BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaumeHoBanue npenapara

'Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / JaTa anaansa

Manufacturing date / lata
NpPOH3BOACTBA

Expiry date /Tata okonuyanus
CPOKa rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEN®, 1no¢puausat ajsi IpUroToBjeHust pacTBopa o

HHbEKUHUH, 20 Mr
BIE23011C

210.0 L

29/04/2025
08/2023

07/2026

TESTS / IOKA3ATEJN

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTAThHI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInopunusupopanHblii MOPOILIOK
JKEJITOr0 C 3€JICHOBAThIM  OTTEHKOM
1BETA.

Yellow with  greenish  tint
lyophilized powder. /

JInodunmsuposanumlii TIOPOLIOK
JKEIITOr0 C 3€JICHOBATBIM OTTEHKOM
L[BETA.

Identification / IloxnuHHOCTD

Tenoxicam by HPLC /
Tenoxcuxam (BIXKX)

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 YIAEPKUBaHHS nuka | Bpems YAEp)KUBaHUS n1Ka
TCHOKCHKaMa  Ha  XpoMarorpaMme | TCHOKCHKamMa Ha XpOMarorpamme
HCIBITYEMOTO pacTBopa JIOJDKHO | UCTIBITYEMOTrO pacTBopa
COOTBETCTBOBATH BPEMEHH | COOTBETCTBYET BpEMEHU
YACPKHBaHWsA IIMKa TEHOKCHMKaMa Ha | yAepXKHBaHHUs MHMKA TEHOKCHKaMa Ha
XpoMmaTorpaMmme CTaHJApPTHOTO | XpOMaTorpaMmme CTaHAapPTHOTO
| pacTBopa (cm. «PoncTBeHHbIe | pacTBOpa.

IIPUMECHY», ONpENEICHUE eIUHUYHBIX

npuMeced M CyMMBI  NpuMecei

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Tenoxcuxam (Y-
cnekmpogomomempuyeckuii)

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). /

YO-CrieKTp NOMIOIEHHS HCTIBITYEMOTO
pacTBopa, NPUTOTOBJICHHOTO IS
KOJIMYECTBEHHOIO  OMNpEAEsIeHUs, B
obnactu ot 230 HM 10 400 HM HOMKEH
HUMETh MaKCHMMYMBbl TpPH [UIMHAX BOJIH
257 £ 2 M, 285 + 2 HM u 368 + 2 HM

TESTS / HIOKA3ATEJIA 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
257.13 nm, 285.25 nm and 368.18
nm. /

Y ®-criektp HOMJIOLEHHS
HCIBITYEMOT0 pacTBopa,
MPUTOTOBJIEHHOTO TSt

KOJIMYECTBEHHOIO OIpENENIeH s, B
obmactt or 230uM mo 400 M
UMEET MAaKCHMYMbI MpU JUIMHAX

Hampua memabucyrvpum
(B27KX)

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. /

Bpemst ynepxuBaHuMs nuka HaTpus
MeTabucynbuTa Ha XpOMaTorpaMme
HCIIBITYEMOrO pacTBopa  HOJIKHO
COOTBETCTBOBATh BPEMEHHU
YAEP)KUBAHUSA nHKa HaTpus
MeTabucynbuTa Ha XpOMaTorpaMme
CTaHIAPTHOrO pacTBopa (cM.
«Kosnn4ecTBeHHOE Onpe/eieHre HaTpys
Merabucynbduray).

(cm.  «KomuuectBeHHoe onpenernenue | Bonn  257.13 HM, 28525HM w
TEHOKCUKamay). 368.18 um .
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 ynepxuBanus muka Hatpus

MeTabucynbdura Ha
XpoMarorpamme UCIIBITYEMOro
pacTBopa COOTBETCTBYET BPEMEHM
YIAESPKUBaHUs NHKa HaTpus
MeTabucynbdura Ha
Xpomarorpamme CTaHAAPTHOIO
pacTBopa.

Dissolving time /

Bpemsi pacTBopenus

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

34 sec/ 34cex

Appearance of Reconstituted
solution /

OnucanHe BOCCTAHOBJIEHHOI0
pacTBopa

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

[lpemapar  nomkeH  pacTBOpAThCA
TMOJTHOCTBIO c OTCYTCTBHEM
HEPaCTBOPEHHBIX YacTHLl, 06e3 BHUIUMBIX
MEXaHUYeCKUX BKmovyeHuid. Obpasyercs
NPO3PaYHbIN 3€JIEHOBATO-XKENITOrO I[BETA
pacTBop.

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

Ipenapar pacTBopsieTCs MOIHOCTHIO
C OTCYICTBUEM HEpPAaCTBOPEHHBIX

YaCTHIJ, be3 BUIUMBIX
MEXaHUYECKHUX BKJIFOYEHUH.
Obpa3syercs IIPO3pavHbIi
3eJIEHOBATO-XKEJITOr0 LBeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATbI

Solution clarity* /
ITpo3paynocTh pacTBOpa*

The product solution should be clear. /

PactBop mpenapara OBITH

MPO3payHbIM.

AOOJDKCH

The solution is clear. /

PacTBOp npo3payHslii.

1 Solution Color* /
IIBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY);. / Crenenb OKpacku
pacTBopa mpemapata He  JOJKHA
npeBbIaTh 3TaoH GY].

Complies. / CooTBeTcTBYET.

pH*

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

9.168/9.168

Particulate matter* / MexanuyeckHe BKJKYEHUNA®

Visible particles /
Buoumvie vacmuywi

Subvisible particles /
Heguoumvle uacmuyw:

>10 pm particles/
Yactun pazmepom > 10 MKM

>25 pm particles/
Yactul pazmMepom > 25 MKM

According to requirements. / B
COOTBETCTBUH C TPeOOBaHUAMMU

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

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

Complies / CooTBeTcTBYET

112.00/ vial
3.73 / pnakoH

112.00/ vial
3.73 / pnakon

Related substances / PoacTBeHHbIe

NpUMeCH

2-aminopyridine /
2-aMUHOTIMPHIIUH

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

Below LOQ (LOQ = 0.0%) / Huxe
npenena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0.0 %)

Individual unidentified impurity /
Enunnynas
HEMIEHTH(GULHPOBaHHAS IPUMECH

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

Below LOQ (LOQ = 0.0%) / Hike
Tpeziena KOJMM4eCTBEHHOro
omnpeaenenns (ITKO = 0.0 %)

Total impurities /
Cymma npumeceit

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

Below LOQ (LOQ = 0.0%) / Huxe
npenena KOJMU4eCTBEHHOrO
onpenenenus (ITKO = 0.0 %)

Uniformity of dosage units* /
OnHOpOaHOCTH 103UpPOBaHUsA*

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

ITokazarens  IpPHEMIIEMOCTH
JI0JKeH OBITh He Ooutee 15,0.

(AV)

9.82/9.82

'Water* / Bopa*

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

1.68%/1.68 %

Bacterial endotoxins* /
BakrepuajbHble 3HI0TOKCHHBI®

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

Less than 0.324 EU/mg /
Menee 0.324E3/ Mr

Sterility* /CtepusibHoCcTB*

Should be sterile. / JomkeH OBITH
CTEPHIIbHBIM.

Sterile / Ctepuien

Assay / KoauyecTBeHHOe OInpeaesieHUe
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

! CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / IIOKA3ZATEJIX

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Tenoxicam / Tenokcukam

90.0% to 110.0% of Ci3H;1N304S;
(tenoxicam) of label claim. / Ot 90,0 %

b1 (o] 110,0 % C13H11N304S; 103.3%/103.3 %
(TeHOKCHKaM) oT HOMHMHAJIBHOTO
CONEpIKaAHHA.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampua memaéucynvpum metabisulfite of the label claim. / Ot
85,0 % o 110,0 % HaTpus 100.41 %/ 100.41 %
MeTabucynbdura OT HOMHMHAIBHOIO
COZIepXKaHHSI.

Package / Ynakoska

Primary package
20 mg of the tenoxicam in a colorless

glass vial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /

IlepBUyHas yrnakoBka
ITo 20 Mr TeHokcukama BO (p1akoH M3

OecLBETHOro CTeKJa TUI I
YKYTNOPEHHBIH NpoOKoii 3
OpoMOYTHIIOBON  pe3uHBI,  00KaToii
ANIOMHUHHUEBBIM KOJIMAYyKOM c
KOHTPOJIEM  IEPBOrO  BCKPHITUA U
TUTACTUKOBBIM JUCKOM MoBepx

AIFOMUHHMEBOI'O KOJIIIa4YKa. .

Primary package
20mg of the tenoxicam in a

colorless glass vial type I stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an
aluminum cap. /

IlepBuyHas ynakoBka

ITo 20 Mr TeHokcukama Bo (iakoH
U3 OecLBETHOro CTeKjia TUN |,
YKYIOPEHHBIH NpoOKoi u3
6poMOYTHIIOBOIl pe3MHEI, 06kaToii
TIOMUHUEBBIM  KOJNAYKOM  C
KOHTPOJIEM IEPBOTO BCKPHITUS U
IUIACTHKOBBIM ~ JMCKOM  TIOBEpX
AIIOMHHHUEBOTO KOJIMAyKa.

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. / * IIpumeuanue. AHanuTHYECKUE MeTOIUKH 110 [ ® PO NEHCTBYIOLIEro M31aHUs IPUMEHSIOTCS 1JI1 KOHTPOJIS

KayecTBa mnpenapara Ha Teppuropun Poccuiickoit @enepauuu. s BBINYCKAIOWIET0 KOHTPOJNs KauecTBa Ha
| IPOM3BOAICTBE NMPOM3BOAUTE/b HCIIONB3YET METOAMKH 110 EBponeiickoit @apmakornee neiCTBYIOLIEro H3aHHUS.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

KIT / KOMILJIEKT
TESTS / NIOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATBI
Kit package / V¥Ymnakoska | Secondary package Option for 3 vial + 3 ampoule
KomnekTa 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 pagke.d
" : . BropuyHas ynakoska
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | ~° lhgiona © TDENADETOM X
patient information leaflet in a carton | 2N 57'Pl ¢ PACTEOPUTE/IEM MOMELIAIOT B
pack. Kaccery wu3 NONMBUHMITXTIOPULR. 1
KacceTy BMECTE C HHCTPYKIHEH II0
BropuyHas ynakoBka NPUMEHEHUIO [OMEINAlOT B  MAykKy
Ilo 3 ¢nakona ¢ npemaparom u 3 | X@PTOHHYIO.
aMIIyJIBl C paCTBopI/lTeJII;M TIOMELIAIOT B Qption for 5 vials + 5 ampoules
Kaccery M3 nonuBuHMIXJopuna. 1 | Secondary package
KacCeTy BMECTe C MHCTpyKUWed 1o | 5 vials with the medical product and 5
NPUMEHEHHIO  NOMEWAT B naydky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[To 5 ¢nakonoB ¢ mpenapatoM u 5 | pack./
! amIlyJ] ¢ pacTBOPHUTENEM IOMEIIAlOT B | BTopuuHas yrnakoska
KacceTy M3 monuBuHWIXIopuma. 1 |Ilo 5 ¢uakoHoB ¢ mpenmapatoM W S
KacCeTy BMECT€ C MHCTPYKUMEH TIIO | aMmysl ¢ pacTBOPHUTENEM MNOMELIAIOT B
‘ NPUMEHEHUIO MOMEIIAIOT B  MAyKy | KacceTy M3 TMOJMMBHHUIXJOpHMAA. |
KapTOHHYIO. KacceTy BMECTe C WHCTPYKLHeH II0
MPUMEHEHUIO TOMEINAIOT B  MAuKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. / B coorserctBun | Complies as prescribed / CooTseTcTBYET
C HOPMAaTHUBHOM JOKYMEHTALIUEH. TpeOOBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
.Xpanenne KOMILIeKTAa

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

s ynakoBku 1o 3 ¢JakoHa ¢ mpenaparoM U 3 aMIysibl ¢ PACTBOPHUTENIEM B
Kaccere:

B opuruHanbHoii ynakoske ((hIakoHbI C IPenapaToM U amItyJibl ¢ paCTBOPHTEIEM B
nayke) Mpy Temneparype 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. /

Jns yrakoBKH 110 5 (pJIAKOHOB C npenaparoM M S aMnyJs ¢ paCTBOPUTENIEM B
Kaccere:

B opuruHanbHoi ynakoske ((akoHBI ¢ IpenapaToM U aMITyJibl C PACTBOPUTENIEM B
nayke) npu TeMreparype He Boime 25 °C.

Kit shelf life / 3 years.
\ CpoK roqHOCTH KOMILIEKTA

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

3 ropa.

CpOK FOAHOCTH KOMILUICKTA ONPEAL/IACTCA CPOKOM I'OAHOCTH JICKAPCTBCHHOI'O
npenapara il MEAULUHCKOTrO MPUMECHCHMUA.

Assessment: / 3akmiouenue:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus cOOTBETCTBYET TpeOOBaHUAM HOpMaTHBHOTO qoKyMmenTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

Tenoxicam / TeHOKCHUKaM

Howmep cepun cy6cranuuu npoussoautens I'JID:

API manufacturer batch number / 92038522
Homep cepun npoussoaurenss ADC:
FP Manufacturer API Batch number / B230000133

API Manufactured by & country /
IIpousBogurtenr ADC, crpana:

Edmond Pharma S.r.1., Italy /
Oamona ®@apma C.p.a., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnoBaHue, agpec, JHLEH3Us IJIst
IIpousBoacTBennasi miomwaaka / Iltomanka
KOHTpoJIsi KayecTBa / Ilnomaaka Beimycka

BDR PHARMACEUTICALS INTERNATIONAL PVT.
LTD., India i
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 ®APMACBIOTHUKAJIC UHTEPHEMILIEHE]
IIBT. JITH., Unaus
Cypseii Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2,
52/212 (P), 52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2, 3T -
Banueru [lepesus, [10-Tamxknypa, Tanyka - Xaou,
okpyr ITanumaxan — 389 350Muaus (nuueH3us Ne
G/28/1828)

PREPARED BY

REVIEWED BY APPROVED BY

Name Mittal Patel Deepak Sonar Ramakant Dash
Designation Executive Dy. Manager Manager
Department Qur»\ality Control Quality Control Quality Control

Signature & Date

YS=r750 /00n]

| Toaioul ¥ | g9 1)
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUG®HKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Bona nas unbexumii (pacTBopuTeB)
Batch no. / Homep cepuun BIE23014
Amount of product per batch / Pa3zmep 205.0 L
cepHu
Date of Control / lata ananusa 29/04/2025
Manufacturing date / {ata npoussoacrsa 09/2023
Expiry date /IaTa okonuanus cpoka 0872028
FOAHOCTH
Water for injections (solvent) / Boxa ans HHBEKLHIi (DacTBOPHUTED)
TESTS / TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
ITpospaunas GecuseTHas KUIKOCTS Ge3
3amaxa.

Clear, colourless liquid without
odor. / Tlpospaunas GecuBeTHas
KHAKOCTb Oe3 3araxa.

Particulate matter / Mexannuecku

€ BKJIIOYEHH S

Visible particles /
Buoumeie uvacmuyor

According to requirements. / B cooTBeTCTBHH C
TpeOOBaHUAMHY .

Complies / CooTBercTByer

Sutb visible particles /
Heguoumvie yvacmuywr

>10 pm particles /
YacTHIl pasMepoM > 10 MM

>25 um particles /
YacTUL pa3sMEpOM > 25 MKM

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

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

730.13 particles per ampoule; /
He Gonee 730.13 na amnyny;

58.80 particles per ampoule. /
He Gonee 58.80 Ha ammyny.

Acidity and alkalinity /
KucaorHoers u mesnoyHocTn

Test sample should pass the test. /
HcnbiTyemplit 06pasels 1okeH BbIIEPKUBATS
UCTIbITAHHE.

Complies / CooTBercTBYyeT

Reducing substances /
Boccranasausaromue
BellecTBa

Test sample should pass the test. /
Hcnbiryemblit oGpasew 1o/mkeH BbIIepKHUBATh
UCIIbITaHHE.

Complies / CootBeTcTBYeET

Carbon dioxide
Yraepoaa auokenn

No turbidity should be observed within 1 hour.
/ He nOMKHO OBITH MOMYTHEHHS B TeYEHHE
1 yaca.

Complies / CooTBeTcTBYET

Chlz)rides/ Xnopuabl

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

Less than 0.5 ppm / Meree 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl H HUTPHTRI

Not more than 0.00002 % (0.2 ppm). /
He 6o5ee 0,00002 % (0,2 ppm).

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

Sulphates / Cyabdatbi

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He JIOJDKHO
HalOJI0aThCsl IOMYTHEHHE.

Complies / CootBercTBYyeT

Ammonium / AMMoumuii

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

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

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / IOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATBI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBercTBYET
Kanbumii v marnuii violet hue). / JTomkHO HabGAIOAATECSA YHCTO

cuHee okpamuBaHue (6e3 ¢puoneroBoro
OTTEHKa).
Heavy metals/ Tszkennie Not more than 0.00001 % (0.1 ppm). / Less than 0.00001 % (0.1 ppm) /
MeTaJLIbI 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 ocTraTok
Conductivity / Not more than 25 uS/cm. / 10.36 uS/cm. /
DJIeKTPONpPOBOAHOCTH He 6onee 25 mxCwm/cm. 10.36 MxCwm/cmM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.1mL/
U3Enekaembiii 06bem He meHee HomMuHanbHOro (He MeHee 2 mi). 2.1 mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for Less than 0.12 EU / mL /
bakTepuanbubie snaoTokcHHbl | injections. / He Gonee 0,25 E3/mn Boas! wis Meree 0.12 ED / Mt
UHBEKIHUI.
Sterility / CrepusabHocTh Should be sterile. / JomkHa 6bITE cTepHIBHOI. Sterile. / CtepuibHo.
Packaging / Ynakoska 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-
IlepBuuHas ynakoBka point-cut at the top of the ampule. /
ITo 2 mn pacTBopuTens (Boja s uHbekLwit) B | [lepBruHas yrakoska
amnyny u3 GecusetHoro crexna, tun I. Ha | ITo 2 mn pactopurens (Boma mis
BEPXHEHl 4YaCTM aMIylbl HAHECEHAa TOYKA | MHBEKLUMH) B aMmmyly — u3
pasjioMa OpaHXeBOTO I[BETA. 6ecuserHoro crewia, tan 1. Ha
BEPXHEH 4YacTWU aMIlyjibl HaHeceHa
TOYKA pa3jioMa OPaHXEBOTO I[BETA.
Shelf-life / Cpok roanocTn 5 years. /5 ner.
Assessment: / 3akjtoueHue: The batch complies with the specifications according to ND JIC-000295-040325. /

Cepust cooTBeTCTBYET TpeOOBaHHsIM HOPMATHBHOIO MoKyMenTa JIC-000295-040325.
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Name Mittal Patel Deepak Sonar Ramakant Dash
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ : Water for injections (solvent) /
HaunmenoBanue npenapara Bona nuis unbexkumii (pacTBopHTEIBL)
Batch no. / Homep cepun . BIE23015

Amount of product per batch / Pazmep : 205.0L

cepuH

Date of Control / laTa ananu3za :29/04/2025

Manufacturing date / Jata npoussoacrsa  :  09/2023

Expiry date /[lata oxonuauus cpoka ;082028

TFOAHOCTH

| Water for injections (solvent) / Boxa nas HHBbEKUHIi (PacTBOPHTED)

TESTS / IOKA3ATEJHA SPECIFICATIONS / HOPMBI RESULTS / PE3Y.JIbTATEI
Description /Onucanne Clear, colourless liquid without odor. / Clear, colourless liquid without
Ilpo3paunas GecuseTHas xuIKOCTS Ge3 odor. / TIlpo3paunas GecuBeTHas
3araxa. XKHMIKOCTh Oe3 3amaxa.

Particulate matter / Mexannueckne BKIIOYeHHsI

Visible particles / According to requirements. / B cooteTcTBHH C Complies / CooTBeTcTBYeT
Buoumvere vacmuyu: TpeOGOBaHUAMH .
Sub visible particles /
Heguoumvre vacmuyw
210 pm particles / Not more than 6000 particles per ampoule; / 1149.07 particles per ampoule; /
HacTuL pasmepom > 10 mMkm | He Gonee 6000 na ammyiy; He Gonee 1149.07 na ammyny;
>25 pum particles / Not more than 600 particles per ampoule. / 89.60 particles per ampoule. /
HacTul pasmepoM > 25 Mkm | He Gonee 600 Ha ammyay. He Gonee 89.60 Ha ammyy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
KuaiorHocTs M mies1o4HOCTH Hcnbityemplit oGpaser; 0/mKeH BBIIEPKUBATD
HCIbITaHHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTsercTByeT
BoccranaBausaromme Hcnbiryemblit o6pasew AokeH BbIIEPKHBATD
BellecTBa UCIIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CoorBercTByer
Yriepona IMOKCHA / He nomxHO GbITh TOMYTHEHHUS B TeYeHUE
1 yaca.
Chlorides/ Xaopuan1 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,
HuTpaThbl M HUTPHUTRI He 6onee 0,00002 % (0,2 ppm). Menee 0,00002 % (0,2 ppm).
Sulphates / Cyabgarsi No turbidity should occur within not less than Complies / CootBercTByeT

1 h./ B Teyenue He MeHee 1 yaca He [OIKHO
HalOMIoaThCs IOMYTHEHHE.

Ammonium / AMMoHHii Not more than 0.6 ppm. / He 6oee 0,6 ppm. Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATDI

Calcium and magnesium /
Kanbumii u marumii

Pure blue color should be observed (without a
violet hue). / Tomkno Habmonatscs 4UCTO
CHHee okpalnBaHue (6e3 huonerosoro
OTTEHKa).

Complies / Cootsercrayer

Heavy metals/ Tsixenpre
MeTaJIbI

Not more than 0.00001 % (0.1 ppm). /
He 6onee 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 6onee 0,004 %.

0.003 %/ 0.003%

Conductivity / Not more than 25 pS/cm. / 10.44 pS/cm. /
DJIEKTPONPOBOAHOCTL He 6onee 25 MxCm/cm. 10.44 mxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.1mL/
H3Baexaemblii 06bem He menee HomuHanbHOrO (He meHee 2 mi). 2.1 Mn

Bacterial endotoxins /
Bakrepuanbhbie 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/mn Boner ais
UHBEKLHIA.

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

Sterility / Crepuabnocts

Should be sterile. / Jonxna Gorrs CTEPUITBHOIA.

Sterile. / CtepuibHo.

Packaging / Ynaxoska

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. /
IlepBuynas ynakoska

Io 2 mn pacreopurens (sona mns HHBEKLHUI) B
aMITylly u3 OecLBETHOro crexia, tTun I. Ha
BEPXHEH 4YacTH aMIynbl HaHeceHa Touka
pasjioMa OpaHKeBOro IBeTa.

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. /
lepBuynas ynakoska

ITo 2 mMn pactBopuTens (Boma mns
UHBEKLUI) B amITymy u3
6ecuBeTHOrO crekna, tam I. Ha
BEPXHEHl 4acTH aMyssl HaHeceHa
TOYKa pa3iioMa OpaHKeBOro L{BETA.

‘jhelf-life / Cpok rognoctH

5 years. / 5 ner.

Assessment: / 3akoueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepus cootsercTsyer TPeGOBaHUIM HOPMATHBHOIO nokymenra JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name

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

Puality Control
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