BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJH3A

Product : Texared® (Teno.\'lcamlyophiiized powder for solution for injection after reconstitution. 20 mg

[MpoaykT: Texcapea® (TeHokcHka) AHOHIN3AT A0 IPHIOTOBAGHHA PACTBOPA 74 HHBbEKUAR, 20 Mr

i;\larket / Poinok : Russia / Poccus
|Batch No. / . Batch Quantity / 97440 vials /
\Cepus Ne 3 BIZSOIIse Pazmep cepun 97440 aaxoros }

I"Analytical Report No. /
|AHAJHTHYECKHIT oTueT No

: QC/FP/26/00423

Date of Analysis /
Jara anaau3a

1 (09/07/2026)

Date of Manufacture /
|1aTa npoussoacTea

: (01/06/2026)

Date of Expiry /
Fonen 10

: (31/05/2029)

Mfg. License No. /
[Mpoussoacreennan
[nueniHa No

: G/28/1828

|

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

|Analysis performed according to ND No: / Ananus nposeaex mo HA Ne: JIN-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeThi ynakosku yreepxaensi: 14.10.2025

PIL approved: / HMII yreepacaena: 14,

10.2025

Page 10f12/Crp. 1 u3 12

| Ne ] Test / Moka3zarens
|

Result / PezyapTaThi

|

Specification / Hopma

1 ' Description / Onncanue

Yellow
JInodunusnposaunbtii
KENTOro uBeTa.

Iyophilized powder.

/|Yellow to greenish Iyophilized powder. /|
Nopowok |JIHOPHAHZUPOBAHHLIH MOPOWIOK KEATOrO ¢ |

/

3€JICHOBAThIM OTTEHKOM L{BETA.

’ 2 | Identification / UxenTudnkanns

| Tenoxicam / Tenokcuraw
HPLC / BIXXX

The retention time of tenoxicam peak | The retention time of tenoxicam peak in the test
in the test solution chromatogram is |solution chromatogram should correspord to

corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
YAEPKHUBAHUA NMKA TEHOKCHKAMA Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYET BpPEMEHH

YASPKHBAHHA NMUKA TEHOKCHKAMa Ha
Xpomarorpamme CTaHapTHOTO
pacteopa.

the retention time of tenoxicam peak in the
standard solution chromatogram (see Related
substances, assay of single impurities and total
impurities (254 nm)). / Bpems ynepskuBaHus
MMKa TEHOKCHKaMa Ha  XPOMATOrpamme
UCTILITYEMOFO pacTteopa AOMKHO
COOTBETCTBOBATL BPEMEHH YAEPKHBAHHS MHKA
TEHOKCHKaMa Ha xpoMarorpamme
CTaHnapTHoro pactsopa (cM. «Ipumecu,
ofnpejesieHue eAHHUYHBIX NPUMEce H CyMMBI
npimMeceit (254 um)).

[[Remarks - The Product confirms to ND/

[puyevanse: [poaykt coorsercrayer rpedoBannam HJ

[Conclusion : APPROVED /
I&a xawyeune: OJOBPEHO

Prepared by - Hoarotosaeno: ||Checked by - ‘( “hecked by (AQA) |l Approved by: Quality Assurance’ Authorized person I
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATH3A

[Product : Texared® (Tenoxicam| Iyophilized powder for solution for injection after reconstitution. 20 mg
{Mpoaykr: Tekcapea® {TeHoxcnka) aiodiinzar aas NPHCOTOBJCHHA PACTBOPA A8 HHBEKUMH. 20 vr

e . .
Market / Poinok : Russia ’ Poceus

| )
'Batch No. / . BI260(87A |Batch Quantity / . 97440 vials / |
Cepusa Ne 2 iyt |Pasmep cepun 97440 thaaxouos

Analytical Report No. / | Date of Analysis /
AHATHTHYRCK I OTueT No !,:!31'3 AHAAN3A
Date of Manufacture/ : (01/06:2026) | Date of Expiry /
daTa npoussoicraa = \Toxen xo

Mfg. License No. / .
flponssoacreennan : G/28.1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT-RU) ‘

: QC/FP26/00423 1 (09:07/2026) |

: (31/05:2029) |

AHueHINA Ne

Analysis performed according to ND No: / Auanus nposene no HJ Ne: JITI-Ne(012106)-(PT-RU)-141025 '
|Artworks approved: / MakeTs: YNawkosxH yreepxaennl: 14.10.2025 ‘
|PIL approved: / HMII yTBepakaena: 14.10,2025

Page2 of 12/ Crp.2 n3 12

‘Tenoxicam/ Tenoxcuram UV absor;;ign spectrum of the test [UV absorption spectrum of the test solution |
UV spectrophotometry + Vp- solution prepared for the Assay in the |prepared for the Assay in the range from 230

| 3 ‘ hould have maxima at

' cnexmpogomosiempus rang.e from 230 nm to 400 nm has [nm to 400 njnj 3 7ou SR r o
maxima at wavelengths of 256.89 |Wavelengths of257+2 nm, 285+ 2 nman

’ nm, 784 ST nmand 367.79 nm. / Vi |= & nm (see Tennxicam Assay) / Vehecniertp

MOMIOLEHHA UCIBITYEMOro pacTBopa,

r MIPHTOTOBJIEHHOIO AN KOJMMYECTBEHHOro

onpenenexus, B oonact ot 230 um 1o 400 HMm

0. HHOr JEJACHHUA, B
i 'IHLIQCTBE’Y‘O e eH s AOKEH UMETH MAaKCHUMYMBI OPpH ANUHAX BONH
| o0nacth or 230 H 20 400 BM HMEST 359", 2 1 565+ 2 5w u 368 4 2 1w (onn

MAaKCUMyMel NDH  IHHAX  BOMH | KonugecTsennoe onpejeneHue

CHEKTD NOrNOUIEHUR HCIBITYEMOTO
pacTBopa, [MPUIOTOBIECHHOrO [N

256,89 um, 284,51 uM 1 367,79 um. TEHOKCHKaMay).

Remarks : The Product contirms to \D Conclusion : APPROVED/
[pumeuanue: Mponyrr COOTBETCTBYET Tpedosanmsm HJ1 3akmodenne: OJOBPEHO
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
ITpoaywr: Texcape1® (TenokcHkam) AHOMUAIGAT A48 NPUTOTOBIEHIR PACTEOPA LT MHBEKUMIT, 20 Mr

'Market / Poinok : Russia / Pocens

:Batch No./

|Cepus Ne

: Bi260182A

Batch Quantity /
| Pa3mep cepun

. 97440 vials/
" 97440 daaroHos

|Analytical Report No. /

_|AuanuTuuecm|ﬁ oT4eT Nt

: QC/FP/26/00423

Date of Analysis /

JdaTa aHaau3a i (091022026)

Date of Manufacture /
{laTa npoussoacrea

: (01/06/2026)

Date of Expiry/

3 5/202
Foaen a0 (31/05/2029)

|Mfg. License No. /

MpouisoacTBennan : G/28/1828 MA number: / Homep PY : JI[I-Ne(012106)-(PI-RU)
I.mueusuﬂ Ne ! |
| Analysis performed according to ND No: / Auaaus nposeaen no HI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTnb! ynaosky yTBepaensr: 14.10,2025

PIL approved: / UMII yrsepwaena: 14.10.2025

=i |

\Sodium metabisulfite /
| Hampun siemaéucyavhum

\HPLC / BIJXX

Page3 of 12/ Crp. 3 H3 12

The retention time of sodium
metabisulfite peak in the test solution
chromatogram corresponds to the
retention time of sodium
metabisultite peak in the standard

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

‘ solution chromatogram. / Bpews |Assay). / Bpems yiepkuaHus nuxa HaTpHs |
| yAepxKUBaHUA nuka HATpHA |Metabucynedura Ha xpomaTorpaMMG:‘
MeTadHCynbuTa Ha |UCMBITYEMOrO pacteopa JAONKHO

XpoMatorpamme MCMBITYEMOIO |COOTBETCTBOBATE BPEMEHH yAEPKHBAHUA THKA |

pacTsopa COOTBETCTBYeT BpeMEHHU (HaTpus MeTabucynnduTa Ha Xpomatorpame |

VAEPKRUBAHHA nuka HaTpUA |CTaHAAPTHOrO pacrtBopa (cn. |

MeTabucynbdura Ha («KonuuecTeeHHOE  OmpedeneHHe  HaTpus

XpoMmarorpamme CTAHAAPTHOTO |MeTabUCYIbhHTaY). ‘

pacTeopa. |

3 | Dissolution time / Bpemsa 33 seconds / 33 cexyHa Not more than 60 seconds. / He Goaee 60i

pacTBopennsn | CeKyHA. f

Remarks : The Product contirms to ND.
Mpumeuanne: Mpoaykr cooTeercrayer Tpedosanuam HI

Conclusion : APPROVED /
3arawvenne: ONOBPEHO

Prepaced by MMoarotosreno: ||Checked by

|

i T r - =
[lCheckad by cAD A [[Appreved by Quality. Assurance Authorized nerson
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

[MpoaykT: Texcape1® (Tenoxenkaw) auoduimiar 113 NPHIOTOBASHHA DACTBOPA A1 HHbeKuHi. 20 mr

Market / Poivok

: Russia / Poccus

Batch No./
Cepua No

Batch Quantity /

: BI260182A
Paismep cepun

97440 vials /
" 97440 (haakonos

Analytical Report No. /
AHAIHTHYECKHHA oTyeT No

Date of Analysis /

: QC/FP/26/00423 |ilaTa o

: (09/07:2026)

Date of Manufacture /
Jdara apoussoacrea

Date of Expiry/

: (01/06/2026) e

: (31°05:2029)

[Mfg. License No. /
[MpoussoacTeennan
lauuenina No

i
: G/28/1828

‘MA number: / Homep PY : JIT1-Ne(012106)-(PT-RU)

Analysis performed according to ND No: / Ananus nposenen no HIA Ne: JTIT-Ne(012106)-(PT-RU)-141025

Artworks approved: / MakeTsl ynakosku yTeepaxaens:: 14.10,.2025
PIL approved: / UM H ytsepaaena: 14.10.2025

Page 4 0of 12/ Crp. 4 n3 12

BOCCTAHOBJIEHHOrO
pacTBopa

| 4 | Appearance of reconstituted | The product dissolves completely
solution / Onucanne

without of undissolved particles and
visible particulate matter. A clear

yellow solution is formed. /
[1penapart pacTBopseTcs
MOJTHOCTBEO € OTCYTCTBHEM
HEPAaCTBOPEHHLIX  4acTuu,  Oe3
BHAHMBIX MeXaHHYECKHX
BIUTIOYEHH. Ob6pasyetca

Apo3payHblit *xEATLIH pacTBOp.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / [Ipenapat zomxeH
pacTBOpATECA MOMHOCTBIO € OTCYTCTBHEM
HEPacTBOPEHHbIX 4acTHU, ©e3 BHAMMBIX
MeXaHMYECKHX  BkIlodeHHA.  Obpasyetcs
Npo3pauHblii  3€/1€HOBATO-KENTOr0  LBETA |

pacTBop.

pacTBopa*

5 | Solution clarity* / The product solution is clear. /| The product solution should be clear. / PacTeop
[Ipospa1nocTs pacTBopa* PacTsop npenapara npo3pausbiii. npenapara 1oJiKeH OblTh NPO3PA4HELIM.
6 | Solution color* / [{sernocte | The product solution is not more | The product solution should not be more

intensely colored than the reference
solution GY,. / Crenenb oxpacku
pacTeopa npenapara He MpeBbilIAeT
3TaioH GY).

intensely colored than the reference solution
GY\. / Crenenp okpackn pacTBopa npenapara
He J0A2KHA npeeblwats 3Tanod GY).

\_7 | pH* / pH pactsopa*

9.240/ 9,240

7.5t0 10.0./ Ot 7.5 10 10.0.

| 8 IE Particulate matter *

/ Mexanu4eckHe BKAOYEHHA™

Remarks : The Product coniirms to ND
TIpumeuanwue: [Mpoavkr coorsercraver tpedosanman HIJ

Conclusion : APPROVED /
3axaouenne: O JOBPEHO

——

Prepared by [loarorontene |[Theckad by

 [Checked by (A0A)
SR> J[l'lp'oaepeHo (AOK):

iip

Approved by Qualiny Assurance Authorizad person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

{Mpoayxr: Texcapea® (TeHokcHranm ) JHOMHIIN3AT 1739 NPHIOTOBIEHHA PACTBOPA 418 MHbekUHit, 20 mr

II Market / Poinox : Russia 7 Poceus

Batch No. /

. B 9.
Cepis Ne :NBI360IS2

Batch Quantity /
Paimep cepun

. 97440 vials /
© 97440 aakoHor

Analytical Report No. /

' : /FP26/00423
| AHAIHTHYECKHH OTYeT No : QC/FP/26/00423

Date of Analysis /
Jara anaausa

¢ (09/07/2026) |

t
Date of Manufacture / : (01/06:2026)

Date of Expiry /

: (31/05/2029)

JaTa npoussoactsea Toaen a0
Mfg. License No. /
MponssoacrBexnan : G/28/1828 MA number:

aunuenzns Ne

Artworks approved: / Makerst ynakosku yTeepacaenst: 14.10.2025
PIL approved: / HUMTI yreepaaena: 14.10.2025

Analysis performed according to ND No: / Ananus npoeegex no H/ Ne: JITI-Ne(012106)-(PI'-RU)-141025

|
|
/ Homep PY : JII1-Ne(012106)-(PT-RU) ‘

Page50f12/Crp.5u312

[ Visible particles / Buouvsie vacmuyb

Complies / CootBetcTByeT

/" B

According to requirements.
COOTBETCTBHU C TPEDOBAHHAMH,

Subvisible particles: / Heeuduubze]
| wacmuyel.
|

129.47 vial / 129,47 ¢nakon

Particles > 10 um: not more than
6,000 per vial; / Yactuu pazmepom
> 10 MM nmoxkHo ObiTe He Ooiee

6000 Ha ¢nakoH;

6.40 vial/ 6.40 dnakou

Particles > 25 pm: not more than 600

per vial. / Yactnu pasmepom
> 25MKM R0/1%HO ObITH He Gonee 600
Ha dakoH.

Related Substances / [Ipamecn

2-aminopyridine / 0.00% /0,00% Not more than 0.25 % / He 6o.1ee 0.25 %
2-aMMHOMUPHUAHH

Individual unidentified Not more than 0.5 % / He 6onee 0,5 %
impurity / Ennnnunas | Below BDL (BDL=0.01 %) / Huxe

HeueHTU U LUHpOBaHHAsA nopora perdcrpauun (MNP = 0,01 %)

npUMech

Total impurities /

Cymma npumeceii 0.00% /0.00%

Not more than 1.0 % / He Goaee 1.0 %

Remarks : The Product confirms to ND.
Ipusteuanne: lNpoaykr cooteercTayet TpedosaHnsm HJJ

Coaclusion : APPROVED /
3axmwouenne: OJOBPEHO

3 . " 1k e ' B 5 5 B 1
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJH3A

Product : Texared'® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
[Mpoaywr: Texcapen® (Tenokcukam) anoduausar 41a NPHIOTORICHHA PACTBOPE 119 HHBEKUMI. 20 M

Market / Peivow

: Russia / Poccus |

Batch No. /

: 2
(Cepust Ne : BI260182A

Batch Quantity /
Pasmep cepun

. 97440 vials /
97440 thnakonos

Analytical Report No. /

: QC/FP/26/00423
AHAAHTHYECKHITT OTYeT Ne t QC/FP/26/00425

Date of Analysis /
lata anaaunsa

|
|
: (09/07/2026) [

|Date of Manufacture /

. : (01/06/2026)
|JaTa npoussoacrea

|Foaen a0

IDate of Expiry /

: (31/05/2029)

|Mfg. License No. /
[TpoussoactTeennan
|Juensua Ne

: G/28/1828

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

| Analysis performed according to ND No: / Anaan3 nposenéa no HJ Ne: JITT-Ne(012106)-(PT-RU)-141025

Artworks approved: / Makernl ynakosxn yreepsxaens:: 14.10.2025

PIL approved: / MMIT yreepwaena: 14.10.2025

Page 6 of 12/ Crp. 6 n3 12

I-ﬁlﬁ':'_Uniformity_of dosage units* / !
| | OnHopoaHocTh
| AO3HPOBAHHBIX elHHAN*

11.89/11,89

Acceptance value (AV) should not be more
| than 15.0. / [Tokazarens npHEMAEMOCTH (AV)
J0KeH OblTh He Oonee 15.0.

11| Water* / Cogepxanne

= 1.23%/1,23 %

Not more than 3.0 %. / He 6onee 3.0 %. ‘

' 12 | Bacterial endotoxins* /
bakTepHanbHbie
| JHAOTOKCHHR*

Less than 0.162 EU/mg /
Menee 0,162 E/mr

|

Il
'Not more than | EU/mg of tenoxicam. / He
0o:ee 1 ED/Mr TeHOKcHKaMA.

[ ihtvw *
13 | Sterility* / Ctepuasnocts Sterile / Crepiuien

Should be sterile. / lomken 6biTh
CTEPIHITbHBIM.

14 | Assay / KosinyecTBennoe onpenenenne

Tenoxicam / Tenoxcuxam
Uy, yo-
cnexmpogomomempuveckuii

103.3 % /103,3 %

90.0% to 110.0% of Ci3H 1 IN30sS:
(tenoxicam) of label claim. / Ot 90,0 % a0
110,0 % Ci3HiiN3O4S:  (Tenokcukxam) or
HOMHHAJILHOFO COAEPIKaHHUS.

Rentarks - The Product confirms to ND
Ipumeuanue: [poaykT coorsercrayer rpedosanmam HI

Conclusion : APPROVED /
Jaxkmouenne: OTOBPEHO

I[_ oy Tl u:n:)mem_' Checked by
) - )

[Lhctpese Oecnene

— Mposgperor [MpoBepeno (AQOK): !
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATH3A

Product : Texarcd® (Tenoxicam) |yophilized powder for solution for injection after reconstitution. 20 mg
Mpoayir: Tekcapea® ( TeHokCHKIM ) AHODNIN3AT ANA TPHIOTOBAEHHA PACTBOPA 209 HHBbEKUHI, 20 Mr

Market / Poinow : Russia / Poccus

tch No. / i 440 vials /
Bla ¢h No. / . BI260182A Ba.tch Quantity / . 97440 v1a.lsb
Cepna N Passep cepun 97440 daakotor

Analytical Report No. /
AHATHTHYECKHIT OTHeT No

: QC/FP/26/00423

Date of Analysis /

: (09/07/202
Jlata anaamsa (09/07/2026)

Date of Manufacture /
JlaTa npouisoactea

: (01/06/2026)

Date of Expiry /

1 (3170572029
loaen no (31-0) S

Mfg. License No. /
Mpon3soacTeennan

: G/28/1828

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

JHLeH3Ing Ne

Artworks approved: / MareTbl ynakoBKH yTBep#aeHs:: 14.10.2025
PIL approved: / HMI yisepaaena: 14.10.2025

Analysis performed according to ND No: / Anaans nposeaen mo H/ Ne: JITT-Ne(012106)-(PI-RU)-141025

Page 70f 12/ Crp. 7 u3 12

" |Sodium metabisulfire / 99.4%7/99.4 %

| \Hampua memaducy.ishum
' HPLC 7 BI)XX

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85.0% 10 110,0%
HaTpUs MeTaducynb(PHUTa OT HOMHHAIBLHOIO
coaepatHs.

15 | Package description / Onscanue ynakoskn

Primary puckage * [Mepsuyras | 20 mg of the tenoxicam in a

vharkoska colorless glass vial type | stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / [lo 20 Mr TeHokcukama BO
(1akoH 13 GecUBETHOrO CTeK/a THN

[, ykynopeuHbii npoGkoil w3
OpomMByTHI0BON pe3nHbl, 06xKaTOH
ANOMHUHHEBBIM KOJNMa4koM ¢

KOHTPOJIEM MEPBOFO BCKPHLITHS 1
NITACTHKOBBLIM  JHCKOM  MOBEpX
1 [ f ANOMHUHHEBOIO KOMa4Ka,

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. / [To
20 Mr TeHokcukama BO (nakoH W3
GecuserHoro crekna Tun l. ykymopeuustit
npodkoli M3 OPOMOYTHIOBOH  pe3HHbI,
06xaToif  aNOMHUHHEBBIM  KOMMAYKOM €
KOHTpONEM nepeoro BCKPbITHA "
MNAACTUKOBBIM THCKOM MOBEPX aNIOMHHHEBOIO
Kosnauka.

rl—?emnrks ¢ The Preduct confirms to \D
lpusevanne: [Npoayxr cooTsercTeyer Tpedosanusm H

Conclusion : APPROMVED /
3akawuenue: ONOBPEHO

T;Chcukcd by ] Checked by (AQA) ]

Prepared by ' [Moarorosiene:

Approved byt Quality Assurance Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJIHU3A

Product : Texared® {Tenoxicam) I)ophlhzed powder for solution for injection after reconstitution, 20 mg
ﬂpOJ\ wT: Tekcapen® (TeHokcukam) nnoduausat 114 MPHIOTOBIEHHA PACTBOPA LIS HHBEKUHA. 20 Mr

|
, |
Market / Poinok : Russia / Poceus |
| |
' | - —q
Batch No. / . BI260182A | Batch Quantity / . 97440 vials /
Cepus Ne N ke 'Pazvep cepun " 97440 dnakoHos
= - = |
Analytical Repourt No. / ‘ : QC/FP/26/00423 Date of Analysis / : (09/07/2026)
|AHAAUTHYECKHUIH oTueT Ne HMata ananmnsa |
|Date of Manufacture / ; Date of Expiry /

JaTa npou3soacTsa : (01/06/2026) : (31/05/2029)

Mfg. License No. / |
[MpouiBoacTeennas : G/28/1828 MA number: / Homep PY : JI[T-Ne(012106)-(PT-RU) |
|AHueH3ndg Ne ‘
Analysis performed according to ND No: / Araaus nposegen no HJ Ne: JITI-Ne(012106)-(PT-RU)-141025 ‘
Artworks approved: / MakeThl ynakoBkH yTBepxaennt: 14.10.2025
PIL approved: / HMII yrsepa#aena: 14.10.2025

I'onen a0

Page80f12/Crp.8m312

16 ' Shelf-life (storage period) / 3 years/ 3 roaa
Cpok roaHoctH (cpox '
XpaHeHHs)

* Note.  * Ipuvenanue.
Analytical procedures according to the current Rus. Ph. arc used for the product quality contro! in the Russian Federation. The manufacturer uses the
current Ph. Eur. procedures for release quality control at the manufacturing site. / AnasuTnueckue Meroauku no ['® Pd aelicTBytowero uazanns

IPUMCHAIOTCA 1A KOHTPO.TA Ka4eCTBa Npenapara Ha Tepputopuy Poccuifckoit @eclepauuit. [51a BRITYCKAIOWEro KOHTPOIA KAUECTBA Ha NPOH3BOICTBS
NPOH3BOIHTENE HCMOAB3YET MCTOAMKK No EBponeiickoil @apmakomiee ICHCTBY OURTO H31aHUA.

Remarks : The Product confirms to ND Conclusion : APPROVED /

Mpumevanne: [Npoaykr cooteetcrayer Tpebosanuam HA “ 3akniouenne: OJJOBPEHO

1??;:;_;_._:'.'-.: by TloarorosacHo: “r ‘hecked by llchecked By DAY i' Approved by: Quality Assurance Authorizzed person '
S T |ﬂpmu peHe:——, ||'- Ipesepero (AN i odpeso: O0eeneiienits KddecTsa OTBETCTeHH R i




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
TIpoaywr: Texcape1® (TeHokcHKkaM) AHOMHAH3AT ANA NPHIOTOBAEHHA DACTROPA 118 HHbEKUHIT, 20 Mr

Market / Poinok

: Russia / Poccua

Batch No. /
Cepusa Ne

: BI2601824A

;Batch Quantity /
| Pazmep cepun

. 97440 vials /
* 97440 daaxoHoB

Analytical Report No. /
AHaaHTHYeCKHI oTueT No

: QC/FP/26/00423

|Date of Analysis
|Jata anannsa

4 : (09/07/2026)

Date of Manufacture /
Jata npoussoactsa

: (01706/2026)

| Date of Expiry /
|['oaen oo

: (31/05/2029)

Mfg. License No. /
[ponisoacTeeHnas
|JTHUEH3HR No

: Gr28/1828

|
MA number: / H

omep PY : JI[T-Ne(012106)-(P[-RU)

| Analysis performed according to ND No: / Ananu3s nposeaen mo HA Ne: JIMT-Ne(012106)-(PT-RU)-141025
|Artworks approved: / MakeTsl ynakoBkh yTBepkiaens:: 14.10.2025
PIL approved: / HMII yreep:aena: 14.10.2025

Page 90of 12/ Crp. 9 u3 12

| KIT / KOMILJIEKT

- !
! TESTS / [IOKA3ATEJIH RESULTS / PE3YJbTATDI SPECIFICATIONS / HOPMbI |
| Package description /| Secondary package / Bmopuunas | Secondary package / Bmopuynan vhaxosxa '

l
|

OnHcaHHe yIaKOBKH

yhakoexa
3 vials with the medical product and

3 ampoules with the solvent in a |

polyvinyl chloride cassette. 1
cassette with the patient information
leaflet in a carton pack.

o 3 ¢nakona ¢ npenaparom u 3
ammynsl c pacTBopuTeeM
MoMewawT B Kaccery W3
monuBuHUAXIOpHAA. |  Kaccety
BMECTE C  MHCTpykumeidl o
MPUMEHEHHIO NOMELAIOT B MAYKy
KapTOHHYIO.

3 vials with the medical product and 3 ampoules
with the solvent in & pulyvinyl chloide 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 ¢nakoHa ¢ npenapatoM M 3 amnaynsl C
pacTBOpHTENlEM I[IOMELAIOT B KacCeTy W3
NOMMBUHWIXJIOpUIA. | KkacceTy BMecTe C
HHCTPYKLHEH MO NPUMEHEHHIO MNOMELAKT B
Ma4yKy KAPTOHHYHO.

[To 5 ¢nakoHoB ¢ mpenapaToM H 5 amnyn ¢
pACTBODHTENEM MOMELLAOT B  KacceTy U3
nonuBuHMNXIOpHaa. | KacceTy BMmecTe ¢
WHCTPYKLUHMEN N0 NMPUMEHEHHIO MOMEU(@IT B
| nauxy KapToHHYH.

Remarhks : The Product confirms to ND:
lIpumeuanne: [TpoaykT cooretcTyeT Tpedosannam H/L

C onclusion : APPROVED/
Jaxmwouenne: OJOBPEHO

WA

Prepared by * [oarororaeno: E Checked bt Checked by (AQ\) I Approved byv: Quality Assurance Authorized person
[ ——— | Tposgpeno:. [posepere 1 AOKY:  [[io0peno. O0cune e kiyiee 7Ba UTBETCTBEHHOS THLO
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUHOHKAT AHAJIH3A

Product ; Texared® (Tenoxicam) lyophilized powder for solution for injection atter reconstitution. 20 mg
:l'lpouyl\'r: Tekcapea® (TeHokcHkam) AHOGHIH3AT 219 NPHUIOTOBJICHHS PAcCTBOPA AMA HHBEKUHA. 20 MT

‘Market / PuIHoK : Russia . Poccus

!IBatch No. / . BI260182A | Batch Quantity / : 974-’10 vials / |
|Cepua Ne |Pasmep cepin 97440 ¢raxoHos

| Analytical Report No. / | Date of Analysis /
AHaAHTHYeCKHiT OTUeT No ) |daTa aHanu3a
Date of Manufacture / © (01/06/2026) | Date of Expiry /
JdaTa npou3BoACTBA |Coaen a0

Mfg. License No. /

NpoussoacTeenHan : Gr28/1828 |MA number: / Homep PY : JI[I-No(012106)-(PT-RL)
JAnuen3na Ne |

Analysis performed according to ND No: / Anaan3 nposeier mo HI No: JITI-Ne(012106)-(PI'-RU)-141025
|Artworks approved: / MakeTsl ynakoBku yreepxaeHb: 14.10.2025

|[PIL approved: / UM yTBepsaena: 14.10.2025

: QC/FP/26/00423 : (09/07/2026) |

: (31/05/2029) |

Page100f12/Crp. 10312

| KIT / KOMILJIEKT

| TESTS/TIOKA3ATEAM |  RESULTS/PE3YJbLTATHI | SPECIFICATIONS /HOPMBl |

| Labeling/ Mapkupoeka Complies / CooTBeTCTBYET | See Section 1.3.2 of Module 1 of registration |
| dossier. / B coorercTBMM C pa3aenom [.3.2.
| Momyns 1 peruCTpalHOHHOrO XOCheE.

Storage / Yc/10BHs XpaHeHH For configuration with 3 filled vials and 3 ampoules with a solvent in a cassefte:

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

Ina viakoeky no 3 GnakoHa ¢ NpenaparoM H 3 amMiyiist ¢ PACTBOPHTENEM B KacceTe:

B opurunaieHoit ynaxoske (nakoHb! € IPeNapaToM W aMIiTylbl € pacTBOPUTEIEM B navke)
npu Temneparype He Betie 25 °C.

Kit shelf-life (storage period) / The kit shelf-life is determined by the shelf-iife of the medical product for human use - 3

Cpox roaHoctu (cpok | years. / CpoK roAHOCTH KOMILIEKT OfIPENENALTCA CPOKOM FOAHOCTH JIEKAPCTBEHHOTO
XpaHeHHR) KOMANEKTa I fipenapara g MeaHLMHCKOrO NPHMEHEHHA — 3 roja.
] API name / HaumenoBanse ADC: , Tenoxicam / TeHokcHKkam
| INN / MHH: ! - TenoXicam / TeHokCHKaM L wlle
API manufacturer batch number / ' 92018125
Howmep cepun npoussoantean APC: |_ - K -
Remarks : The Product confirms to ND Conclusion : APPROVED/
Mpumeuanne: [Tpoaykr cooraercrayer Tpedosannam H 3awatouenne: OJOBPEHO
JE:-_;;_;_.--;_-;{ by [loarotomieHo ] Checked by ]! “hecked by (AQA) '-‘.g_\.prox ed by: Quality Assurance’ \uthorized person
| R — - .- iy o | - = -
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIMU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
Mpoaywt: Texcapea® (Terokcukanm) nHOGHANIAT 119 APHIOTOBICHHS pacTeopa 118 HHbekuHit. 20 mr

IMarket / PbiHOR : Russia 7 Poccus

[Bateh No. / . BI260182A Batch Quantity / . 97440 vials /

|Cep|m Ne T - Pa3mep cepnu * 97440 dnakoHos 4'
Analytical Report No. / Date of Analysis / |

: QC/FP/26/00423 : (09/07/2026)

|daTa aHaau3a

Date of Expiry /
I'oaeu a0

AHAJTHTHYECKHIH OT4eT Ne
|Date of Manufacture /
JaTta npou3soacrtea

Mfg. License No. /
[TponipoactTeeHuasn : G/28/1828 |[MA number: / Homep PY : JIN-Ne(012106)-(PI-RU) '
JAHieH3IHA No | ‘
Analysis performed according to ND No: / Anaaut npoeegen no H/ Na: JIT-Ne(012106)-(PT-RU)-141025 |
Artworks approved: / MakeTbl ynakosku yTsepaaennt: 14.10.2025

PIL approved: / HMI1 yrBepsxnena: 14.10.2025

: (01/06.2026) : (31/05/2029)

Page 11 of 12/ Crp. 11 03 12

FP Manufacturer API Batch number /

B250004300 ‘
| Homep cepnn cyGeTanuun
| npousBoauTeas [JIP: |
| |
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
| Ipoussoaureanr A®C, cTpana: . 2amona Gapma C.pa. Uranna ‘

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD,, India
FP manufacturing site / Control sitc / SURVEY NO.- 5U/1/1. 51/1/2, 51/2, 52/1, 52/2/1. 52/2/2. 52/2/2 (P), 52/4.
Release site / 52/5.53/1. 53/2. 53/3, 54/1, 54/2, AT - VANSETI VILLAGE. PO -
| TAJPURA. TALUKA —HALOL, DIST. PANCHMAHAL - 389 350. India
: Hanmenonaune, aapec H HOMEDp (license No G/28/1 828)/
| THUCH3HH 0IOWAAKH, ‘ BJIP ®APMACBIOTHKAJC MHTEPHEALLEHEJ MBT. AT/.. Unans
| ooy T | Cypeeit Ne 5U/1/1. 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4. 52/5, |
| BpensEaICHE0AORLPORE | 33/1, 53/2, 53/3, 54/1, 54/2. DT - Banuetn Hepesua. [10-Tawknypa, Tanyka
‘ g L TR ‘ - Xanon, okpyr [Tanumaxan — 389 350, Uuaus (nuenszua Ne G/28/1828)

Name, address, authorization No for

Declaration of certification: «I hereby certify 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 Manufacturing Practice of the Eurasian
Econamic Union is established». /

|Remarks : The Product contirms to ND- Conclusion : APPROVED/ '
Mpumeuanue: [Npoaykr coorsercTByeT Tpedosanuam HI 3akaouenne: OJOBPEHO I
Prepuared by Tloarorosaeto [ Checked by i't' heched by (AQ A T[~\ppm\. ad by: Qualiny Assurance Authorized person l
I~ e [ MMposepese—- Hposepeno (AOK T 1O 00peno: OQdeciedeH e KadeeTBA OTBETCTBEHHUS T
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTH®PUKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
NpoayrT: Tekcapea® (TenokcukaM) nHoduAHIaT 414 NPHIOTOBIEHWA PACTBOPA A8 MHBbEKUHA, 20 Mr

Market / Poinor : Russia ' Poccus
Batch No. / T [Batch Quantity / 97440 vials / i
|Cepun Ne S - Paimep cepuu * 97440 draxoHos '

Analytical Report No. / [Date of Analysis / . (09/072026)
AHaAUTHUECKHIT OTueT N2 | IaTa anasiH3a ) I

Date of Manufacture / © (01/06/2026) iDate of Expiry/ . (31/05/2029)

JlaTa npoH3BoacTBa Foaen a0

Mfg. License No. / [

IMpon3soacTBeHHAR : G/28/1828 'MA number: / Homep PY : JI[1-Ne(012106)-(PT-RU) .
JNHueHInA Ne | i
Analysis performed according to ND No: / Auasu3 nposeaeu no HJI Ne: JITE-Ne(012106)-(PT-RU)-141025 ‘
Artworks approved: / MakeTbl ynakosku yrsepmaess:: 14.10.2025
|PIL approved: / HMII yreepaaena: 14.10.2025

: QC/FP/26:00423

Page 12 of 12/ Ctp. 12 n3 12
3axa4yenne 0 cCOOTBETCTBRH: «HacTosLMM 5 NOATBEPKAAI0, YTO NPUBEAEHHAN Bbillie HHGOPMALUS ABAACTCA 10CTOBEPHOI
Y TOYHOH. DTa cepHs NPOIYKLUH NPOoH3BeleHa (BKI04as yIaKoBKy (MapKUpPOBKY) i KOHTPO/b KA4ECTBa) HA BblllIeYKa3aHHOT
NpOM3BOACTBEHHON nNiou@ake (nJaowWankax) B MOJHOM COOTBETCTBUM c Tpedosanuamu [lpaBun  Halnexauleit
IPOH3BOACTBEHHOH npakTHkH EBpasuiickoro skoHomuyeckoro cotsa (Ne GMP/EAEU/RU/00939-2023 ot 21 mrons 2023) u
TpebOBRaHHAMH KOHTPO.1S KaYeCTBa NEKAPCTBEHHBIX CPEACTB, A TAKIKE B COOTBETCTBHU CO CMelM{pUKaLUAMH, COASPKALLMMHCS
B PErHCTPALUHOHHOM 10Che CTPaHbI-UMNOPTEPa. 3aMHCH N0 NPOH3BOACTBY, YNIAKOBKE H AHATH3Y MPOBEPEHSI, H YCTAHOBNEHO
HX COOTBETCTBUE TpeboBaHuAM [Ipasu Hagnexalle#l NpoM3BOACTBEHHON NpakTHKH EBpa3sHiickoro 3k0HOMHYECKOro COr3ay.

Remarks : The Product confirms to \ND Conclusion : APPROVED.
Mpumeyanwne: [TpoaykT coorsercTayeT TpeGosaHuam HJ 3akniovenne: OAOBPEHO
Prepared by Moarotosaero |[Cheched b IChecked by (ADA) ”.—\pproxed by: Quality Assuranee Autherized person f
= [Tposepens [l Tposepeno (AOK) [[Q20Gpero: DOeCTeueHHR AaHeC TR O FRRTLTAHIDS IHILY |
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Name of Product/
- Haumenosanue npenapara

Water for injections (solvent) /

D BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Boza qnist unbexumii (pacteopuTenn)

Batch no. / Homep cepun BI260084
Amount of product per batch / Pasmep 205.0 L
cepuu
Date of Control / {aTa anaau3za 04/05/2026
Manufacturing date / Jata npousBoacrtsa 03/2026
Expiry date //laTa okoHuanus cpoka 02/2031
TOHOCTH
Water for injections (solvent) / Bona mast unbexumii (pacTBOpHMTEIB)
TESTS / TIOKA3ATEJU SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
IMpo3paynas GecuBeTHas skMAKOCTD Ge3
3amaxa.

Clear, colourless liquid without
odor. / TIlpospaunas GecuBerHas
JKHUIOKOCTH O€e3 3amaxa.

-| Particulate matter / Mexann4eckue BKJIIOYeHHsI

Visible particles /
Buoumvle yvacmuyp:

According to requirements. / B cooTBercTBIH ¢
TpeOOBaHMAMM .

Complies / CootBercTByer

Sub visible particles /
Hesuoumvie yacmuywr

>10 pm particles /
YacTull pazMepoM > 10 MM

>25 pm particles /
YacTHL[ pa3MEPOM > 25 MKM

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

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

329.33 particles per ampoule; /

He 6onee 329.33 Ha ammnyiy;

14.67 particles per ampoule. /
He 6onee 14.67 Ha ammyany.

Acidity and alkalinity /
KucnorHocets 1 wenoynocrs

Test sample should pass the test. /
Hcnsiryemplit oGpaser; JoIkeH BBIIEPKUBATE
UCIIbITAHHE.

Complies / CooTBercTByer

Reducing substances /
BoccTanasiinBaromme
BelllecTBA

Test sample should pass the test. /
Hcnsiryemplit o6paser; JoKeH BBIIEPKUBATH
HCIBITaHHE.

Complies / CooTsercTByer

Carbon dioxide
Yraepona anokcua

No turbidity should be observed within 1 hour.
/ He NOMKHO GbITh MOMYTHEHHS B TEYEHHE
1 yaca.

Complies / CooTBercTByer

Chlorides/ Xaopuabi

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl 1 HUTPUTLI

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

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

Sulphates / Cyabdater

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He JOKHO
HaOMIONaThCs TIOMYTHEHHE.

Complies / CooTBercTByeT

Ammonium / AMMoHuii

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

Less than 0.6 ppm / Menee 0,6 ppm

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road

Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email - bdrpharm
Registered Office : 407/408, Sharda Chembers, New Marine Li

Works / Plant : BDR Pharmaceuticals International Pvt. Lt
52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Vill

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329

, Opera House, Mumbai - 400004, INDIA.
a@vsnl.net e www.bdrpharma.com

nes, Mumbai - 400020, INDIA.

d., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 52/2/2(P),
age vanseti, Taluka Halol, Disrtrict Panchmahal, Guijarat - 389350.
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D BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJIM

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kanbunii 1 Mmarumii

Pure blue color should be observed (without a
violet hue). / JTo/kHO HaOIOAATHCSA YUCTO
cuHee okpauuBaHue (6e3 pHoieToBoro
OTTEHKA).

Complies / CooTBeTcTBYeT

Heavy metals/ Tsixenbie
MeTaJlIbl

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

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

Residue after evaporation /
Cyxoii ocTaTok

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

0.001 % /0.001 %

Conductivity /
DJIeKTPONPOBOAHOCTD

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

11.71 puS/ecm. /
11.71 MxCwm/cM.

Extractable volume /
H3BJaexaeMblii 00bem

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

2.1mL/
2.1 M

Bacterial endotoxins /
BakTepuanbHble SHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mi Boas! s
WHBEKIUM.

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

Sterility / CtepusibHOCTD

Should be sterile. / J[TomkHa GbITh CTEPUIBLHOIA.

Sterile. / CrepuibHo.

Package description /
OnuHcaHne 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 mn pactBopuTens (BoAa s HHBEKLMIA) B
aMmmyny u3 OecuBserHoro crekna, tan 1. Ha
BEPXHEHl YacTM aMmysnbl HaHeCeHa TO4YKa
pazfioMa OpaHXeBOro LBeTa.

Primary package
2 mL of the solvent (water for

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

ITo 2 mn pacrBoputens (Boma mis
WHBEKLHI) B amItyJy u3
OecuBetHoro crekna, Turn 1. Ha
BEpXHEH yYacTh aMmyJibl HaHeceHa
TO4YKa pa3jioMa OpaH)KEBOTO LIBETA.

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

5 years/ 5 ner

Assessment: / 3akiroyeHue:

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

(PT-RU)-141025. /

Cepust COOTBETCTBYET TPeOOBAaHUAM HOPMAaTUBHOTO JOKYMEHTa 10 kayectBy JIIT-

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

' PREPARED BY

REVIEWED BY

APPROVED BY

Tejaswini Chauhan

Bhushan Kothawade

Deepak Sonar

Name

Designation Executive Sr. Executive Manager

Department Quality Control Quality Control Quality CODEOI

Signature & Date @\%Dg\w”’ 8;5\5‘ o £} 1014 | w_
— oy [0

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  www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA. 2/2
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, 52/2/12(P),
5214, 5215, 53/1, 5312, 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

Name of Product/
Haumenopaune npenapara

Water for injections (solvent) /
Boaa nas uHbexkumi (pacTBOpHTEAD)

Batch no. / Homep cepuu BI1260094
Amount of product per batch / Pasmep 2050 L
cepHH
Date of Control / lata ananusa 11/06/2026
Manufacturing date / Jata npoussoactsa 04/2026
Expiry date /{aTa okon4auus cpoxa 03/2031
FORHOCTH
Water for injections (solvent) / Boxa qas HHBbeKIHii (pacTBOpHTEAD)
TESTS / HOKA3ATEJH SPECIFICATIONS / HOPMBI | RESULTS/PE3YJBTATHI

Description / Onucanne

Clear, colourless liquid without odor. /
Ipo3paunan GecupeTHas KHAKOCTE 6e3
3anaxa.

Clear, colourless liquid without odor.
/ Tpo3patnas GecuBeTHAA }KUAKOCTE
6e3 3anaxa.

Particulate matter / MexanuueckHe BKII0OYeHUs

Visible particles /
Budumvre wvacmuyer

According to requirements. / B cooTeTcTBHI
¢ TpeGOBaHUAMH .

Complies / CooTserctByer

Sub visible particles /
Hesuoumvie vacmuy:

>10 pm particles /
YacTHL, pa3MEpPOM >
10 Mxm

225 pm particles /
YacCTHL pa3MepoM > 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 amnyny.

127.87 particles per ampoule; /
He Gonee 127.87 na ammysy;

8.40 particles per ampoule. /

He 6onee 8.40 Ha amnymny.

Acidity and alkalinity /
KncaorHoers n mesouHocTs

Test sample should pass the test. /
HenbiTyemblit o6pasey nomkeH BBICPKHBAT
HCTIBLITaHHE.

Complies / CooTBercrayer

Reducing substances /
BoccTanasausalouse
BelliecTBa

Test sample should pass the test. /
Hcnerryemplii o6pasew 1omkeH BoUIEpXHBAT
HCIMBITaHHUE.

Complies / CooTBercTByeT

Carbon dioxide
Yraepoaa auokcup

No turbidity should be observed within 1 hour.
/ He NO/MKHO ObITh MOMYTHEHHS B TEYEHHE
1 yaca.

Complies / CooteercTByer

Chlorides/ Xsi0puani

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

| Less than 0.5 ppm / Mexee 0,5 ppm |

Nitrates and Nitrites/

! HUTPaThl ¥ HUTPHTHI

Su Iphates / Cya bd)il_Tbi

Ammonium / AMMOHHH

No turbidity shouid oecur within not less than

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

B revesne He Medee | yaca He 10/KHO
HRO TR0 4ATEA NOMYTHEHHE,

Motimore than 0.6 ppm. - He Goaee 0,6 ppm.

|

. Less than e

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

Complies - CoorBeteTayer

e
Jott

Less than 0.00002 % (0.2 ppm). / |



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

TESTS/TIOKA3ATEJIH |

SPECIFICATIONS / HOPMbI

RESULTS/ PE3YJAbLTATHI

Calcium and magnesium /
Kanabumii u maruuii

Pure blue color should be observed (without a
violet hue). / HomkHo HabuoaaThca YHCTO
CHHee okpauuBanue (6e3 duoseTosoro
OTTEHKA).

Complies / CooTsercrByet

i Heavy metals/ Tsceanie

| MeTaJIbl

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 /
Cyxoit ocraTok

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

0.000 % /0.000 %

H3saexaemblii o6bem

He MeHee HOMHHANLHOTO (He MeHee 2 M).

| Conductivity / Not more than 25 pS/cm. / 13.42 uS/em. /
| JaexTponposoaHocTL He 6onee 25 mxCwm/cm. 13.42 mxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). 22mL/
/ 2.2 Mn

| Bacterial endotoxins /

| bakTepHajabHbIe 3HIOTOKCHHBI
|

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/M Boasl mist
UHBEKLIMH.

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

Sterility / CtepuasHocts

Should be sterile. / JomxHa 66ITE cTEpUTBHOI.

Sterile. / CtepwibHo.

Package description /
Onuxcanue ynakosku

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type [ with an orange
one-point-cut at the top of the ampule. /
[TepBuyHas ynakoska

ITo 2 mn pactBopuTens (Boga ans HHBEKIMIT) B
amiyny u3 6ecuperHoro crekna, tvn I. Ha
BEepXHEH HYacTH aMITynbl HaHECeHa TOYKa
pasioMa OpaHXXeBoro LBETA.

|

Primary package
2 mL of the solvent (water for

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

YHaKOBKa
ITo 2 mn pacrBopurens (Bopa mis
HHBEKLHI) B aMITyTy K3 GecuBeTHOro
crexna, tun . Ha Bepxueit yactu
aMITyNbl HaHECeHa TOWka pasioMa

OpaHXEeBOro LBETA.

Shelf-life (storage period) /
Cpok rogrocTa (cpox
XpaHeHHH)

5 years/ 5 ner

Assessment: / 3akmoyeHue;

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

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

Cepus cooTreTCTBYeT TpeOOBAHUAM HOPMATHBHOIO JOKYMEHTA Mo KavecTBy JITT-

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

PREPARED BY |

REVIEWED BY

Jagdish Jangid |

Ravindra More

i APPROVED BY
B Deepak Sonar

Manager

| Name
Designation Sr.Executive
Department

Signature & Date
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