BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 me
{MpoaywT: Texcapea® (TeHokcHKAN) AMOHHAUIAT 4718 (PHIOTOBASHIA pacTsopa 8 wHbesunil. 20 mr

Market / Puinor
|

: Russia / Poccusa

Batch No. /
Cepust Ne

: BI260089A

Batch Quantity /
Pasmep cepun

. 97311 vials /
" 97311 daaxoHoB

Analytical Report No. /
AHAJHTHYECKHIA oTUeT No

: QC/FP/26/00202

Date of Analysis /
JaTta anaanza

: (20/04/2026)

Date of Manufacture /
|[laTa npoussoacrea

: (03/2026)

Date of Expiry /
[oxen oo

¢ (02/2029)

Mfg. License No. /
[IpouspoacTeeHHan
JInueH3us Ne

: G/28/1828

MA number: / Homep PY :

JITT-Ne(012106)-(P[-RU)

PIL approved: / IMII yrsepaaena: 14,

10.2025

Analysis performed according to ND No: / Anaaus nposeaen no HJI Ne: JHI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makersl ynakoBku yTeepaxaens:: 14.10.2025

Page 10f12/Crp. 1 13 12

Ne | Test / Hokasaren [

Result / PesyanTaTsi

Specification / Hopma

1 | Description / Onucanue

powder. /
MOPOLIOK

Yellow lyophilized
Jinodunnznposanusiit
HKENTOro UBETA.

Yellow to greenish lyophilized powder. /
JinodunusmpoBaHHbI MOPOLIOK KENTOro ¢
3e/1€HOBATbLIM OTTEHKOM LIBETA.

(]

Identification / HaenTugukanns

Tenoxicam / Tenokcnuxav

HPLC / BOXKX

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
YAEPAKUBAHHS MHKA TEHOKCHKAMA Ha
xXpomarorpamme HCIIBLITYEMOrO
pacTBopa COOTBETCTBYET BPEMEHH
YASPXKUBAHMUs NTHKA TEHOKCHKAMA Ha

XpomaTorpamme CTaHJapTHOrO
pacTeopa.

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)). / BpeMs yaepxkusaHus
MiKka TEHOKCHKAMa HAa  Xpomarorpamme
UCTIBITYEMOrO pacTtBopa JONIKHO
COOTBETCTBOBATh BPEMEHH YIEPAHBAHMSA MHKA
TeHOKCHKaMa Ha xpomarorpamMme
cTaHjapTHoro pactsopa (cMm. «[lpumecwun.
OrpeaeneHiie SIMHHYHBIX OpuMeceii i CyMMbI
nphusecei (234 um)).

Remarks : The Product confirms to ND/

Ipumeyanue: lpo1ykT cooTeercTBYeT TpedoBanuam HJ]

Conclusion : APPROVED /
3akmoyenne: O1OBPEHO
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product : Texared® (Tenoxicam)

Iyophilized powder for solution for injection after reconstitution. 20 mg
[poaywr: Texcape1® (Tenokcikam) AMODUAMIAT ANS (PHrOTOBNEHMA PACTEOPA A8 HHBERIHIL 20 ar

Market / Poinok : Russia/ Poccns
Batch No. / Batch Quantity / 97311 vials /
& o} .
Cepun Ne 7 IS Pasmep cepun © 97311 daakosos

Analytical Report No. /
AHAJAHTHYECKHIT oTueT No

+ QC/FP/26/00202

Date of Analysis /
JaTta anaauza

¢ (20/04/2026)

Date of Manufacture /
Jarta nponisoacrea

1 (03/2026)

Date of Expiry /
Foaen no

¢ (02/2029)

Mfg. License No. /
IlpoussoacTBennan
AxueHisa Ne

: G/28/1828

MA number: / Homep PY :

JIM-Ne(012106)-(PT-RU)

[PIL approved: / HMII yreepaaena: 14,

10.2025

Analysis performed according to ND No: / Ananus nposenen no HJ Ne: JIII-No(012106)-(PI-RU)-141025
Artworks approved: / MakeTs! ynakosku yreepxaenst: 14,10.2025

Page 2 of 12/ C1p. 2 3 12

Tenoxicam / Tenokcuraw

UV spectrophotometry ' V-
CcHeKmpopomovempus

‘UV absorption spectrum of the test

solution prepared for the Assay in the
range from 230 nm to 400 nm has
maxima at wavelengths of 257.46
nm. 285.53 nm and 369.27 nm. / Yeb-
CMeKTP MOrJIOWEHHs HCMbITYEMOro
pacTBOpa, NDHIOTOBAEHHOro IS
KOJIMYECTBEHHOr0 OMpeaeNcHus, B
odnacti oT 230 uM 10 400 HM umeet
MaKCHUMyMbl pH JJHHAxX BOJIH

257,46 M. 285.53 B 1 369.27 Hm.

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230
nm to 400 nm should have maxima at
wavelengths o257 £ 2 nm, 285 + 2 nm and 368
+ 2 nm (see Tenoxicam Assay). / Y®-cnexrp
NOrnoueH s HCIBITYEMOTO pacTBopa,
[IDUTOTOBNIEHHOTO  AAS  KOJHYECTBEHHOTO
onpeiesieHus. B odaactn ot 230 HM 10 400 um
JOJIAEH HMETb MAKCUMYMbl MPH MTMHAX BOJH
257 £ 2 um. 285 + 2 Hm u 368 £ 2 Hm (oM.
«Konuuecteennoe onpeagjieHue
TEHOKCHKaMa»).

Remarks : The Product confirms to ND
IMpuseuanne: [Mpoaykr COOTBETCTHY T rpevoBaHimy H ]

Conclusion : APPROVED /
3arawuenune: OJOBPEHQ
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|

Checked by
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

'Product : Texared® (Tenoxican) Iyophilized powder for solution for injection after reconstitution, 20 mg

Npoaywr: Texcapea® (Tenokcukam) auodiinzar 1as MPHIOTOBAEHHA PACTEOPA 418 HHBbEKUMEH, 20 Mmr

Market / PbiHok

: Russia / Pocecusa

Batch No. /
Cepusn No

: BI260089A

Batch Quantity /
Pasaep cepun

. 97311 vials /
* 97311 daaxoHos

Analytical Report No. /
AHAJNTHYECKHIT oTHueT No

: QC/FP/26/00202

Date of Analysis /
data anagamsa

1 (20/04/2026)

Date of Manufacture /

Date of Expiry /

[J‘IHI.IQHJHSI Ne

5 /7202 . 2907
JlaTa npouzsoacrsa ) Toaen a0 e
Mfg. License No. /
|[TIpousBoacTeeHnas /28/1828 MA number: / Homep PY : JI[I-No(012106)-(PT-RU)

'Analysis performed according to ND No: / Anajau3 nposeaéu no HA Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTb! ynakoskn yrsepscaensi: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025

Page3 of 12/ Ctp. 3 u3 12

! Sodium metabisulfite /
Hampua vemaducyaoghum
HPLC / BOXKX

|

[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. / Bpems
yIepxKUBaHUS nuka HaTpus
meTaducyabuTa Ha

XpomaTorpaMme HCMBITYEMOTO
pacTBOpa COOTBETCTBYET BpPEMEHH

yIaepKUBaHUA nHKa HaTpHs
MeTadHcybhHTa Ha
XpoMmarorpamme CTaHIAPTHOTO
pacTeopa. |

The retention time of sodium metabisultite peak |
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
Sodium Metabisulfite
Assay). / Bpems yaepicupaiius [HKQ HATPHS
XpomaTorpamme

chromatogram (see

metaducynsdura Ha
HCIBITYEMOIO pacTBopa

COOTBETCTBOBATh BPEMEHH YAEPKHBAHUS MHKA
HATpHsa MeTabucyIb(uTa HA XpPOMATorpamme

CTaHOapTHOro pacTBopa
«KonudecTBeHHOE
meTtabHcynbhuTa»).

ofipeaeiicHue HaTpH:d ‘

Dissolution time / Bpemsa
pacTBOpeHus

E

37 seconds / 37 cekyHa

 Not more than 60 seconds. / He 6oiee 60

| CEeKYH.

Remarks : The Product confirms to ND/

pnvevanne: Mpoay kT coorsererayer rpecosanuay HJ

Conclusion : APPROVED /
3armouenne: O 10OBPEHO
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DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIU3A

|Product : Texared ® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
.| IMpoaykT: Tekcapea® (TeHokcHKka) AHOPHUAH3AT 119 NPHUTOTOBJIEHHS PACTBOPA ANS HHBEKLHIT, 20 MT

Market / Poinok : Russia / Poccus
Batch No./ T Batch Quantity / _ 97311 vials/
Cepua N £ B1200082A Pa3mep cepuu " 97311 dnaxoHos

Analytical Report No. / Date of Analysis /

- N : QC/FP/26/00202
AHanuTH4YecKkuil oTyeT No Q JdaTa anaausza

1 (20/04/2026)

Date of Manufacture / Date of Expiry /

JauueH3ug No

] /202 : (027202
JaTta npou3soacTea (B9 Toaen o (02/2029)
IMfg. License No. /
IIpouzBoacTeennas : G/28/1828 MA number: / Homep PY : JI[1-Ne(012106)-(PI-RU)

Artworks approved: / MakeTbr ynakosku yTeepskaenst: 14.10.2025
|PIL approved: / IMI yrsepaena: 14.10.2025

Analysis performed according to ND No: / Auaaus nposexen mo HJ Ne: JIM-No

(012106)-(PI-RU)-141025

Page4 of 12/ Crp. 4 n3 12

| 4 Appearau_c_e of reconstituted | The pro&uct dissolves completely

| The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / [Ipenapar momken
pacTBOPATLCS  MONHOCTBI) C  OTCYTCTBUEM
HEPACTBOPEHHbIX  HaCtuu, O3  BHAUMBIX
MmexaHndeckux  BxmoueHuB.  Obpasyetcs
Npo3padHblil  3eNeHOBATO-XKENTOro  [BeTa
pacTBop.

solution / Onucanue without of undissolved particles and
BOCCTAHOBJIEHHOI0 visible particulate matter. A clear
pacTBopa yellow solution is formed. /
| Ipenapat pacTBopsieTcs
OJHOCTBHO c OTCYTCTBHEM
HEPACTBOPEHHbIX  4YacTHIL,  0e3
BUAHMBbIX MEXaHUHYeCKHX
BKITFOUEHHIT. O6pazyeTcs
IpO3paYHbIi JKENTHIN pacTBOP.

5 | Solution clarity* / | The product solution is clear. /

IIpo3paynocTs pacTeopa* PacTBop npenapara npo3payHsiit.

The produict solution should be clear. / Pactsop
npenapaTa 10eH OblTh MPO3pauHbIM.

6 | Solution color* / IlgeTnocte | The product solution is not more
pacTrBopa~ intensely colored than the reference
solution GY. / Crenedb okpacku

sranon GY.

| pacTBOpa Npenapara He MpeBblLAET

intensely colored than the reference solution
GY,./ Crenenb okpackH pacTBopa npenapara
He 10/KHA NpeBkiuaTh 3tanod GY).

The product solution should not be more |

7  pH*/pH pacreopa* 9.249/9.249

['7.5t0 10.0./ 07 7.5 10 10.0.

8 | Particulate matter* / Mexauuueckne BKAOYEHRA ™

Remarks : The Product confirms to NDr Conclusion : APPROVED/
Mpuveuanne: [Tpo1yKT cOOTBETCTBY T TpefioBanmav FI/L Jaxovenne: O JOBPEHO
Prepared by [Moarorosicno: |It ‘hecked by Checked by (AQA)  [|Approved by: Quality Assurance Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
Mpoaywr: Tekcapea® (TeHokeHKaM) AHOMILTIRAT 19 APUrOTOBISHUS PACTBOPA A1 HHBEKUNH. 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. /

. 3] 3
CeP“ﬂ_N_; : BI260089A

Batch Quantity /
Paszmep cepuu

. 97311 vials /
© 97311 dnakoHoB

Analytical Report No. /

: QC/FP/26/00202
AHAJHTHYECKHI OoT4eT No A

Date of Analysis /
JdaTta anaausa

1 (20/04,2026)

Date of Manufacture /

1 (05/2026)
Jata npon3soacrea

Date of Expiry /

Tloaen a0

: (02/2029)

Mfg. License No. /
[MpounsBoncreennan
anueHzua No

: G/28/1828

MA number: / Homep PY : JI[I-Ne(012106)-(P[-RU)

|Analysis performed according to ND No: / Anaaus nposexen no HJI No: JIM-Ne(012106)-(PI-RU)-141025

Artworks approved: / Makersl ynaxoBku yrsepxkaenn:: 14.10.2025

|PIL approved: / UMI1 yteepxaena: 14.10.2025

__Page5of12/Crp. 5312

J! | Visible particles + Buduwmwie vacmuypr |

Complies / CooTBeTCTBYET

According to requirements. / B |
COOTBETCTBHHU C TPEOOBAHHIMH. |

| Subvisible particles: ¢/ Hesudwvere
YaCMUlfbl:

124.00 vial / 124,00 dnakon

6.000 per vial; / Yactiu paszmepom
> 10 MKM JOJ/KHO ObITb He Oonee
6000 Ha daakoH;

Particles > 10 um: not more than

3.60 vial / 3.60 dnakon

Particles > 25 pm: not more than 600

per vial. / YactHu pasmepom
> 25MKM J0/KHO ObITh He Gosee 600
Ha J1aKoH.

9 | Related Substances / [Ipumecn

0.00%0 /0.00%

Not more than 0.23 % / He doaee 0.23 %

2-aminopyridine /]
2-aMHHOMUPHAHH

[ndividual unidentified i
I impurity / Enunnunas |
| HenaeHTubuLHpoBaHHAS
pYMEChH

Below BDL (BDL=0.02 %) "Hixe |
nopora peructpauus ([P =0.02 %) |

Not more than 0.3 % / He 6osee 0.5 %

| Total impurities /
Cymya npisrecei

0.00% 10.00%

Not more than 1.0 % / He dosiee 1.0 %

Remarks : The Product confirms ta NDr
[puveuanne: [Tpo1y KT COOTBETCTBY 2T TpedLBaH! A H ]

Conclusion : APPROVED /
Jariwuenue: O TOBPEHO

Prepared by [Moarotosaeno:
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o |

Checked by [[Checked by (AQA)
I{[tposepetio ( AOK):
| A
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

[Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
Mpoaykr: Tekcapea® (TeHokcnkav) NUODUIMIAT 118 PHIOTOBAEHIS pacTBoOpa 419 UHBbeKLMiL. 20 Mr

Market / Puivok : Russia/ Poccus

Batch No. / Batch Quantity / 97311 vials /
5 b} ~
Cepns Ne F IR Pazmep cepuu * 97311 dnakoHos

Analytical Report No. /

H 'FP/26/00202
AHaNHTHYeCKHI1 OTUeT No RPN

Date of Analysis /

o 20/ //2 2
JaTta anaausa MECLR D)

Date of Manufacture /

. 3/202
Jarta npow3BoacTea : (03/2026)

Date of Expiry /

« (0202
Fonen a0 e,

Mfg. License No. /
[IpouseoacTeennas
JHueHIua Ne

/28/1828

MA number: / Homep PY : JI[T-Ne(012106)-(PT'-RU)

|PIL approved: / UMIN yTBepixaena; 14.10.2025

:Analysis performed according to ND No: / Auaans nposeaen no H Ne: JITT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeThl ynakoBxu yTeepxaens:: 14.10.2025

Page 6 of 12/ Crp. 6 u3 12

| 10 | Uniformity of dosage units* /
‘ OpHopoanocts
| Z03HPOBAHHBIX eAHHHI

N0/KeH ObITh He Oostee 15,0.

Acceptance value (AV) should not be more
13,37 than 15.0. / [TokazaTens npuemiaemoctu (AV)

11 . Water* / Conepxanne
| BOABI*

1.35%/1.35%

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

12 | Bacterial endotoxins® /
| BakTepnaabHble
IHAOTOKCHHBI*

Less than | EU/mg/
Menee 1 ED/mr

oonee | ED/Mr teHokcHKaMa.

Not more than | EU/mg of tenoxicam. / He

13 | Sterility* / CtepuabHocTh*

Sterile / Crepunien

Should be sterile. / JJonsken ObiTh
CTEPHALHDIM.

14 | Assay / KonnuectBednoe onpeaeienue

Tenoxicam / Tenokcuram
UV Yao-

cleRmpohomoyiempluyecsuil

102.0 % / 102.0 % C110.0 %

[90.0% 1t 110.0% of

C1:HIN:O,S,

| (tenoxicam)} of fabel claim. / Ot 90.0 % 10

C |3H | lNBOJS]
HONHHATBHOIO COIEPAKAHHS.

(TEeHOKCHKaAM)

o1

Remarks : The Product confirms to ND.

Ipsevedanue: [poay KT cooTBeTCTBYET TpedoBanitay H/I

Conclusion : APPROVED /
3araouedne: O 10OBPEHO

Moarorosaeno:  ||Checked by

[Ipopepete:,

Prepared by
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTH®PUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lvophilized powder for solution for injection after reconstitution. 20 mg
TpoaykT: Tekcapea® (TeHokcHkam) JHODHAHIAT 117 MPHTOTOBICHHS PAcTBOPA A4 HHBEKUMH, 20 Mr

Market / Poivok

: Russia / Poccus

Batch No. /
Cepust Ne

: BI260089A

Batch Quantity /
Pa3mep cepun

. 9731 vials/
* 97311 dnakoHos [

Analytical Report No. /
AHANNTHYECKHI OoTUeT No

: QC/FP/26/00202

Date of Analysis /
JaTa aHaaMsa

© (20/0412026)

Date of Manufacture /
JaTta npo#3BoacTea

: {03/2026)

Date of Expiry /
[onew a0

¢ (02/2029)

Mfg. License No. /
lpoussoacTeeHuasn
JHLUEH3HS Ne

: G/28/1828

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

Analysis performed according to ND No: / Anaaus nposeaen no HI Ne: JIIT-Ne(012106)-(PT-RU)-141028

Artworks approved: / MakeTbl ynakosxy yTeepxaenst; 14.10.2025
PIL approved: / UMIT yTeepxaena: 14.10.2025

Page 7 of 12/ Ctp. 7 u3 12

HPLC / BIIKX

Sodium metabisulfite / [
Hampus vemaducyiovhum

103.3% /103.3 %

[ 85.0 % to 110.0 % of Sodium metabisulfite of |
the label claim. / Ot 85.0% 10 110.0%

HaTpHs meTabuCyNibdpHTa OT HOMUHANBHOIO

comepHKaHHsl.

15 |

Package description / Onncan

HE YIIAKOBKH

Primary package

[epsuunan

VIUKOBRU

20 mg of the tenoxicam in a
colorless glass vial type [ stoppered
with a bromobutyl rubber stopper.
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / Tlo 20 Mr TeHokcHkama BO
taakoH 13 OecuBETHOrO CTeKNa THI
I, vkynopeHHublii npobkoi 3
OpoMOYTH10BO# pe3uHbl, odxaToli

ATIOMHHHEBDBIM KOAna4yKkon C
ROHTPOJIEN NEepBOTO  BCKPLITHA H
MAaCTHKOBbBIM AHCKOM NOBEPN

ATHOMHHIICBOIO KOJNayvka.

20 mg of the tenoxicam in a colorless glass vial
type [ stoppered with a bromobutyl rubber
stopper. crimped with aluminum flip-oft seal
with a plastic disk over an aluminum cap. / I'to |
20 Mr TeHokcHkamMa BO  (prakoH U3 !
OECUBETHOr0 cTekna THM I yKynopeHHblii |
npodkoit 13 OpoMOYTILI0BOIT  pesHHsbL, ‘
00KaTol  adiOMHHHEBLIM  KOJIMAYKOM ¢

KOHTpOJeM Nepeoro BCKPBITHA n
M71ACTHKOBLIM UICKOM [TOBEPX ATOMHHHEBOTO |
KoAnauka.

i
|

Remarks © The Product contirms to ND-
[Mpityedanne: [Tpoay kT cooTBeTcTBYET TpedoBaHuay HJ]

Conclusion : APPROVED/
Jarawovenne: O 10BPEHO

Prepared by  [loareroe.ieHo [[Checked by Checked by {AQA)  |[Approved by: Quality Assurance Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIH3A

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

Il'lpoaym: Texcapea® (TeHoKcHKam) JHOGHIM3AT 15 NPUTOTOBIEHHA PAcTBOPa AN HHbekLMil, 20 Mr

‘Market/ PsiHOK : Russia/ Pocens

Batch No. /

: BI2
Cepust Ne : BI260089A

Batch Quantity /
Pa3mep cepun

. 97311 vials/
* 97311 MOHOB

Analytical Report No. /

: /FP/26/00202
AHanHTHYeCKH oTweT No QAT AT

Date of Analysis /
Jlara a”Haaunsa

: (20/04/2026)

Date of Manufacture /
JaTta npou3soacTBa

: (03/2026)

Foagen a0

Date of Expiry /

: (02/2029)

Mfg. License No. /
|[lpon3BoacTBeHHasn
|NMHueH3usa No

/28/1828

MA number: / Homep PY :

JITT-Ne(012106)-(PT"-RU)

Analysis performed according to ND No: / Anaaus aposeaen no H Ne: JIN-Ne(012106)-(PT-RU)-141025

Artworks approved: / MakeTbl YNaKOBKH yTBepKAEHbI:

|PIL approved: / HMIT yTeepsaena: 14.10.2025

14.10.2025

Page 8 of 12/ Crp. 8 u3 12

| 16 | Shelf-life (storage period) /
| Cpok rognoeru (cpok
i XpaHeHHs)

| 3 years/ 3 roaa

* Nore. s * [Ipuvievanue.

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. / Auaintudeckre Metoauxu 1o [® PO aelfetsyiowero wsiamus
NPHMEHSIOTCA 111 KOHTPOJIA KauecTBa npenapara Ha Tepputopun Poceniickoi detepaium. [1as BhIMycKalowero KOHTPOIS KaYeCTRBA HA MPOH3BOACTRE
MPOUIBOANTE b HCMOAb3YET MeToauKK 1o EBponetickoif Papmakonee 1elcTRYIOWEro H3IaMHs.

Remarks : The Product confirms to ND:
IMpumeyanne: [Tpo1yxT coorBeTcTBYET TpedoBarigy H I

Conclusion : APPROVED/
Jarawuenne: O TOBPEHO

Prepared by "Toarorosteno:  ||Checked by Checked by tAQA) ] Approved by: Quality Assurance Authorized person
| R ﬂpogﬁpélig:n : [MposepeHo ( \OK):  ||Ox06peno: OSccncug:.rn-:l‘.\'.t"-.r:crsn, OTBETCTBEHHOE THI11Q
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
[Mpoaywr: Tekcapea® (TeHokcukam) NHOMHAN3AT 1% NPUTOTOBACHHS pacTBOPa AN HHbeKUHA. 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 97311 vials/
. 2 .
Cepus Ne e aePn Pasmep cepun * 97311 tinakoHos

Analytical Report No. /

H 'EP/26/00202
AHATUTHYECKHTT OTUET Mo QC/FP/26/0020

Date of Analysis /
JaTta avaamsa

¢ (20/04/2026)

Date of Manufacture /

1 (03/202
JaTta npou3soacTea (il

Date of Expiry /
Foaen no

: (02/2029)

Mfg. License No. /
[TpouseoncrBeHHan
JHUueH3uA Ne

: G/28/1828

MA number: / Homep PY : JHT-Ne(012106)-(P[-RU)

PIL approved: / HMII yreepskaeua: 14.10.2025

Analysis performed according to ND No: / Anaani nposeaen no H/ Ne: JIT1-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakosku yrsep:xkaenn:: 14.10.2025

Page 90f 12/ Crp. 9 u3 12

KIT / KOMIIJIEKT
TESTS / MOKA3ATEJIU RESULTS / PE3YJABTATHI SPECIFICATIONS / HOPMBbI
Package description || Secondary package @ Bmopuuwnas | Secondary package / Bmopunas viakoska

Onucanue YOaKOBKH YHaKkosxka

-

polyvinyl

| amnynbl c
‘ MOMELLAIOT B

| MOJHBUHUANAOPHIA.
HHCTPYKLUMEH

[ BMecTe ©

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

[To 3 dnakoHa c¢ npenapatoM u 3
pacTBOpHTEEM

cassette. 1

-

Kaccety u3
1 kaccery
no

OPpHMEHCHHIO nMoMeWwaroT B MNavky

KapTOHHYIO.

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

[To 3 d¢dnakouna ¢ npenapatom M
pACcTBOPHTENEM [OMEL@IT B  KACCETy U3
MOJNUBHHHAXIOpKIA. | KacceTy BMecTe ¢
WHCTPYKUUEH 1O MPHMEHEHHIO MOMELIaT B
Mauky KapTOHHYHO.

o

o aMnoyibl €

[To 3 dnakoHoB ¢ mpenapatoM H 3 amnyia ¢
pacTBOPHTEIEM NOMELLAKT B KACCETY M3
MOMBHHMIXIOPHIA. | KacceTy BMecTe ¢

HHCTP'\-KLLHC‘IUI MO MPHMSHECHHIO TIOMEWAaT B
navuky KiaDTOHHVHO.

Remarks : The Product contirms to ND Conclusion : APPROVED/
Mpuveuanne: TpoaykT cooTBeTCTBY T TPetOBaHMAM HI Janouenne: O1OBPEHO
Prepared by Moarotosieno:  |[Checked by Checked by (AQA)  ||Approved by: Quality Assurance Authorized person
1 [posepero; - [Mposepero (AOK):  [[Oa0dpene: OdecneyeHie KaveeTBa OTBETCTBEHHOE L1HULL:
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

[Mpoaykr: Tekcapea® (TeHoKcHKaM) AUOHIHIAT 119 NPHIOTOBNEHHA PACTBOPA 414 HHBbEKUMIL. 20 Mr

Market / Poinor

: Russia / Poceua

Batch No. /
Cepua Ne

: BI260089A

Batch Quantity /
Pa3mep cepuu

. 97311 vials /
" 97311 dnakoHoB

Analytical Report No.

/

AHAMTUTHYECKHIT oTUeT Ne

: QC/FP/26/00202

Date of Analysis /
laTa anaawsa

1 (20/04/2026)

Date of Manufacture /
TaTa nponssoacTea

: (03/2020)

Date of Expiry /
['oaen ao

: (02/2029)

Mfg. License No. /
TMpoussoacTeennasn
JUIEeH3HA Ne

1 G/28/1828

MA number: / Homep PY : JI[T-Ne(012106)-(PT-RU) !

Analysis performed according to ND No: / Auaaus npOBeile-H no HO Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Maxkersl ynakosku yrsepxaenst: 14.10.2025
PIL approved: / UMII yrBepxkaena: 14.10.2023

Page 10 of 12/ Ctp. 10 n3 12

KIT / KOMIUVIEKT

TESTS / TOKA3ATEJIU

RESULTS / PE3YJIBTATBI

SPECIFICATIONS / HOPMbI

Labeling/ Mapknposka

Complies / CootBeTcTBYeET

See Section 1.3.2 of Module 1 of registration
dossier. / B coorBercTBuM c paszaenom 1.3.2.
MOOy/Is | perucTpaLunoOHHOrO JOChE.

| Storage / Ycaosus xpanenns

For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

Jas yiiakoegH 1o 3 GJaKoHa ¢ npenapaTomM ¥ 3 aMnyiibl ¢ pACTBOPHTEIEM B KACCETE:

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

B opiruHansHoi ynakoske ((h1akoHbI ¢ NpenapaToM i amnyJsibi ¢ PACTBOPHUTENEM B Mauke) |
npu Temneparype He Beile 25 °C.

| Kit shelf-life (storage period) /

| Cpok roaxocT (cpok
XPaHEeHHS) KOMILJIeKTa

years.

The kit shelf-life is determined by the shelf-life of the medical product tor human use - 3
" CpoK roaHOCTH KOMILIEKTA ONPeenaeTcst CPOKOM FOAHOCTH IEKAPCTBEHHOTO
| mpenapara A8 MeAMUHHCKOTO NpUMEHeHHs — 3 roja.

| APl name / HaumenoBanne ADC:

| INN/MHH:

' API manufacturer batch number /

Tenoxicam / TeHokcukam

Tenoxicam / TeHokcHKaM

92018125

Honep cepun npoussoanteas A®C:

Remarks : The Product confirms to ND Conclusion : APPROVED /

Mpumeyvanue: [poaykr cooraercraver tpeGosantav H Janawouenue: O JOBPEHO

Prepared by - TToarerossaeno:  ||Checked by Checked by (AQA) 7 [[Approved by: Quality Assurance Authorized person

\ Mposepesior— [Tpogepetno (AOK)  [[Oa0dpero: OdecneueHne kidecTsa OTBRTCTBHHICES T1HIO
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIH3A

|Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
|MpoaywT: Tekcapea® (TenokcHKkam) THOMHIH3AT A9 PHTOTOBACHHS PacTBOPA 315 HHbEKUMH. 20 Mr

Market / Peinok

: Russia / Poceuns

Batch No. / Batch Quantity / 97311 vials /
B ) .
|Cepua Ne L BIE60052 Pasmep cepun © 97311 ¢nakonos |

| Analytical Report No. /
AHaguTHYecKui oTueT N\t

: QC/FP/26/00202

Date of Analysis /
JaTa anaansa

: (20/04/2026)

Date of Manufacture /

Date of Expiry /

: (03/202
§ {(=ebe0) l"onen oo

JlaTa npoH3BOACTBA
Mfg. License No. /
[MpousBoacTBeHHAR
JHUeH3HS No
Analysis performed according to ND No: / Ananus nposeaen no H Ne: JHT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakosxkH yreepaaens: 14.10.2025

PIL approved: / HMII yreep:kaena: 14.10.2025

: (02/2029) ‘
: G/28/1828 .
|

MA number: / Homep PY : JIT1-Ne(012106)-(P[-RU)

Page 11 of 12/ Crp. 11 n3 12
B250004300

| FP Manufacturer API Batch number /
| Homep cepnn cy6cTaHUHH
oponsBoauTtes [JId:

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

Edmond Pharma S.r.l.. Italy /
Samona ®apma C.p.a., Mtanus

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.. India
FP manufactusing site / Coutrol site / SURVEY NO.- 51/1/1. 5U/1/2. 5112, 52/1, 32/2/1, 52/2/2. 521212 (P). 52/4,
. 52/5, 53/1. 53/2. 53/3. 54/1, 54/2. AT — VANSETI VILLAGE. PO -

| TAJPURA. TALUKA — HALOL. DIST. PANCHMAHAL — 389 330, India
HanmeHOBanne, aapec H HOMED | (”CEI’ISC No G/28/1 828)/
R R | BJIP ®APMACBIOTUKAJIC UHTEPHEALIEHEJ [IBT. 1T/, Muaus
4 ’Olf:mou;Bo;“Kz';T o Cypaeli 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. |
l\‘:‘lGCTBa/Bbll‘lyCK [‘S’I(D 53/1.53/2. 53/3. 54/1. 54/2. 3T - Bauuern [epesns. [10-Tamxnypa. Tanyka |
- Xanoa. oxpyr [Manumaxan — 389 350. Unaus (uuensusa Ne G/28/1828)

Name, addrcss, authorization No for

Declaration of certification: «! 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 specifications in the Marketing Authorization dossier of the importing country.
Production. packaging and testing records are verified and their compliance with Good Manutacturing Practice of the Eurasian
Economic Union is established». /

Conclusion : APPROVED/
}awawouenue: O1OBPEHO

Remarks : The Product confirms to ND:
Mpuvedanne: [IpoayKT cooTBETCTEVET Tpedosanuas HIL

lfoaroToBaeHo Ched\cd by Checked by ¢

I | .Pv ‘D_L.S-t'_ > [posepesio { \OK:
A | |f

! 2 J—_\“_, Lo | "\’u\ i‘ @g’.__.-i«i.-\y

Prepared by AQA) ‘ \pproved by: Quality Assurance Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

|Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
NpoaykT: Texcapea® (TeHokcHKaM) THOGHIH3AT 4S8 NPUrOTOBACHHS PacTBOpa 478 WHbeKuHi. 20 mr

Market / PoiHoK : Russia/ Poccus
Batch No. / Batch Quantity / 97311 vials /
. 2 b .
Cepua Ni e i Pasmep cepun * 97311 dsrakoHOB
Analytical Repovrt No./ . QC/FP/26/00202 Date of Analysis / : (20/04/2026)
AHANHTHYECKHIT OTHeT Ne JaTa anaania
Date of Manufacture / . (03/2026) Date of Expiry/ . (0272029
JlaTta npoy3BoacTBa [Conew ao
Mfg. License No. /
Mpou3BoacTBEHHAR : G/28/1828 ]MA number: / Homep PY : JIMT-Ne(012106)-(PT-RU)

JHueH3ua No |
Analysis performed according to ND No: / Anann3 nposeaen no HJ Ne: JITT-Ne(012106)-(PI['-RU)-141025
Artworks approved: / Makersl ynakoBkH yTeepskaeHb: 14.10.2025

PIL approved: / HMII yTepxaena: 14.10.2025

Page 12 of 12/ Ctp. 12 03 12

3ar/I04€eHHE 0 COOTBETCTBHN: «HacToAWMM 5 NOATBEPKAAKD, YTO NPHBEICHHAA Bbille HHPOPMALIIA ABISETCA J0CTOBEPHOH
W TOUHO#. DTa cepus NPOLYKLHY APOH3BeNeHa (BKII0Uas YakoBKy (MApKUPOBKY) H KOHTPO/b KAUECTBA) HA BbILLEYKA3AHHOH
MPOM3BOACTBEHHOM niowaake (niowaikax) B [ONHOM COOTBETCTBHM C TpeboBanmamu Ilpapun  HaanexaiueH
NPOW3BOACTBEHHO NpakTukh EBpasuiickoro akoHomuueckoro cotosa (Ne GMP/EAEU/RU/00939-2023 ot 21 urons 2023) u
TpeGoBaH UM KOHTPO/T Ka4eCTBa JIEKApCTBEHHbIX CPEACTB., & TAKKE B COOTBETCTBHH CO CNEUM(HKALHAMMN, COASPKALHMHCA
B PErHCTPaLMOHHOM J0Che CTPaHbi-UMTIOpTEPa. 3aMucH M0 MPOH3BOACTBY, YNIAKOBKE W aHANIM3Y NPOBEPEHbIl, H YCTAHOBICHO
HX CONTRETCTRUE TPENNRAHKAM [TTparua HANTERAINEH NPOMIROICTREHHONH NPAKTHKY EBPasHHCKOro YKOHOMHHECKOro COr3an.

Remarks : The Product contirms to ND- Conclusion : APPROVED /
Mpumeuanie: TpoaAyKT cOOTBETCTBY LT TpedoBaHuamM HIL Jawiouenne: O106PEHO
Prepared by  [loarotoraeso ||Checked by Checked by (AQA)  |[Approved by: Quality Assurance Authorized person
| w [|TpoBepuse— - Tposepeno (AOK):  [|Oa108peno: Odecneuetite katcersa OTBCTSTBCHHOE LY
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Date v L1220 |[Dae s ||{Date ) Date @t~} '
5 RADU oS e ] Vot i o hasoie (|2 28/ cdis 52 b
Hata; €0 _i;’lnmfﬁf\l\ﬁ)\(\\\: ara: Lg\ Chigole Mara S, T

Administrative Office  =ogmeenng Cenive 8in Fleer

I
i

tatarad OFins




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

[Ipo3paunas GecuBeTHAs )KHIKOCTH O€3
3amaxa.

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa st uHbeKUHIi (pacTBOpUTEIB)
Batch no. / Homep cepuu BI1260060
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / /laTta anaausa 21/03/2026
Manufacturing date / lata npou3Boacrsa 02/2026
Expiry date /lata okoH4YaHHs cpOKa 01/2031
FOAHOCTH
Water for injections (solvent) / Bona nast unbexuuii (pacTBopurelinb)

TESTS /TOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI

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

odor. / Ilpospaunas OeciBeTHas
KHJKOCTb O3 3amaxa.

Particulate matter / Mexannuyeckmne BKJIIOYEHHS

Visible particles /
Buoumeie vacmuywr

According to requirements. / B cooTBeTCcTBHH €
TpeOOBAHUSIMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvie vacmuywi

>10 um particles /
4acTHIl pasMepoM > 10 MKkM

>25 pm particles /
YACTHIL PasMEPOM > 25 MKM

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

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

181.60 particles per ampoule; /
He 6onee 181.60 Ha ammyy;

5.07 particles per ampoule. /

He Gonee 5.07 Ha amnymy.

Acidity and alkalinity /
Kue0THOCTD M I€109HOCTD

Test sample should pass the test. /
HcneiTyemblii 00pa3zel 10KEH BbIICPKUBATD
UCTIBITAaHHKE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBauBaromue
BellecTBa

Test sample should pass the test. /
HcnbiTyemblil 00pa3el JOIKEH BbIICPKUBATh
HCTIBITAHHUE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa AHOKCH]

No turbidity should be observed within 1 hour.
/ He 10J15KHO OBITh TOMYTHEHHS B TCUCHHE
1 gaca.

Complies / CooTBeTcTBYET

Chlorides/ Xaopuasi

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

Less than 0.5 ppm / Mesnee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl 1 HUTPUTBI

Not more than 0.00002 % (0.2 ppm). /
He 60mnee 0,00002 % (0,2 ppm).

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

Sulphates / Cyabdartsi

No turbidity should occur within not less than
1 h./ B Teuenue He MeHee 1 yaca HE JOIDKHO
HaOJII0aThCs IOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHI

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

Less than 0.6 ppm / Mesnee 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.

1/2

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, 5215, 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 /TTOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATDI

Calcium and magnesium /
Kaabumii 1 Mmarumii

Pure blue color should be observed (without a
violet hue). / Jlo/pKHO HaOII01aTHCST YHCTO
cuHee okpaiuBanue (6e3 GpuoseToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tskeabie
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 6onee 0,004 %.

0.001 % /0.001 %

Conductivity /
JIeKTPONPOBOJAHOCTH

Not more than 25 pS/cm. /
He 6omee 25 mxCwm/cM.

14.43 uS/cm. /
14.43 MxCwm/cm.

Extractable volume /
HU3BJekaemMblii 00beM

Not less than label claim (not less than 2 mL). /
He MeHee HOMUHANBHOTO (HE MEHEE 2 MJT).

2.1mL/
2.1 M

Bacterial endotoxins /
BakTtepuaJjibHble 3HI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6omee 0,25 ED/Ma Boas! asist
HHBCKIIUH.

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

Sterility / CTepuabHOCTb

Should be sterile. / JlomkHa GbITh CTEPHIBHOM.

Sterile. / CtepunbHoO.

Package description /
Onucanne ynakoBku

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 yrmakoBKa

ITo 2 mut pacTBOpHTEINIS (BOJA [UIS MHBEKIHIA) B
ammyny u3 OecuBeTHoro creknma, tan I Ha
BEpXHEH YacTH amImysibl HaHECeHa TO4YKa
pasiioMa 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

Ilo 2 mn pactBopuTens (Boma st
UHBEKIIHHN) B amIyy u3
OccueTtHoro crexia, Tunm . Ha
BEPXHEH YacTH aMmyibl HaHEeCCHA
TOYKA Pa3/IoMa OPaHKEBOTO 1IBETA.

Shelf-life (storage period) /
Cpok roaHocTH (cpok
XpaHeHus)

5 years / 5 net

Assessment: / 3aKJIrOUEHUE:

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

(PI'-RU)-141025. /

Cepust cCOOTBETCTBYET TPEOOBAHMAM HOPMATHBHOTO JOKYMCHTA 10 KauecTBy JIIT-

Ne(012106)-(PI'-RU)-141025.

PREPARED BY

REVIEWED BY

APPROVED BY

Name Tejaswini Chauhan Bhushan Kothawade Deepak Sonar
Designation Executive Sr. Executive Manager
Department Quality Control Quality Control Qualit/yC_g_nLroI

Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUOPHUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Boaa pas mabexumii (pacTBOpUTEIB)
Batch no. / Homep cepuu BI1260071
Amount of product per batch / Pazmep 205.0 L
cepuu
Date of Control / JlaTa ananusa 25/03/2026
Manufacturing date / lata npon3soacTaa 02/2026
Expiry date /laTa okoHYaHHSI CPOKa 01/2031
TOOHOCTH
Water for injections (solvent) / Bona anst unbexuuii (pacTBopuTe/ib)
TESTS / NOKA3ATEJIN SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
[Mpo3paunas GecLBeTHas XXHUAKOCTH 6e3
3amaxa.

Clear, colourless liquid without odor.
/ TIpo3pauHas GecLBETHas XKUAKOCTh
6e3 3amaxa.

Particulate matter / Mexannuyeckne BKJIKO4YeHHS

Visible particles /
Buoumvie vacmuywl

According to requirements. / B cooTBeTcTBUM
¢ TpeOOBAHUAMH .

Complies / CoOTBETCTBYET

Sub visible particles /
Hegsuoumvie uacmuiybl

>10 pum particles /
YacTHL pa3MEPOM >
10 MxM

>25 pum particles /
YaCTHI] pa3MePOM > 25 MKM

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

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

126.53 particles per ampoule; /
He Gonee 126.53 Ha ammyiy;

3.07 particles per ampoule. /

He Gonee 3.07 Ha ammyiy.

Acidity and alkalinity /
KHCcI0THOCTD H 1IeJ10YHOCTD

Test sample should pass the test. /
HcnbiTyemblit 06pasel JOJKEH BbIAECP)KUBATh
HCIBITAHUE.

Complies / CooTBETCTBYET

Reducing substances /
BoccranaBauBarlue
BellleCTBa

Test sample should pass the test. /
HcneiTyemblii 06pasell JOJDKeH BbIIEP)KUBATD
HCIIbITAHHUE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa 1uokcHa

No turbidity should be observed within 1 hour.

/ He momkHO OBITH MIOMYTHEHHUS B TEYEHHE
1 gaca.

Complies / CooTBeTCTBYET

Chlorides/ Xsopuabl

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl H HUTPHTBI

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

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

Sulphates / Cyabdatsl

No turbidity should occur within not less than
1 h. / B Teyenue He MeHee 1 yaca HE IOJDKHO
HaOJIFOaThCSA IOMYTHEHUE.

Complies / CooTBETCTBYET

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®HKAT AHAJIN3A

TESTS / IIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATEI

Calcium and magnesium /
Kanbunii u Mmaramii

Pure blue color should be observed (without a
violet hue). / JlJomkHO HaOMIOOaTHCA YUCTO
CHHee oKpamuBaHue (6e3 ¢proaeToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tstxesibie
MeTaJLIbl

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

Less than 0.00001 % (0.1 ppm) /
Memnee 0.00001 % (0.1 ppm)

Residue after evaporation /
Cyxoii ocTtaTox

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

0.000 % /0.000 %

He mMeHee HOMUHAIBHOTO (HE MeHee 2 MIT).

Conductivity / Not more than 25 uS/cm. / 15.91 pS/cm. /
JJIeKTPONPOBOJIHOCTD He 6onee 25 mxCwm/cMm. 15.91 mxCwm/cMm.
Extractable volume / Not less than label claim (not less than 2 mL). 22mL/
H3Baexaemblii 00beM / 2.2 Mn

Bacterial endotoxins /

Bamepnanbﬂue 3HAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 EQ/Mn Bozp! s
MHBEKIUH.

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

Sterility / CTepHIBHOCTD

Should be sterile. / JlomkHa OBITh CTEPHIBHOM.

Sterile. / CTepuibHO.

Package description /
Onucanne 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. /
[TepBryYHas ynakoBka

ITo 2 mit pactBopuTens (BoAa Il MHbEKLIUH) B
ammynay u3 OecuserHoro crekna, Tvn 1. Ha
BEpXHEMl YacTM aMIynbl HaHECEHa TOYKa
pasyioMa OpaHXeBOro 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. / [lepsuynas
YIaKOBKa

ITo 2 mu pacrBopurens (Boga I
UHBEKIMIA) B aMITyJTy U3 O€CLIBETHOTO
crekna, Tun . Ha BepxHell yactu
aMITyJibl HaHECeHa TO4YKa pasjioma
OpaHKEBOro LIBETA.

Shelf-life (storage period) /
Cpok roaHocTH (cpoK
XpaHeHHs )

5 years/ 5 ner

Assessment: / 3akJtoueHue:

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

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

The batch complies with the specifications according to ND on quality JIIT-

Cepust COOTBETCTBYET TPeGOBaHUM HOPMATHBHOTO I0KyMeHTa 1o kavectsy JIII-

PREPARED BY

REVIEWED BY

APPROVED BY

Ravindra More

Deepak Sonar

Name Tejaswini Chauhan
Designation Executive Manager Manager
Department Quality Control Quality Control Quality/Con%rol

Signature & Date
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