BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after

reconstitution, 20 mg

Hponykt: Tekcapen® (TeHokcHkaM) THOGHIH3AT U1 NPHIOTORIEHHS PAaCcTBOPa i MHbEKLHH, 20 MT

Market / PeiHok : Russia / Poccusa

Batch No. / . Batch Quantity / . 97824 vials /

Cepus Ne } BRGIZLA Pasmep cepun * 97824¢nakoHOB
Analytical Repovrt No./ : QC/FP/26/00050 Date of Analysis / + (12/02/2026)
AHaJlHTHYECKHH oTyeT Nb JlaTa aHaau3a

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

Jara npoussoacrea Tonen mo

Mfg. License No. /

IIponsBoacTBeHHAsS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIeH3HA Ne

Artworks approved: / Makers! ynaxkosku yreepxaensi: 14,10.2025
PIL approved: / HMII yrBepxnena: 14.10.2025

Analysis performed according to ND No: / Auanus nposeaen no HJI Ne: JIII-Ne(012106)-(PT-RU)-141025

Page10f12 /Crp. 1 13 12

Ne Test / IlokasaTenan Result / Pe3yJbTaThI

Specification / Hopma

lyophilized powder. /
TIOpOILIOK

Yellow
JInodunuzupoBaHHbIH
JKENTOrO LIBETA.

1 | Description / Onucanne

Yellow to greenish lyophilized powder. /
JInouNH3NpOBaHHBIH IOPOLIOK JKENTOro C
3e/IeHOBATHIM OTTEHKOM LIBETa.

Identification / UnenTnduranus

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
yAepKMBaHHUS MTHKa TEHOKCHKaMa Ha
XpoMmarorpamme HCIBITYEMOTO
pacTBOpa COOTBEICTBYET BPEMEHH

Tenoxicam / Tenoxcurkam
HPLC / BOXX

yIepKHBaHHS KA TEHOKCHKaMa Ha
XpoMartorpaMmme CTaHIapTHOrO
pactBopa.

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 yzaepxHBaHuSA
MHKa TEHOKCHKaMa Ha  XpoMaTorpamme
HCIBITYEMOTro pacTBopa TOMKHO
COOTBETCTBOBATh BPEMEHH yIEPIKUBaHHA NHKa
TEHOKCHKaMa Ha XpoMaTorpamMme
cranfapTHoro pactBopa (cM. «IIpumecu»,
onpe/esieHHe eIHHHYHBIX MpHMeceif H CyMMBI
npumeceii (254 Hm)).

— ——
Remarks : The Product confirms to ND/
M pumeuanne: [Ipoaykr cootsercTyeT Tpebopanuam HJI

Conclusion : APPROVED /
3axnw4denne: OJIOGPEHO

Prepared by / l'lonrorosneﬂr Checked by / [Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person_
oA ITposepeno: IMposepeno (AOK): |[OnoGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIHLIO:

Date / Ok Date / |[Date / Date /

Jlara: > l = 2128 Hara: m @‘ 0 A q Iara: ‘3\"3\%% Jlara: 15’ 03[202¢ _

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@uvsnl.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
92/4, 5215, 53/1, 33/2, 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

CEPTHUOHUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
MponykT: Tekcapen® (Tenokcrkam) nHo(HIM3AT IJI8 NPHrOTOBIEHHA PacTBOpa 1A HHBEeKIHi, 20 Mr

JHUeH3Hsa Ne

Market / Peinox : Russia / Poccusa

Batch No. / . Batch Quantity / . 97824 vials/

Cepusi Ne { BIRERNEL Paszmep cepun ' 97824dnakoHos
Analytical Repo“rt No./ : QC/FP/26/00050 Date of Analysis / : (12/02/2026)
AHanuTHYecKHii oTyeT Ne Jdarta aHaam3a

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npoH3BOACTBA T'omen go

Mfg. License No. /

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

Analysis performed according to ND No: / Ananu3 npoeenen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTeepaxaennl: 14.10.2025
PIL approved: / UMII yreepxnena: 14.10.2025

Page 2 of 12 / Ctp. 2 u3 12

Tenoxicam / Tenoxkcuxkam

UV spectrophotometry / V-
cnexkmpogomomempus

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 257.49
nm, 285.45 nm and 367.75 nm. / Y-
CIIEKTp TOIJIOMIEHHS HCIBITYEMOro
pacTBOpa, MPHIOTOBIEHHOTO ISt
KOJIMYECTBEHHOr0 OMNpeJeeHns, B
obnactu ot 230 HM 0 400 HM HMeeT
MaKCHMYMBl TIpH JUIMHaX BOJIH
257,49 um, 285,45 am u 367,75 HMm.

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 of 257 +2 nm, 285 +£2 nm and 368
+ 2 nm (see Tenoxicam Assay). / Y®-crekTp
MOTJIOIIEHHS HCTIBITYEMOTO pacTBopa,
NPUTOTOBJIEHHOTO  JUIi  KOJNHYECTBEHHOrO
ompeaeneHus, B obnactu ot 230 uM 10 400 HM
JOJDKeH UMeTh MaKCHMYMBI NIPH ANHHaX BOJH
257 £ 2 um, 285 £ 2 uM 1 368 £ 2 HM (cM.
«KonnyectseHHOE onpejeneHHe
TeHOKCHKaMa).

— —_—
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt coorercTByeT TpeboBaHuaM HJ 3aknwyenne: OJOBPEHO
Prepared by / [Togrotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
O}Q,\U\Vh [poBepeHQ: [Mposepeno (AOK): ||OnoGpeno: O6ecnieuenne kauectpa/OTBETCTBEHHOE JTHLO:
G L&m | ap ol
_--"""—._-—._' /
Date / o> \2026 Date / Date / Date / 03]202.6
Jlara: \‘3\ JIara: t&\@b@u Hara: \3\ °3\°'°V(' IlaTa: !‘3’ ,

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.

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
CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapea® (TeHokcukaM) MO HIN3AT 1715 IPHIOTOBJIEHHS PACTEOPA AT HHBEKIHH, 20 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 97824 vials /

Cepusa Ne t BEGHR1A Pasmep cepun  97824¢nakoHoB
Analytical Repourt No. / : QC/FP/26/00050 Date of Analysis / . (12/02/2026)
AHaauTHYecKHni oTyeT No JaTa aHanusa

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npon3BoacTBa T'open no

Mfg. License No. /

IIpou3BOACTBeHHAS : G/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PI'-RU)
JIHIEeH3Hs Ne

Analysis performed according to ND No: / Anann3 nposenen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makerbl ynakoBkH yTrep:xaensr: 14.10.2025
PIL approved: / HUMII yrBepaaena: 14.10.2025

Page 3 0f 12/ Ctp. 3 u3 12

Sodium metabisulfite /
Hampua memabucynsgum

HPLC /BIXKX

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

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). / BpeMmsi ynepxHBaHHA ITMKa HaTpHs

YAEpKUBAHUA nHiKa HaTpus |Metabucynbdura Ha XpoMaTorpamMmme
meTabucynbhura Ha |HCHIBITYEMOTO pacTBopa IOJDKHO
XpoMarorpamme HCIBITYEMOTO |COOTBETCTBOBATh BPEMEHH YepHKHUBaHHS NMHKa
pacTBOpa COOTBETCTBYET BpEMEHHM |HAaTpHs MeTabHCyib(uTa Ha XpomaTorpamme
yJepKHBaHU nHKa HaTpHs |CTaHAApTHOrO pacTBopa (cM.
merabucynbhura Ha |«KonnuecTBeHHOE  onpeleieHHe  HaTpHsd
XpoMaTorpamme CTaHIApPTHOTO |MeTabucynbhuTay).

pacTBopa.

Not more than 60 seconds. / He 6onee 60
CEKYHII.

3 | Dissolution time / Bpemsi 30 seconds / 30 cexyHn

PacTBOpeHHHA

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykr coorsercTByeT Tpebosanuam HJ

Prepared by / [Toarotosneno: ||Checked by / [Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
ya IIposepe: Iposepeno (AOK): ||OmoGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIHLO:
S ahan
Date / o Date / Date / Date / 1303 ,102_(,
Ilata: \3\6 B\P)’O 6 Hara: tﬂ@] o1 ‘ Ha'ra:\_g\ 03\’”% Iara: ’ .

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.

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

CEPTUOUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapea® (TeHokcHkam) THODHIM3AT 1JI MPHTOTOBJIEHHSA PacTBOPA UL HHBEKLMH, 20 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 97824 vials/

Cepus Ne 1 B260021A Paszmep cepuu " 97824¢nakoHoB
Analytical Repouri No./ . QC/FP/26/00050 Date of Analysis / + (12/02/2026)
AHaTHTHYECKHH oT4yeT No JlaTa aHaJH3a

Date of Manufacture / . (01/2026) Date of Expiry / + (12/2028)

JlaTa npoH3BoacTBa T'onen mo

Mifg. License No. /

ITpousBoacTBeHHAN : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JIHIeH3HA Ne

Analysis performed according to ND No: / Anann3s npopeaen nmo HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makersl ynakoBkH yreepxaens: 14.10.2025
PIL approved: / UMII yreepxaena: 14.10.2025

Page 4 of 12 / Ctp. 4 u3 12

4 | Appearance of reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO
pacTBOpa

The product dissolves completely
without of undissolved particles and
visible particulate matter. A clear

yellow solution is formed. /
Ipenapar pacTBopsieTcs
TOJTHOCTBIO c OTCYTCTBHEM
HEpacTBOPEHHBIX  dacTHl,  Oe3
BHJIMMBIX MeXaHHYEeCKHX
BKJIFOUEHHH. Obpazyertcs

MpO3pauHbIi KENTHIA pacTBOP.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / Ilpemapar momxeH
pacTBOpATECA TMONHOCTBIO C  OTCYTCTBHEM
HEpPaCTBOPEHHBIX YacTHI, 0e3 BHAWUMBIX
MeXaHM4YeCKHX  BKMouYeHHiH. (OOpasyercs
NpO3payHbli  3eJICHOBATO-XKENTOr0  LBETa
pacTBOp.

5 | Solution clarity* /
IIpospa4yHocTh pacTBOpa*

The product solution is clear. /
PacTBop npenapara po3payHblii.

The product solution should be clear. / Pactop
npenapara JA0JKeH OBITb NPO3PauHBIM.

6 | Solution color* / IIseTHOCTH
pacTBopa*

The product solution is not more
intensely colored than the reference
solution GY). / Crenens OKpacku
pacTBOpa npemnapara He MPEBBIIIAeT
stanoH GY.

The product solution should not be more
intensely colored than the reference solution
GY . / CreneHb OKpacKH pacTBOpa npemnapara
He J0JDKHA npeBslaTh 3tanod GY.

7 | pH* / pH pacTtBOpa*

9.150/ 9,150

7.5t0 10.0. /Ot 7,5 0o 10,0.

8 | Particulate matter* / MexanuyecKue BKJIIOYEHHA®

Remarks : The Product confirms to ND/

IMpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHuaM HJ|

Conclusion : APPROVED /
3axawyenne: OJIOBPEHO

Prepared by / Ilogrotoeneno: ||Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
\S"UM [poeepeHQ: [Mpoeepeno (AOK): ||OnoGpeno: OGecneuenne kauectea/OTBETCTBEHHOE JIHLIO:
M
Date / e Date / Date / Date /
JlaTa: | 3\ 0—3\ 2026 Iara: \31@1&016 Tlarta: \ ’5\Q 3\ il Jlata: 13’ 03/ 23s

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@uvsnl.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 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
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Tekcapea® (Tenokcrkam) HOHUAM3AT JUIA TIPUrOTORJIEHHS PACTBOpA I MHBEKIMiA, 20 Mr

Market / Peinok : Russia / Poccns

Batch No. / ) Batch Quantity / . 97824 vials/

Cepus Ne ¢ BIEOUER T Pazmep cepun " 97824dnakoHoB
Analytical Repourt No./ : QC/FP/26/00050 Date of Analysis / : (12/02/2026)
AHATHTHYECKHH 0T4eT Ne JaTa ananusza

Date of Manufacture / : (01/2026) Date of Expiry / . (12/2028)

JlaTa npou3BoJcTBA T'ogen o

Mfg. License No. /

IIpon3poacTBenHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHueH3us Ne

Analysis performed according to ND No: / Ananus nposenen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makersl ynakoBkH yTBep:kiennbi: 14.10.2025
PIL approved: / UMII yTBepxnena: 14.10.2025

Page S of 12/ Ctp. S5 u3 12

Visible particles / Buoumble yacmuyubl Complies / CooTBeTcTBYET According to requirements. / B
COOTBETCTBHH C TPeOOBAHUIMH.

Subvisible particles: / Heeudumvie 171.87 vial / 171,87 dnaxoH Particles > 10 pm: not more than
yacmuypl. 6,000 per vial; / Yactui pa3smepoM
> 10 MM JomkxHO ObITE He Gonee

6000 Ha dakoH;
0.67 vial / 0,67 dnakon Particles > 25 pm: not more than 600

per wvial. / Yactui pasMepoM
> 25MKM R0JDKHO OBITE He Gonee 600
Ha (nakoH.

9 | Related Substances / IIpumecu

2-aminopyridine / 0.00% /0.00% Not more than 0.25 % / He 6onee 0,25 %
2-aMHHOMUPHIHH ' :

Individual unidentified Not more than 0.5 % / He 6onee 0,5 %
impurity / Enunnunas
HeHAeHTH(OHLHPOBaHHAS
NpHUMECh

Not Detected / He oGHapyxeHo

Total impurities / Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit 0.00% /0,00%

Conclusion : APPROVED /
3axkmwoyenne: OJIOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBercTByeT TpedoranHam HJI

Prepared by / [Toarotosneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
u L IIpoBepeHO: IIposepero (AOK): [|Omo6pero: Obecneuenue kauecTBa/OTBETCTBEHHOE JIHLIO:
S | 2 i
(50 T — | A3 =

e r —

Date / a\e o2 b Date / Date / Date /

Ilara: \3\e \ Hara: B1@1WG )Z[a-ra:\g\ﬂ\w% Ilara: 1‘3103/ 2026

—_ - —

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.

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, 532, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Mponykr: Texcapen® (TenokcukaM) JHOGHIN3AT I/ NPHIOTOBNIEHHA PACTBOPA U1 MHbeKIMH, 20 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 97824 vials/

Cepus Ne s BI200021A Paimep cepun " 97824¢nakoHoR
Analytical Repourt No. / : QC/FP/26/00050 Date of Analysis / . (12/02/2026)
AHAaJNHTHYECKHI oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JlaTa mpou3BoACTBA T'ogen o

Mfg. License No. /

IIpousBoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeH3Hs Ne

PIL approved: / UMII yreepanena: 14.10.2025

Analysis performed according to ND No: / Auann3 nposeges no HJI Ne: JIII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makers! ynakoBkH yreepaaensi: 14.10.2025

Page 6 of 12 / Ctp. 6 u3 12

BOJBI*

10 | Uniformity of dosage units* / Acceptance value (AV) should not be more
OpHopoaHOCTH 1.54 /1,54 than 15.0. / ITokasatens npuemaemoct (AV)
J03HPOBAHHBIX eJHHHI* JospkeH ObITh He Gonee 15,0.

0, 0,

11 | Water* / Conep:kanne 0.76 %/ 0,76 % Not more than 3.0 %. / He 6onee 3,0 %.

Bacterial endotoxins* /

Less than 1 EU/mg /

Not more than 1 EU/mg of tenoxicam. / He
oonee 1 ED/Mr TeHOKCHKaMa.

cnexkmpogomomempureckuil

BaxTepRagLhiLie Metee 1 E9/mr
IHAOTOKCHHBI
13 | Sterility* / CrepuasnocTh™ Sterile /. Crepuen Should be sterile. / Jlomken ObITE
CTEpPHIBHBIM.
14 | Assay / KonuuecTBeHHOE OnpegesieHue
Tenoxicam / Tenokcuxam 90.0% to 110.0% of CisHuN:OsS;
tenoxicam) of label claim. / Ot 90,0 % 1o
v/ yeo- 101.1%/101,1% ( 3 ’

110,0% Ci3sHiiN3O4S: (TeHOKcHKaM) oOT
HOMHHAIBHOI'O COACPXAaHHUA.

Remarks : The Product confirms to ND/

Ipumeuanne: IIpooyKT COOTBETCTBYET TpCﬁOEaHPU{M HO

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Eepared by / I'IonromB;gHo: Checked by / - Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\&U\V\ [TpoeepeHQ: Ipoepeno (AOK): ||Ono6Gpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIHLIO:
Date / 2026 Date / Date / Date / z[o 26
T \2102) e mw Hara12\02\ 2ot 20 13 [03] 20
= — — — —

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.
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

CEPTUOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Tekcapen® (TenokcukaMm) THO(HIM3AT JUIA NPUTOTORIEHHS PacTBOpPA A/ MHBEKUMHA, 20 Mr

Market / PeiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 97824 vials /

Cepus Ne I (BIERLIENA Pasmep cepun * 97824¢nakoHoB
Analytical Repo“rt No. / : QC/FP/26/00050 Date of Analysis / . (12/02/2026)
AHaJuTHYeCKH oTueT N JlaTa aHaqiM3a

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JlaTa npoH3BoACTBA T'onen no

Mfg. License No. /

IIpon3BoacTeeHnas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JIHIeH3HA No

Analysis performed according to ND No: / Ananu3 nposeaen no HJI Ne: JIIT-Ne(012106)-(PT'-RU)-141025
Artworks approved: / MakeTbl ynakoBkH yTBepaxaenbi: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025
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Sodium metabisulfite /
Hampusa memabucynvghum

HPLC / BOXKX

103.5%/103,5 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Ot 85,0% no 110,0%
HaTpus MerabucynbpuTa OT HOMHHAJIBHOIO
CONEPIKAHHS.

15

Package description / Onucanue ynakosku

Primary package / Ilepsuynas
VHAKOBKA

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. / ITo 20 Mr TeHokcHkama BO
(nakoH H3 6ecBETHOrO CTEKJIA THI
I, ykynopeHHblii npobkoH H3
OpoMOyTHNIOBOH pe3HHBI, 00XaToi
alIOMHHHEBHIM  KOJMAauykoM €
KOHTPOJIEM [E€PBOr0 BCKPBITHA H
MJaCTHKOBBIM  JHCKOM  IIOBEPX
AJIOMHHHEBOTO KOJMayKa.

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. / ITo
20 Mr TeHOKCHKama BO (UIakOH H3
feciBeTHOrO CTexna THN I, ykynopeHHBIH
npobkoii U3  OpoMOYTMIOBOH  Pe3HHBI,
00aToH  aMIOMMHHUEBBIM  KOJIAYKOM C
KOHTpONEM NepBoro BCKPBITHA H
IIACTHKOBBIM JHCKOM IOBEPX alOMHHHEBOTO
KOJIMayKa.

f—

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoaykr cooTBeTCTBYET TpeboraHuam HII

Conclusion : APPROVED /
3axawouenue: OJJOBPEHO

Prepared by / [ToarotoBneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\AUVL IIpoBepeHos IMposepeno (AOK): ||Onobpeno: Obecrneuenne kauecTsa/ OTBETCTBEHHOE THLO!
o E d
Date / [Date Date / Date / _3 032026
el \02\2024 o ig’\@"[g&é e \5\03\%% Ten 1303/

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.
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
CEPTHOHMKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoayxr: Tekcapen® (TeHokcHkaM) mTHODHIH3AT UIA NIPUTOTOBJIEHHA PacTBOpa U MHBEKLUHI, 20 Mr

Market / Peinok : Russia / Poccusa

Batch No. / . Batch Quantity / . 97824 vials /
Cepus Ne s i Pasmep cepun ' 97824¢dnakoHoB
Analytical Report No. / : QC/FP/26/00050 Date of Analysis / + (12/02/2026)

AHalHTHYeCKHH oTueT N JlaTa aHanun3za

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)
JlaTa npou3BoacTea Tomen no

Mfg. License No. /
ITpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)
JHUeH3Hs Ne
Analysis performed according to ND No: / Ananus npoeenen no HJI Ne: JIII-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yTBepkaennl: 14.10.2025

PIL approved: / AMII yreepauaena: 14.10.2025
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16 | Shelf-life (storage period) / 3 years /3 roga
Cpok rogHocTH (CpoK
XpaHeHHS)

* Note. / * [Ipumeyanue.
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. / AranmuTHueckne Metoauky no I'® PO peifcryiomero H3gaHus
NPHUMEHAIOTCA IS KOHTPOJIA Ka4decTBa Npenapara Ha TeppHTopin Poccuiickolf @enepanuu. JIis BEIMYCKAIOMET0 KOHTPOISA Ka4eCTBa Ha MPOH3BOACTBE
MPOU3BOJIHTENb HCTIONB3YeT MeToAHKH 1o EBponelickoit ®apMakornee AeHCTBYIOMETO H3AaHUA.

Remarks : The Product confirms to ND/ [Conclusion : APPROVED /
Ipumeuanne: [Iponykt coorBercTByeT TpebopaHuam HJI 3armoyenne: OJJOBPEHO
Prepared by / Ilogrorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

JBAU “ [poee Ipoeepeno (AOK): ||Onobpeno: ObecnieueHue kadecTsa/OTBETCTBEHHOE JIHIIO:
\ ou!\d')

Date/ 2\o2\2024 Eﬁ/ 1'}[ &3’]»(0% E:-trz;/\z{oz\w% lﬁme/ Bloz2026

Jlara: IlaTa:

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.

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

CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponykr: Tekcapen® (TeHokcukaM) NTHO(HIH3AT JUIA NPUTOTORIEHHS PACTBOPA AA MHBeKLHH, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / ] Batch Quantity / . 97824 vials /

Cepusn Ne { BIARDIELA Pa3zmep cepuu ' 97824¢dnakoHoB
Analytical Repourt No./ : QC/FP/26/00050 Date of Analysis / : (12/02/2026)
AHaauTHYecKHii oTyer No Jara ananusa

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JaTa npon3BoacTBa I'ogen no

Mfg. License No. /

IpouspoacTBeHHas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHneH3us Ne

Analysis performed according to ND No: / Ananan3 nposeaen no HJI Ne: JIIT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / Makers! ynakoskH yTeepaxaensi: 14.10.2025
PIL approved: / MUMII yreep:xaena: 14.10.2025

Page9 of 12/ Ctp. 9 3 12
KIT / KOMILIEKT
TESTS /IOKA3ATEJIH RESULTS / PE3YJIbTATBI SPECIFICATIONS / HOPMBI
Package description /| Secondary package / Bmopuunaa | Secondary package / Bmopuynas ynakoeka
Onncanue ynakoBkH YHAKo8Ka 3 vials with the medical product and 3 ampoules

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. / ITo 3
¢akoHa ¢ mpenapaToM u 3 aMIy bl
C pacTBOpHTENEM MOMEIIAIOT B
KacceTy M3 NONMBHHHIXJIOpHAA. 1
KacceTy BMecTe ¢ HHCTPYKLHUeH 1o
NPUMEHEHHIO NIOMELIAIOT B MAYKy
KapTOHHYIO.

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

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

ITo 3 ¢makoHa ¢ mpenmapatoM U 3 aMmyJssl C
pacTBOpUTE/IEM TIOMELIAlOT B KacCeTy u3
NONMBHHUIXIOpHA. | KacceTy BMecTe C
WHCTPYKUHMEH 10 NPHMEHEHHIO TNOMEIAlT B
nayky KapTOHHYIO.

ITo 5 ¢nakoHoB ¢ mpenapatoM H 5 ammyn ¢
pPacTBOPUTENEM [OMELIAIOT B KAacCeTy H3
HNOJIMBUHUIIXIOpHIA. 1 Kaccery BMecTe C
HHCTPYKLUHeH [0 NPUMEHEHHIO MOMELIAIOT B
NayKy KapTOHHYIO.

Remarks : The Product confirms to ND/

Ipumeuanue: [Tpoaykt coorBercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by / [Togrotoeneno: ||Checked by /

B>

l'IpoBepei-lj!gz'5 -D_:

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ipoeepero (AOK): [|Onobpeno: ObecneueHne kauectsa/OTBETCTBEHHOE JIHLIO:

Administrative Office : “ Engineering

e 5044

Date / Date / 13Joz]2026

lata: 12\ 03\9"’ > || Mara:

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 s www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P)

52/4, 5215, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Guijarat - 389350.

Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
M poaykr: Tekcapen® (Tenokcukam) MTHO(HIM3AT J/IS NPUTOTORNEHHA PacTBOpA Ul HHBEKIMiA, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / .- 97824 vials/
Cepnsi N : BI260021A Pa3mep cepuu " 97824 ¢nakonos
Analytical Repourt No. / : QC/FP/26/00050 Date of Analysis / : (12/02/2026)
AHaTHTHYECKHH oTdeT Ne JaTa ananusza
Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

aTa NpPOH3BOACTBA T'ogen o
Mifg. License No. /
IlponsBoacTBeHHAs : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)
JIHIeH3HA Ne

Analysis performed according to ND No: / Ananus nposeaex no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakosku yreep:xaenss: 14.10.2025
PIL approved: / HMII yTBepaxaena: 14.10.2025

Page 10 of 12/ Ctp. 10 3 12

KIT / KOMILJIEKT
TESTS / TIOKA3ATEJIA RESULTS / PE3YJIbTATBI SPECIFICATIONS / HOPMbI
Labeling/ MapkupoBka Complies / CooTBercTBYeT See Section 1.3.2 of Module 1 of registration
dossier. / B coorBercTBMM ¢ pasaenoM 1.3.2.
MOAYNA 1 perucTpaLMOHHOrO JOCkE,
Storage / YciioBHs1 XpaHeHHst For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

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

s ynakosku 1o 3 $aakoHa ¢ mpenaparoM W 3 aMImyJibl ¢ PACTBODHTENEM B KAcCeTe:

B opuruHaneHo# ynakoske ((1akoHbl ¢ MPENapaToM H aMITyJIbl C PACTBOPHTENIEM B NAYKE)
IIpH TeMIeparype He Beie 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 roanoctH (cpok years. / CpoK roJHOCTH KOMILIEKTa ONPEAEIAETCA CPOKOM TOIAHOCTH JIEKAPCTBEHHOTO
XpaHeHHsI) KOMILIEKTa npenapata JJii MeIULIWHCKOro NpHMEHEHHS — 3 Toja.

API name / HaumenoBauue ADC: Tenoxicam / TeHOKCHKaM

INN / MHH: Tenoxicam / TeHOKCHKaM

API manufacturer batch number / 92044624

Homep cepuun npoussogurens APC:

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

IIpumeuanne: Ilponykt cooTBeTcTBYET TpeboBanuam HJI 3aknyenne: OJOBPEHO
IPrepared by / Iogrorosneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

\JLU‘H Ipoee ; IMposepero (AOK): [|Omo6peno: Obecneuenue kauectsa/OTBETCTBEHHOE JIHLIO:
W auias
Date / Date / Date /
\2\o »\ 2026 JIZTZI b’(@},{o% Tata: 3\03\9,07/(, Tara: 12 foZ / 2026

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 s www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 521211, 52/2/2, 5212/2(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

CEPTUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hpoaykr: Texcapen® (TeHokcHkaMm) TMOGHIH3AT A1 MPHIOTOBNIEHHs PacTBOpa I HHbeKLHi, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 97824 vials/

Cepus Ne  BEERLA Pazmep cepuu " 97824¢nakoHoB
Analytical Repuurt No./ : QC/FP/26/00050 Date of Analysis / . (12/02/2026)
AHaJHTHYeCcKHI oTueT Ne JlaTa aHanuza

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

JlaTa npoH3BOACTBA I'ogen no

Mfg. License No. /

IIpounseoacTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI"-RU)
JIHIIeH3HA Ne

PIL approved: / UMII yreep:xaena: 14.10.2025

Analysis performed according to ND No: / Ananus nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBKH yTBepaxaenni: 14.10.2025

Page 11 of 12/ Ctp. 11 n3 12

FP Manufacturer API Batch number /
Howmep cepun cyGerannun
npounsBoguTeas IJID:

B250000663

API Manufactured by & country /
IIponssogutens ADC, cTpaHa:

Edmond Pharma S.r.1., Italy /
Onmonz @apma C.p.i1., Hranus

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

HaumeHoBaHHe, apec H HOMep
JIMIeH3HH MI0LIAAKH,
ocyllecTBIsIIOm e
NMPOH3BOACTBO/KOHTPOJIb
kaudecTBa/Bbinyck [JID

TAJPURA, TALUKA - HALOL, DIST. PANCHMAHAL - 389 350, India

53/1, 53/2, 53/3, 54/1, 54/2, 3T - Bauueru [depesns, [IO0-Tamxknypa, Tanyka

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.- 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT — VANSETI VILLAGE, PO -

(license No G/28/1828) /
BJIP ®APMACBIOTUKAJIC UHTEPHEMILIEHE [1BT. JIT/L., Unaus
Cypeii Ne 51/1/1, 51/1/2, 5112, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/5,

- Xanon, okpyr ITanumaxan — 389 350, Muaus (muuensus Ne G/28/1828)

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

Economic Union is established». /

e ——
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeqanue: [Iponykt cooTBeTcTByeT TpebopaHuam HJT 3axmouenne: OJJOBPEHO
Prepared by / ITogrotoeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
“ ITpoBepeHo: ITposepeHo (AOK): IO}IOﬁpeHOZ O6ecneueHue kauecTBa/OTBETCTREHHOE JIMLIO:
(5]
n

G B | s Gl
Date / o\ W02 Date / Date / Date / 2
Ilara: [31 = Iara: Lﬂw% Hara: ‘3\03\ L Jara: [3!0 3/ 2026

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@uvsnl.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 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
CEPTHOHUKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IpoaykT: Tekcapen® (TeHokcHkaM) MHOGHIM3AT A/ IPUTOTOBNEHHA PAcTBOPA U1 HHBEKIMIA, 20 Mr

Market / Peiaok : Russia / Poccus

Batch No. / . Batch Quantity / . 97824 vials /

Cepus Ne A BEA0ER Pasmep cepun * 97824¢nakoHoB
Analytical Repourt No. / ) : QC/FP/26/00050 Date of Analysis / . (12/02/2026)
AHanuTHYeCKHi oTyeT No JaTta aHanu3za

Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

Jata npoussoacTea T'ogen mo

Mfg. License No. /

IpoussoacTBeHHan : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHueH3us Ne

Analysis performed according to ND No: / Auanu3s nposeaen no HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakoBKH yTBepxaensl: 14.10.2025
PIL approved: / UMII yreepakaena: 14.10.2025
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3akmo4enne 0 COOTBETCTBHH: «HaCTOALMM 5 IOATBEPIK/IAI0, YTO IPHBEACHHAS BbILIE HHQOPMALUA ABIAETCS JOCTOBEPHOM
H TO4YHOH. OTa ceprs MPOAYKUHH NPOU3Be/ieHa (BKIIOYas yIaKOBKY (MapKHPOBKY) M KOHTPOJIb KaUeCTBa) Ha BEILICYKa3aHHO
NPOM3BOACTBEHHOH IUIOMaJAKe (IUIOLIANKax) B TIONHOM COOTBETCTBHH C TpeGoBaHHsMH Ilpaun Hamnexanieii
NPOU3BO/CTBEHHOH NpakTHKH EBpasuiickoro skoHoMu4eckoro corosa (Ne GMP/EAEU/RU/00939-2023 ot 21 mrons 2023) u
TpeGOBaHHAMH KOHTPOJISl KaueCTBa JIKAPCTBEHHBIX CPE/ICTB, a TAKKe B COOTBETCTBHH CO CIeLMbUKAIIHIMH, COAEPKALAMHCS
B PErHCTPALHOHHOM JI0ChE CTPaHbI-HMIOPTEPA. 3aIMCH 110 IPOM3BOAICTRY, YIAKOBKE H aHAIM3y NPOBEPEHE], U YCTaHOBJIEHO
HX cooTBeTCTBHE TpeOoBaHusM [IpaBui Hajeskalleli TPOH3BOACTBEHHOM IPaKTHKH EBpasHiickoro 3KOHOMHMYECKOTO COI03aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / T
llpnme-mn_lﬁ TIponyxt cootBetrcTRyet TpeGosanuaM HJI E 3axnouenune: OJJOGPEHO
Prepared by / IToarorosneno: ||Checked by / Checked by (AQA)/ﬂ 'Ipproved by: Quality Assurance/Authorized person /

y IMpoBepeHQ: IMpoeepeno (AOK): |[Ono6peno: OGecneyenne kauectsa/OTBETCTBEHHOE JIULIO:

Gu” g =

Date / s\ 1o 26 |[Date/ Date / N Date / 3
Hara: 2485 Jata: %\OB\W% Jlara: 1%103/20 -

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.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 5212/1, 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 AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHHe npemnapara Boaa A HHbeKUMii (PACTBOPUTEIb)
Batch no. / Homep cepun BI1250301
Amount of product per batch / Pazmep 205.0 L
cepHH
Date of Control / lata aHaju3a 15/01/2026
Manufacturing date / JlaTa npon3BoacTBa 12/2025
Expiry date /[IaTa oKoOHYaHHSsI CPOKA 11/2030
TOAHOCTH
Water for injections (solvent) / Boxa st MHbeKUHii (pacTBOpHUTEJIb)
TESTS / MTOKA3ATEJIX SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI

Description / Onucanue

Clear, colourless liquid without odor. /
ITpo3paunas GecLBeTHas KUAKOCTb 6e3
3amaxa.

Clear, colourless liquid without
odor. / TlpospauyHas OecLBETHas
KHUOKOCTH Oe3 3amaxa.

Particulate matter / MexaHu4yecKHe BKJIKO4YeHHsI

Visible particles /
Buoumere yvacmuywl

According to requirements. / B cooTBercTBuH €
TpeOOBaHUAMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvbie yacmuywl

>10 pm particles /
gacTul| pasMepoM > 10 MKM

>25 pm particles /
9aCTHI[ pa3MEPOM > 25 MKM

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

Not more than 600 particles per ampoule. /
He 6ostee 600 Ha ammyity.

63.87 particles per ampoule; /
He 6onee 63.87 Ha amryiny;

2.13 particles per ampoule. /
He 6onee 2.13 Ha ammyiy.

Acidity and alkalinity /
KHCI0THOCTD M LEJ0YHOCTD

Test sample should pass the test. /
HcnbITyeMblii 06pa3el I0JKEH BbIACPKUBATh
UCIIbITAHKE.

Complies / CoOTBETCTBYET

Reducing substances /
BoccTraHaBauBalolHe
BeIleCTBA

Test sample should pass the test. /
HcneiTyeMblii 00pa3el] I0JKEH BbIICPKUBATh
HCTIBITAHHUE.

Complies / CooTBeTCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

HuTpaTbl H HHTPHUTBI

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

Yraepona IHOKCH / He momxHO ObITh IOMYTHEHHUSA B TEYCHHE

1 yaca.
Chlorides/ Xiopuabi 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). /

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

Sulphates / CyabdaTbi

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

Complies / COOTBETCTBYET

Ammonium / AMMOHHH

Not more than 0.6 ppm. / He 6osee 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®HUKAT AHAJIM3A

TESTS / IOKA3ATEJIHA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATBI

Calcium and magnesium /
Kanbuuii 4 Maruui

Pure blue color should be observed (without a
violet hue). / JToymkHO HaOMOAATECSA YHCTO
cuHee okpainuBaHue (6e3 GpuoaeToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsoxennbie
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 6osee 0,004 %.

0.000 % /0.000 %

Conductivity /
JIeKTPONPOBOIHOCTh

Not more than 25 pS/cm. /
He 6oiee 25 MkCm/cM.

11.08 uS/cm. /
11.08 MxCm/cMm.

Extractable volume /
H3BJiexkaeMblii 00beM

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

2.2mL/
2.2 Mn

Bacterial endotoxins /
BakTepHaJbHble 3HA0TOKCHHBI

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

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

Sterility / CTepHJIBbHOCTD

Should be sterile. / JToskHa OBITH CTEPHIIBHOM.

Sterile. / CTepusipHO.

Package description /
OnucaHue 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. /
[TepBuuHas ynakoBka

[To 2 M1 pacTBopHTeNs (Bofa M MHBEKLWH) B
amnyny u3 GecuserHoro crekna, tun 1. Ha
BEpPXHEH 4YacTH aMIyJbl HaHeceHa TOYKa
pasyioMa OpaHXeBOro IBeTa.

Primary package

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

[To 2 ma pacrBoputens (Boma VIS
HMHBEKLHUN) B aMITyIy u3
6ecuperHoro crekia, Tvn I. Ha
BEpXHEW YacTH aMIIyJbl HaHeceHa
TOYKA pa3jioMa OPaHKEBOIO LIBETA.

Shelf-life (storage period) /
Cpox roqHocTH (CpoK
XpaHeHHS])

5 years/ 5 netr

Assessment: / 3aKJIOUCHHE:

(PT-RU)-141025. /

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

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

Cepusl COOTBETCTBYET TPeOOBAHHMAM HOPMATHBHOTO JJOKYMEHTA 10 Ka4eCTBY JII-

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
Signature & Date 9:;:/\03\ 2024 %03 fno2% fL;HOS/U)M
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHHe NpenapaTa Boaa aJist HHbeKIMii (PacTBOPHTEIb)
Batch no. / Homep cepuu BI1250288
Amount of product per batch / Pazmep 205.0 L
cepuH
Date of Control / laTa ananu3a 13/01/2026
Manufacturing date / lata npon3sBoacTBa 12/2025
Expiry date //laTa okoH4YaHHSI CPOKA 11/2030
TOXHOCTH
Water for injections (solvent) / Bona nis uHbekuuii (pacTBOpHTEIb)

TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI

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

I[Mpo3paunas GecLBeTHas XKUAKOCTh 0e3
3amaxa.

odor. / Tlpo3pauHas OecLBeTHas
KHIKOCTH 0e3 3amaxa.

Particulate matter / Mexann4eckHne BKJIIOYEHHUS

Visible particles /
Buoumveie wacmuywi

According to requirements. / B cOOTBETCTBUH C
TpeOOBaHHUAMM .

Complies / CooTBeTcTBYET

Sub visible particles /
Hesuoumvie vacmuywl

>10 pm particles /
YacTuIl pa3MepoM > 10 MKkM

>25 um particles /
YacTHL pa3MEPOM > 25 MKM

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

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

66.93 particles per ampoule; /
He 6onee 66.93 Ha ammyiy;

4.80 particles per ampoule. /
He Gonee 4.80 Ha ammyity.

Acidity and alkalinity /
KucaoTHOCTb M LIEJOYHOCTH

Test sample should pass the test. /
HcnbityeMslii 06paselr; J0JI’KeH BbIIEPKHUBaTh
UCIIBITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranasiauBaromue
BelllecTBa

Test sample should pass the test. /
HcnsITyeMsiit o6paselt JOKEH BhIIEPKUBATh
VICTIbITaHHUE.

Complies / CooTBETCTBYET

Carbon dioxide
Yriepoaa AHOKCHA

No turbidity should be observed within 1 hour.
/ He mO/KHO OBITH IOMYTHEHUS B TEYEHUE
1 yaca.

Complies / CoOTBETCTBYET

Chlorides/ Xsiopuasl

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaTbl H HHTPHTBI

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

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

Sulphates / CyabhaTnl

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 yaca He IOJDKHO
HaOII0JaThCs MOMYTHEHHE.

Complies / CoOTBETCTBYET

Ammonium / AMMOHHH

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

Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / NIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATDBI

Calcium and magnesium /
Kanbuuii 1 Maruui

Pure blue color should be observed (without a
violet hue). / TomkHO HaOMOAATECS YUCTO
cvHee okpauiuBanue (6e3 GproneToBoro
OTTCHKA).

Complies / CooTBeTCTBYET

Heavy metals/ Tsxeanie
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 /
DJIeKTPONPOBOAHOCTD

Not more than 25 pS/cm. /
He 6onee 25 MkCm/cM.

11.14 pS/cm. /
11.14 mxCwm/cMm.

Extractable volume /
H3BaexaeMblii 00beM

Not less than label claim (not less than 2 mL). /
He MeHee HOMUHAJIBHOTO (HE MEeHee 2 MII).

2.2mL/
2.2 M

Bacterial endotoxins /
BakrepuaJibHble JHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6oxee 0,25 EQ/mMn Boas! 1ist
UHBEKIHH.

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

Sterility / CTepuibHOCTB

Should be sterile. / TomkHa ObITE CTEPHIBHOM.

Sterile. / CrepunbHo.

Package description /
OnucaHue yNIAKOBKH

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. /
[lepBUyHas yrmakoBKa

ITo 2 mn pacTBOpuUTeEs (BoAa Ul MHBEKIIUIA) B
ammyny u3 OecuerHoro crekma, tun I Ha
BEPXHEHW 4YacTH aMIyjbl HaHeCeHa TO4Ka
paznoMa OpamKeEBOro IBeTa.

Primary package

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

ITo 2 mn pacrBoputens (Boxa Ui
MHBEKIM) B aMmmyiay — U3
6ecierHoro crexia, tan 1. Ha
BEpPXHEM YacTH aMIly/ibl HaHECeHa
TOYKA pa3ioMa OPaHXEBOTO LIBETa.

Shelf-life (storage period) /
Cpok rogHocTH (cpox
XpaHeHHs])

5 years / 5 net

Assessment: / 3aKJIIOUEHHUE:

(PT-RU)-141025. /

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

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

Cepusi COOTBETCTBYET TPeGOBAHMIM HOPMATHBHOTO I0KyMEHTa 110 KavecTBy JIII-

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
\
7
Signature & Date ?jrd 2 A4\ \ 2016 8’2%\4 0B |no2L 5%)7_74 03) 2026
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumenoBanue npenapara Bonaa nuis nHbeKuuii (pacTBOpPUTEIIb)
Batch no. / Homep cepun BI1250289
Amount of product per batch / Pa3mep 205.0 L
cepHH
Date of Control / laTa ananu3a 15/01/2026
Manufacturing date / /Ilata npon3sBoacTBa 1272025
Expiry date /[IaTa okoH4YaHHS CPOKA 11/2030
TOAHOCTH
Water for injections (solvent) / Boga anisi HHbeKUMii (PACTBOPHTEJIb)
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATHI

Description / Onucanune

Clear, colourless liquid without odor. /
Ipo3pauHas GecLBeTHas )XUAKOCTH 6e3
3arnaxa.

Clear, colourless liquid without
odor. / TIpo3payHas OecLBETHas
JKMIKOCTH O€3 3amaxa.

Particulate matter / MexaHn4yeckue BKJIIOYEHHUS

Visible particles /
Buoumvie yvacmuyul

According to requirements. / B cooTBeTcTBHU C
TpeOOBaHUAMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvie yvacmuyu:

>10 pm particles /
4acTuIl pasMepoM > 10 MkM

>25 pm particles /
YaCTHUII pa3MePOM > 25 MKM

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

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

63.20 particles per ampoule; /
He Gosnee 63.20 Ha ammyay;

4.67 particles per ampoule. /

He Gonee 4.67 Ha ammyJy.

Acidity and alkalinity /
KucJoTHOCTD U 1HeJI0YHOCTH

Test sample should pass the test. /
HcneiTyemblii 00pasel] JOJKEH BBIIEPKUBATD
UCIIBITAHUE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTranaBauBawime
BelecTBa

Test sample should pass the test. /
Hcnbityemslii 06pasel Jo/KeH BBIIEPKHBATh
HCIIBITAHHUE.

Complies / CoOTBETCTBYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CooTBETCTBYET

HuTpaTbl H HUTPHTBI

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

Yriepoaa 1HoKcH / He 10JKHO OBbITh TIOMYTHEHHMS B TEYEHHE

1 yaca.
Chlorides/ Xnopuabl 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). /

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

Sulphates / CyabdaTsi

No turbidity should occur within not less than
1 h. / B TeueHue He MeHee 1 yaca He JTODKHO
HaOJIIONAThCs TOMYTHEHHUE.

Complies / CooTBETCTBYET

Ammonium / AMMOHMIA

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®OUKAT AHAJIM3A

TESTS / NIOKA3ATEJIM

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATEI

Calcium and magnesium /
Kanbumii 1 maraui

Pure blue color should be observed (without a
violet hue). / JlomkxHo HabmoaaTbCsl YUCTO
cuHee okpauuBanue (6e3 huoneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Heavy metals/ TskeJibie
MeTaJlJIbI

Not more than 0.00001 % (0.1 ppm). /
He 6omee 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 /
J/1eKTPONPOBOAHOCTD

Not more than 25 puS/cm. /
He Gonee 25 MmxCwm/cM.

13.09 puS/cm. /
13.09 MxCm/cm.

Extractable volume /
H3BaexaeMblii 00beM

Not less than label claim (not less than 2 mL). /
He MeHee HOMHHAIBHOTO (HE MeHee 2 MJ).

2.2mL/
2.2 M

Bacterial endotoxins /
BakrepHajbHbIe SHIOTOKCHHbI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 EQ/Mn Boap! mis
WHBEKLMA.

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

Sterility / CTrepuabHOCTB

Should be sterile. / JlomkHa 6BITh CTEPUITBHOM.

Sterile. / CrepusnbHo.

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. /
[MepBuYHad yrakoBKa

ITo 2 mu pactBopuTens (BoAa I NUHBEKLIMIA) B
ammyny u3 OecuserHoro crexia, tam I. Ha
BEpXHEll YacTH aMImyjbl HaHECEHa TOYKa
pasyioMa OpaHXeBOTo 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. /
[NepBUYHas ynakoBKa

ITo 2 mn pactBopuTens (Boja AJis
HWHBEKIHUN) B aMmIymy u3
OecuserHoro creknma, tam I. Ha
BEpXHEll 4acTW aMIysbl HaHECEHa
TOYKA Pa3/ioMa OPaHKEBOTo IIBETA.

Shelf-life (storage period) /
Cpok rogHocTH (cpok
XpaHeHHs)

5 years / 5 net

Assessment: / 3aKJIIOUeHHE:

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

(PT-RU)-141025. /

Cepusi COOTBETCTBYET TpeOOBaHUIM HOPMATHBHOTO JOKYMEHTa 110 KayecTsy 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
Signature & Date 9:’;\03 ) 22k ’%ﬂqﬁ o R|202% fg_ﬂog/ug_g
—
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