BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HanmeHoBaHue npenapara

Batch no./ Homep cepuu

Amount of product per batch /
Pasmep cepun

Date of Control / laTa anaJjiu3a

Manufacturing date / Jata
NPOHM3BOACTBA

Expiry date /[JaTa okoH4yaHus
CpOKa FOJHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/I®, inoduan3ar 4Jsi IPUroTOBJIEHHsI PACTBOPA ISt

HHbeKIHii, 20 Mr
BIE23013C

210.0 L

12/05/2025
09/2023

08/2026

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInopunusupoBaHHbIH MIOPOILIOK
XKEJNTOT0 C 3€JICHOBAaThIM OTTEHKOM
BeTa.

Yellow  with  greenish tint
lyophilized powder. /

JInoGuIM3NpOBaHHBIH  MOPOIIOK
HKEJITOr0 C 3€JICHOBAaThIM OTTEHKOM
LBeTa.

Identification / IlogiHHHOCTD

Tenoxicam by HPLC /
Tenoxkcukam (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)). / ‘

Bpewmsa YIAEpXKUBaHUSA MUKa
TEHOKCMKaMa ~ Ha  XpOMAaTorpamme
HCIBITYEMOI 0 pacTBopa JIOJDKHO
COOTBETCTBOBAaTh BpEMEHHU
yACP)KMBaHMA IUKa TEHOKCHKama Ha
Xpomarorpamme CTaHJapTHOTO
pacTBopa (cm. «PoacrBeHHbIE

[PUMECH», ONpENeeHHe eIMHUYHBIX
npuMeced UM CyMMBI  NpUMeceii
(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. /

Bpewms yAEpP)KUBaHU n1Ka
TEHOKCHMKama Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBopa
COOTBETCTBYET BpEMEHU
yIAEpKUBaHUs MHUKa TEHOKCMKaMa Ha
XpoMmarorpamme CTaHJapTHOTO
pacTtBopa.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Tenoxcuxam (Y-
cnekmpogomomempuyeckuil)

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®-cniekTp MOTJIOMIEHHUS HCIBITYEMOrO
pactBopa, MPUTOTOBJIEHHOTO Jif
KOJIMYECTBEHHOTO  OTpEJeNieHUs, B
obmactu ot 230 uM 10 400 HM JOJKEH
HMETh MaKCHUMYyMBbI TIpH [UIMHAX BOJIH
257 £ 2 HM, 285 £ 2 HM U 368 + 2 HM

TESTS / IOKA3ZATEJIX 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
257.12 nm, 285.72 nm and 368.14
nm. /

Y®-cniexktp MOTJIOLEHUS
HCIIBITYEMOTO pacTBopa,
MIPUTOTOBJIEHHOTO s

KOJINYECTBEHHOTO OIpeNe/ieHHs, B
obmactu or 230HM pmo 400 um
UMEeT MaKCUMyMbl TMpH UIHHAX

Hampua memaoducynogpum
(B3KX)

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. /

(cMm.  «KosnuuecTBeHHOe ompenencHue | BoiH  257.12 M, 285.72HM u
TEHOKCUKaMa). 368.14 M .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium

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

Bpems pacTBOopeHHst

60 cexyHz.

Bpems ynepxuBaHMsA THKa HaTpus | Bpems ynepxkuBaHHMsA NHMKa HaTpus
MerabucynbuTta Ha Xpomarorpamme | Merabucyiabdura Ha
HCIIBITYEMOT0 pacTBOpa  JOJDKHO | Xpomarorpamme HCITBITYEMOTO
COOTBETCTBOBAaTh BPEMEHH | pacTBOpa COOTBETCTBYET BpEMEHH
yIOep)KUBaHHs MHKa HaTpHsl | yAepKUBaHHs nuKa HaTpHs
Merabucynbura Ha XpoMaTorpamMme | Metabucyabpura Ha
CTaHAapTHOTO pacTBopa (cM. | xpomarorpamme CTaHAapTHOTO
«KonuyecTBeHHOe onpeleNeHre HaTpUs | pacTBOpa.

MeTabucyibuTar).

Dissolving time / Not more than 60 seconds. / He Gonee
32 sec/ 32cek

Appearance of Reconstituted
solution /

OnucaHHe BOCCTAHOBJIEHHOI0
pacTBopa

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

[penmapar  JOMKEH -  pacTBOPSTHCA
MIOJIHOCTBIO c OTCYTCTBHEM
HEPACTBOPEHHBIX YacTHL, 6€3 BHIMMBIX
MexaHH4YeCKuX BKIodeHuid. Obpazyercs
NPO3payHbIil 3€JICHOBATO-XKENTOro LIBETA
pacTBop.

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

INpenapar pacTBOpPSAETCS MOITHOCTBIO
C OTCYTCTBHEM HEpacTBOPEHHBIX

YacTHII, Oe3 BUIUMBIX
MEXaHUYECKHUX BKJIOUCHUI.
Obpa3yercs NpO3payHbIii
3eJIEHOBATO-XKENTOr0 1BeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Solution clarity* / The product solution should be clear. / The solution is clear. /
ITpo3pauyHocTh pacTBoOpa*

PactBop mnpenapara pomkeH ObiTh | PacTBop mpo3payHsblid.

MPO3payHbIM.
Solution Color* / The product solution should not be more
IIBeTHOCTHL pacTBOpa* intensively colored than the reference

solution GY;. / Crenenur okpacku | Complies. / CooTBETCTBYET.
pacTBOopa mpemapara He  JOJDKHA
NpeBbIIATh 3TaioH GY .

pH* 7.5 t0 10.0./ Ot 7,5 mo 10,0. 9.055/9.055
Particulate matter* / Mexanu4yeckne BKJIIOYEHHS*
Visible particles / According to requirements. / B :
Complies / CooTBeTcTBYET
Buoumwre vacmuyol COOTBETCTBHUH C TpeOOBaHUAMHU
Subvisible particles /
Hesuoumvie yacmuyur
>10 pm particles/ Not more than 6000/vial; / . 103.73/ vial
Yactun pazmepom > 10 MKkM He 6onee 6000 Ha ¢akoH; 103.73 / ¢pnakon
>25 pm particles/ Not more than 600/vial. / 1.73/ vial
Yactun pazmepom > 25 MKM He 6onee 600 Ha ¢uiakoH. 1.73 / pnakon

Related substances / PoacTBeHHble IpuMecH

2-aminopyridine / Not more than 0.25 %; / He Gonee Not detected / He o6HapyxeHa
2-aMUHOMUPUIUH 0,25 %;

Individual unidentified impurity /
Enunnynas Not more than 0.5 %; / He 6onee 0,5 %; 0.10% /0.10%
HEHMJEHTH(ULMPOBAHHAS NIPUMECh

Total impurities /

V) (V)
CymMa npumeceit Not more than 1.0 %. / He 6onee 1,0 %. 0.19% /0.19%
Uniformity of dosage units* / The Acceptance value (AV) should be
OAHOPOAHOCTDb A03HPOBAHHSA* not more than 15.0. / 59071545

[Nokasarens  npuemsieMoctd  (AV)
JIoJDKeH ObITh He 6ogee 15,0.

Water* / Boga* Not more than 3.0 %. / He 6oinee 3,0 %. 1.70%/1.70 %
Bacterial endotoxins* / Not more than 1 EU/mg of tenoxicam. / Less than 1 EU/mg /
BaktepuaabHbie 3uA0oTOKcHHBI* | He Gonee 1 EQ/Mr TeHOKCHKama. Menee 1 EQ/ mMr
Sterility* /CTepuibHocTb* Should be sterile. / HomkeH ObITh

Sterile / Crepunex

CTEpPHIIBHBIM.

Assay / KonnyecTBeHHOe onpeeJieHHe
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIN3A

TESTS / IIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI

Tenoxicam / Tenoxkcukam 90.0% to 110.0% of Ci3H1iN304S,
(tenoxicam) of label claim. / Ot 90,0 %
b1 (o) 110,0 % Ci3H11N304S, 103.6% / 103.6 %
(TeHOKCHKaM)  OT  HOMHHAJIBHOTO
COZIepXKAHMSI.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampusa memabucynopum metabisulfite of the label claim. / Ot
85,0 % zo 110,0 % HaTpus 93.81 % /93.81 %
Merabucynbdura OT HOMHHAIBHOTO
COIEpKAHMUS.

Package / YnakoBka 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. /

IlepBuyHas ynakoBka ITepBuyHas yrnakoBka

ITo 20 mr TeHokcukama Bo ¢uakoH u3 | ITo 20 Mr TeHokcukama BO (IakOH
OecIBETHOTO CTeKIa THII I, | 3 OecuperHoro crekyna Tvm I,
YKYIIOPEHHBIH npoOKoi U3 | YKyNOPEHHBII npo6Koii u3
OpoMOyTHIOBOII ~ pe3uHbl, 00kaToil | GpoMOYTHIIOBOH pe3uHbI, 00XaToi
ATIOMUHHUEBBIM KOJIAYKOM C | AIIOMUHHEBBIM  KOJIA4KOM  C
KOHTPOJIEM TEPBOTO  BCKPBHITHS M | KOHTPOJEM TIEPBOrO BCKpPBITHA MU
TUTaCTHKOBBIM JFICKOM MOBEpX | IUJIACTUKOBBIM  JUCKOM  IIOBEPX
IIOMUHHMEBOr0 KOJNMAayKa. ATFOMUHUEBOI0O KOJMAYKa.

Shelf-life/ Cpox rognocTn 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. / * IIpumeuanue. AHanuTUYECKUE METOAUKH N0 ['D PP nelcTBYIOMIEr0o U3JaHMs IPUMEHAIOTCS I KOHTPOJIs
KayecTBa Ipemapara Ha Teppuropuu Poccuiickoit ®eneparmu. s BBIMYCKAIOILETO KOHTPONS KayecTBa Ha
NPOM3BOJICTBE MPOU3BOIUTENb UCIIONb3YeT MeToanKH 1o EBponeiickoii @apmakonee NeCTBYOIIEro U3AaHKs.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIBTATHI
Kit package / YmaxoBka | Secondary package Option for 3 vial + 3 ampoule
KoMILIekcTa 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 pack. /
. . : BropuyHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | = - (fsana & DpemEpErON K
patient information leaflet in a carton - sPRgrpTeloM. HOMETIAIGT &
aclk Kaccery M3 MONMBHHWIXIOPHJ. 1
KacceTy BMeECT€ C HHCTPYKLHeH o
Bropuunas ynakoska MPUMEHEHUIO  TOMEL[Al0T B  MauKy
KapTOHHYIO.
Lo Jumakon o mpemipatouing; Or?tion for 5 vials + 5 ampoules
aMITyJIbl C PacTBOPHUTENEM TOMELAIOT B
KacceTy M3 nonuBuHWIxJopuna. 1 | Secondary package
KacceTy BMeCTe€ C MHCTpyKuuedH mo | 5 vials with the medical product and 5
NPYMMEHEHUIO TIOMEIIAIT B Madky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
ITo 5 ¢nakonoB ¢ mnpenapatoM U 5 | pack./
aMmIyn ¢ pacTBOPHUTENIEM MOMEIIAIT B | BropuuHas ynakoBka
KacceTy M3 nonuBuHMIxyopuza. 1 | ITo 5 ¢uakoHOB ¢ mnpemapatoM u 5
KacceTy BMECTE€ C MHCTPYKLHEH 10 | aMIyJ C pacTBOPUTEIEM IOMELIAIOT B
NPHMEHEHUI0 MOMEINAIOT B  TAYKy | KACCETy W3 MOJMBHUHWIXJIOpHIA. |
KapTOHHY'O. KacceTy BMECT€ C HHCTPyKLHeH o
NPUMEHEHUI0 TMOMELIAlT B  MauKy
KapTOHHYIO.
Labeling/ MapxupoBka According to the ND. / B cootBerctBuu | Complies as prescribed / CooTBeTcTBYyeT
C HOPMATHBHOM TOKYMEHTaL1E. TpeOOBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUG®HUKAT AHAJIM3A

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. /

Jna ynakoBku 1o 3 duiakoHa ¢ IpenapaToM U 3 aMImyiibl ¢ PACTBOPUTENEM B
Kaccere:

B opuruHansHOR ynakoske ((1akoHbI ¢ IPENapaToM U aMIyJibl C PACTBOPUTENEM B
navke) Npu TeMrneparype He Beiuie 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. /

JLns ynakoBKH 10 5 1akoHOB ¢ penapaTtoM M 5 aMImysi ¢ pacTBOPHUTENIEM B
Kaccere:

B opurunanbHoii ynakoske ((pnakoHbI ¢ IIperapaToM U amITyJbl C pACTBOPHTENEM B
nayke) py TeMueparype He Boiue 25 °C. .

Kit shelf life /
CPpOK rogHOCTH KOMILIEKTA

3 years.

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

3 ropa.

CpOK TOAHOCTH KOMIUIEKTA ONPEALCIIACTCSI CPOKOM I'OJHOCTH JICKapCTBEHHOI'O
npenapara aJisi MEAULUHCKOT0 NPUMEHEHHUS.

Assessment: / 3akJIrO4eHuUE:

The batch complies with the specifications according to ND JIC-000295-040325, /
Cepust coOTBETCTBYET TPEOOBaHUIM HOPMATHBHOrO JoKyMenTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

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

Tenoxicam / TeHokcukaM

API manufacturer batch number / 92038522
Homep cepun nponssoautenss AGC:
FP Manufacturer API Batch number / B230000133

Homep cepun cyGeranuuu npounssoautens I'JID:
API Manufactured by & country /
IIponssoauTenan A®C, cTpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, aapec, nHuen3us qis
IIpoussoacTBennas miomanka / Iltomaaka
KOHTpOJs1 KayecTBa / [lnomanka Beinmycka

Edmond Pharma S.r.1., Italy /
Oamonp Papma C.p.i., Mramus
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 ®PAPMACBIOTHUKAJIC MHTEPHEMILIEHEJ
IIBT. JITH., Uagus
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, DT -
Banueru [lepesns, [T0-Tamwxkmnypa, Tanyka - Xaioun,
okpyr Ilanumaxan — 389 350Uunus (nuueHsus Ne
G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Diksha Kaundal Deepak Sonar Vijay Vyas
Designation Executive Dy. Manager Manager
Department Qua!ity Control Qualitylgloptrol Quality Control

(s

\MO{\WV(

Signature & Date

= ojec) oo o5

)

T

10"
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Bona nas unnexuuii (pacTBopuTeb)
Batch no. / Homep cepun BIE23016
Amount of product per batch / Pa3zmep 205.0 L
cepHH
Date of Control / lata anaausa 29/04/2025
Manufacturing date / lata npounssoactaa 09/2023
Expiry date /[IaTa oxon4anus Cpoka 08/2028
TOAHOCTH
Water for injections (solvent) / Boxa aas HHBbEKUMIi (DacTBOpPHTEIB)
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATEI

Description /Onucanue

Clear, colourless liquid without odor. /
Ipo3paunas GecuseTHas KUIKOCTH 6e3
3amnaxa.

Clear, colourless liquid without
odor. / Tlpospaynas GecuperHas
JKUOKOCTB 0e3 3amaxa.

Particulate matter / Mexannueckue BKIIOYeHuUsT

Visible particles /
Buoumvre yacmuywr

According to requirements. / B cooTBeTcTBUH ¢
TpeOOBaHUAMH .

Complies / CooTBercTBYET

Sub visible particles /
Hesuoumvie yacmuye:

>10 pm particles /

>25 pm particles /
YaCTHLL pa3MepPoOM > 25 MKM

HacTul pasMepoM > 10 MKkM

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

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

284.27 particles per ampoule; /
He Gonee 284.27 na ammyny;

6.53 particles per ampoule. /
He Gonee 6.53 Ha ammyny.

Acidity and alkalinity /
KHCJ‘IOTHOCTB H INEJOYHOCTb

!

Test sample should pass the test. /
Hcnbiryembiit o6paser 10/mkeH BBIIEPKHBATE
UCIIBITAHHE.

Complies / CooTeTcTByeT

Reducing substances /
BoccranaBausamwmue
BeLLeCTBA

Test sample should pass the test. /
Hcnbityemslit oGpaser; JOMKeH BBIIEPKUBATH
HCIBITaHUeE.

Complies / CooTtBeTcTBYET

Carbon dioxide
Yraepoaa nMoxeng

No turbidity should be observed within 1 hour.
/ He nOMmKHO OBITh TOMYTHEHHS B TEYEHHE
1 yaca.

Complies / CooTBeTcTByeT

Chlorides/ Xsopuan1

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl H HUTPHUTLI

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 / Cyabgarsi

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He JOJDKHO
HabmIoaaThes IOMyTHEHHE.

Complies / CootBeTcTByeT

Ammonium / AMMoOHHIi

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

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

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Calcium and magnesium /
Kanbumii u marnnii

Pure blue color should be observed (without a
violet hue). / JlomxkHo Ha6ronaThCs YHCTO
CHHee okpalunBaHue (6e3 hroaeToBOro
OTTEHKa).

Complies / CootBetcTBYeT

Heavy metals/ Tsxesble
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)

}

1 .
Residue after evaporation /
Cyxoii ocraTok

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

0.003 %/ 0.003%

Conductivity /
DJIeKTPONPOBOIHOCTH

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

10.70 uS/cm. /
10.70 MxCm/cMm.

Extractable volume /
H3Baekaemblii 06bem

Not less than label claim (not less than 2 mL)./
He menee HomunansHoro (He MeHee 2 MII).

2.1mL/
2.1 Mma

Bacterial endotoxins /
BakTepnaibHble SHAOTOKCHHDBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mui Boms! aist
UHBEKIIHIL.

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

Sterility / CrepuabHoctn

Should be sterile. / Jlomkna 6bITb cTeprIbHOI,

Sterile. / CtepunbHo.

Packaging / Ynakopka

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 ynakoBka

ITo 2 mn pacrBopurens (Boma mwis HHBEKLHIT) B
amnyiy w3 OecuBerHoro crexna, tun I. Ha
BEPXHEH 4YaCTH aMmyjbl HAHECeHa TOYKa
pasjioMa OpaHXeBOI'0 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. /
IlepBuyHas ynakoBka

ITo 2 mn pacrBoputens (Boma mis
HMHBEKIHIN) B ammnyiny — u3
GecuperHoro crekna, tun 1. Ha
BEpXHEH 4acTW aMIlyjibl HaHeceHa
TOYKa pa3jioMa OPaHXEeBOro LBETA.

Shelf-life / Cpok rognocru

5 years. /5 ner.

Assessment: / 3akroueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBeTCTBYET TPeGOBAHHAM HOPMATHBHOTO nokymenra JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Mittal Patel Deepak Sonar Ramakant Dash
Designation Executive Dy. Manager Manager
Department Quality Control

Quality Control Quality/Cthrol

Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumenoBanune npenapara Bona nsist MHBeKuuii (pacTBopuTeD)
Batch no. / Homep cepun BIS23010
Amount of product per batch / Pasmep 205.0 L
cepHH
Date of Control / lata ananu3a 13/05/2025
Manufacturing date / JaTa nponssoacrsa 06/2023
Expiry date /[laTa oxoHYaHus cpoka 05/2028
TOXHOCTH
Water for injections (solvent) / Boga aas uabexumii (pacTBOpHTEIDb)

TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATBI

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

IIpo3payHas GecuBeTHas XKUIKOCTh Oe3
3amnaxa.

odor. / Ilpospaunas GecuseTHas
KHIKOCTh 0€e3 3amaxa.

Particulate matter / Mexannuyeckne BKJIIOYCHHS

Visible particles /
Buoumeie yacmuyor

According to requirements. / B cOOTBETCTBHH C
TpeOOBAHUAMH .

Complies / CootercTByeT

Sub visible particles /
Heesuoumvie yacmuyw:

>10 um particles /
4acTHL pasMepoM > 10 Mk

>25 pm particles /
YacTUL] pa3MEpPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha ammyiy;

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

111.47 particles per ampoule; /
He 6onee 111.47 na ammyny;

2.27 particles per ampoule. /
He Gonee 2.27 na ammyiy.

Acidity and alkalinity /
Kucnornocrs u wenaounocTs

Test sample should pass the test. / :
HcnbiTyemblii 06paser; HOJKEH BbIAEPKUBATE
HCTIBITAHHE.

Complies / CooTBercrByeT

Reducing substances /
BoccranaBanBaoiue
BellleCcTBa

Test sample should pass the test. /
Hcnerryemblit 00pasel K0KeH BblIepKUBATh
HCIIBITaHHE.

Complies / CooTBeTcTByeT

Carbon dioxide
Yraepoaa AHOKCHI

No turbidity should be observed within 1 hour.
/ He OMKHO OBITh IOMYTHEHHS B TEUYEHHE
1 yaca.

Complies / CootBercrByeT

Chlorides/ Xsopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl H HHTPHTBI

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 / Cyabdatsi

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee | yaca He JOHKHO
HaOJFOaThCs [IOMYTHEHHE.

Complies / CooTBeTcTBYET

Ammonium / AMMOHHI

Not more than 0.6 ppm. / He 6onee 0,6 ppm.’

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TIOKA3ATEJHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATBI

Calcium and magnesium /
Kanbuuii u maramii

Pure blue color should be observed (without a
violet hue). / JlomkHo HaGmoaaTkcs yncto
CHHee okpamnBanue (6e3 $huoneToBoro
OTTEHKa).

Complies / CootsetcTByer

Heavy metals/ Tsixenbie
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 6o1ee 0,004 %.

0.001 % /0.001%

Conductivity / Not more than 25 uS/cm. / 15.24 uS/cm. /
DJIeKTPONPOBOAHOCTH He 6onee 25 mxCwm/cm. 15.24 mxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL)./ 2.0 mL/
H3Baexaemblii 06bem He menee Homunanbhoro (ne mMenee 2 MII). 2.0 mn

Bacterial endotoxins /
BakTtepnanbHble 3HI0TOKCHHDI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boas! mis
HHBEKLIMIA,

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

Sterility / CrepuabHocTs

Should be sterile. / JlomkHa 6bITh CTEpHABHOI.

Sterile. / CrepunsHo.

Packaging / YnakoBka

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 ynakopka '
ITo 2 mn pactBoputens (Boga mis HHBEKLMIA) B
ammyiny W3 OecuBeTHOro crexia, tum 1. Ha
BEPXHEH 4YaCTH aMIyjbl HaHECeHa TOYKa
pasJioMa OpaH)XeBOro 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. /
IepBuyHas ymakoBka

ITo 2 mn pacrBoputens (Boma mis
HHBEKLMH) B amILyry u3
6ecuserHoro crexna, tum 1. Ha
BEpXHEH 4acTW aMImysisl HaHeceHa
TOYKA Pa3jioMa OpaH)KEBOro L(BETA.

Shelf-life / Cpok roanocru

5 years./ 5 ner.

Assessment: / 3akiroueHne:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBeTCTBYET TPEGOBAHMAM HOPMATHBHOTO nokymenrta JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Diksha Kaundal Deepak Sonar- Ramakant Dash
Designation Executive Dy. Manager Manager
Department Quality Control Quality Cont)rol Quality Control

Signature & Date
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