BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaunmenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepun

Date of Control / lata anayu3a

Manufacturing date / lata
NPOH3BOACTBA

Expiry date /IaTa oxonuaHus
CPOKa rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/®, anodpuausat ais npuroToBaeHust pacTtBopa aJs

HHbeKIMI, 20 Mr
BI250093A

2100 L

24/05/2025
04/2025

03/2028

TESTS / TIOKA3ATEJHX

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInopunusupoBaHHsIit MIOPOLLIOK
HKENTOr0 C 3€lEHOBAaThIM OTTEHKOM
LBETA.

Yellow  with  greenish tint
lyophilized powder. /

JInopunu3NpOBaHHEIl  MOPOLIOK
XEJITOr0 C 3€JIEHOBATHIM OTTEHKOM
LBeTa.

Identification / logauHHOCTH

Tenoxicam by HPLC /
Tenoxcukam (BI)XKX)

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)). /

Bpewms YAEP)KUBAHUS nuka | Bpems YIAEpP)KUBaHUS nMKa
TEHOKCMKAaMa  Ha  XpOMAaTorpaMMe | TEHOKCHKama Ha XpomarorpaMmme
HCTIBITYEMOTO pacTBopa JOJDKHO | MCIBITYEMOIo pacTBopa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BPEMEHU
YACpKHMBaHMs MHKa TEHOKCHKaMa Ha | yAep>KUBaHU MHKa TEHOKCHKaMa Ha
XpomarorpaMmme CTaHAApPTHOIrO | XpoMarorpamme CTaHapTHOTO
pacteopa (oM. «PoncTeeHHbIe | pacTBOpa.

NIPUMECH», OINpPEAENECHUE EOUHUYHBIX

npuMeceii M CyMMBI  NpUMecei

(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 / CEPTU®UKAT AHAJIN3A

Tenokcukam (Y-
cnekmpoghomomempuyeckuii)

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). /

Y®-cnektp nornouieHus HCIIBITYEMOTO
pactBopa, TIPUTOTOBJIEHHOTO ISt
KOIIMYECTBEHHOIO  OMNpEAENeHus, B
obnactu ot 230 umM 1o 400 HM HOKeH
HMETb MaKCHMMYMbI TIPH JUIMHAX BOJIH
257 £ 2 uM, 285 + 2 HM u 368 + 2 HM
(eM.  «KonuuectBeHHOE oIpeaeyeHne
TEHOKCHUKaMay).

TESTS / IOKA3ATEJ U SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
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
257.62 nm, 284.77 nm and 368.10
nm. /

YO-cniektp MOIIOEHUS
HCIIBITYEMOTO pacTBopa,
TIPUTOTOBJIEHHOTO JUIst

KOJIMYECTBEHHOIO OINpPEAEIEHHS, B
obmactu ot 230HM g0 400 HM

HMEET MAaKCUMyMbl TIpU JJIMHAX
BOJIH 257.62uM, 284.77HM wu
368.10 M .

Sodium metabisulfite (HPLC) /
Hampua memaducynvgpum
(B3KX)

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. / :

Bpems ypepkuBamus nuka Harpus
MeTabucynbdura Ha XpomaTorpamme
HCIBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHHU
YAEpP)KUBaHUs IHKa HaTpus
MeTabHuCynbQuTa Ha XpomMarorpamme
CTaHAAPTHOIO pacTBopa (cm.
«KonnyectsenHoe onpenenenue Hatpus
MeTabucynbhuray).

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 ynepxuBaHus muka Hatpus

MeTabucyabdura Ha
XpoMarorpamme HCIIBITYEMOro
pacTBOpa COOTBETCTBYET BpPEMEHH
YAEPKHUBaHHUA NHKa HaTpusi
MeTrabucynbdura Ha
XpoMmarorpamMmme CTaHIAPTHOIO
pacTBopa.

Dissolving time /

Bpems pactBopenns

Not more than 60 seconds. / He 6onee
60 cexyHn.

33 sec/ 33cek

Appearance of Reconstituted
solution /

OnucanHe BOCCTaHOBJIEHHOr0
pacTBopa

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

Ilpenapar  nomxeH  pactBopsTbCs
TMOJIHOCTBIO c OTCYTCTBUEM
HEPaCTBOPEHHBIX YaCTHLl, 0€3 BHIUMBIX
MEXaHH4ECKHUX BKIIOYeHui. O6pasyercs
NPO3payHbIil 3€JIEHOBATO-XKENITOrO LBETA
pacTBop.

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

Hpenapar PaCTBOPSACTCA MOJTHOCTBIO
C OTCYTCTBHEM HEPAaCTBOPECHHBIX

YacCTHII, 6e3 BUAMMBIX
MEXaHUYECKUX BKJTHOYEHHIA.
Obpazyerca [IPO3payHbIif
3€JICHOBATO-)KEITOr0 1BeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

TESTS / TIOKA3ATEJHU

SPECIFICATIONS / HOPMHI -

RESULTS / PE3YJIbTATBI

Solution clarity* /
IIpospaynocts pacTBopa*

The product solution should be clear. /

Pacteop nmpenapara nmomkeH  6bITh
[IPO3payHbIM.

The solution is clear. /

PacTBOp npo3pauHsiii.

Solution Color* /
LlBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / Crenens okpacku
pacTBOpa  mpemapata He  A0JDKHA
MPEeBbIIATE 3TAIOH GY.

Complies. / CootsercTsyer.

pH*

7.5t010.0./ Ot 7,5 no 10,0.

8.968 / 8.968

Particulate matter* / Mexannueckue BKJIKYEHHA*

Visible particles /
Buoumeie yacmuyw:

Subvisible particles /
Hesuoumvie yacmuyw

>10 pm particles/
Yacrui pasmepom > 10 MkM

225 um particles/
Yacrtun pasmepom > 25 MkM

According to requirements. / B
COOTBETCTBUH C TPEOOBAHUAMH

Not more than 6000/vial; /
He 6onee 6000 Ha dnakon;

Not more than 600/vial. /
He 6onee 600 Ha ¢aaxoH.

Complies / CootserctByer

57.33/ vial
1.87 / pnakon

57.33/ vial
1.87 / pmnakon

Related substances / PoxcTBeHHbIe

MpHMeCH

2-aminopyridine /
2-aMUHONUPHIVH

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

Not detected / He o6Hapy»x«eHa

Individual unidentified impurity /
Enunudnas
HeHIEHTUYULMPOBaHHAs IPUMECh

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

0.02% /0.02%

Total impurities /
CymMma npumeceit

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

Below LOQ (LOQ = 0.0%) / Husxe

npeesa KOJIM4eCTBEHHOTO
onpenenenus (ITKO = 0.0 %)

Uniformity of dosage units* /
OnnopoaHocTh A03HpOBaHHS*

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

Ilokasarens  mpuemiemoctu  (AV)
ZoJKEH OBIT He Goiee 15,0.

9.36/9.36

Water* / Bona*

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

1.09 %/ 1.09 %

Bacterial endotoxins* /
BakTtepHaJjibHbIe JHAOTOKCHHBI*

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/mMr TeHokcHKaMa.

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

Sterility* /CrepunbHocTn*

Should be sterile. / JomkeH ObiTh

CTCPUJIBHBIM.

Sterile / Crepunen

Assay / KoinuecTBeHHOe onpeneaeHne
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

Tenoxicam / Tenoxcukam 90.0% to 110.0% of Ci3H;1N30,S,;
(tenoxicam) of label claim. / Ot 90,0 %
b1 (0] 110,0 % Ci3H11N3048S; 100.0 %/ 100.0 %
(TeHOKCHKaM) oT HOMMHAJIBHOIO
COepXKaHHs.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memabucynvgpum metabisulfite of the label claim. / Or
85,0 % o 110,0 % HaTpHs 98.9 % /98.9 %
MeTabuCynmbpUTa OT HOMHHAIBHOTO
CoZepKaHMs. '

Package / YnaxoBka 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. /

IlepBuuHas ymakoBka IlepBuyHas ynakoska

Ilo 20 mr TeHokcukama Bo dnakoH u3 | ITo 20 Mr TeHOKcuKama BO (iakoH
GecuBeTHOr0 crexsia TUII I, | i3 GecuserHoro crexna Tunm I,
YKYIIOpEHHBII poOKoi U3 | YKYNOPEHHBIN NpoOKOiA u3
OpoMOYTHNIOBOM  pe3sHHBl,  06XaToii 6poMOYTHIIOBOM pe3uHBI, 06XkaToii
AIIOMUHHUEBBIM KOJIITAYKOM C | AIIOMUHHMEBBIM  KOJNNA4YKOM  C
KOHTPOJIEM  NEPBOTO  BCKPBITHA W | KOHTPOJIEM IIEPBOTO BCKPHITHS M
IUIACTHKOBBIM JUCKOM TNIOBEPX | IUIACTHKOBBIM ~ JHCKOM  TIOBEpX
TIOMMHHEBOTO KOJINAaYKa. IIOMHUHHEBOr0 KOJINAayKa.

Shelf-life/ Cpok rognoctn 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. / * ITpumeuanue. Ananutudeckue Metonuku no ['d PO ACHCTBYIOLIETO M3NaHHs TIPUMEHSIOTCS VTS KOHTpOJIst
KadecTsa Mpenapata Ha Tepputopuu Poccuiickoit ®@enepauun. Jia BBIMyCKAMOLIErO KOHTPOJISI KayecTBa Ha
TPOM3BO/ICTEE NPOU3BOUTEIb MCTIONE3YET METOAMKH 1o EBporneiickoii dapmaxoree AeicTByIomero u3anmus.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

KIT / KOMILJIEKT
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATbBI
Kit package / ¥Ynaxoska | Secondary package Option for 3 vial + 3 ampoule
MOMELIECES 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 pasks /
. ; . BTopuuHas ynakoska
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | = ° (naxona ¢ mpenapatom u
patient information leaflet in a carton | 2M™/IBI ¢ PACTBOpHTENEM NOMEIIAIOT B
pack. Kaccety U3 I'IOJII/IBI/IHI/UIXJIOpHI_[?. 1
KacceTy BMECTE€ C MHCTPYKLHEH o
BropuyHas ynakoska NIPUMEHEHHUIO  MIOMEINAIOT B MAuKy
KapTOHHYIO.
[lo 3 ¢nakona c mnpenmapatom u 3 0 gon};())'l}-oS vialehs 5 sinpoules
aMIyJibl C PaCTBOPUTEJIEM MOMELIAIOT B
KacceTy U3 mnonuBuHMIXIopuna. 1 | Secondary package
KacceTy BMECTE C MHCTpyKLUMeHd 1o | 5 vials with the medical product and 5
TIPUMCHEHHMIO  TIOMEIAIOT B Mnaiky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Ilo 5 ¢nakonos ¢ npemapatom u 5 | pack./
amnyja ¢ pacTBOPHUTENIEM IMOMELIAT B | BTopuyHas ymakoBka
Kaccery W3 monuBuHWIXnopupa. 1 | Ilo 5 ¢umakoHoB ¢ npemapatoM u 5
KacCceTy BMECTE C HMHCTPYKLHMEH 10 | aMIyJl ¢ pacTBOPMTENEM IOMELIAIOT B
NPUMEHEHHI0  TIOMELAIOT B NauKy | KacCeTy M3 MOJMBUHWIIXJIOpHAA. |
KapTOHHYIO. KacceTy BMECTe € HHCTPYKLHMEH II0
NPUMEHEHHIO MOMELIAIOT B MMauKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B cootserctBum | Complies as prescribed / CootBercTByeT
C HOPMAaTHUBHOM JOKyMEHTALMEH. TpeGOoBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Kit storage /
XpaHeHHe KOMILIEKTa

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

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

Jns ynmakoBku 1o 3 duakona ¢ npenapaToM M 3 AMITYJIbI C PACTBOPUTEIIEM B
KacceTe:

B opurunansHoi ynakoske (akoHBI ¢ IpenapaToM U aMITyJIsI ¢ pacTBOpHTENIEM B
navke) pH TeMIeparype He Bbiwe 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. /

s ynakoBKH 110 5 JIakOHOB ¢ PEnapaToM M 5 aMIyJl ¢ pacTBOPHTENEM B
KacceTe:

B opuruHanbHo# ynakoske (¢akoHbI ¢ IpenapaTtoM U aMITyIibl C pacTBOPHTENEM B
avKe) IpH TEMIIepaType He Bhiiue 25 °C.

Kit shelf life /
CpoOK roIHoCTH KOMILJIEKTA

3 years.

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

3 rona.

CpOK FOOHOCTH KOMIUIEKTA ONPEACIIACTCS CPOKOM F'OOAHOCTHU JIEKApCTBECHHOI'O
npenapara ajid MEAUUMHCKOIO IIPUMEHEHHUS.

Assessment: / 3akiiroueHue:

The batch complies with the specifications according to ND JIC-000295-040325, /
Cepust cooTBeTCTBYET TpebOBaHUIM HOPMATHUBHOTO JoKyMeHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

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

Tenoxicam / TeHOKCHUKaM

Homep cepun cyOcTanunu npoussoautes IJID:

API manufacturer batch number / 92044624
Homep cepun npousBoautes ADC:
FP Manufacturer API Batch number / B250000663

API Manufactured by & country /
Ipoussoauteib APC, cTpana:

Edmond Pharma S.r.1., Italy /
Damona ®apma C.p.u., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHnoBaHmue, aapec, JHIEH3Hs1 J1JIs1
IpoussoacTBenHas miomazaka / Iliomanka
KOHTpOJIsi KayecTBa / ILnomaaka BeIycKa

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 ©APMACBIOTHKAIJIC WHTEPHEUIIEHEJI
- TIBT. JTA., Uupus
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, 3T -
Banueru Jepesns, [I0-Taxxmnypa, Tanyka - Xanon,
okpyr IManumaxan — 389 350V naust (HueH3Us Ne
G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager

Department Quality Control Quality Control Quality Control

ry —N / P! %
" 5 \/0
Signature & Date | g5 142 /@/I;%@W; Mq\og\

Tel : +91 22 4056 0560 * Fax : +91 22 4056 0555 * Emai
Registered Office : 407/408, Sharda Chambers,

Malhew Read Opera Housd, Muriibal - 400004, INDIA.

| : support@bdrpharma.com » www.bdrpharma.com
New Marine Lines, Mumbai - 400020, INDIA.

717

Ltd, Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),

Taluka Halol, District Panchmahal, Gujarat - 389350.
230220

CIN No.: U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHU®UKAT AHAJIU3A

Name of Product/
HaumeHoBanue npenapara

Batch no. / Homep cepun

Amount of product per batch / Pa3mep

CepHH

Date of Control / Jata anannsa

Manufacturing date / {ata NMPOM3BOACTBA

Expiry date /[IaTa okonuanus cpo
TOAHOCTH

Water for injections (solvent) /

Boaa nasi unbexumii (pacTBopHTEND)

BI250107
205.0 L

22/05/2025
04/2025

Ka 03/2030

Water for injections (solvent) / Bona nast unbexumii (pacTBopHTEaR)

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbBI

RESULTS / PE3YJBbTATbBI

Description /Onucanue

Clear, colourless liquid without odor. /
INpo3paunas 6ecusernas )KUOKOCTH 6e3
3amnaxa.

Clear, colourless liquid without
odor. / Ilpospaunas GecuperHas
KUAKOCTh Oe3 3amaxa.

Particulate matter / Mexanuueckn

€ BKJVIYEeHHUS

Visible particles /
Buoumuie yacmuyn

According to requirements. / B cooTBeTCTBAM G
TpeOOBaHUAMH .

Complies / Cootsercrayer

Sub visible particles /
Hesuoumvie vacmuyu:

>10 pum particles /

9acTHUL pasMepoM > 10 MxMm

225 pm particles /
YacCTHI[ pa3MEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 1a amnyay;

Not more than 600 particles per ampoule. /
He Gonee 600 Ha amnyy.

36.53 particles per ampoule; /
He Gonee 36.53 na amnyny;

1.47 particles per ampoule. /
He 6onee 1.47 na amnyny.

Acidity and alkalinity /
KucnorHocts M meaounocrn

Test sample should pass the test. /
HcnbrryeMbiit o6pazen momken BBIIEP)KUBAT!
UCIIBITAHHE., '

Complies / CootsercrByer

Reducing substances /
BoccranaBauBawmmue
BellleCTBa

Test sample should pass the test. /
Hcnerryemslit o6pasen nomkeH BbiaepKuBaTh
HCIIBITAHUE.

Complies / Cootserctpyer

Carbon dioxide
Yriepoaa auoxcu

No turbidity should be observed within 1 hour.
/ He 10omxHo 6bITh TIOMYTHEHUS B TEUEHUE
1 gaca.

Complies / CootserctByer

Chlorides/ Xnopuapi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTe! u HUTPHTBI

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

Less than 0.00002 % (0.2 ppm). /
Mesee 0,00002 % (0,2 ppm).

Sulphates / Cyabdatnbi

No turbidity should occur within not less than
1 h. / B Teuenue He mMeree 1 yaca He JOJIKHO
Ha0JII01aTbCsl OMyTHEHHE.

Complies / CooTsercTByer

Ammonium / AMMoHuii

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

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

CERTIFICATE OF ANALYSIS / CEPTUDHUKAT AHAJIN3A

| TESTS/IOKA3ATEIHR

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATBI

Calcium and magnesium /
Kanbumii u marumii

Pure blue color should be observed (without a
violet hue). / ITomxuo HalNIoaaThCst YkCTO
CHHee okpaunBauue (6e3 proneToBoro
OTTEHKa).

Complies / Coorsercrayer

Heavy metals/ Tsikenbie
MeTaJLIbI

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.002 % / 0.002%

Conductivity /
daexTponpoBoaHoCTH

Not more than 25 puS/cm. /
He 6oee 25 MmxCm/cm.

12.36 pS/cm. /
12.36 MmxCm/cm.

Extractable volume /
H3Baexaemblii 00bem

Not less than label claim (not less than 2 mL). /
He mMeHee HomMunansHoro (He meHee 2 mr).

22mL/
2.2 Mn

Bacterial endotoxins /
Bakrepuanbubie 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6oxnee 0,25 ED/m BOJBI st
HHBEKLHUIA.

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

Sterility / Crepuabhocts

Should be sterile. / Joxua 65rts CTEPHJILHOIA.

Sterile. / CtepuisHo.

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. /
IlepBuuHas ynakoska

Io 2 mn pacteopurens (Boma mns HUHBEKLHIT) B
aMIlyry u3 OecCLBETHOro crekna, tan [. Ha
BEPXHEHl 4YacTH aMmynsl HaHeceHa TOYKa
PpasjioMa OpaHXeBOro IBera.

Primary package

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

ITo 2 mn pacTBopurens (Boma mis
HHBEKLH) B amIyiny w3
6ecuBeTHOrO crekna, tumn I. Ha
BEPXHEH YaCTH aMIyJbl HaHeceHa
TOYKa pa3sioMa OpaHKeBOro [[BETA.

Shelf-life / Cpok roanocrn

5 years./ 5 ner.

Assessment: / 3akmoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus coorserctByer TPeGOBaHHSM HOPMATHBHOTO nokymenTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT., LTD.

CERTIFICATE OF ANALYSIS / CEPTUG®UKAT AHAJIN3A

Name of Product/
HaumenoBanue npenapara

Water for injections (solvent) /
Bona qiis unbexumii (pacTBopuTens)

Batch no. / Homep cepun BI250110
Amount of product per batch / Pasmep 205.0 L
cepun
Date of Control / laTa anaausa 23/05/2025
Manufacturing date / MaTa npoussoacrea 04/2025
Expiry date /JJata OKOHYaHHSI CpOKa 03/2030
TOXHOCTH
Water for injections (solvent) / Boga nas HHBEKUMii (PacTBOpHTEIB)
E TESTS / IOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATEI

Clear, colourless liquid without
odor. / Ilpospaunas GecuperHas
JKUAKOCTh Oe3 3amaxa.

Description /Onucanne Clear, colourless liquid without odor. /
I1pospaunas 6ecusernas KHIKOCTh 03

3araxa.

Particulate matter / Mexannueckue BKJIIOYeHHsI

Visible particles /
Buoumuie yacmuyw:

According to requirements. / B COOTBETCTBHH C
TpeOOBaHUsIMH .

Complies / Coorsercrayer

Sub visible particles /
Hesuoumvie yacmuywr

Works/Plant :

210 um particles /
1acTHL pasMepoM > 10 Mkm

225 pm particles /
JacCTHL pasMepoM > 25 Mkm

Not more than 6000 particles per ampoule; /
He 6osee 6000 na amIyiy;

Not more than 600 particles per ampoule. /
He 6osee 600 na amIyiy.

101.26 particles per ampoule; /
He 6onee 101.26 ua amIyJy;

4.67 particles per ampoule. /
He 6onee 4.67 na amInysy.

Acidity and alkalinity /
Kuciornoers u menounoers

Test sample should pass the test. /
Hcnerryembiii o6pasen nomken BBIIEPXKUBATh
HCIBITaHHE.

Complies / CootBercrsyer

Reducing substances /
Boccraﬂannunammne
BelllecTBa

Test sample should pass the test. /
Hcnsrryempiit obpaser MOJKEH BBIAEPKHUBATh
HCIIBITaHUE.

Complies / CootBercrByer

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / Cootsercrayer

Yraepoaa JMHOKCH / He momkHo 6b1Th TIOMYTHEHHS B TEUYEHUE
1 vaca.
Chlorides/ Xnopuasi Not more than 0.5 ppm. / He 6011ee 0,5 ppm. Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

Hutpatb u nuTpuTHI

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

Less than 0.00001 % (0.2 ppm). /

Menee 0,00001 % (0,2 ppm).

Sulphates / Cyabdarni

No turbidity should occur within not less than
1 h. / B Teyenue ne menee | yaca He JOJDKHO
Habmonarbcs TIOMYTHEHHE.

Complies / Cootsercryer

Ammonium / AMmoHmuii

Not more than 0.6 ppm. / He 6o1ee 0,6 ppm.

Less than 0.6 ppm / Mesee 0,6 ppm
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BDR PHARMACEUTICALS IN TERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

’ TESTS / IOKA3BATEJIH SPECIFICATIONS / HOPMBI = ] RESULTS / PE3YJIbTATBI ]
Calcium and magnesium / Pure blue color should be observed (without a Complies / Cootsercrayer
Kanabuuii v marnuii violet hue). / Jlomxro HabJmoaaThes yncto

CHHee okpailuBanue (Ge3 droneTosoro

OTTEHKa).
Heavy metals/ Tsizxennte Not more than 0.00001 % (0.1 ppm). / Less than 0.00001 % (0.1 ppm) /
METa/LIbI He 6ornee 0,00001 % (0,1 ppm). Menee 0.00001 % (0.1 ppm)

Residue affon o ——————

Residue after evaporation / Not more than 0.004 %. / He Oonee 0,004 %. 0.002 %/ 0.002%
Cyxoii ocTaTox

Conductivity / Not more than 25 pS/cm. /

/IeKTPONpoBoaHOCT He 6onee 25 mxCwm/cm.

—_— 0] .
Extractable volume / Not less than label claim (not less than 2 mL). /
HsBaexaemsiii 06nem He menee Homunanssoro (He Menee 2 M),

— e
Bacterial endotoxins / Not more than 0.25 EU/mL of water for

12.94 uS/cm. /
12.94 MmxCwm/cm.

Less than 0.12 EU / mL /

Bakrepuanbunie SHAOTOKCHHBI | injections. / He 6onee 0,25 ED/m BOIBI 1S Meree 0.12 ED / M
HHBEKIIHA. ;

Sterility / CrepuabHoctn Should be sterile. / HomxHa 6bITh CTEPUIIBHOIA, Sterile. / Crepussho.

Packaging / Ynakogka Primary package Primary package

2 mL of the solvent (water for injections) ina | 2 mL of the solvent (water for
colorless glass ampule type I with an orange injections) in a colorless glass
one-point-cut at the top of the ampule. / ampule type I with an orange one-
Heppuynas ynakoska point-cut at the top of the ampule. /
ITo 2 mn pacTBopures (Boma mis HHbEKLMH) B | [lepBuunas YIaKoBKa

aMIyny W3 OecUBETHOro creknma, Tum L Ha | ITo 2 mn pacTBoputens (Boma s
BEPXHEH 4YacTH ammynsl HaHecena TOYKa | MHBEKLMiT) B amnyny  u3
pasjioma opanxeBoro ugera. GecuBeTHOrO crekna, tum I. Ha
BEPXHEH YacTH aMmyJbl HaHeceHa
TOYKa pa3yioMa OpaHKEBOro LBeTa.

Shelf-life / Cpox roanocrn 5 years./ 5 ner.

Assessment: / 3akmoyenue: The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cootsercrayer TpebOBaHHAM HOPMaTHBHOrO AokymenTa JIC-000295-040325.
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