BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumenoBanne npemnapara

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepunu

Date of Control / laTa ananusza

Manufacturing date / lata
MPOH3BOACTBA

Expiry date /[laTa oxon4yanus
CPOKa rOAHOCTH

TEXARED., lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPEJ®, auoduausar aas NPUroTOBJIEHUS PacTBOpa s

HHbEKUMH, 20 Mr
BI250094A

210.0 L

24/05/2025
04/2025

03/2028

TESTS / IOKA3ATEJIHA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATBI

Appearance / Onucanue

Yellow with greenish tint lyophilized
powder. /

JInodunuzuposanHslii MOPOLIOK
XKEJITOr0 C 3€NeHOBATbIM OTTEHKOM
LBeTA.

Yellow  with  greenish tint
lyophilized powder. /

JInodunuzuposanHblii MIOPOLIOK
XKEJITOr0 C 3€JIEHOBAThIM OTTEHKOM
BeTa.

Identification / IloanuuHOCTD

Tenoxicam by HPLC /
Tenokcuxam (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

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. /

nm)). /

Bpems YAEP)KUBAHUS nvka | Bpems . ymepxuBanus n1Ka
TCHOKCHKAaMa ~ Ha  XpOMaTorpamMMe | TEHOKCHKaMa Ha XpOMATOrpamMe
HCIBITYEMOIr0  * pacTBopa JOJKHO | MCHBITYEMOTo pacTtBopa
COOTBETCTBOBATh BPEMEHHU | COOTBETCTBYET BpEMEHHU
YACP)KUBAaHHA TNHKa TCHOKCMKAaMa Ha | yOep)KHBaHHA IMKA TEHOKCHKaMa Ha
XpoMaTorpamme CTaHAAPTHOrO | XpoMarorpamMme CTaHAAPTHOTO
pacTBOpa (cm. «PoacTeenHble | pacTBopa.

NIPUMECH», ONpeNEeIeHuEe eIMHUYHbIX

NpuMeceii W CyMMBI  mpuMmeceii

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Tenokcuxam (Y-
cnekmpogomomempuueckuii)

TESTS / TIOKA3ATEJHA SPECIFICATIONS / HOPMbBI 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

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). /

V®-criektp nornoueHus HCIIBITYEMOTro
pacTBopa, MIPUTOTOBJIEHHOTO s
KOJIMYECTBEHHOIO  OMpENENEHUs, B
obnact ot 230 HM 10 400 HM KOMKeH
HMETh MaKCHMyMbl TPH [UIMHAX BOJIH
257 £ 21um, 285 + 2 HM U 368 + 2 HM

the range from 230 nm to 400 nm
have maxima at wavelengths of
257.40 nm, 285.05 nm and 366.75
nm. /

VO-criextp MOTJIOLICHHUS
HCIBITYEMOro pacTBopa,
MPUTOTOBJIEHHOI'O ib)

KOJIMYECTBEHHOIO OMpENENECHUs, B
obnactu or 230HM g0 400 HM
MMEEeT MaKCHUMyMbl IIpH JUTHHAX

(BIKX)

(cM.  «KonuyecTBeHHOE onpenenenue | BonH 25740 uM, 285.05HM U
TEHOKCHKaMay). 366.75 um .
Sodium metabisulfite (HPLC) / The retention time of Sodium | The retention time of Sodium
Hampus memabucynvpum metabisulfite peak obtained in the | 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  ynepkuBaHus nuka Hatpus

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

Bpems ynepxusanus nuka marpus

Bpemst pacTBopenus

MeTabucynbdura Ha Xpomarorpamme MeTabucynbsdura Ha
UCIIBITYEMOro pacTBOpa  HOJDKHO | XpoMaTorpamme UCIBITYEMOTO
COOTBETCTBOBATh. BPEMCHHU | pacTBOpa COOTBETCTBYET BPEMEHH
YAEPXKUBaHHs MUKa HaTpus | yIepKuBaHUs NHKa HaTpusi
Merabucynbduta Ha XpomaTorpamme MeTabucynbdura Ha
CTaHAAPTHOIO pacTBopa (cM. | xpomarorpamme CTaHAAPTHOTO
«KomyecTBeHHOE ONpenesienne HaTpus pacTBopa.

MeTabuCynbhuTaY).

Dissolving time / Not more than 60 seconds. / He Gonee
. 34 sec/ 34cex

60 cexyHz.

Appearance of Reconstituted
solution /

Onmcanne BocCTaHOBJIEHHOO
pacTBopa

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

Ilpemapar  nomken  pactBopsTbes
TOJTHOCTBIO c OTCYTCTBUEM
HEPAaCTBOPEHHBIX YAaCTHL, 03 BUIAUMBIX
MEXaHHYECKHX BKJIKOYeHHUI. OGpasyercs
NIPO3pavHbIi 3€I€HOBATO-XKEJTOr0 LIBETA
pactsop.

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

IIpenapar pacTBopsieTcs MONHOCTHIO
C OTCYTCTBHEM HEpPAaCTBOPEHHbIX

YaCTHIJ, 6e3 BUJIMMBIX
MEXaHHYECKUX BKJIFOUEHHIA.
O6pasyercs NIpO3payHkbIif
3€JICHOBATO-XEJITOro LBeTa
pacTBop.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / NIOKA3ATEJIHX

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATEI

Solution clarity* /
IIpospaunocTts pacrBopa*

The product solution should be clear. /

PactBop mpendpara JomkeH 6bITh

NPO3PayHBIM.

The solution is clear. /

PacTBop npo3pauHsbiii.

Solution Color* /
IBeTHOCTH pacTBOpa*

The product solution should not be more
intensively colored than the reference
solution GY;. / Crenens okpacku
pacTBopa  mpemapara He  JOJDKHA
MPEeBLIIIATh 3TaIoH GY.

Complies. / CooTBeTcTBYye€T.

pH*

7.5 t0 10.0. /Ot 7,5 no 10,0.

8.961 / 8.961

Particulate matter* / MexaHu4yeckue BKJIIOYEHHsI*

Visible particles /
Buoumvie vacmuywr

Subvisible particles /
Hesuoumvie yacmuyu:

>10 pm particles/
Yacrun pazmepom > 10 MkM

>25 um particles/
Yactuw pazmepoM > 25 MKM

According to requirements. / B
COOTBETCTBUH C TPEOOBAHUAMU

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

Not more than 600/vial. /
He 6onee 600 Ha duakon.

Complies / CooTBercTByeT

41.20/ vial
41.20 / pnakon

1.07/ vial
1.07 / pnakon

Related substances / PoacTBeHHbIe

NpHMeCH

2-aminopyridine /
2-aMHHOMHPUAUH

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

Not detected / He o6HapyseHa

Individual unidentified impurity /
Enynnynas
HEHIEHTHOHLMPOBaHHAS IIPUMECH

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

0.02% /0.02%

Total impurities /
CymMma nmpumeceit

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

Below LOQ (LOQ = 0.0%) / Huxe
Npezena KOJIMYeCTBEHHOTO
omnpeaenenus (ITKO = 0.0 %)

Uniformity of dosage units* /
OnHopoaHOCTH A03HPOBAHMS*

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

7.39/7.39
[Nokasatens  npuemsiemoctu  (AV)
JoJDKeH ObITh He Gotee 15,0.
Water* / Boga* Not more than 3.0 %. / He 6onee 3,0 %. 0.83%7/0.83 %

Bacterial endotoxins* /
bakTepnanbHble 3HAOTOKCHHBI*

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/Mr TeHokcHkama.

Less than 1 EU/mg /
Menee 1 ED/ Mr

Sterility* /CtepuabHocT*

Should be sterile. / JlomxkeH OBITH
CTEPUJIbHBIM.

Sterile / Crepuien

Assay / Koin4ecTBeHHOE omnpeeJieHte
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TOKA3ATEJIHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

Tenoxicam / Tenokcuxam 90.0% to 110.0% of Ci3H;iN3O4S,
(tenoxicam) of label claim. / Or 90,0 %
o 110,0 % Ci3H11N304S; 100.5 %/ 100.5 %
(TeHOKCHKaM) OT  HOMHHAJILHOIO
COAEpKaHHUS.

Sodium metabisulfite / 85.0% to 110.0% of Sodium

Hampus memabucyrvpum metabisulfite of the label claim. / Or
85,0% 1o 110,0 % HaTpus 100.4 %/ 100.4 %
MeTabucynbdura OT  HOMUHAIBHOIO
CozlepIKaHus.

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. /

IepBuyHas ynakoBka IlepBuyHas ynakoBka

Ilo 20 mMr TeHokcukama Bo dnakon u3 | Ilo 20 mr TEHOKCHKaMa BO (JlakoH
OecLBETHOrO CTeKJIa THII I, | 13 OecuserHoro creknaa T I
YKYIOPEHHBIH poOKoit U3 | YKyNOpPEHHBIM npobkoii U3
OpoMOYTHIIOBOI  pe3MHBI,  06XaToii GpoMOYTHIIOBOM pe3uHbl, 06kaToit
ATIOMHHHEBBIM KOJINAa4KOM C | WIIOMHHMEBBIM  KOJIAYKOM  C
KOHTPOJIEM  TEpBOrO  BCKPBITHS M | KOHTPOJIEM MEPBOrO BCKPBITHS |
TUIACTUKOBBIM JUCKOM NOBEpX | MIAaCTUKOBBIM  JMCKOM  MOBEPX
AIOMMHHUEBOT0 KOJINAaYKa. TIOMMHUEBOTO KOJINAYKa.

Shelf-life/ Cpok ronnocrTu 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. / * Ilpumeyanue. AHanuTHYecKue MeToaukH mo I'® PO peiictByromero uznanus NPUMEHAOTCS 711 KOHTPOJIS
Kadecrsa mpenapara Ha Tepputopuu Poccuiickoit ®enepauyu. [l BbITYCKAKOLIEro KOHTpOJI KayecTBa Ha
TpOM3BOACTBE NPOM3BOAMTENb HCTIONb3YeT MeToAMKH 10 EBponeiickoii ®apmakonee NEHCTBYIOIIEro H3JaHu.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

KIT / KOMILIEKT
TESTS / TIOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI
Kit package / VYnaxoBka | Secondary package Option for 3 vial + 3 ampoule
fomieicTa 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 | P Bk
ampoules with the solvent in a polyvinyl Bropirinas ynaxoeka
chloride cassette. 1 cassette with the Mo 3 ¢naxona c mpemapatom n 3
patient information leaflet in a carton | 2Bl € PACTBOPUTENEM MOMEILAIOT B
pack, Kaccery u3 nonnsnmmxnopmf. 1
KacceTy BMECTE C HMHCTPYKLMEH 0
BropuyHas ynakoska TIPUMEHEHHIO  MOMEINAIT B  Ma4Ky
KapTOHHYIO.
T9i- haem © mpenap k- O;iion fg,xl*OS vials + 5 ampoules
aMIIyJibl C PacTBOPUTENIEM TIOMELIAIOT B
kKacceTy M3 noiauBMHWIXJIopuma. 1 | Secondary package
KacceTy BMeCTe€ C MHCTpyKuMed 1o | 5 vials with the medical product and 5
TIpUMCHEHHIO  TIOMEIIAT B Mauky | ampoules with the solvent in a polyvinyl
KapTOHHYIO. chloride cassette. 1 cassette with the
patient information leaflet in a carton
Ilo 5 ¢nakoHOB ¢ mpenapatoM u 5 pack. /
amIyj C pacTBOPUTENEM MOMEIIAOT B | Bropuunas yrmakoBka
KacceTy W3 monuBuHWIXNOpuaa. 1 |Ilo 5 ¢uakoHOB ¢ mpemapatom u 5
KacceTy BMECTC C MHCTPYKUMEH [0 | aMIyJl C pacTBOPMTENEM IOMELLAIOT B
TIPUMEHCHHUIO  MOMELMAKT B  MAyKy | KacCeTy M3 MOJMBUHWIXIOpUZa. |
KapTOHHYIO. Kkaccery BMecTe C HHCTPYKUMEH 110
NPUMEHEHHUIO  MOMEILAIT B MayKy
KapTOHHYIO.
Labeling/ Mapkuposka According to the ND. / B cootBerctsun | Complies as prescribed / CootsercTByer
C HOPMAaTHBHOM JOKyMEHTALIMEH. TpeboBaHUAM
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHeHue KOMILIeKTa

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

Jns ynakoBku no 3 duiakoHa ¢ NpenapaToM U 3 aMIybl C PACTBOPUTENIEM B
Kaccere:

B opurunaneHoii ynakoske (prakonsi ¢ NpENapaToM U aMIlyJibl C PACTBOPUTENIEM B
TaYKe) Npu TeMmneparype He Bbiwe 25 °C.

For configuration with 5 filled vials and 5 ampoules with a solvent in a cassette:

In the original packaging (5 vials with medical product and 5 ampoules with solvent
in the carton), at temperature below 25 °C. /

Lnd ynakoBku 1o 5 GiakoHOB ¢ npenapatoM u 5  aMITyJI C PACTBOPUTEINIEM B
Kaccere:

B opurunansHoii ynakoske (¢pnakoHsi ¢ NIPENapaToM U aMIlyJibl C PaCTBOPHTEIIEM B
nayKe) Npu TeMIeparype He Bbiwe 25 °C.

Kit shelf life /- 3 years.
CpoK roaHocTH KoMIIeKTa

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

3 ropa.

CpOK FOAHOCTH KOMILUIEKTA ONpEACISIETCA CPOKOM rOOHOCTH JIEKApCTBECHHOI'O
npenapara ajid MEAULMHCKOrO NPUMEHEHHUS.

Assessment: / 3akmouenune:  The batch complies with the specifications according to ND JIC-000295-040325, /
Cepust cooTBeTCTBYET TpeGOBAHHAM HOPMATHBHOTO nokymenra JIC-000295-040325.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

API name (INN) / HanmenoBanne ADC (MHH):

Tenoxicam / TeHOKCHKaM

Homep cepun cy6etanuun npousBoaurtens LJID;

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

API Manufactured by & country /
Hpoussoaurens ADC, crpana:

Edmond Pharma S.r.1., Italy /
Oamonn ®apma C.p.n., Uranus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBauue, axpec, JHuens3us pis
IIpousBoacTBennas niomanka / Ilnomanka
KOHTpoJs kayecTsa / [Lnomaaka Boimycka

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, 5312, 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 UHTEPHEMIIIEHE]
IIBT. JITAH., Uunus
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 -
Banuern [lepesns, [10-Tamxnypa, Tanyka - Xanon,
okpyr ITanumaxan — 389 350Uuaus (muueHsus Ne

G/28/1828)
PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Qu1ality Control Quality/C_Q’ntroI Qua;lﬁity Control
. E:’r LA i
Signature & Date 28\ o8 | o224 %‘M ﬁ«% g ) 2015
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BDR PHARMACEUTICALS INTERNATIONAL PVT., LTD.

CERTIFICATE OF ANALYSIS / CEPTUG®UKAT AHAJIN3A

Name of Product/
HaumenoBanue npenapara

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

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

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

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

3araxa.

Particulate matter / Mexannueckue BKJIIOYeHHsI

Visible particles /
Buoumuie yacmuyw:

According to requirements. / B COOTBETCTBHH C
TpeOOBaHUsIMH .

Complies / Coorsercrayer

Sub visible particles /
Hesuoumvie yacmuywr

Works/Plant :

210 um particles /
1acTHL pasMepoM > 10 Mkm

225 pm particles /
JacCTHL pasMepoM > 25 Mkm

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

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

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

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

Acidity and alkalinity /
Kuciornoers u menounoers

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

Complies / CootBercrsyer

Reducing substances /
Boccraﬂannunammne
BelllecTBa

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

Complies / CootBercrByer

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / Cootsercrayer

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

Nitrates and Nitrites/

Hutpatb u nuTpuTHI

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

Less than 0.00001 % (0.2 ppm). /

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

Sulphates / Cyabdarni

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

Complies / Cootsercryer

Ammonium / AMmoHmuii

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

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

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

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

CHHee okpailuBanue (Ge3 droneTosoro

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

Residue affon o ——————

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

Conductivity / Not more than 25 pS/cm. /

/IeKTPONpoBoaHOCT He 6onee 25 mxCwm/cm.

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

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

12.94 uS/cm. /
12.94 MmxCwm/cm.

Less than 0.12 EU / mL /

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

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

Packaging / Ynakogka Primary package Primary package

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

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

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

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

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

Signature & Date m\os\&ﬁi{ /%/ N SEONL o
4@\(&1 ’ 7/@]0
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/
HaumeHoBaHHe npenapara

Water for injections (solvent) /

Bopa aas mubexkuuii (pacTBOpPHTEND)

Batch no. / Homep cepuu BI250114
Amount of product per batch / Pazmep 2050L
cepHH
Date of Control / laTa anaausa 23/05/2025
Manufacturing date / lata npou3sBoacrsa 04/2025
Expiry date /lata okoHYaHHS CPOKa 03/2030
rOAHOCTH
Water for injections (solvent) / Boaa nasi unbexumii (pacTBopuTe.Ib)
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMBbI RESULTS / PE3YJBTATbBI

Description /Onncanue

Clear, colourless liquid without odor. /
IIpo3pauHas GecLBeTHas KUIKOCTH Oe3
3amaxa.

Clear, colourless liquid without
odor. / Ilpo3pauHas OeclLBeTHas
XKHUIKOCTh Oe3 3amaxa.

Particulate matter / Mexannuyeck

HE¢ BKIIOYCHHUSA

Visible particles /
Buoumvle vacmuyol

According to requirements. / B coorBeTcTBUM C
TpeOOBaHHUAMH .

Complies / CooTBeTcTBYeT

Sub visible particles /
Heguoumveie yacmuywr

>10 pm particles /
YacTull pasmMepoM > 10 MkM

>25 pm particles /
YaCTHLL pa3MepoM > 25 MKM

Not more than 6000 particles per ampoule; / .
He 6onee 6000 na ammymy;

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

271.07 particles per ampoule; /
He 6onee 271.07 Ha ammyny;

21.60 particles per ampoule. /
He 6onee 21.60 Ha ammyiy.

Acidity and alkalinity /
KucJI0THOCTD M 11€JI0YHOCTD

Test sample should pass the test. /
Hcnbityemslit 06pasel A0JKeH BbIAEP)KUBATD
UCHbITaHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBauBaromue
BellecTBa

Test sample should pass the test. /
HcnbiTyeMbiii 06pa3el] 10MKeH BbIAEPKHBATh
HCTbITaHHUeE.

Complies / CooTBercTByeT

Carbon dioxide
Yriepoaa AMoKcH

No turbidity should be observed within 1 hour.
/ He mOMKHO OBITH IOMYTHEHHS B TEUEHHE
1 yaca.

Complies / CooTBeTcTBYET

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/

HutpaThl H HHTPHTBI

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

Less than 0.00001 % (0.2 ppm). /
Menee 0,00001 % (0,2 ppm).

Sulphates / CyabgaTtni

No turbidity should occur within not less than
1 h./ B TeyeHue He MeHee 1 yaca He JOJDKHO
HaOJIFO1aThCS IOMYTHEHHE.

Complies / CooTBETCTBYET

Ammonium / AMMOHMIH

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 / IOKA3ATEJIU

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbTATBI

Calcium and magnesium /
Kaabumii u Mmarumii

Pure blue color should be observed (without a
violet hue). / lomkHo HabmonaThest yucTo
CHHee okpaiuBaHue (6e3 ¢proneroBoro
OTTEHKA).

Complies / CooTBercTByeT

Heavy metals/ Tsxeanie
MeTaJlIbI

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

0.001 % /0.001%

Conductivity / Not more than 25 pS/em. / 12.16 pS/cm. /
DJIeKTPONpPOBOAHOCTb He Gonee 25 mxCwm/cm. 12.16 mxCm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
H3Baexaemblii 06Lem He MeHee HoMuHaIbHOTO (He MeHee 2 M1). 2.2 mn

Bacterial endotoxins /
BakTepHajibHble JHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/mn Boapl 1jis
WHBEKLHIA.

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

Sterility / CrepuabnocTn

Should be sterile. / JJonxkHa 6bITh CTepHJILHoﬁ.

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 ynakoBka

Io 2 mn1 pacTBopuTens (Boaa A1 MHBEKIHIA) B
ammyiy u3 OecuBeTHoro crekna, tun 1. Ha
BEpXHEH YaCTH aMmIysibl HaHECEHAa TOYKa
pasjioMa OpaH)XeBOro IIBETA.

Primary package
2 mL of the solvent (water for

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

ITo 2 mMn pactBopurens (Boma ais
MHBEKLUH) B amnyny — u3
GecusetHoro crekna, tunm 1. Ha
BEPXHEH 4YacTW aMIyJsibl HaHeceHa
TOYKa pa3jioMa OPaHKEBOro LBETA.

Shelf-life / Cpok rognocTn

5 years./ 5 ner.

Assessment: / 3akioueHue:

The batch complies with the specifications according to ND JIC-000295-040325. /
Cepust cooTBeTCTBYeT TpeGOBaHMsIM HOpMATHBHOTO JoKyMeHTa JIC-000295-040325.

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Deepak Sonar Mitesh Baheti
Designation Executive Dy. Manager Sr. Manager
Department Quality Control Quality Control Quality Control
Signature & Date | A\ 2\ o§]ardy
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