BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUGOUKAT AHAJIN3A

Name of Product/
HaumenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepuu

Date of Control / lata ananusa

Manufacturing date / {ata
MPOH3BOACTBA

Expiry date /JaTa okoHuanus
CPOKa rOJHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEN®, auopuausar nas NIPUrOTOBJIEHHS] PACTBOPA IJISl

HHBbeKUMi, 20 Mr
BI250144A

210.0 L

10/07/2025
06/2025

05/2028

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATHI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInounuzuposaHHsIit IIOPOIIOK
XKEITOT0 C 3€JIEHOBAaTBHIM  OTTEHKOM
LBeTA.

Yellow lyophilized powder. /

JInodpunusuposanuslii  mopowrok
HKEJITOr0 C 3eJIE€HOBAThIM OTTEHKOM
IBeTa.

Identification / HomiuunOCTH

Tenoxicam by HPLC /
Tenokcuxkam (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)). /
Bpewms

YAEpKUBAHHA MHKa

The retention time of tenoxicam
peak in the test solution
chromatogram is correspond to the
retention time of tenoxicam peak in
the standard solution chromatogram/

Bpewms YAEpP>KUBaHUS NHKa
TCHOKCHMKAaMa  Ha  XpOMaTorpamme

TEHOKCHKaMa Ha XpoMarorpamme
HCIIBITYEMOTO pacTBopa JIOJDKHO

HCIBITYEMOTO pacTBopa
COOTBETCTBOBATH BpEMEHHU

COOTBETCTBYET BpeMEHU
YOEpKUBAHUS IIMKA TEHOKCHKaMa Ha

YACPKUBaHHUs NMUKa TEHOKCHKaMa Ha
XpoMarorpamme CTaHJApTHOTO
p B i Xpomarorpamme CTaHIapTHOIO
pacTtBopa (oM. «PoncrBennrle pacTBopa
IIPUMECH», OINpENENeHUEe EOUHUYHBIX '
npuMeceii ¥ CyMMBI  npuMecei
(254 HMm)).
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BDR PHARMACEUTICALS IN TERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Tenoxcuxam (Y-
cnexkmpoghomomempu ueckuii)

TESTS / TIOKA3ATEJIHN SPECIFICATIONS / HOPMBI RESULTS / PE3YJBbTATBI
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
have maxima at wavelengths of 257 + 2
nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). /

Y®-criexktp morsnomenus HCIBITYEMOTO
pacTBopa, TIPUTOTOBJIEHHOTO IS
KOJIMYECTBEHHOr0  ompexeneHus, B
obnactu ot 230 umM 10 400 HM JOJKEH
HUMETb MaKCUMyMBI INpU JUIHHAX BOJIH
257 £ 21um, 285 + 2 HM u 368 + 2 um
(cM.  «KomuuectseHHOE onpeneneHue
TCHOKCHKaMay).

the range from 230 nm to 400 nm
have maxima at wavelengths of
257.62 nm, 285.57 nm and 368.54
nm. /

Y®-criektp TOTJIOIIEHHS
HCTIBITYEMOTo pacTBopa,
NIPUTOTOBJIEHHOIO JUISt

KOJIMYECTBEHHOTO  ONpe/eneHus, B
obmactu or 230 Hm 1o 400 am
HMEET MaKCUMyMbl IIpU [UIMHAX
BONIH 257.62 M, 285.57HM wu
368.54 um .

Sodium metabisulfite (HPLC)/
Hampus Memaoducynvghum

The retention time of Sodium
metabisulfite peak obtained in the

The retention time of Sodium
metabisulfite peak obtained in the

Bpewmsi pactBopenus

(B3KX) 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. /

Bpems  ynepxmBanus rmuka Hatpus | Bpemsa ymepxuBanus muka HaTpus
MeTabucynsdura Ha XpoMarorpamMme | Metabucynbpura Ha
HCIBITYEMOTro pacTBopa AOJDKHO | XpoMarorpamme HCITBITYEMOTO
COOTBETCTBOBAThH BPEMEHH | pacTBOpa COOTBETCTBYET BpeMeHH
YAEP)KUBAHUS MUKa HaTpHs | yAep)KUBAHHS nHKa HaTpus
MeTabucynbdura Ha XpoMatorpamMme | metabucyibdura Ha
CTaHIapPTHOro pacTBopa (cM. | xpomarorpamme CTaHIAPTHOTO
«KonuuectseHHoe onpenenenie HaTpus | pacTBopa.

Merabucynbduray).

Dissolving time / Not more than 60 seconds. / He Oonee

60 cexynp.

35 sec/35 cek

Appearance of Reconstituted
solution /

Onucanne BoccTaHoBeHHOTO
pacTBopa

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

[lpemapar  pomxken PacTBOPATHCS
HIOJTHOCTBIO c OTCYTCTBHEM
HEPacTBOPEHHBIX YacTHL, 63 BHIUMbIX
MEXaHHIECKUX BKIIOYeHnH. O6pasyercs
TIpO3PaYHbIii 3eJIEHOBATO-KENTOro [BETA
pacTBop.

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

Ipenapar pacreopsercs nonHocTsIo
C OTCYICTBHEM HEpPACTBOPEHHBIX

YacTHII, 6e3 BUIUMBIX
MEXaHUYECKUX BKJTFOYEHHI.
O6pazyercs NPO3payuHbIif
3€JIEHOBATO-)XENITOr0 1BeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

TESTS / TIOKA3ATEJU

SPECIFICATIONS / HOPMBbI

RESULTS / PE3YJIbTATHI

Solution clarity* /
Ipo3paynocrs pacTBopa*

The product solution should be clear. /

Pacteop mpenapata nomken  6wrre
[PO3payHEIM.

The solution is clear. /

PactBop npospaunbiii.

Solution Color* /
IBeTHOCTB pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / Crenens OKpacKu
pacTBopa  mpemapata He  OMKHA
NpeBbIIIATh 3TanoH GY].

Complies. / Cootsercryer.

pH*

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

9.268/9.268

Particulate matter* / MexaHu4eckHe BKIIOYeHHs*

Visible particles /
Buoumere uacmuyup:

Subvisible particles /
Hesuoumvre yacmuyu:

>10 pm particles/
Yacrurg paszmepom > 10 MM

>25 pm particles/
Hactu pazsmepom > 25 Mkm

According to  requirements. /
COOTBETCTBUH C TPEOOBAHUAMU

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

Not more than 600/vial. /
He 6onee 600 na ¢nakon.

Complies / CootsercrByer

192.27/ vial
192.27 / pnakon

1.47/ vial
1.47 / pnakon

Related substances / Poacreennbie

NpUMecH

2-aminopyridine /
2-aMHHoann)mH

Not more than 0.25 %; / He 60s1ee
0,25 %;

0.00% /0.00%

Individual unidentified impurity /
Envnundnas
HEUICHTHGUIIPOBAHHAS PUMECh

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

Below BDL (BDL= 0.02 %) / Huxe
nopora peructpauuu (ITP =0.02 %)

Total impurities /

Cymma npumeceii Not more than 1.0 %. / He Gonee 1,0 %. 0.00% /0.00%
Uniformity of dosage units* / The Acceptance value (AV) should be
Onuopoanocts no3upoBanuns* not more than 15.0. /
3.17/3.17
[Tokazarens  nmpuemmemoctn (AV)
JOJIKEH ObITh He Gonee 15,0.
Water* / Boga* Not more than 3.0 %. / He 6osiee 3,0 %. 0.76 %/ 0.76 %

Bacterial endotoxins* /
BakTepuanbHble 3HA0TOKCHHBI*

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 EQ/Mr teHokcHkama,

Less than 1 EU/mg /
Menee 1 EB/ mr

Sterility* /Crepuabnocts*

Should be sterile. / Jomken 6brTo
CTEPHJIbHEIM.

Sterile / Ctepunen
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

COAEpKAHMUI.

TESTS / IOKA3ATEJHA SPECIFICATIONS / HOPMBbI | RESULTS/PE3YJbTATbHI
Assay / KonnuecTBenHoe onpeneenne

Tenoxicam / Tenoxkcukam 90.0% to 110.0% of Ci3H;N30,S,
(tenoxicam) of label claim. / Ot 90,0 %
o 110,0 % Ci13H11N304S, 99.9%/99.9 %
(TeHOKCHKaM) oT HOMMHAIBHOIO
COIEpIKaHHsI.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampusa memabucyrspum metabisulfite of the label claim. / Or
85,0 % o 110,0 % HaTpus 104.2 % 104.2 %
MeTabucyabhuTa OT HOMHHAJIBLHOIO

Package / YnakoBka

Primary package

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /

IlepBuyHas ynakoBka
[To 20 Mr TeHOkCHKaMa BO (IakoH W3

GecLBETHOrO CTeKJ1a TUI I
YKYTIIOpPEHHBIi poOKoit u3
OpoMOYTHIIOBOI  pe3suHBI,  0OXKaToi
aIIOMUHHUEBBIM KOJIIAYKOM c
KOHTPOJIEM  IIEpBOTO  BCKPBITHUA U
TUIACTHKOBBIM JCKOM HOBEpX

AJTFOMUHHUEBOI'0 KOJIMNAayKa.

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. /

IlepBuuyHas ynakoBka

ITo 20 mr TeHokcHkama BO (akoH
U3 OecUBETHOro crekna Tum |,
YKYTIOPEHHBIi npoOKoi u3
OpoMOYTHIIOBOIM pPE3MHBI, 06XATOM
ATOMMHUEBBIM  KOJIIIAYKOM  C
KOHTPOJIEM TIEPBOTO BCKDPBITHA U
TIACTUKOBBIM  JTUCKOM  MOBEPX
AIFOMHHHEBOTO KOJINAYKa.

Shelf-life/ Cpok roagnoctn

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. Ananuruaeckue Metomuku o 'O PO AEACTBYIOIIEro M3NaHHs IIPUMEHSIOTCS U KOHTPOJIs
kadecTsa mnpernapata Ha TeppuTopuu Poccuiickolt @enepauuu. JIis BBIIYCKAKOLIEro KOHTpOJIsI KayecTBa Ha
TIpOM3BOACTBEE MPOU3BOAMTEIE HCTIONB3YET METOAMKH N0 EBponeiickoit Gapmakoree NEHCTBYOLIETO H3IAHH.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

KIT / KOMILJIEKT
TESTS / NIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Kit package / Ymnaxoska | Secondary package Option for 3 vial + 3 ampoule
SIS 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. /
. . . BropuuHas ynakoBka
ampoules with the solvent in a polyvinyl o 3 3
chloride cassette. 1 cassette with the | digioma © mpenaparom B
patient information leaflet in a carton S LR CpHTCUICH IOMEBIAIT B
pack. kaccery M3 NONMBUHIIXIOPHAR. 1
KacceTy BMECTe C HWHCTPYKLHEH II0
BropuyHas ynakoBka NPUMEHEHUIO [OMELIAl0T B  MayKy
KapTOHHYIO.
Ilo 3 ¢makoHa ¢ mpemapatoM u 3 0 ; ion fz}rOS vigls b 5.arinonles
aMIIyJbl C PaCTBOPHUTEJIEM MOMEIAIOT B
Kaccetry U3 noJuBMHWIXJopuaa. 1 | Secondary package
KacceTy BMECTe C MHCTpyKuued mo | 5 vials with the medical product and 5
NPUMEHEHUIO MOMEINAlT B Mavky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
[lo 5 ¢nakonoB ¢ mpemapatom u 5 | pack./
amImys C pacTBOpUTENIEM IOMEIIAlT B | BropuyHas ymakoBKa
kaccery U3 nojuBuHWIXJopuaa. 1 [ Tlo 5 ¢makoHOB ¢ mpemapatoM u 5
KacceTy BMeCTE€ C HHCTPYKLMEH II0 | aMIyJ C pacTBOPHTENIEM IOMEILAIOT B
MPUMEHEHUIO TMOMEUIAl0T B Ta4Ky | KacceTy W3 MOJUBHHWIXJIOpHAa. 1
KapTOHHYIO. KacceTy BMECTe C HHCTPYyKLHEW To
NIPUMEHEHHUIO TOMEI[AI0T B  MAukKy
KapTOHHYIO.
Labeling/ MapkupoBka According to the ND. /B cootBerctBun | Complies as prescribed / CooTBeTcTBYET
C HOPMAaTHUBHOM JOKYMEHTALUEH. TpeGOoBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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 ynakoBk# 10 3 dtakoHa ¢ IpenapaToM U 3 aMImyJibl ¢ PACTBOPUTENEM B
KacceTe:

B opurunanbHol ynakoske ((pakoHsI ¢ IpenapaToM 1 aMITyJibl ¢ pPaCTBOPUTEIIEM B
nayke) Ipu Temreparype He e 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 yniakoBKH 110 5 (h1aKOHOB ¢ IpenapaToM U S aMIyJl ¢ paCTBOPUTENEM B
Kaccere:

B opurunanbHoit ynakoske ((pakoHbI ¢ IIPENapaToM ¥ aMITyJibl ¢ paCTBOPHUTENEM B
Nayke) MNpU TeMIeparype He Boiule 25 °C.

Kit shelf life / 3 years.
CpoK roiHOCTH KOMILIEKTA

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

3 ropa.

CpOK FOAHOCTH KOMIUIEKTA ONPEAEACTCA CPOKOM I'OJJHOCTH JISKapCTBEHHOI'O
npenapara it MEAUUUHCKOIO MpUMEHEHMS.

Assessment: / 3axmouenue:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepus cooTBeTCTBYET TPeGOBAaHHSM HOPMATUBHOIO noKymeHTa JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJIM3A

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

Tenoxicam / TeHOkcHKaM

Howmep cepuu cyoctaniun npouspoautess I'JID:

API manufacturer batch number / 92044624
Homep cepuu npounsBoautessi ADC:
FP Manufacturer API Batch number / B250000663

API Manufactured by & country /
IIpousBoantear ADPC, crpana:

Edmond Pharma S.r.1., Italy /
Onmong ®apma C.p.i., Utanus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHue, aapec, JTHIEH3Hs JJIS
IIpousBoacTBeHHas miomaaka / [lnomanka
KOHTpOJIs KauecTBa / [Inomaaka Beimycka

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 UHTEPHEUIIEHEJ
[IBT. JITH., Uaaus
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, 9T -
Banneru [epesns, [10-Tamxnypa, Tanyka - Xanod,
okpyr ITanumaxan — 389 350Muaus (muueH3us Ne

G/28/1828)
PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Sandeep Kumar Mishra Mitesh Baheti
Designation Executive Manager Sr. Manager
Department Q|ua|ity Control Quality Control Quality Control
Signature & Date #5 \O\g})aﬁ«-?f o1 02 12915 6%1'0 }0;)7,07,(
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ :  Water for injections (solvent) /
HaumenoBaHue npenapara Bona pas nnbexunii (pacTBopuTen)
Batch no. / Homep cepun : BI250131

Amount of product per batch / Pasmep : 2050L

cepHH

Date of Control / Iata ananusa 1 14/06/2025

Manufacturing date / lata npoussoactea : 05/2025

Expiry date /[IlaTa okoH4aHusi cpoka : 042030

TOAHOCTH

Water for injections (solvent) / Bona nist mHbekumii (pacTBOpHTEIb)

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Description /Onucanne Clear, colourless liquid without odor. / Clear, colourless liquid without
IMpo3pauHas GecuBeTHas KUAKOCTH 6e3 odor. / IlpospayHas OecuBeTHas
3amaxa. KHUAKOCTE Ge3 3amaxa.

Particulate matter / Mexanndeckue BKIIOYEHHUS

Visible particles / According to requirements. / B cooTBeTcTBHH C Complies / CooTBercTByeT
Buoumvle uvacmuyw TpeGOBaHUAMH .

Sub visible particles /
Heguoumvie yacmuywr

>10 pm particles / Not more than 6000 particles per ampoule; / 56.80 particles per ampoule; /
> : :
qacTuil pasmMepoM > 10 MM | He 6omnee 6000 Ha ammyy; He Gonee 56.80 na ammyny;
>25 pum particles / Not more than 600 particles per ampoule. / 0.40 particles per ampoule. /
4acTull pa3MepoM > 25 MkM | He 6onee 600 Ha ammyny. He Gonee 0.40 Ha ammyxy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYeT
KucsoTHocTb H me1049HOCTD Hcneityemslii o6pasew 1omkeH BbIIePKHBATh
HCTIBITaHHUE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYeT
BoccranaBanBawmue HcneiTyeMblii 00pazen JOMKeH BbIIAEPKHBATh
BellecTBa HCTIBITaHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCcTBYET
Yriaepoaa auokcua / He momkHO ObITh MOMYTHEHHUS B TEYECHHE
1 gaca.
Chlorides/ Xnopuabi 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). /
V)
HutpaTtbl H HUTPUTBI He 6onee 0,00002 % (0,2 ppm). Menee 0,00002 % (0,2 ppm).
Sulphates / Cyabdatsi No turbidity should occur within not less than Complies / CooTBeTcTBYeT

1 h. / B Teuenue He MeHee 1 yaca He JOIKHO
HaOII0IaThCs MOMYTHEHHE.,

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / TIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBbTATBI

Calcium and magnesium /
Kaapuwuiit 1 marumii

Pure blue color should be observed (without a
violet hue). / JIoykHO HaGMIOAATHCSA YUCTO
cuHee okpamuBanue (6e3 ¢puoseToBoro
OTTEHKa).

Complies / CooTBercTByeET

Heavy metals/ Tsazxkennie
MeTaJlIbl

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 6onee 0,004 %.

0.002 % / 0.002%

Conductivity / Not more than 25 pS/cm. / 12.87 puS/cm. /
DJIeKTPONPOBOAHOCTD He 6onee 25 mxCm/cm. 12.87 MxCmMm/cM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3Baexaemblii 00bem He Menee HoMHHaNIBHOTO (HE MEHee 2 M), 2.2 mn

Bacterial endotoxins /
BakrepuanabHbie 3JHA0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gosnee 0,25 EDQ/ma Boas! 1ist
WHBEKILHA.

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

Sterility / CtepuibHocTh

Should be sterile. / JlomkHa ObITh CTEPUIBLHOIA.

Sterile. / CtepunbHo.

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. /
IlepBuyHas ymakoBka

ITo 2 mn pacTBopuTens (Boaa Ui HHBEKLHI) B
amnyny u3 OecuserHoro crekia, tam I. Ha
BEpXHEH 4YacTH aMmyJbl HaHECeHa TOYKa
pazjioMa OpaHKeBOTO LIBETA.

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 M pactBoputens (Boma s
HUHBEKLHI) B amInyJry u3
OecuserHoro crexkna, tan 1. Ha
BEPXHEll 4YacTH aMmynbl HaHeceHa
TOYKa pa3jioMa OpPaH)XeBOro IIBETA.

Shelf-life / Cpok roanocTn

5 years. / 5 ner.

Assessment: / 3aKJitOYeHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBETCTBYET TpeGOBaHMAM HOpMaTHBHOrO NoKymeHTa JIC-000295-040325.

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

Department

Quality Control Quality Control

Quality‘ Control

Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HaumeHnoBanue npenapara Boaa nas unbexumii (pacTBOpHTEND)
Batch no. / Homep cepun BI250152
Amount of product per batch / Pa3mep 205.0 L
cepum
Date of Control / JaTa ananu3za 07/07/2025
Manufacturing date / lata npousBoxcrea 06/2025
Expiry date /Tata oxonuanus cpoka ;052030
TFOOHOCTH
Water for injections (solvent) / Boga aast unbexunii (pPacTBOpHTEIIB)
TESTS / IOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATBI

Description /Onucanue

Clear, colourless liquid without odor. /
INpo3paynas GecrBeTHAs KUAKOCTE 6€3
3amaxa.

Clear, colourless liquid without
odor. / TlIpospaunas GecrBeTHas
XKHIKOCTD Oe3 3amaxa.

Particulate matter / Mexannuyecku

€ BKJIIDYEeHHU A

Visible particles /
Buoumvie vacmuyw

According to requirements. / B cOOTBETCTBHH C
TpeOOBAHUIMU .

Complies / CooTBercTByer

Sub visible particles /
Hesuoumvie yacmuye

>10 pum particles /
YacTull pasMepoM > 10 MkM

>25 pm particles /
YaCTHUI pa3MEPOM > 25 MKM

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

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

170.67 particles per ampoule; /
He Gonee 170.63 Ha ammyay;
14.00 particles per ampoule. /

He Gonee 14.00 Ha ammyuny.

Acidity and alkalinity /
KuciorHocTh M mie104H0CTD

Test sample should pass the test. /
Hcnsiryemblit 06paser; Jo/okeH BLIIEPKUBATH
HCIIBITAHHE.

Complies / CooTBeTcTBYET

Reducing substances /
BoccranaBansarwuwue
BelllecTBa

Test sample should pass the test. /
HcneityeMsiii 06pazer; nomkex BBIIEPKUBATh
HUCIBITAHHUE.

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoaa auokcua

No turbidity should be observed within 1 hour.
/ He TOMKHO ObITh IOMYTHEHHS B TEUEHHE
1 yaca.

Complies / CooTBeTcTBYeT

Chlorides/ Xaopuani

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HutpaTbl M HUTPUTHI

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

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

Sulphates / Cyabdatnl

No turbidity should occur within not less than
1 h. / B TedeHue He MeHee 1 yaca He OJKHO
HabJI0NAThCsI IOMYTHEHHE.

Complies / CootBercTByeT

Ammonium / AMMoOHMIi

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

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / HOKA3ATEJHA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATEI

Calcium and magnesium /
Kanbuuii u maramii

Pure blue color should be observed (without a
violet hue). / JToymokno HaGMIODATECS YHCTO
cHHee okpamuBaHue (6e3 duoneroBoro
OTTEHKa).

Complies / CootsercTByeT

Heavy metals/ Tsixeanie
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 601ee 0,004 %.

0.002 % / 0.002%

Conductivity /
DJIeKTPONPOBOAHOCTH

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

15.21 pS/cm. /
15.21 mxCm/cM.

Extractable volume /
H3Baexaemblii 00bem

Not less than label claim (not less than 2 mL). /
He meHee HoMuHaNBHOTO (He MeHee 2 M)

2.2mL/
2.2 MI

Bacterial endotoxins /
BakrepuajibHbIe 3HI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mn Boas! st
UHBEKINMA.

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

Sterility / CTrepuasHocTb

Should be sterile. / JlomkHa 6BITH CTEpIIBHOIA.

Sterile. / CtepuibHo.

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. /
IlepBUYyHas ymiakoBKa

[To 2 mu1 pactBopuTens (Boxa Ayist MHBEKLUIA) B
aMmmyny w3 OecuBeTHoro crekna, tun 1. Ha
BEpXHEH 4YacTH aMIyJjbl HAHECEHA TOYKa
pasioMa OpaHXEeBOTO 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. /
IlepBuyHas ynakoBka

ITo 2 Mn pactBopurens (Boma mns
HMHBEKLHH) B amMITysry u3
OecuseTHoro crexna, tamn 1. Ha
BEpXHEH 4acTU aMITyJibl HaHeceHa
TOYKA Pa3oMa OpPaHKEBOTo L[BETA.

Shelf-life / Cpok roagnoctn

5 years. /5 ner.

Assessment: / 3akJifOueHHE:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cOOTBETCTBYET TPEGOBAHUAM HOPMATUBHOTO NoKyMeHTa JIC-000295-040325.

PREPARED BY REVIEWED BY

APPROVED BY

Name Mittal Patel Sandeep Kumar Mishra Ramakant Dash
Designation Executive Manager Manager
Department Qua}Iity Control Quality Control Quality Control

Signature & Date
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