/em. /
DAEeKTPONPOBOAHOCTL He Gonee 25 mxCwm/cm. 11.85 mMxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 22 mL/
H3Baexaemeiit 06nem He menee HoMuHansHoro (He meree 2 M1). 2.2 mn

Bacterial endotoxins /
BakTepuaabHble IJHAOTOKCHI b

Not more than 0.25 EU/mL of water for
injections. / He 6osiee 0,25 E3/Mit Boms! s
HHBEKLIHH.

Lessthan 0.12 EU / mL /
Menee 0.12 ED / Mn

Sterility / Crepuabnoers

Should be sterile. / Jlonskna 6bITh CTEPHITBHOI.

Sterile. / CrepusbHo.

Packaging / Ynakopka

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, /
ITepBuynas yriakoBka

ITo 2 mn pacreopurens (Boga s HHbLEKLHH) B
aMmyny w3 GecuserHoro crekna, tun . Ha
BEPXHEH dacTW aMITyiel HAaHeceHa TOYKa
pa3IoMa 0paHkKeBOoro 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. /
[leppuunan ynakoska

ITo 2 M1 pactBoputens (soma mis
HMHBEKLIH) B amnyy u3
becusernoro crekna, tam I, Ha
BEPXHEH YacTH aMiy/ibl HaHeceHa
TOUKE pasioMa OpaHkeBOro LBETa.

Shelf-life / Cpox roaunoctn

3 years. /5 ner.

Assessment: / 3axnouenue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust coOTBETCTBYET TPeBOBAHHAM HOPMATHBHOTO nokymenra 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% h‘j“}‘% /(EN\ B
S\ TN
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