BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution, 20 mg }
[ipoaykr: Texcapen® (Tenokcukanm) JHO(DUAM3AT VI NPHTOTOBNEHHS PACTBOPA U1 MHBEKUMH, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 97365 vials /

Cepus Ne & BI260078A Pasmep cepun " 97365 dnakoHos
Analytical Repovrt No./ : QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AHaJuTHYeCKHi oTyeT No Jata anajausa

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

Jara npouzsogcrsa Tonen no

Mfg. License No. / :
IMpoussoacTBeHHast : G/28/1828 MA number: / Homep PY : JI[I-Ne(012106)-(PI'-RU)
anuensus Ne

Analysis performed according to ND No: / Anaans nposegen no HJ[ Ne: JIII-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTsl ynakoeku yreepikaens:: 14.10.2025
PIL approved: / HMII yrsepsaena: 14.10.2025

Page 1 of 12/ Crp. 1 n3 12

JXKEITOro IBETA.

Ne Test / TlokazaTess Result / PesyabTaThi Specification / Hopma
1 | Description / Onucanne Yellow lyophilized powder. /|Yellow to greenish lyophilized powder. /
JInodunuszuposannelit  nopolok |JIMOGHIMIUPOBAHHEIH MOPOWIOK JKENTOr0 C

3€JICHOBATBIM OTTCHKOM [BETA.

2 |Identification / UnenTuuxanus

HPLC/B2XKX

Tenoxicam / Ternorkcuxam

The retention time of tenoxicam peak
in the test solution chromatogram
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / BpeMs
YAEPKHBAHHA NHKa TEHOKCHKAMa Ha
XpOMaTorpaMme HCIILITYEMOrO
PacTBOpa COOTBETCTBYET BPEMEHH

YIOEPXKUBAHHS MHKa TEHOKCHKama Ha
XpOMATOTpamMMe CTaHJapTHOro
pactsopa.

The retention time of tenoxicam peak in the test
solution chromatogram should correspond to
the retention time of tenoxicam peak in the
standard solution chromatogram (see Related
substances, assay of single impurities and total
impurities (254 nm)). / Bpemsi ynepxuBaHus
NHKAa TEHOKCHKaMa Ha  XpOMATOrpamMMe
HCTBITYEMOrO pacTBopa JOIKHO
COOTBETCTBOBATH BPEMEHH YAePKUBAHHS TTHKA
TeHOKCHKaMa Ha XpoMaTorpamme
CTaHJapTHOro pactBopa (cM. «[Ipumectn,
ONpeeNeHHE SAUHMMHbIX [IPUMECE H CYMMbI
npumecei (254 am)).

Remarks : The Product confirms to ND/
Ipumeyanne: Ipoaykt cootseTcTBYET TpeSosanusam HJI

Concl

usion : APPROVED /

3axkmouenne: OJOBPEHO

Prepared by / [loarotosneno:

Checked by / Checked by (AQA) /
l'lpnsep-f‘m‘-: [Mposepeno (AOK):
= :-E' .—"-—'I;““-}/:";__

Approved by: Quality Assurance/Authorized person /
Oxnobpeso: Odecneuerue kayecTBa/ OTBETCTREHHOE SHLIO:

=
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapea® (TeHokcHkam) AHOGUNHIAT 1A NPUFOTOBAEHHS pacTeopa 414 uHpeKuUH, 20 Mr
Market / Putnox : Russia / Poccus

Batch No. / ] Batch Quantity / ., 97365 vials /
Cepua Ne ER2o00I8 4 Passep cepun " 97365 dnakoHos
Analytical Repourt No./ . QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AHaauTHYeCKHiT oTYeT No HaTta ananmnza

Date of Manufacture / : (032026) Date of Expiry / : (02/2029)

Jata nponssoacrea Togen g0

Mfg. License No. /

IIpon3BoacTeennas : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PI-RU)
auueHsHa Ne

Analysis performed according to ND No: / Ananu3s nposenen no HJI Ne: JII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MaxeTs! ynakosku yTep:xaenss: 14.10.2025

PIL approved: / UMII yrsepxaena: 14.10.2025

Page 2 of 12/ Crp. 2 n3 12
Tenoxicam / Tenokcuxam UV absorption spectrum of the test [UV absorption spectrum of the test solution
UV spectrophotometry / V- solution prepared for the Assay in the (prepared for the Assay in the range fr(.)m 230
crexmpogomomempus range from 230 nm to 400 nm has [nm to 400 nm should have maxima at
wavelengths of 257 + 2 nm, 285 + 2 nm and 368

maxima at wavelengths of 257.43
nm, 285.28 nm and 368.17 nm. / V®-
COEKTP MOTJIOINEHHS HCIBITYEMOro
pacTBOpa, TPUTOTOBJEHHOrO A

+ 2 nm (see Tenoxicam Assay). / Y®-cnektp
OTJIOLIEHUS HCIIBITYEMOTO pacTBopa,
NPUTOTOBAEHHOTO [N KONHYECTBEHHOro
onpeneneHusd, B o6macth ot 230 HM 10 400 HM
KOMHECTBEHHOTO  OMPERENEHUS, B |\ puen umers MaKCUMYMBI [IpH JUTHHAX BOJH
o6nactu ot 230 1M 20 400 BM HMEET |ygy .\ 3 oy 285 + 2 1w 1 368 = 2 HM (oM,
MakCHUMyMBl TDH  JUTMHAX  BOJH | (KonpyecTBEHHOE onpeneneHne
257,43 wum, 285,28 um u 368,17 uMm. TEHOKCHKaMa).

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
Jawmouenne: OJOBPEHO

[Mpumesanse: [Npoaykr cootsercreyet Tpedosanuan HIJ

Prepared by / [Toarotosaenc: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
: | [Tposepeno: I’Ipuaepe;—i%cr (AOK): [|OnobpeHo: Obecrneuerue kadecTsa/OTBETCTBEHHOE IULO!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykr: Tekcapea® (Tenoxcuram) auodiinsar ams MPHIOTOBIEHHA pacTBopa Aa HHbeKUHIT, 20 Mr

JHuen3na Ne

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 97365 vials/

Cepusa Ne e Passep cepun " 97365 ¢naxoHos
Analytical Repovrt No. / : QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AHaJlHTHYecKnii oTyeT No Jata ananmuza

Date of Manufacture / : (03/2026) Date of Expiry / © (02/2029)

JlaTa npousBoacTsa T'onen oo

Mifg. License No. /

I[Ipoussoacreennasn : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Anannz nposezen no HJI Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTul ynakoBku yTeepxaenst: 14.10.2025
PIL approved: / UMII yreepwaena: 14.10.2025

Page3 of 12/ Crp. 3 u3 12

{Sodfum metabisulfite /
Hampua memaiucynsgpum

HPLC /BIXX

The retention time of sodium
metabisulfite peak in the test solution
chromatogram corresponds to the
retention time of  sodium
metabisulfite peak in the standard
solution chromatogram. / Bpewms

YAepAKHBAHHA nuKa HaTpus
MeTabucynbpnra Ha
XpoMaTorpaMme HCILITYEMOrO
pacTtsopa COOTBETCTBYET BpEMEHM
YAEPKHBAHHUA nuKa HaTpHA
MetabucybpuTa Ha
XpoMaTorpamme CTaHZAapTHOTO
pacTBopa.

 The retention time of sodium metabisulfite peak

in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / Bpems ynepxHBaHWS IHKA HATPHA
MeTabucynsdura Ha XpoMaTtorpamme
HCIIBITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBATE BPEMEHHU YIEPKUBAHUS MHKA
HaTpHs METabuCynb(UuTa Ha XpoMaTorpamme

CTaHAapPTHOrO pacTBopa (cM.
«KonuyecTBeHHOe  ompejeneHue  HaTpHs
meTabucynbdiutay).

3 | Dissolution time / Bpems
pacTBOpeHHs

31 seconds /31 cexyuxn

Not more than 60 seconds. / He 6onee 60
CEeKYH/].

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpamevanue: [Tpogykr cooTBeTcTBYET TpedoBanUAM HJI 3axmouenne: OJJOBPEHO
Prepared 5;7 IMoarorosneHo: |[{Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
A [Tposepeno: [Tposepero (AOK): (|Oxo6petio: Ofecnietenue kauecTsa OTBETCTBEHHOE ULO!
H o ‘f. © <}4 _ E%@L—/ﬂ:-_
| l — :/,- ——
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxt: Texcapea® (TenokcHkam) AHOGHIMIAT JUIA NPHIOTOBJICHHA PACTBOPA U1 HHBEKLHIA, 20 Mr

JHBeH3us No

Market / Poisok : Russia / Poccus

Batch No. / ] Batch Quantity / ., 97365 vials /

Cepusi No RIS Pasmep cepun ' 97365 dnaxoHoB
Analytical Repo“rt No./ : QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AHANHUTHYeCKHii oTuer No JaTa ananusza

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JlaTa npoussoacTea T'ogen 1o

Mfg. License No. / _
IlponsBoacTBeHnasn : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)

Analysis performed according to ND No: / Anann3 nposeges no HJI Ne: JHI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoexu yreepaaens:: 14.10.2025
PIL approved: / HMII yreepxaena: 14.10.2025

Page 4 of 12/ C1p. 4 3 12

solution / Onucaunne
BOCCTRHOBJIEHHOI 0
pacTBopa

4 | Appearance of reconstituted

The product dissolves completely

visible particulate matter. A clear

yellow solution is formed. /
1lpenapat pacTBOpAETCA
MONHOCTLIO c OTCYTCTBUEM
HEpaCTBOpEHHBIX  vactdl,  Ge3
BHIUMBIX MEXaHHYECKHX
BKJIOYEHHIA, O6pazyetcs

NPO3payHEIif KENTHIE PacTBOP.

without of undissolved particles and |

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpenapar momxen
pacTBOPATbCA [ONHOCTBIO C  OTCYTCTBHUEM
HEpacTBOPEHHBIX 4YacTuy, ©e3 BHOMMBIX
MEXaHHYeCKHX  BrnodeHuit.  Obpasyercs
NpO3PauHblf  3€NEHOBATO-XKENTOr0  I[BETa
pacTBop.

5 | Solution clarity* /

IIpospagnocts pacTBOpa*™

The product solution is clear. /
PactBop npemnaparta mpo3padHbiii.

The product solution should be clear. / Pacteop
npenapara J0/bKeH ObITE IPO3PauHbIM.

pactBopa*

6 | Solution color* / IIBeTHOCTB

The product solution is not more
intensely colored than the reference
solution GY,. / Crenenb okpacku
pacTBOpa npenapara He MpeBbillaeT
atanod GY.

The product solution should not be more
intensely colored than the reference solution
GY\. / CreneHs oxpacku pacTBopa npernapara
He JIOJDKHA [IPeBBIATh 3Tanod GY).

7 | pH* / pH pactBopa*

9.216/ 9,216

[ 7.51010.0./01 7,5 no 10,0.

8 | Particulate matter* / Mexann4eckue BKJIIOYeHNSA*

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumevanue: [poayxr coorsercrayer rpeosanmam HJJ

3axmwouedue: OJJOGPEHO

Prepared by / IMoarotoesneno: |[Checked by / Checked by (AQA) / J|Approved by: Quality Assurance/Authorized person /
= [Tposepeno: posepero (AOK):  |[Onobpeno: Obecneuentie kauecTBa/OTBETCTBEHHOE SHLIO:
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayxr: Texcapen® (Tenokcukam) AHOGUANIAT [UTH MPHFOTOBNEHNA pacteopa Uil MHbeKLMi, 20 M

Market / Petnok

: Russia / Poccus

JHIeH3na No

Batch No. / . Batch Quantity / . 97365 vials /

Cepusa Ne § BI260078A Pa3mep cepun " 97365 duakoHos
Analytical Repourt No./ : QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AnaanTiyeckuii oTuer No JlaTa aHanu3a

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JlaTa npoussoacTaa T'ogen o

Mfg. License No. /

IIpousroacTreennan : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Anaans nposexen mo HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakosku yTeepxkaens:: 14.10.2025
PIL approved: / HMII yreepxaena: 14.10.2025

Page 5 of 12 / Ctp. S u3 12

Visible particles / Budumbie wacmuysi

Complies / CooTBercTByeET

According to requirements. / B

COOTBCTCTBHHU C TpeGOBaHHHMH.

vacmuybt.

Subvisible particles: / Hegudumbie

56.13 vial / 56,13 dnakon

6,000 per vial; / YactHn pasmepom
> 10 MM pomkHO ObiT He Gollee
6000 Ha ¢axoH;

Particles > 10 pm: not more than

2-aMUHONMPUAKHH

0.27 vial / 0,27 ¢pnakon Particles > 25 um: not more than 600
per vial. / Yacrtun pasmepom
> 25MKM f0mKHO GbiTh He Gonee 600
Ha (JIaKoH.
9 | Related Substances / [Ipumecn
—— — 5 =
2-aminopyridine / 0.00% /0,00% Not more than 0.25 % / He 6onee 0,25 %

Not more than 0.5 % / He Gonee 0,5 %

Total impurities /
Cymma nprmeceit

0.00% /0,00%

Individual unidentified
impurity / Enunnunag | Below BDL (BDL= 0.00 %) / Huske
HeHJeHTU GUUHpOBaHHAS nopora perucrpauuu ([P =0,00 %)
IIpHMECH !
|
g Not more than 1.0 % / He 6onee 1,0 %

‘R_emarks : The Product confirms to ND/
1

pumeuanue: [Iponykt coorsercTByer Tpebosannsay HI

Conclusion : APPROVED /
3axmouenre: OJOBPEHO

(o , 7 = 7 ; 7 - ;
Prepared by / [Toarotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person :
~— | [poBepero: [TposepeHo (AOK): ||OnoGpero: Obecneyenue kauecTsa OTBETCTBEHHOE THLO:
{ ) B2 /3/'\;_.;'1,, - _ ‘E&T;f -
r I f""_" \ i
Date ool by 2L lb ||Date . Date/ 5 -\, .:» [|Date cr i ,
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIU3A

Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaywt: Texcapea® (TexokcHKam) AHODHUAM3AT N8 IPHTOTOBACHHS pacrsopa 1A HHberuuii, 20 Mr

Jata npoussoacraa : (03/2026)

Toaen go

Market / Poisok : Russia / Poccus
Batch No. / . Batch Quantity / , 97365 vials /
Cepus No HBIZOIOE Pasmep cepun " 97365 thnaxoHos
Analytical Repourt No./ : QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AHanuTHYECKHI oTYeT No JaTa avanusa
Dat i

ate of Manufacture / Date of Expiry / . (02/2029)

Mfg. License No. /
ITIponsBoxcTBenHas
JHueH3Ud No

: G/28/1828

MA number: / Homep PY : JHI-Ne(012106)-(PT-RU)

PIL approved: / UMII yrsepaaena: 14.10.2025

Analysis performed according to ND No: / Auanus nposexen no HJ[ Ne: JIII-Ne(012106)-(PF-RU)-141025
Artworks approved: / MakeTs ynakoexu yrBepacaenn:: 14.10,2025

Page 6 of 12 / Ctp. 6 u3 12

10 | Uniformity of dosage units* /
OnxHopoanocTs

MO3HPOBAHHBIX EAHHHI*

3.11/3,11

Acceptance value (AV) should not be more
than 15.0. / Tlokazatens npuemnemoctu (AV)
AoJokeH ObITh He Gonee 15,0.

11 | Water* / Cogepxanue

BOABLI*

1.24 %/ 1,24 %

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

Bacterial endotoxins®* /
BakTtepuajabHbie
JHAOTOKCHHBLI*

12

Less than 1 EU/mg /

Menee 1 ED/Mr

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

13 | Sterility* / CrepuibHocTn*

Sterile / Crepunen

Shouid be sterile. / Jomken ObiTh
CTEePUIILHBIM.

14 | Assay / KoandecTBeHHOe onpeaeneHne

Tenoxicam / Tenokcuxam

uv/yo-
cnekmpogomomempuveckuii

101.9%/101,9 %

900% to 110.0%

110,0 % CisHiiN3O4S,
HOMMHAJIbHOTO COAEPXKAHUS.

Remarks : The Product confirms to ND/

Mpumeuanue: [Mpoayxr coorBercTByeT Tpedosanmsy HII

Conclusion : APPROVED /
Jaxmouenune: OJIOBPEHO

Checked by /
[Mposepero:

Prepared by / [Toarorosaeno:

Checked by (AQA)/
[Mposeperio (AOK):

Approved by: Quality Assurance/Authorized person /

OnobpeHo: Ofecneuenue kauecTsa/OTBETCTBEHHOE STHLO:

| S 7 > (4 8
Date - ~1oo2b ||Date Date /. _-_ ..  ||Date/ H
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoaykT: Tekcapea® (TeHokcukam) JHOGHINZAT [UIN IPUIOTOBJIEHHS pacTBOpa AJIsl HHBEKUMH, 20 Mr

Market / PeiHoxk : Russia / Pocens

Batch No. / ) Batch Quantity / . 97365 vials /

Cepus Ne # BI260078A Pasmep cepun * 97365 duiakonos
Analytical Repourt No./ : QC/FP/26/00151 Date of Analysis / . (28/03/2026)
AHAJHMTHYECKHH oTYeT N2 Jata anasmsa

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

Jata nponsBoacTBa Togen no

Mfg. License No. /

IMpousBoacTBeHHast : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT"-RU)
JuueH3us Ne

Analysis performed according to ND No: / Anasu3s nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakosku yreep#aeHni: 14.10.2025
PIL approved: / HMII yrBepxkaena: 14.10.2025

Page 7 of 12/ Ctp. 7 n3 12
Sodium metabisulfite / 105.7 % /105,7 % 85.0 % to 110.0 % of Sodium metabisulfite of
Hampua memaducyropum the label claim. / Or 85,0% no 110,0%
HPLC / BIKX Hatpusd MertabucynsduTra 0T HOMHUHAJIBHOrO
coaepxaHusl.
15 | Package description / Onucanue ynakoBku

Primary package / [Tepguunas

VRAKOBKA

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. / Ilo 20 Mr TeHokcukama BO
t1akoH 13 GECLUBETHOrO CTEKNIA THII
[, ykynopeHHbli mnpobko#l u3
O6pomMOYTHIIOBOI pe3uHbl, 00xaToi
AMOMHHUEBBIM  KONMAa4KOM  C
KOHTDOJIEM TNEpPBOrO  BCKPBITHA W |
IJIAaCTHKOBLIM ~ JMCKOM  [OBEpX
ATIOMUHHEBOTO KOAMAayKa. |

20 mg of the tenoxicam in a colorless glass vial
type I stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-oft seal
with a plastic disk over an aluminum cap. / ITo
20 Mr TeHOKCHkaMa BO (JakoH U3
GecuBETHOrO CcTekiIa THI [, yKymOpeHHbIH
npobkoli M3  OpoMOYTHIOBOH  pE3HHEL,
o6xaroil  aTFOMHHHEBBIM  KONMAYKOM €
KOHTpOJIEM nepBoro BCKPBITUSA H
MIACTHKOBBIM AUCKOM MOBEPX AJTFOMHHHEBOIO
KOJIMayKa.

[Remarks : The Product confirms to ND/
I puseuanne: [Tpoayxr coorsercTayeT Tpefosanusm HIT

Conclusion : APPROVED /
Jaxaouenne: OQOBPEHO

Prepared by / Tloarorosaeno: ||{Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
| [Tposepeno: [Mposepeno (AOK):  ||Oa06pero: Odecnederne kaqyecTBa/ OTBETCTBEHHOE /THLO:
i ¥ i
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
ITpoayxt: Texcapen® (TeHokcHkam) THOGHNH3AT M1 IPUTOTORJIEHHS PacTBOpa IS WHbEkUHH, 20 Mr
Market / Prinok : Russia / Poccus

Batch No. / ) Batch Quantity / . 97365 vials /
Cepus Ne PN Pa3mep cepus " 97365 daakoHoB
Analytical Repourt No./ : QC/FP/26/00151 Date of Analysis / . (28/03/2026)
AHaJHTHYeCcKHH oTHeT No JlaTa anannsa

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JlaTa npouM3BoAcTBa T'open go

Mfg. License No. /

IIpousBoacTBeHHAA : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PT-RU)
JuueH3ns Ne

Analysis performed according to ND No: / Anaiinu3 nposeaen no HJ{ Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makerb! ynakoBku yrBep:aenn:: 14.10.2025

PIL approved: / UMII yreepokaena: 14.10.2025

Page 8 of 12 / C1p. 8 u3 12

16 | Shelf-life (storage period) / 3 years /3 rona
Cpok rognocTH (cpok
XpPaHECHHH)

* Note. / * Ipumenanue.
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. / AHanuTudeckue Metomuku no I'd Pd peficTayromero n3nanHs
MPUMEHAIOTCS JUTA KOHTPOJIS KA4€CTBa Npenapara Ha TeppuTopuH Poccuiickoit @enepanuy. [ BBITYCKAIOIErO KOHTPONSA KA4€CTBA Ha IPOU3BOACTRE
NPOK3BOIHUTENE HCTIONB3YET METORMKH No EBponeiickoit dapmakonee NeACTBYIOMEro H3JaHNIA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/

[Tpumeyanue: [TpoaysT cooteTcTayeT TpeboBanuay HJl 3axwmouenue: OJOBPEHO

Prepared by / [ToarorosneHo: ||Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person ¢

ITposepeHo: IMposepeno (AOK): |[Onobpeno: Obecneuetne katecTsa/ OTBETCTBEHHOE THUO:
. ] — TN
Date / Yol oan, Date / o IPates N L. [[Date’ o o‘gjzg S
Mara: 301031¢ Tlava: 30795/ 2825 || apg, SN2 Nara: 3 } ' =
Administrative Office . Znginesnn nire’ 3th Sicor 9 Matthew Road. Opera House. Mumeai - 400004 MTIA

T2l

New Marnne wines, Mumbat - 4000




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
I poaykT: Tekcapen® (TeHokcukam) NTHOHIN3AT ANt IPUTOTOBJICHKUS PACTBOPA UI UHBEKUMIA, 20 Mr

Market / Peidok : Russia / Poccus
Batch No. / . Batch Quantity / . 97365 vials /
Cepua Ne PRSI Pa3mep cepun " 97365 daakoHoB
Analyti E i
nalytical Repourt No./ : QC/FP/26/00151 Date of Analysis / : (28/03/2026)
AHanuTHYecKHi oTyeT Ne Jlata anaau3a
Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)
JlaTa npounsBogcrea Toxeu g0
Mfg. License No. /
IIponsBogcTBennas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)

JHIeH3HA Ne
Analysis performed according to ND No: / Anaaun3 nposeaen no HJ{ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers!l ynakosku yreepxkaessi: 14.10.2025

PIL approved: / UMII yrsepxkaena: 14.10.2025

Page 9 of 12/ Ctp. 9 m3 12

KIT / KOMIUIEKT
TESTS / IOKA3ATEJHA RESULTS / PE3YJBTATHI SPECIFICATIONS / HOPMEI
Package description /| Secondary package / Bmopuunas | Secondary package / Bmopuynas ynaxosxa
OnucaHAe YNAKOBKH VRAKOBKA 3 vials with the medical product and 3 ampoules

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

polyvinyl chloride cassette. a carton pack.
1 cassette and patient information | 5 vials with the medical product and 5 ampoules
leaflet in a carton pack. with the solvent in a polyvinyl chloride cassette.
ITo 5 ¢nakoHoB ¢ npenapatom M 5 | 1 cassette and patient information leaflet in a
aMIyn c pacTBopHTedaeM | carton pack./

noMemalor B Kaccery  u3 | [To 3 ¢umakoHa c mpenapaToM M 3 ammylsl C
TNOMMBHHUIIXIOpHAA. 1  KacceTy | pacTBOpHTeleM TIOMEIAIOT B KacceTy U3
BMECTE ¢  HHCTpPyKUMeidl MO | MOMMBHHWIXIOpHAA. | xaccety BMeCTe €
MPHMEHEHHIO OMELIAOT B NadKy | UHCTPYKIMEH MO MPUMEHEHHMIO MOMELLAIOT B

KapTOHHYIO. nayky KapTOHHYIO.
ITo 5 dnaxoHoB ¢ mpenmapaToM H 5 aMmysa c

pacTBOpUTENEM [OMEUIAtoT B  KACCETy M3
ONMBHHMUIXIOpHAA. | KacceTy BMecTe €
HHCTPYKLMEl MO MPUMEHEHHIO TMOMEIAT B |

| mayky KapTOHHYIO. |

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
[Tpumeuanue: IMpoaykT coorsercTByeT TpebosanusaM HIL Zarkmwouenne: OJOBPEHO
Prepared by / IMoarorosneno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person
Sy [Tpoeepeno: [Mposepero (AOK):  [|Onobpero: OGecneverne kauecTsa/ OTBETCTBEHHOE HLO:
Sl B 2 oA P hh—
. 'F AN P
‘.( __/ —
Daie L o Date/ Date ' _ . _» Date ZFninl
~o ey oy tezlsg e SRS TP | Zo &
| daTa: ST a Ii:n'a:jc /o5l 2r2e Hata: > V7 Hara g "’03/202‘“'
ddministrative Office | ' Sngineenng Cenlra” 3 - 400004 NS

+O4 95 4

T2t +91 22 4058 05605 Fax : +51 22 4
Reagistersd Office | 407 408




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[IpoaykT: Texcapea® (TeHokcHKaM) THODHANIAT 418 NPHIOTOBACHHS pacTBOpa 1UlA uHBeKUui, 20 Mr

Market / Peinox : Russia / Poccua

Batch No. / ) Batch Quantity / . 97365 vials/

Cepus Ne 1 IR Pazmep cepun " 97365 dnakonos
Analytical Repovrt No./ . QC/FP/26/00151 Date of Analysis / : (28/03/2026)
ABaTHTHYECKHH oT4eT Ne Jara anannza

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JlaTa npousBoactsa T'oaen o

Mfg. License No. /

Ilponssoacreennas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT'-RU)
anuenzus Ne

Analysis performed according to ND No: / Ananus nposeaen mo HJ{ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynaxosku yreepaxaenn:: 14.10.2025
PIL approved: / UMII yreepacaena: 14.10.2025

Page 10 of 12/ Crp. 10 13 12

KIT / KOMILIEKT
TESTS / IIOKA3ZATEJHA RESULTS / PE3YJIbTATHI SPECIFICATIONS / HOPMBI
Labeling/ Mapxuposxa Complies / CooTsercrayer See Section 1.3.2 of Module 1 of registration
dossier. / B coorBercTBuM ¢ pasmenom 1.3.2.
MOy 1 pErHCTPaLMOHHOTO JOCEE.
‘Storage / YcaoBus XpaHeHHsA 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.

14 YIaKOBKH 1o 5 aKOHOB C NIpena OM M 5 aMnyil ¢ PACTBOPHTEIEM B KACCETE;

B opurunansHoii ynakoske ((p1akoHBI ¢ IIPENapaToM ¥ aMImysibl ¢ PACTBOPUTENEM B ITAUKe)
pu TeMneparype He Boillie 25 °C.

Kit shelf-life (storage period) / The kit shelf-life is determined by the shelf-life of the medical product for human use - 3
Cpok rogsocty (cpok years. / CpOK rofiHOCTH KOMILTEKTa ONPEASASETCS CPOKOM FOAHOCTH 1eKAPCTBEHHOTO
XPaHEeHHST) KOMILICKTA fpenapara g MEAULMHCKOrO NPUMEHEHHS — 3 roAa.

Tenoxicam / TeHokcHKaMm

API name / HaumernoBaune ADC: |
INN / MHH: | Tenoxicam / TeHokcHkam ‘

1
API manufacturer batch number / | AT |

Homep cepun npoussoautens ADC: i J

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

HNpumeuanne: Mpoaykr cootsetcTyeT Tpedosanusm HJI 3arauenne: OJJOBPEHO

Prepared by / [Toarortoeseno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
~—\ Iposepeno: ITposepero (AOK): ||OzoGpeno: OGecnieuenue kauectan/ OreererseHHOE JIULO:
| i & ) & A AP

| g, o il
Date/ w~otoyluo.lb Date : Date/  ~ . [[Date Zolng|roid
Mara: el TRt | ) MIE S U R | P

3 Mlatthew Road. Cpera House, dlu
3» Email | odrorarma@yse
i pManna
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mponyxr: Texcapea® (TeHokcHkaM) TMOQUIM3AT AN MPUCOTOBNEHHs PACTBOPA IUTA HHBEKLIHI, 20 Mr

Market / Poinok : Russia/ Poccus

Batch No. / ) Batch Quantity / . 97365 vials /

Cepus Ne SB2000T8S Pasmep cepnu * 97365 dnakoHoB
Analytical Repo“rt No./ . QC/FP/26/00151 Date of Analysis / . (28/03/2026)
AHannTHYeCKHIT oTueT No Jara anannza

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JaTa npouzBogcTsa Togen go

Mfg. License No. /

IIponseoacreennas : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PT-RU)
JuneH3nsa Ne

PIL approved: / HMII yrBepxaena: 14.10.2025

Analysis performed according to ND No: / Awaaus nposeaen no H Ne: JIIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makerbl ynaxoBkH yTBepakaenni: 14,10.2025

Page 11 of 12/ C1p. 11 u3 12

FP Manufacturer API Batch number /
Howmep cepun cy6eranuun
npou3soaurens I'JIP:

B250004300

API Manufactured by & country /
IIpousBogurens A®C, crpana:

Edmond Pharma S.r.1, Italy /
Samonp ®apma C.p.i1., Utanus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBauue, agpec H HOMep
JIHIeH3HH TUIOIAdKH,
ocyllecTBJAIOMeH
MPOH3BOACTBO/KOHTPOB
kayecTBa/seinmyck ['JID

BDR PHARMACEUTICALS INTERNATIONAL PVY. L'ID., 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) /

BAP ®APMACBIOTHUKAJIC UHTEPHEMWIUEHEJ [IBT. JIT/., Uxausa
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 - Banuetu Hepesns, [10-Tamxnypa, Taryka
- Xanosn, oxpyr IManumaxan — 389 350, Muaus (uuensus Ne G/28/1828)

Declaration of certification: «I hereby certity that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00939-2023 dt. 21 July 2023) and requirements

to the medicinal quality and with the speci

fications in the Marketing Authorization dossier of the importing country.

Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established». /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: [Ipoaykt cootBercTByeT Tpebosanuam HJI 3aknwdenne: ONOBPEHO
Prepared by / [loarorosnedo: |[Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
'| [IposepeHo: MNposepeno (AOK): [Onobpero: Obecrieuehne kauecTsa/OTBETCTBEHHOE AHLO
| - ’ P ’
Z SR L=
Date/ ., ov) 04t |[Date/_ . . [Date/ . .\ _;.¢ |[Date’ 2/0024
Hara: EAe. - [ara: e || daTa: PN ara: 30/03/2

ddministrative Office ;" Engn
PP Ave

31 22 40586 £580
Registeran Office

Tai

ar 3 Matthew =Reoad. Toers House, Mumoa: L)

5th Flo




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg

IIpoayxr: Tekcapea® (TeHOKCHKaM) JIHO(GHIU3AT A IPUTOTOBIEHHS PACTBOPA [T MHBEeKLHH, 20 Mr

Market / PriHok : Russia / Poccus

Batch No. / ] Batch Quantity / . 97365 vials/

Cepus Ne s Pasmep cepun " 97365 drakoHoB
Analytical Repovrt No./ . QC/FP/26/00151 Date of Analysis / . (28/03/2026)
AHAJHTHYECKHH oTYeT No JlaTa anannza

Date of Manufacture / : (03/2026) Date of Expiry / : (02/2029)

JlaTa npon3BoacTBa T'oaen go

Mfg. License No. /

ITpoussoacTBennas : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PI"-RU)
JuieH3ust Ne

Analysis performed according to ND No: / Ananns nposeaen o HJ{ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaxeTbl ynakoBku yrBepxaenst: 14.10.2025
PIL approved: / UMII yreepxaena: 14.10.2025

Page 12 of 12/ Ctp. 12 13 12
3aKTI04eHHe 0 CO0TBeTCTBHH: «HacToAUMM A MOATBEPXKAAIO, 4TO MPUBENEHHAS BbIIlE HHOPMAIHUSA ABIAETCH JOCTOBEPHOM
H TOYHO#. DTa cepHs NPOAYKIHH Npou3BeaeHa (BKIOYas YIIaKOBKY (MAPKUPOBKY) H KOHTPOJIb KA4ECTBA) HA BBIIIEYKa3aHHOH
NPOU3BOJCTBEHHON mnomanke (MIOL(AAKaX) B MONHOM COOTBETCTBHM ¢ TpeGosaHusmu Ilpasun Hamnexaiei
NMpOU3BOJICTBEHHOH MpakTuku Epasuiickoro sxoHomuyeckoro cowosa (Ne GMP/EAEU/RU/00939-2023 ot 21 urons 2023) u
Tpe6OBAHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEACTB, a TAIOKE B COOTBETCTBHH CO CrelMUKALUAMH, COAEPKALMMHCS
B PerHCTPALHOHHOM AOCHe CTPAHEI-HMIOPTEPA. JAIACH IO MPOHARO/ICTRY, YIIAKOBKE W aHAIU3Y HPOBEPEHE], H YCTAHNRMEHN
UX coOTBETCTBHE TpeGoBanuam [IpaBun Hagexalleii IpoU3BOACTBEHHOMH MPAKTUKH EBPa3sniickoro 3kOHOMHYECKOr0 COr03a.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axnouenune: OJOBPEHO

[Mpumeuanne: [Tpoaykt coorsercreyer Tpedosannam HJI

Prepared by / [oarorosneqo: |{Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person/
~ 1 IlpogepeHo: [Mposepesio (AOK):  ||OnoGpero: ObecneugHue Ka4ecTra/ OTBETCTBEHHOE JIMLO:
= .?' :\' SV B wdact iy

= Fa et NG —=—C
ot e N ——

Date / Loy RN b ‘D:r-‘_ Date / . . ||Date b
23\ Posianze || Nos\-ere ofoZj2oLs

Hara: Mara; F017 03/ 1028 ara: 3\]\ - Tlara: 2 ’
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa pnst nHbeKLMiA (PACTBOPUTEJIB)
Batch no. / Homep cepuu BI1260025
Amount of product per batch / Pazmep 205.0 L
cepuH
Date of Control / laTta anaauza 16/02/2026
Manufacturing date / /lata npou3BoacTsa 01/2026
Expiry date /IaTta okoHYaHHS CPOKa 12/2030
TOIHOCTH
Water for injections (solvent) / Bona nJs unbekiuii (pacTBOpUTEJIb)

TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

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

Ipo3paunas GecrBeTHas KUAKOCTH €3
3amaxa.

odor. / Tlpo3paunas OecrLBeTHas
KHUIKOCTH O€3 3amaxa.

Particulate matter / Mexann4eckue BKJIIOYEHHS

Visible particles /
Buoumvire yacmuywl

According to requirements. / B coorBercTBUH C
TpeOOBAHUAMH .

Complies / CooTBeTcTByET

Sub visible particles /
Hesuoumvie uacmuyuol

>10 pm particles /
yacTul pa3MepoM > 10 MKkM

>25 pm particles /
YaCTHL pa3MEepoM > 25 MKM

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

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

137.33 particles per ampoule; /
He 6onee 137.33 Ha ammyiy;

1.73 particles per ampoule. /

He 6onee 1.73 Ha ammyiy.

Acidity and alkalinity /
KucjoTHOCTb H MIEJ0YHOCTD

Test sample should pass the test. /
HcnpiTyeMslii 00pa3er; 10KEH BhIIEPKUBATh
UCIIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaB/iauBalouue
BellleCTBa

Test sample should pass the test. /
Hcnbrtyemsiii 0Opasell I0MKEH BbIIEpPKHUBaTh
UCIIBITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBercTByeET

HuTpaThbl H HUTPUTBI

Yriepona 1HOKCH / He noymkHO ObITh IOMYTHEHHS B TEUCHHUE

1 yaca.
Chlorides/ Xnopuabt 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). /

He 6omee 0,00002 % (0,2 ppm).

Menee 0,00002 % (0,2 ppm).

Sulphates / Cyandatsi

No turbidity should occur within not less than
1 h. / B Teuenune He MeHee 1 yaca He IOKHO
HaOJII0NaThCs MOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHUIA

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

Less than 0.6 ppm / Menee 0,6 ppm

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
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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, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS /TIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

Calcium and magnesium /
Kanbumit u Maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHO HaGMIOATHCS YHCTO
cuHee okpauiBaHue (0e3 GproseToBoro
OTTEHKA).

Complies / CooTBercTBYET

Heavy metals/ Tsizkesibie
MeTaJljibl

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 %.

0.000 % / 0.000 %

Conductivity /
DJIeKTPONPOBOAHOCTD

Not more than 25 puS/cm. /
He 6onee 25 MxCm/cMm.

11.06 pS/cm. /
11.06 MxCwMm/cMm.

Extractable volume /
H3BaexaeMblii 00beM

Not less than label claim (not less than 2 mL). /
He menee HoMuHapHOTO (HE MEHee 2 M).

22mL/
2.2 M

Bacterial endotoxins /
BakTepuajibHble SHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/mi1 Bomsl wist
WHBEKIUH.

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

Sterility / CrepuibHoCTD

Should be sterile. / JlJomkHa ObITE CTEPHITBHOMN.

Sterile. / CrepuibHoO.

Package description /
OnncaHue yNaKkoBKH

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 pactBopuTtens (Boa Uil MHBEKLHN) B
ammyny u3 OecnserHoro crekna, tum [. Ha
BEPXHE 4YacTH aMITyJabl HaHeCeHa TOYKa
pazyioMa OpaHKEeBOro 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. /
ITepBuyHas yrnakoBKa

ITo 2 mn pactBopHTens (Boma IJis
WHBEKLUN) B aMILyJsy u3
OecuerHoro crekya, tvn I. Ha
BEpXHEIl 4acTW aMIlyjbl HaHeceHa
TOYKA Pa3ioMa OpPaHKEBOT'o L[BETA.

Shelf-life (storage period) /
Cpoxk rogHocTH (cpok
XPaHeHHs])

S years/ 5 ner

Assessment: / 3akJIrOUeHHE:

The batch complies with the specifications according to ND on quality JITT-Ne(012106)-

(PT-RU)-141025. /

Cepusi COOTBETCTBYET TPeOOBaHUSIM HOPMATHBHOTO JOKyMeHTa 1o kauectBy JII1-

Ne(012106)-(PT-RU)-141025.

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
Il
Signature & Date m\{) %) ar 2 %@Q, 1024 %;77, 0312026

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsnl.net e www.bdrpharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaHHe npenapara Bona nnst uHbeKkuMii (pacTBOPHTEIB)
Batch no. / Homep cepuu BI1260049
Amount of product per batch / Pasmep 205.0L
cepHH
Date of Control / laTta ananu3za 05/03/2026
Manufacturing date / /lata npou3BoacTBa 02/2026
Expiry date /1aTta okoHYaHHS CPOKA 01/2031
TOAHOCTH
Water for injections (solvent) / Bona nJist uHbeKIHii (PACTBOPHTEJIb)

TESTS / IOKA3ATEJIX SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

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

Ipo3pauHas GecuBeTHas KUIKOCTh Oe3
3anaxa.

odor. / Ilpospaynas OGecuBeTHas
JKUIKOCTH 63 3amaxa.

Particulate matter / MexaHn4eckue BKJIIOYEHUS

Visible particles /
Buoumvle wacmunyer

According to requirements. / B cooTBeTcTBHH C
TpeGOBaHUAMH .

Complies / CooTBETCTBYET

Sub visible particles /
Heguoumeie vacmuyu:

>10 pm particles /
4acTHI] pazMepoM > 10 MKM

>25 um particles /
YaCTHII pa3MEPOM > 25 MKM

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

Not more than 600 particles per ampoule. /
He 6osnee 600 Ha ammyJty.

147.33 particles per ampoule; /
He 6onee 147.33 Ha ammyiy;

4.00 particles per ampoule. /

He 6onee 4.00 Ha ammyJy.

Acidity and alkalinity /
KHC/I0THOCTD H 1eJI0YHOCTh

Test sample should pass the test. /
HcneiTyemsiii 06pasel 10KeH BhIEPKUBATh
HCIIBITaHHE.

Complies / CooTBeTCTByET

Reducing substances /
BoccTaHaBJiMBaoLIHe
BelllecTBa

Test sample should pass the test. /
Hcnbityembiii 06pasel] H0MKEeH BbIIEPKUBAT
HCTIBITAHME.

Complies / CooTBeTCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBETCTBYET

HuTtpaTbl H HUTPHTBI

He 6onee 0,00002 % (0,2 ppm).

Yriiepoaa IHOKCH/ / He 10mKHO OBITH HOMYTHEHUS B TEYEHHE

1 gaca.
Chlorides/ Xstopuabi 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). /

Megnee 0,00002 % (0,2 ppm).

Sulphates / Cyabdatbi

No turbidity should occur within not less than
1 h. / B Teyenue He MeHee 1 yaca He JOJDKHO
HaOII0IaThCs TOMYTHEHHUE.

Complies / CooTBETCTBYET

Ammonium / AMMOHHI

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 / CEPTUDOUKAT AHAJIM3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATBI

Calcium and magnesium /
Kaabumit 1 maruuii

Pure blue color should be observed (without a
violet hue). / JlomkHO HaONMFOATHCS YUCTO
CHHee OKparuBaHue (6e3 guoneroBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsxenble
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 ocraTok

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

0.000 % / 0.000 %

Conductivity / Not more than 25 puS/cm. / 12.78 pS/em. /
JJIeKTPONPOBOAHOCTH He 6onee 25 mxCm/cM. 12.78 mxCwm/cmM.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
H3Baexaemblii 00bem He MeHee HOMHHAIBHOTO (HE MeHee 2 MI). 2.2 Mn

Bacterial endotoxins /
BakrepuanbHble 3HI0TOKCHHbBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Boap! mjist
WHBEKLIUH.

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

Sterility / CTepujibHOCTB

Should be sterile. / JlomkHa ObITh CTEPHITEHOM.

Sterile. / CtepunbpHo.

Package description /
OnucaHne ynakoBKH

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 Mx pactBopuTens (Boxa LI HHBEKIMIA) B
ammyny u3 OecuperHoro crekna, tum [. Ha
BepXHEeil YacTH aMIylbl HaHeceHa TOdYKa
pazjioMa OpamKeBOro L{BETa.

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. /
INepBryHas yrakoBka

ITo 2 M pactBOopuTens (Boma IJis
HHBEKIMH) B aMmmyly M3
OecusernHoro crekna, tam I. Ha
BEpXHE} 4YacTH aMITyJibl HaHeceHa
TOYKA Pa3JioMa OPaH)KEBOI'O I[BETA.

Shelf-life (storage period) /
Cpok roaHoctH (Cpoxk
XpaHeHHsl)

5 years/ 5 ner

Assessment: / 3aKJroYeHHe:

The batch complies with the specifications according to ND on quality JITT-Ne(012106)-

(PT-RU)-141025./

Cepwusi COOTBETCTBYeT TPeOOBaHHAM HOPMATHBHOIO IOKYMEHTa 110 kauectBy JIIT-

Ne(012106)-(PT-RU)-141025.

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
\
. *(j"\/* i
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