BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HaunmenoBanue npemnapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepuu

Date of Control / lata ananusa

Manufacturing date / lata
NPOH3BOACTBA

Expiry date /{aTa okoHuanus
'cpoxa rOXHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJ®, anopuausar aas NPUrOTOBJIEHHS] PACTBOPA JJIsl

HHbEeKUHUii, 20 mr
BIE23012C

210.0 L

30/04/2025
09/2023

08/2026

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATHI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunuznposanHbIit HOPOLIOK
XKEITOr0 C 3eJICHOBAaThHIM OTTEHKOM
L[BeTa.

Yellow  with  greenish tint
lyophilized powder. /

JInodunuzupoBaHHsIit MOPOLLOK
JKEJITOTO C 3€JIEHOBATHLIM OTTEHKOM
LBeTa.

Identification / llopiunnocTs

Tenoxicam by HPLC /
Tenoxcuxkam (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 YAEPKUBAHUA nuka | Bpems yAEpPAKUBAHHUS nuKa
TCHOKCMKaMa ~ Ha  XpOMaTOrpaMMe | TECHOKCHKaMa Ha XpOMaTorpaMme
UCIIBITYEMOr o pacTBopa JOJDKHO | UCTIBITYEMOTO pacTBopa
COOTBETCTBOBATh BPEMEHHU | COOTBETCTBYET BpEMEHHU
YACPXKUBAHUS IIMKAa TEHOKCHMKaMa Ha | yOep)KHBAHMS MUKA TEHOKCHKAMA Ha
XpoMaTorpaMmme CTaHIApTHOTO | XpOMaTorpamme CTaHIapTHOTO
pactBopa (cm. «PoncTBeHHbIe | pacTBopa.

NPUMECH», ONpENeSeHHe €IUHUYHBIX

npuMecei ¥ CyMMBI  npuMeceii

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

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Tenokcuxam (Y-
cnexkmpoghomomempuyeckuii)

TESTS / IOKA3ATEJIU 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

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-cniektp nornoiueHus HCIIBITYEMOro
pacTtBopa, TIPUTOTOBJIEHHOT O IS
KOJIMYECTBEHHOTO  ONpENENeHHsA, B
obnactu or 230 HM 10 400 HM JOJIXKEH
HUMETh MaKCHMyMbl NpPU [JIMHAX BOJH
257 £ 2 HM, 285 + 2 HM u 368 + 2 HM
(cM.  «Konuuecrsennoe oIpeaeeHue
TEHOKCHKaMay).

the range from 230 nm to 400 nm
have maxima at wavelengths of
257.27 nm, 285.72 nm and 368.49
nm. /

YO-cnektp TMOIJIOLICHUSI
UCIIBITYEMOTO pacTBopa,
NPHUrOTOBJIEHHOIO st

KOJIMYECTBEHHOIO OMNpENENeHus, B
obmactu or 230HM 10 400 HM
HUMEET MaKCUMYMBI TpU IJIMHAX
BOJIH 25727 HM, 285.72HM wu
368.49 um .

Sodium metabisulfite (HPLC) /
Hampua memaducyropum
(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 ynepkuBanus nwmka Hatpus

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 ynepxusanus nuka Harpus

Bpemsi pactBopenns

MeTabuCynbuta Ha XpomaTorpamme MeTabucynsdura Ha
UCIILITYeMOro  pacTBOpa  JIOJDKHO | XpOMAaTorpamme UCIBITYEMOro
COOTBETCTBOBAaTh BPEMCHH | paCTBOpa COOTBETCTBYET BPEMEHH
YAEPKUBAHHS i HaTpus | yIepsKUBaHUs TMHKa HaTpHs
Metabucynbdura Ha XpoMaTorpamme Merabucynbdura Ha
CTaHAAPTHOIO pacTBopa (cM. | xpomarorpamme CTaHAAPTHOTO
«KonnuecTseHHoe onpenenenue Hatpus pacTBopa.

MeTabucynbhuTan).

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

60 cexyHn.

Appearance of Reconstituted
solution /

OnucaHHe BOCCTAHOBJIEHHOIO
pacTBopa

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

Ilpenapatr  pomken  pactBopsTbcs
HOJTHOCTBIO c OTCYTCTBHEM
HEPACTBOPEHHBIX YacTHull, 6€3 BUIUMBIX
MEXaHMYeCKHX BKIOYeHHUi. O6pasyercs
NIpO3payHbIi 3€JIEHOBATO-KENTOrO LBETA
pacTBop.

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

Ilpenapar pacrBopsiercs nmonHocThi0
C OTCYTCTBHEM HEPaCTBOPEHHbIX

YaCTHII, 6e3 BUIAMMBIX
MEXaHHUYECKHUX BKJIFOYEHHIA.
O6pazyerca [IPO3pavHBIi
3€JIEHOBATO-XKEJITOTrO 1BeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

[ CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TESTS / TOKA3ATEJIA
Solution clarity* /
ITpospauHocTsb pacTBopa*

SPECIFICATIONS / HOPMBI
The product solution should be clear. /

RESULTS / PE3YJIbTATBI
The solution is clear. /

PactBop mpenapata momken 6wt

NpPO3payvHEIM.

PactBop npo3paunsiii.

Solution Color* /
IiBeTHOCTL pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY,. / Crenenp OKpacKku
pacTBOopa  mpemapara He  [OJIKHA
NpeBBIIATH 3TaIoH GY].

pH* 7.5 10 10.0./ Ot 7,5 10 10,0.

Complies. / Cootsercrayer.

9.077/9.077

Particulate matter* / MexaHH4ecKkHe BKIIOYeHHsT*

Visible particles /
Buoumwvie wvacmuywr

According to requirements. / B

Complies / CootsercrByer
COOTBETCTBMH C TpeGOBaHUAMHU

V' Subvisible particles /
Hesuoumeie yacmuyw

YacTuw pasmepom > 25 Mkm

He 6onee 600 na ¢nakon.

210 pm particles/ Not more than 6000/vial; / 72.40/ vial
Yacrui pasmepom > 10 mxm He 6onee 6000 Ha dnakon; 2.53 / dnakon
>25 pm particles/ Not more than 600/vial. / 72.40/ vial

2.53 / dnakon

Related substances / PoacrBennbie npHMecu

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

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

Below LOQ (LOQ = 0.0%) / Husxe
npeziena KOJIUYECTBEHHOTO
onpenenenus (ITKO = 0.0 %)

Below LOQ (LOQ = 0.0%) / Huxe
npeJiesna KOJIMYeCTBEHHOro
onpenenenus (IKO = 0.0 %)

2-aminopyridine /
2-aMUHOTIHPHAUH

Individual unidentified impurity / Not more than 0.5 %; / He 6onee 0,5 %;
Enunnynas

HEHUICHTHYHUIMPOBAHHAS PUMEChH

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

| Cymma npumeceit

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

Uniformity of dosage units* /

OnnopoanocTs A03upoBanus*
9.68/9.68

ITokasarens  npuemnemoctu (AV)

noykeH ObITh He Gonee 15,0,

1.66%/1.66 %

Water* / Boga*

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

Bacterial endotoxins* /
bakTepHaibHbIe 3JHA0TOKCHHBI*

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

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

Sterility* /CrepuabHocTh*

Should be sterile. / Jomken 6bITh

Sterile / Crepunen

CTEPUJIbHBIM.

Assay / KoanuecrBennoe onpesedenue
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

TESTS / TIOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATBI
Tenoxicam / Tenoxcukam 90.0% to 110.0% of Ci3H11N304S;
(tenoxicam) of label claim. / Ot 90,0 %
bi0s) 110,0 % Ci3H11N304S; 104.0% / 104.0 %
(TeHOKCHKAaM)  OT  HOMMHAIBHOIO
COAEpXKaHMS.
Sodium metabisulfite / 85.0% to 110.0% of Sodium
' Hampus memaoucynsgpum metabisulfite of the label claim. / Or
85,0 % o 110,0 % HaTpus 96.83 %/ 96.83 %
MeTabucynbpura OT  HOMHHAIBHOIO
COZlepKaHMSI.
Package / YnakoBka Primary package Primary package

20 mg of the tenoxicam in a colorless | 20 mg of the tenoxicam in a
glass vial type 1 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 ynakoska IlepBuynas ynakoska

Mo 20 Mr TeHokcukama Bo $nakon u3 | IMo 20 Mr TeHokcHKama Bo ¢dnaxon
6ecuBeTHOrO CTeK1a TUI I, | 3 GecusetHoro crekna Tum I

YKYNOpPEHHBIH poOKoii U3 | YKyNOpPEHHBIii npo6Koii u3

OpoMOYTHIOBOH  pe3uHbl,  0GKaTOl GpoMOyTHIIOBOI pe3suHbl, 06%aToil

ATIOMUHHEBBIM KOJIITaYKOM C | AIIOMHHHMEBBIM  KOJMAYKOM ¢

KOHTPONIEM ~ NEPBOr0  BCKPBITHA U | KOHTpOJeM NIEPBOTO  BCKPBITUA U
! TUIACTHKOBBIM JUCKOM TMOBEPX | IUIACTHKOBBIM  JMCKOM  MOBEpX

ATFOMHUHHEBOrO KOJIMAyKa. ITIOMHUHUEBOTrO KOJINAayKa.
Shelf-life/ Cpok rognoctu 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. / * IIpumeyanue. AHanutiyeckue MeTomuky o ['D PO neiictByromero usnanus npumensirorcs ms KOHTpOJIS
Ka4uecTsa mpenapara Ha Teppuropud Poccuiickoii ®enepauuu. Jist BBIMyCKaroLwero KOHTpons kayecTa Ha
TIpOM3BOACTBE NMPOM3BOAMTEb HCTIONB3YET METOAMKH 1o EBponeiickoii dapmaxornee AeHCTBYIOIEro U3IaHus.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

KIT / KOMILJIEKT
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Kit package / VYmnakoska | Secondary package Option for 3 vial + 3 ampoule

KOMILJIEKTa

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack.

5 vials with the medical product and 5
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack.

Bropuunas ynakoBka

Ilo 3 ¢nakona c¢ mnpenmapatom u 3
aMITyJIbl C PaCTBOPHTENIEM MOMEILAIOT B
KacceTy U3 MONMBHHWIXJIOpUAa. |
KacCeTy BMECT€ C MHCTPYKUMEH Mo
NPUMEHCHUIO  TMOMEINAIOT B Mayky

KapTOHHY1O.

ITo 5 ¢nakoHoB ¢ mnpemapatom u 5
aMIyJl C pacTBOPUTENEM MOMEINAIOT B
KacceTy W3 NONMBUHWIXJIOpMa. |
KacCeTy BMECTE C MHCTPYKLMEH To
NPUMEHEHHIO MOMEWAIOT B  MAYKy

KapTOHHYIO.

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

BropuyHas ynakoska

ITo 3 ¢nakona ¢ npenmapatoMm u 3
aMmyJsbl ¢ pacTBOPHUTESIEM MOMEILAIOT B
KacCcety U3 NONMBHHWIXJIOpHAA. |
KacCceTy BMECTE C HHCTPYKLMell 1o
NPUMEHEHHIO  MOMEWIAT B MaykKy
KapTOHHYIO.

Option for 5 vials + 5 ampoules

Secondary package

5 vials with the medical product and 5
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

BropuuHas ynakoBka

ITo 5 ¢nakoHoB ¢ mnpemapatom u 5
ammys ¢ pacTBOPHUTENIEM IOMEIIAIOT B
KacceTy W3 MNonMBUHWIXJIOpUAa. |
KacceTy BMECTE€ C HHCTPYKLHMEH 110
NPUMEHEHHIO  TIOMEIAIOT B  MaykKy

KapTOHHYIO.

Labeling/ Mapkupobka

According to the ND. / B cooTBercTBun
C HOPMAaTUBHOI JOKyMEHTAaLHei.

Complies as prescribed / CooTsetcTByer
TpebOoBaHUAM
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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:
XpaHeHHe KoMIIeKTa

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

s ynakosku 1o 3 ¢nakona ¢ NPENapaToM ¥ 3 aMiyJbl ¢ pACTBOPUTENIEM B
Kaccere:

B opurunansHoii ynakoske (¢pnaxons! ¢ npenaparom u aMIIyJIbl C PaCTBOPUTETIEM B
TavKe) Npu Temnepatype He Bbime 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 ynakoBku o 5 dhnakoHoB C MPEnapaToM U 5 aMItyjl ¢ pacTBOPHUTENEM B
Kaccere:

B opurunanshoii ynakoske (¢naxoHs! ¢ npenaparom u aMIyJibl C paCTBOPHUTEIEM B
nayKe) Npu TeMrepatype He Bbime 25 °C.

Kit shelf life / 3 years.
CpoK rogHocTH KoMmieKTa

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

3 roxa.

CpOK FOOHOCTH KOMILUIEKTa OnpeaenaeTcs CPOKOM IrOOHOCTH JIEKapCTBEHHOI' O
npenapara aJjist MEOULIMHCKOTO IIPUMCHEHHUS.

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-040325, /
! Cepus cootserctByer TpeGoBanusm HOpMaTuUBHOro nokymenra JIC-000295-040325.

Administrative Office : “Engineering Centre”, 3rd Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560  Fax : +91 22 4056 0555 » Email : support@bdrpharma.com « www.bdrpharma.com 6/7
Registered Office : 407/408, Sharda Chambers, New Marine Lines, Mumbai - 400020, INDIA.

Works/Plant : BDR Pharmaceuticals International Pvt. Ltd, 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. Post Tajpura Village Vanseti, Taluka Halol, District Panchmahal, Guijarat - 389350.
Tel. : 02676 - 230220
CIN No.: U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

Tenoxicam / TeHOkcuKkaM

Homep cepuu cyGeTtanuuun npoussoaurens I'JID:

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

API Manufactured by & country /
ITpounssoautens ADC, crpana:

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

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanmue, agpec, JUUEH3Hs AJIsI
IIpousBoacTBeHHas miomanka / Ilnomanka
KOHTpoJIs1 KavyecTsa / Ilomaaka 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 MHTEPHEULLIEHEJ
IIBT. JITA., Uugus
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 JlepeBns, [10-Tamxnypa, Tanyka - Xanon,
okpyr Ilanumaxan — 389 350Uuaus (uueHsus Ne
G/28/1828)

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Vijay Vyas Ramakant Dash
Designation Executive Manager Manager
Department Quality Control Quality Control Quality Control

Signature & Date

Py - —
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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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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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