DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Tpoaykt: Texcapen® (TeHOKCHKAM) AHOGHIHIAT LIk NPUIOTORNEHUS DACTRODA /A MHBekiid, 20 Mr

Market / Peinok 1 Russia / Poceun

Batch No. / ) Batch Quantity / . 97824 viuls /

Cepun Ne s Pasmep cepun ' 97824¢nakonor
Analytical Report No./ ) Date of Analysis / v

Rt e s : QC/FP/26/00050 [ S, : (12/02/2026)

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

JlaTa npoH3IBOACTBA Tonen no

Mifg. License No./

Tpon3sBoACTEEHAAR : G/28/1828 MA number: / Homep PY : JIII-No(012106)~(PT"-RU)
JHuen3IAn Ne

Analysis performed according to ND No: / Ananns nposeaen no HJII Ne:
Artworks approved: / MakeTs! ynakoBKH yTeepxuensi: 14.10.2025
PIL approved: / HMII yroepsxaena: 14.10.2025

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

Pagelof 12/ Crp. 1 u3 12

Ne Test / ITokazarens Result / PesysibTaThl Specification / Hopma

1 | Description / Onucanue Yellow lyophilized powder. /|Yellow to greenish lyophilized powder. /
JInodumasuposarssii  nopowok (JIHOGHIHIHPOBAHHEIH NOPOUIOK 3KEATOro ©
HAENTOTO [BETA. 3E/ICHOBATEIM OTTCHKOM LIBETA.

2 |Identification / HaenTuduxanns

HPLC / B2XKX

Tenoxicam / Tenoxcuxam

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
yHEpPKUBAHHS MHKA TEHOKCHKAMa Ha
XPOMATOrpaMME HCIBITYEMOTro
PACTBOpAa COOTBETCTRYET BPEMEHH

YAEPKUBAHKA [HKa TEHOKCHKAMA Ha
XPOMATOrpaMmMe CTaHJapTHOTO
pacreopa.

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)). / BpeMa yaepxHBaHUA
NHKA TEHOKCHKAMAa Ha  XpOMaTorpamMme
HCIIBITYEMOTO pacTeopa JOJDKHO
COOTBETCTBOBATL BPEMEHH YAEPKHBAHUA 11K
TEHOKCHKaMa Ha XpoMmarorpamme
CTaHOapTHoro pacteopa (cM. «IIpHMeEcH»,
ONpeleNeHne SAMHHYHBIX IpUMECei 1 CyMMBL
npumeced (254 HM)).

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

Ipumeuanue: Tpoaykr coorsercTayer Tpedopatuam HJT 3armwouenue: OJOBPEHO

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

N IMpoBepeHo: Ipogepero (AOK): |[OnoGpero: Obecneuenue kauecTsa/OTRETCTBEHHOE JTHLIO:
= —
Qu _J/fé% l
Date / L Date / Date / Date /
Mar: 210 2200 @)l £ 3\t Rt 13lo3]2024

Administrative Office : “

Engineering Centre", 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.

Tel : +81 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, 521, 52/2/1, 52/2/2, 52/2/2(P),
5214, 5215, 331, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrlrict Panchmahal Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTH3A

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

Mpoayxr: Texcapen® (TeHOKCHKAM) NTHO(UNHIAT IS NPUIOTO

15 PACTBOPA [UIH HHBeKuHH, 20 Mr

Market / Purnox

: Russia / Poccust

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

Cepus Ne * BEGIOZLA Pasmep cepun " 97824¢naxonos
Analytical Report No. / 8 Date of Analysis / .

AnaanTruecknil oruer Ne + QCIFP/26/00050 Jara anannsa ¢, (12/022026)

Date of Manufacture / 5 Date of Expiry / . (12/2008

JlaTa npon3soacTBa B Togen g0 L )

Mfg. License No. /

IponssoacTeennas : G/28/1828 MA number: / Homep PY : JIII-N(012106)-(P[-RU)
AHuensua Ne

Analysis performed according to ND No: / Auanuz nposenen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakosks yrsepaaens:: 14.10.2025

PIL approved: / HMII yreepunena: 14.10.2025

Page20f12/Crp. 2 u3 12

Tenoxicam / Tenoxcuram

UV spectrophotometry / V-
cnekmpogomoMempus

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-
CHEKTP MOMJOLIEHHS HCHEITYEMOro
pactsopa, TNPHTOTOBNEHHOTO [US
KOJIH4YECTBEHHOTO OMpEAENeHus, B
obmactu ot 230 5M j10 400 HM HMeeT
MAKCHMYMBI TIpH [JHHAX BOJNH
257,49 M, 285,45 um 1 367,75 nm.

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). / Yd-crektp
NOrIOWEHHA HCIBITYEMOro PacTBOpa,
NPUIOTOBNEHHOTO VIl KOJMYECTBEHHOrO
onpeneneHus, B obnactu ot 230 HM 1o 400 HM
JNOIDKEH UMETh MaKCPMyM'H l'lpH JANHHax BOITH
257 + 2 BM, 285 + 2 HM M 368 + 2 AM (cM.
«KonuuecTBeHHOE ONpesieNIeHHe
TEHOKCHKaMa»).

Remarks ; The Product confirms to ND/

Tpumeuanue: [Tpogykr coorsercTryer Tpebosanmam HJL

Conclusion : APPROVED /
3akmwoyenne: ONOBPEHO

Prepared by / [Toarorornexo:

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

\)-"U‘M' [Tposepetio: Tposepero (AOK): ||Ono6peno: Obecneuenne kauecTna/OTReTCTBEHHOE THLIO!
G /@, A4~ 2
Date / o226 Date / Date / Date /
,E[:::: \3\0%\ e L'H;I:: E&\@\JN n:.r:‘:'\gl\v:}\%c% 11:1:: 13,03’2026

Administrative Office : “ Engineering Centre”, 6th Floar, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +61 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, 5211, 52/2/1, 52/2/2, 52/212(P),
5214, 5215, 53M, 53/2, 53/3, 5411, 54/2. Post Tajpura, Village vanseli, Taluka Halol, Disrtrict Panchmanal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3IA

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Tpoayser: Texcapen® (Tenokcukam) MHOGUIMIAT IS NPUTOTORTIEHUS PACTROPA X MHkekimi, 20 mr

Market / Poinok

: Russia / Poconsa

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

Cepun Ne ¢ BEROIRLS Pasmep cepun * 97824¢pnaxoHor
Analytical Report No. / s Date of Analysis / e

P i SR : QC/FP/26/00050 Pt—— : (12/02/2026)

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

JIaTa NpoM3BOACTBA Tonen a0

Mfg. Licensc No./

IponzBoACTEeHHAN : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PI'-RU)
auuen3ns Ne

10.2025

Analysis perfarmed according to ND No: / Anaan3s nposenen mo HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTs! ynakoBKH yreepxaens:: 14.10.2025
PIL approved: / HMII yrsepxaena: 14,

Page3 of 12/ Crp. 3 u3 12

Sodium metabisulfite / The retention time of sodium |The retention time of sodium metabisulfite peak
Hampua memabucyavgpum | metabisulfite peak in the test solution |in the test solution chromatogram should
HPLC / BIKX chromatogram corresponds to the |correspond to the retention time of sodium
retenfion  time of  sodium (metabisulfite peak in the standard solution
metabisulfite peak in the standard |chromatogram (see Sodium Metabisulfite
solution chromatogram. / Bpewms |Assay). / Bpems ynepxuiBaHus NHKa HATPUS
yAepKHBAHUS THKA HaTpus (MeTaGHCynb(HTA Ha XpoMarorpamMme
meTabucynbhuTa Ha |HCMILITYEMOTO pacTBopa JOIKHO
XpoMarorpaMme HCHOBITYEMOrO |COOTBETCTBOBATE BPEMEHU YIEPWWRAHUS NMHKA
pacTBOpa COOTBETCTBYET BpeMeHH |HaTpus meTabucynb(HTa Ha XpomartorpaMMe
yIepKUBAHUA mHKa HaTpHA |CTAHAAPTHOrO pacTteopa (cMm.
merabucynrtuTa Ha [«KomuuecTBeHHOE — ONpeneneHHe  HATpHA
XpOMAaTOrpaMMe CTAHJAPTHOrO |MeTaOHCYNBEhHTAY),
pacTeopa.
3 | Dissolution time / Bpemst 30 seconds / 30 cexyHI Not more than 60 seconds. / He Gonee 60
pacTEOpeHus CeKyHIL.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumenanue: [IpoayxT cooTBeTCTBYET TpeboBanuaM HIL Sainouenne: OJJOBPEHO
Prepared by / Tlororosaeno:  ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
‘})}u TTposepe IMposepeno (AOK): ||Onobpeno: Oﬁecneueﬂﬁ kauecrsa/OTBETCTREHHOE JIHIO!
Gy 4 SR &=
T e <\ e EL e i e bijanitelit

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/, 5312, 53/3, 5411, 54/2. Post Tajpura, Village vanseli, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJITA3IA

Product : Texared® (Tenoxicam) lyophiliied powder for solution for injection after reconstitution, 20 mg
HponykT: Texcapea® (Texokcukam) AHOGHIMIAT 015 MPHIOTORNEHHA PACTBOPA M MHBEKLMIA, 20 Mr

Market / Peisok : Russia / Poccus
Batch No. / = Batch Quantity / . 97824 vials /
Cepus Ne i Pasmep cepun * 97824¢nakoHoB
Analytical Report No. / : QC/FP/26/00050 Date of Analysis / : (12/02/2026)
AHannTHYecKHIl oTyeT Ne Jata ananusa
Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)

aTa NpoH3BOJCTBA Topen no
Mfg. License No. /
TMponieoacTeennas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHUEH3HA Ne

Analysis performed according to ND No: / Ananns nposeaen mo HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTs ynakoBin yTeepxaensr: 14,10.2025
PIL approved: / HMII yrsepaena: 14.10.2025

Page 4 0f 12/ Crp. 4 13 12

4 | Appearance of reconstituted
solution / Omucanne
DOCCTANIODJICIIIIONO
pacTBopa

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

yellow solution is formed. /
TIpenapar pacTBOpsieTcs
[OJIHOCTLIO c OTCYTCTBHEM
HEpaCTBODEHHBIX  4acTHl, 0e3
BHIMMEIX MeXaHHYECKHX
BKJIIOUEHHH. Ob6pasyercs
Npo3pa4Hbli KENTEIH pacTBOp.

The product should be dissolved completely
without of undissolved particles and visible
particulate matter. A clear greenish-yellow
solution is formed. / [lpemapar nomkex
PacTBOPATBCS MOJHOCTBK) € OTCYTCTBHEM
HEPAcTBOPEHHBIX YacTHL, ©0e3 BHAMMBIX

MexXaHHueckux  BkmiodeHuid. O6pasyercs
MPO3pavHEIi  3eNeHOBATO-KEeNTOro  LBETa
pacTBop.

5 | Solution clarity* /
IIpospaunocTs pacTBopa®

The product solution is clear. /
PacTBOp npenapara npo3pa4Hsbiil.

The product solution should be clear. / Pactsop
Ipenapara J0JbKeH OBITh IPO3PavHbIM.

6 | Solution color* / LipeTHOCTE
pacreopa®

The product solution is not more
intensely colored than the reference
solution GY). / Crenens okpacku
pacTBOpa NpenapaTa He NpPeBkIIIaeT
aranon GY,.

The product solution should not be more
intensely colored than the reference solution
GY). / CTeneHs okpackd pacTBOpa Npenapara
He JIONMKHA MpeBbimarth tanoxd GY).

7 | pH* / pH pacTtropa*

9.150/ 9,150

7.51t010.0./ 01 7,5 no 10,0.

8 | Particulate matter* / MexanuuecKne BKIIOYeHHA*

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

M pumeuanne: [Ipoaykt coorsercryer TpeboBanmam HJL

Zaxawuenne: OJJOBPEHO

Prepared by / ITogrotoenero: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
&U\.\ TTposepeHQ: [poeepeno (AOK): [|Onobpeno: Obecnieuenue q:crsalo-rsercrsenuoe JIHLO:

Date / Date /| Date / Date / ;

e/ aleshacet  [REeAS\E oL [ oA\ ree (R 13]ox/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@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, 531, 5312, 53/3, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halal, Disriricl Panchmahal, Gujarat - 389350,
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




nD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoxyxr: Texkcapen® (Tenokcnkam) MHOGHINIAT A/ MPHIOTORTEHUS PACTROPA AN HHRekyid, 20 ur

anueHsna Ne

Market / Poinok : Russia / Pocenn

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

Cepus Ne F RIREELA Pasmep cepun * 97824¢naxonon |
Analytical Report No. / : QC/F Date of Analysis / . (12/02/2026

AHaaaTAYecKH#l oTueT No ) P/26/00050 Jara ananuia t )

Date of Manufacture / . » Date of Expiry / . (12/2028

JlaTa npou3BOACTEA S Tonen a0 6 € )

Mifg. License No. / ]

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

PIL approved: / UMII yreepxnena: 14.10.2025

Analysis performed according to ND No: / Ananus nposegen o HJI Ne: JITI-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTs! ynakoBku yreepxaenst: 14.10.2025

Page 5 of 12/ C1p. 5 u3 12

Visible particles / Budumvie yacmuysl

Complies / CooTBeTcTBYET

According to requirements. / B

COOTBETCTBHH C 'I'PEGOB&HHHMPI.

Subvisible particles: / Hesudumbie
yacmuybl;

171.87 vial / 171,87 dnaxon

Particles > 10 pm: not more than
6,000 per vial; / YacTuu pasmepom
> 10 mxm gomkHo Obite He Gonee
6000 Ha dnaxon;

0.67 vial / 0,67 ¢pnakoH

Particles > 25 pum: not more than 600
per vial. / YactHn pazmepom
> 25MKM fo/mKHO GiTh He Bonee 600
Ha (JIaKoH.

9 | Related Substances / llpumecn

2-aminopyridine /

2-aMWHOTTHDHJTUH

0.00% /0,00%

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

Individual unidentified
impurity /  Enunuunan
HenaeHTHDHIKPOBAHHAS
NpHMECh

Not Detected / He obnapysxeHo

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

Total impurities /
Cymma npumecei

0.00% /0,00%

Not more than 1.0 % / He Goxnee 1,0 %

Remarks ;: The Product confirms to ND/

Tpumeuanue: Iponykr coorsercreyer Tpebosanuam HII

Conclusion : APPROVED /
Bakmiouenne: OJOBPEHO

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

Mpoeepeno (AOK): (|Onobpero: Obecneyenne kauecTsa/OTBETCTBEHHOE JTHLIO:
Y- =
Sl T e

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, 6215, 53/1, 83/2, 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

CEPTHOHKAT AHAJTU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Tpoaykr: Texcapea® (Tesokcuxam) THOPHIHIAT LA MPHIOTORICHHA PAcTBOpa A HABCKLEH, 20 Mr

Market / Prinox : Russia / Poccua

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

Cepua N2 ¢ BRI Pazmep cepuu ' 97824tnakoHor
Analytical Re;:o“rt No./ + QC/FP/26/00050 Date of Analysis / + (12/02/2026)
AnanaTHeckui oTuet Ne JlaTa ananusa

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

JlaTa npon3IBoacTBA Tomen ao

Mfg. License No. /

IpoussoacTBEHHAR : G/28/1828 MA number: / Homep PV : JIII-Ne(012106)-(PI-RU)
nupening Ne

PIL approved: / AMII yreepxnaena: 14.10.2025

Analysis performed according tu ND Nu: / Anauns nposexen mo HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakosku yreepaaenst: 14.10.2025

10 | Uniformity of dosage units* /

Page 6 of 12 / Crp. 6 u3 12
Acceptance value (AV) should not be more

BOABLI*

O/1HOpOAHOCTD 1.54 /1,54 than 15.0. / TToxasatens npaemaemocts (AV)
J03HPOBAHHBIX eTHHHI* JlonzeH ObiTh He 6oaee 15,0.
11 | Water* / Copep:xanne 0.76 % /0,76 % Not more than 3.0 %. / He Gosee 3,0 %.

12 | Bacterial endotoxins* /

Less than 1 EU/mg /

Not more than 1 EU/mg of tenoxicam. / He
Gosee 1 E3/Mr TeHOKCHKaMa.

cnekmpogiomomemputeckuii

Ealﬂ'epnam-m;le Menee 1 ED/Mr
IHI0TOKCHHEI
o = -
13 | Sterility* / CTepHIBHOCTE Sterile / Crepuren Should be sterile. / lomkeH ObITb
CTEPHJILHEIM.
14 | Assay / Kvian4ecrseHHOe onpejeaenne
Tenoxicam / Tenokcurkum 20.0% to 110.0% of CiHuN:0.S:
(tenoxicam) of label claim. / Ot 90,0 % zo
v P 101.1%/101,1 % 110,0% CisHiN3O4S; (reHokcHkam) OT

HOMHHAJIBHOIO COACPXKAHHA.

Remarks : The Product confirms to ND/

I pumeuanue: [ponykr cooreercrayer Tpeborarmam HJL

Conclusion : APPROYED /
Jaxmwuenne: OJJOEPEHO

Prepared by / Tloarorosnero: ||Checked by /

Checked by (AQA) / ||{Approved by: Quality Assurance/Authorized person /

8 ‘l&“w [TpoBepeHo: IMposepeno (AOK): |[OnoGpero: Obecneuenue kauecTsa/TBETCTBEHHOE JIHLIO:
th i ALAan

- T gL

Date / 2026 Date / Date / Date /

L,[la'm: \ 2" o 2)\ Hara: kﬂm‘\lmé Hara: ! 3\03\ e Jlara: 13 ,051 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 » 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, 52/211, 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. : U24230MHZ2002PTC137329




QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoxykr: Texcapen® (Tenokcnkam) MHOGUIMIAT 419 IPUrOTORNEHUS DACTRODA /N uHERekiwi, 20 Mr

Markect / Poinox 1+ Russia / Poconn

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

Cepus Ne ¢ Blaa002ln Pasmep cepun " 97824¢naxonon -
Analytical Report No. / . Date of Analysis / 3

AnanuTedecknil oruer Ne ¢ QEERREI0050 JlaTa anannia ¢ (LZ22026)

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

JIaTa npoH3BOACTBA Togen no

Mfg. License No. /

Ipon3BoacTEEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JHOeH3ua Ne

Analysis performed according to ND Neo: / Ananus nposeaen mo HJI Ne: JIII-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoBkH yreepiiensi: 14,10,2025
PIL approved: / AMII yreepokaena: 14.10.2025

Page7 of 12 / Crp. 7 us 12

Sodium metabisulfite / 103.5% /103,5 % 85.0 % to 110.0 % of Sodium metabisulfite of
Hawmnpua memabucynvipum the label claim. / Ot 850% mo 110,0%
HPIC / BYKX HATpHA MeTabHCyNb(pUTA OT HOMUHANRHOTO
COZIEPIKAHHS.
15 | Package description / Onncanue ynakoBKH

Primary package / Ile; Has

VRAKOBKA

20 mg of the tenoxicam in a
colorless glass vial type I stoppered
with a bromobutyl rubber stopper,
crimped with aluminum flip-off seal
with a plastic disk over an aluminum
cap. / Tlo 200 mMr TeHokcHKaMa BO
¢nakoH u3 DeCIBETHOID CTEKIIA THII
I, ykynopenmsii mpobkoH U3
6pomOyTHI0oBOH pe3uHBL. 0GXKaTOMH
AMOMAHACBEIM ~ KOMMAuYkoM €
KOHTPONEM TNEPBOIU BUKPbITUH M
NIACTHKOBBIM  JHCKOM  MOBEPX
aMIOMHHHEBOTO KOINayKa,

20 mg of the tenoxicam in a colorless glass vial
type 1 stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-off seal
with a plastic disk over an aluminum cap. / [To
20 wMr TeHokcHMKamMa BO  (makoH M3
GecrBeTHOro cTekna THN I, yKynmopeHHsLil
npobkod W3 OpoMOYTHNOBOH  DE3HHBI,
o6kaToll  AMOMHHMEBBIM  KOJIAYKOM €
KOHTpoNeM nepBoro BCKDPBITHA H
MIACTHKOBBIM JIHCKOM MOBEPX AMFOMHHHEBOTO
KOJlmayKa.

Remarks : The Product confirms to ND/

1lpumeuanue: [Iponyxt cooreercreyeT Tpebosanim HIL

Conclusion : APPROVED /
3axnouenne: ONNOBPEHO

Prepared by / ITogrotosneno; ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
WAL [TposepeHo: IMporepeno (AOK): ||Onofpeno: OGecnevuenne kauecTsa/OTBETCTBEHHOE JIHLO:
~ \,\U
RS
(o= ;ﬁ S £yl
Date / 2L Date Date / Date / zlozl2094
Ilﬂm‘a: i3 \05\10 I{amig,\@%“é Hara: NS\OS\M% Jara: 1 l r

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 | ines, 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, 626, 63/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka | lalol, Disrtrict Panchmahal, Gujaral - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTHOWNKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponyxr: Texcapen® (TenokcHkanm) MOHIHIAT [1A NPHIOTOBIEHAA PACTBOPA [IA HHBeKUMid, 20 Mr

Market / PoiHok : Russia / Pocons

Batch No. / k Batch Quantity / . 97824 vials /
Cepus Ne FE2H00RLA Pasmep cepun ° 97824dnakoHoR
Analytical Report No. / : QC/FP/26/00050 Date of Analysis / + (12/02/2026)

AnannTHyecknii oTuer Ne JlaTa aHa1u3a
Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)
JlaTa npoussoacTsa T'open go

Mifg. License No. /
IpousBoacTBeHHAR : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
JHIeHIng Ne
Aunalysis performed according to ND No: / Ananny nposeaen no HJ{ Ne; JIT=-Ne(012106)~(FI'=-RU)-141025
Artworks approved: / Makersl ynakoskH yTeepsiuenst: 14.10.2025

PIL approved: / HMII yreep:aena: 14.10.2025
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16 | Shelf-life (storage period) / 3 years /3 rona
Cpox rogrocTH (CPOK
XpaHeHHH)

* Note. / * lpumeuanue.

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. Fur. procedures for release quality control at the manufacturing site. / Ananuruueckue meroguin no I'® PO pelicrayiomero wapanus
NPUMEHSEOTCS JUIS KOHTPO/IS Ka4ecTsa npenapara Ha reppuropuu Poceuiickol ®enepauuy. JIng BLITyCKAIOMEro KOHTPONIA KAYECTBA HA IPOH3BO/ICTEE

MPOHIDOHTONL HONOILIYeT MeTo kN no Eog tieroit Pay AelieTnyTomero I,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanue: [Mponykr cootBercTBYeT TpeboranuaM HIL |3axnwouenne: OJJOBPEHO

Prepared by / ogrorosneno: |{Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person/

MU " TTpoge; Tposepeno (AOK): ||OnoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE THLIO:
Tl - T Sl

el aloaeont [Pl il g Aee ol er [y lesfaozt

aTa:

Administrative Office : * Engineering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560+ Fax : 191 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, 52211, 5212/2, 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




QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A

Product : Texared® (Tenoxicam) lyophilized powder for solution fer injection after reconstitution, 20 mg
IIpoayicr: Texcapen® (TeHokcukaM) NHOGUIKAT /NS NPUCOTORMEHUS PACTROPA IS WHReKIl, 20 Mr

Market / Prinox : Russia / Poceusn
Batch No. / i Batch Quantity / . 97824 vials /
Cepus Ne § BIOE0ELA Pasmep cepun ' 97824 ¢nakonos
Analytical Report No. / : QC/FP Date of Analysis / "
AHaauTHYeCKHH oTueT No 5 /26/00050 JaTa anaanza ¢ RHRR006)
Date of Manufacture / : (01/2026) Date of Expiry / : (12/2028)
ATA NPOA3BOACTEA Togen go
Mig. License No. /
IIpon3BoacTBeHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PT-RU)
aAnnensns Ne

Analysis performed according to ND No: / Ananns nposegen mo HII Ne: JIIT-Ne(012106)-(PI-RU)-141025
Artworks approved: / Maxersl ynaxoskn yreepaaenss: 14,10,2025
PIL approved: / HMII yreepaxnena: 14.10.2025

Pape90f 12/ Crp. 9 w3 12

Onncanne YOAaROBKH

VRAKO8KA
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. / Ilo 3
¢hnaKoHa ¢ MPenapaToM K 3 aMImyns
C pacTBOpHTENEM TMOMENIAT B
KacceTy M3 MONMBHHHIXIOpHAa. 1
K4CCETY BMECTE U HHCTPYKUMEH 10
NpPUMEHEHHIO TIOMEIAIOT B MAuKy
KapTOHHYIO.

KIT / KOMILIEKT
TESTS / IIOKA3ZATEJIHA RESULTS / PE3V,JIETATEI SPECIFICATIONS / HOPMEIL
Package description Secondary package / Bmopuynas | Second ckage / Bmopuynas ynaxoexa

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.

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. /

Ilo 3 dnaxoHa ¢ mpenmapaTtoM H 3 aMIIynLl
PACTBODHTENIEM [NOMEWAIOT B KACCETY M3
NONMHBHHMIXJIOPHAA. 1 KacceTy BMecTe ¢
HHCTPYKUHEH M0 NPHMEHEHHIO MOMELIAT B
NayuKy KapToHHYIO.

Tlo 5 dnakoHoB ¢ npenapatom W S aMmnyn ¢
pAcTBOPHTENEM [OMEIIAIOT B Kaccery H3
NOJHBHHUIXIOPHAA. 1 KacceTy BMECTE ©
MHCTPYKUHEH MO NpHMEeHeHHIO MOMEIaloT B
Na4yKy KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Mpoaykr cooreercTeyet Tpebusanuam HIT 3arawuenne: OJJOBPEHO
Prepared by / [Toarotonneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
\_S‘LMVL TpoeepeHo: Tposepero (AOK): ||Onobpeno: O6ecnevenne kauecTsa/OTBETCTBEHHOE JTHLIO:
L P
. i )

S = =3
Date/ . Date / Date / Date /
[Ilm: {Alpa\e2b e [91&31 DM para: 1206315026 [ 12Joz]2026

Administrative Office : “ Engineering Centre", 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0580« 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 Pyt Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 521212, 521212(P),
52/4, 5215, 53/1, 53/2, 53/3, 541, 64/2. 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
CEPTH®HKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaywr: Texcapen® (Tenokcukam) NMHO(UMUIAT LS NPUrOTORNEHUS PACTROPA JUIS MHBeKLMi, 20 Mr

Market / Peinox : Russia/ Poceun

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

Cepuns Ne } DLy Paimep cepun " 97824¢nakoHos
Analytical Report No. / e ; Date of Analysis / A

AnaanTaueckuii oTaer Ne 3 Ui ER0030 Hata anaania § Q3RRes

Date of Manufacture / . Date of Expiry / " 5

JlaTa nponsBojcTBa £ {1vaae0) T'ogen a0 o i

Mfg, License No. /

IIpon3eoacTEeHAAA : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)
AHUEHIHA N2

Analysis performed according to ND No: / Auanus nposeaen no HJ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakoskH yreepxiens:: 14.10.2025
PIL approved: / HMII yreepaaena: 14.10.2025
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KIT / KOMILIEKT
TESTS / MOKA3ATEITH RESULTS / PE3VJIBLTATEI SPECIFICATIONS / HOPMBI
Labeling/ Mapkuposka Complies / CooTercryer See Section 1.3.2 of Module 1 of registration

dossier. / B coorseTcTBHH ¢ pasmenom 1.3.2.
MOIyns | perucTpaloHHOro Nocke.

Storage / Ycaosnu xpaneHnst 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. /

aKOBKH 110 3 duiakoHa ¢ npenapatom U 3 al c HTEIEM B KACCEeTe:
B opuruHansHoi ynakoske (§MiakoHBl ¢ IPENAPATOM U aMITYJIEI C PACTBOPHTENIEM B NAuKe)
HpH TeMIepaType He Beime 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 roanoctn (cpok years. / CpoK roIHOCTH KOMIUIEKTa ONpPEJENAeTCsl CPOKOM FOJHOCTH TeKapCTBEHHOTO
XPAHCHHA) KOMIJICKTA NpCHApaTa JU1A MCIMLUMHECKOTO TPUMEHEHHA — 3 roza.
API name / Haumesusauue ADC: Tenoxicam / TeHOKCHKAM
INN / MHH: Tenoxicam / TeHOKCHKaM
API manufacturer batch number / 92044624
Homep cepun npon3soanTens ADC:

Conclusion : APPROVED /
3awnouenne: OJOBEPEHO

Remarks : The Product confirms to ND/
M pumeuanue: Tpoaykr cooTBeTcTBYeT TpeGopanuaM HI

Prepared by / TToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
JJS-AUL TIpose ; Tposepero (AOK): ||Onobpeno: Obecneuenne kauecTra/OTBETCTBEHHOE JIKLIO:
—
Date / Date / Date / Date /
[l11aa: \2\e =200k e ‘51@],{0&6 | dara: \3\93\94:1‘(, e l.?:’o.?lz_ai;&

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, 52121, 521212, 5212/2(P),
52/4, 52/5, 63/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtricl Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoxyxkr: Texcapen® (TeHokcukam) nHOGUIN3AT MUIA MPHIOTORIEHHA PACTBOPA A HHBEKINHA, 20 Mr

Market / Phiok : Russia / Poccus

Batch No. / 4 Batch Quantity / . 97824 vials/

Cepus Ne & RERAIA Pasmep cepun " 97824¢naxoHoB
Analytical Report No./ 5 Date of Analysis / . (12/02/2026
AnannTHuecknii oTaer Ne & QEERER0000 JlaTa ananusa i ( )

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

JlaTa NpoHIBOACTEA Togen a0

Mifg. License No. /

MpouseoacrseHnas + G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI™-RU)
JAHUeHIHA Ne

Artworks approved: / MakeTsl yNaKOBKH YTBeP&IeHbI:
PIL approved: / MMII yreepacaena: 14.10.2025

14.10.2025

Analysis performed according to ND No: / Anaaus nposeaes mo HJ{ Ne: JIIT-Ne(012106)-(PI-RU)-141025
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FP Manufacturer API Batch number /
Homep cepun cyGeranunn
nponieogarens I'JId:

B250000663

API Manufactured by & country /
IIpoussopurtens ADC, crpana:

Edmond Pharma S.r.l., Ttaly /

Onmona @apma C.p.o., Hramus

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

HaumeHoBaHHe, ajipec H HOMep
JHUEH3NH IIOLAIKH,
OCylecTRIs IO el
NPOH3BOACTBO/KOHTPOJIL
KauecTBa/Bemyck [JI@

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD., India
SURVEY NO.- 51/1/1, 51/1/2, 51/2, 52/1, 52/211, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT — VANSETI VILLAGE, PO -
TAJPURA, TALUKA —HALOL, DIST. PANCHMAHAL - 389 350, India

(license No G/28/1828) /

EJIP ®APMACKIOTHKAJIC MTHTEPHENIIEHE] IIBT. JIT/L,, Mnmus
Cypseit Ne 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4, 52/5,
53/1, 53/2, 53/3, 54/1, 54/2, 3T - Bauueru [epenus, [TO-Tamxnypa, Tanyka
- Xanon, okpyr Ianymaxan — 389 350, Mumua (munensus Ne G/28/1828)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
heen 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». /

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykT cooteercTayet TpeGorannam HJT

Conclusion : APPROVED /
Jawnoyenne: OJOBPEHO

Prepared by / Iloaroronneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person/
u},\/\“ﬂ [TpoeepeHo: [Tpoeepero (AOK): |{Ono6pero: OBecneuenue ’l‘caqecma.n'()mercneunoe JIHLO:
Q=" 1@~ | ARp- =,
Date / W Date / Date / - Date /
| Tara: (3] o\ 0% ata: mm"b Iara: "3\"‘\’*“ Jara: [5’.::3/:0')_6

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, 5211, 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, Disrtricl Panchmahal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A
| Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Ipoaykr: Texcapen® (Tenokcukam) MHOGUAMAAT SIS NPUrOTORNENKS PACTEOPA MUK MHBeKI, 20 Mr
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 97824 vials/
Cepua Ne # B Pasmep cepun ° 97824dnakoHor
Analytical Report No. / ’ Date of Analysis / .
ABanuTHuecknii oTuer Ne : QGTPEN0N30 Jata ananmia = (12/02/2026)
Date of Manufacture / ; Date of Expiry / . (122
‘ aT2 NPOH3BOACTBA 1 (013025) Conen go t PRy
I Mfg. License No, /
IponzeoacTeennasn : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
[ NHHeH3INA Ne
Analysis performed according to ND No: / Ananus nposeaen no HJ[ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakosks yrsepxaensi: 14.10.2025
PIL approved: / MMII yrsep:xaena: 14.10.2025

Page 12 of 12/ Crp. 12 m3 12
3axumouenne o cooTneTcTBHu: «HacTOANMM A OATBEPHK/A0, UTO IPHBENEHHAN BEIIE HHOPMAITHA ABJIAETCH JOCTOBEPHOI
H TOYHOH. 3Ta cepis NPOAYKUMH TPOH3BeaeHa (BKIoHas ynakosky (MapKHPOBKY) H KOHTPOMb Ka9eCTBa) Ha BHIICYKA3aHHOH
MPOM3BOACTREHHON mnomazKe (IWIOWAAKax) B NOJHOM COOTBETCTBHH ¢ TpeGoeanmamu Ilpasmn  nasiesxcaneif
MPOH3BO/ICTREHHOH IpaxTHKH EBpasuiickoro skoHoMm4eckoro coiosa (Ne GMP/EAEU/RU/00939-2023 ot 21 mrons 2023) u
TPeBGoBaHHAMH KOHTPOIIS KauecTBa JeKaPCTBEHHBIX CPE/ICTR, 4 TAKIKE B COOTBETCTBHHM CO CreLHbHKALHAMH, CONePKALHMHCS
B PErMCTPALHOHHOM J0Cke CTPAHEI-HMTIOPTEPA. 3AIHCH 110 IPOU3IBOACTEY, YIAKOBKS H AHAIH3Y NPOBEPeHb], H YCTAHODJIENO
X cooTseTcTBie TpeGoBanuaM TIpaBHI HajexKallel NPOH3BOACTBEHHOH NPaKTHKH EBpasHiiCKOr0 SKOHOMHYECKOrO CoK03a%,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanne: [IPOAYKT COOTBETCTBYET Tpebosannam HJJ 3axmouenne: OJJOBPEHO

Prepared by / Iloarorosncro: ||Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /

LS‘““ 2 IMposepel IMpoeepeno (ACK): |[Onobpeno: OBecnieuenne xavecTea/OTBETCTREHHOE NHLLO:
(g A Bt
i =
Date / ox\1o2b |[Date/ Date / .1, ||Pate/ 2502
el (3 Fre o 13\ oot [P0 13]e3/2024

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera Hause, 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, 52/5, 53/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Vlllage vanseti, Taluka Halel, Disrtrict Panchmahal, Gujarat - 389350,
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUDHKAT AHAJIU3A

Name of Product/
HaumenoBanue npenapara

Water for injections (solvent) /

Boaa ais uasexuuii (DAaCTROPHTED)

Batch no. / Homep cepun BI250301
Amount of product per batch / Paamep 205.0 L
cepun
Date of Control / {aTa anannsa 15/01/2026
Manufacturing date / laTa npoussoacrsa 12/2025
Expiry date /lata oKoHYAHHSA CPOKa 11/2030
TOAHOCTH
Water for injections (solvent) / Rona juist nubexumii (paCTBOPHTENS)
TESTS / IOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJILTATDI

Description / Onucanpe

Clear, colourless liquid without odor. /
ITpo3paynas GecluBeTHAs *HAKOCTE Ge3
3amaxa.

Clear, colourless liquid without
odor. / Ilpozpaunas OGecuscrHad
mHaKocT Ge3 anaxa.

Particulate matter / MexaHu4ecKkne BKIIOYEHNS

Visible particles /
Budumsre uacmuist

According to requirements. / B COOTBETCTBHH €
TpeGOBRHHAMH .

Complies / CooTpercTByeT

Sub visible particles /
[lesudumpre wacmuye

>10 pm particles /

YaCTHL pa3sMepoM 2 10 MKm

=25 pm particles /
YACTHIL PA3MEPOM > 25 MEM

Not more than 6000 particles per ampoule; /
He Gonee 6000 ma ammyimy;

Not more than 600 particles per ampoule. /
Hc 6onee 600 na ammyiry.

63.87 particles per ampoule; /
He Gonee 63.87 Ha ammyny;

2.13 particles per ampoule. /
He Gonee 2.13 Ha aMmyny.

Acidity and alkalinity /
KHCA0THOCTD H IIEI0MHOCTD

Test sample should pass the test. /
HenwiTyemsiii 06pasel| A0/KEH BEACPKUBATE
HCTILITAHHE,

Complies / CooTBeTcTBYyeT

Reducing substances /
BoccranapinBalomue
BELLECTBA

Test sample should pass the test. /
HcnbiTyeMsiit 0Opasel] A0DKeH BbIAEPHHBATE
HCIILITAHHE.

Complies / CoorseTcTByeT

Carhan dioxide
Yracpoaa AHOKCHA

No turbidity should be observed within 1 hour.
/ He momxHo 6hiTh MOMYTHEHHA B TEYSHHE
1 waca.

Complies / CooteTeTBYCT

Chlorides/ Xopuasl

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

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/
HuTpaThl H HHTPHTEI

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

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

Sulphates / Cyab(aTsl

No turbidity should ocour within not less than
1 h. / B Teuenne He MeHee | yaca He A0KHO
HaGMIONATHCA NOMY THEHHE,

Complies / CooTrercTRyeT

Ammonium / AMmonnii

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

Less than 0.6 ppm / Menee 0,6 ppm
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DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUDPHUKAT AHAJIM3A

TESTS / MOKA3ATEJH

SPECIFICATIONS / HOPMbL

RESULTS / PE3YJIBTATbBL

Calcium and magnesium /
Kaaeunii m maramii

Pure blue color should be observed (without a
violet hue). / JomkHo HaOMOOAaThCA YUCTO
cHHee oxpaummpanue (be3 gronerosoro
OTTEHKA).

Complies / CooTeTcTByeT

Heavy metals/ Tameanie Not more than 0,00001 % (0.1 ppm). / Less than 0.00001 % (0.1 ppm) /
MeTaLIbl He Gonee 0,00001 % (0,1 ppm). Menee 0.00001 % (0.1 ppm)
Residue after evaporation / Not more than 0.004 %. / He 6onee 0,004 %. 0.000 % / 0.000 %
Cyxoii ocTaToK

Conductivity / Not more than 25 pS/cm. / 11.08 pS/em. /
JeKTPONPOBOIHOCT He 6onee 25 mxCwu/icm. 11.08 mxCm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
Hzsnexaemniii ofibem He MeHee HOMHHATBHOTO (He Mexee 2 M), 2.2 M0

| Bacterial endutoxins /

BakrepHa bHbIC YHAOTOKCHIILI

Not more than 0.25 EU/mL ot water for
injections. / He Gonee 0,25 ED/Mn Boptel 1t
MHBEKLIWN,

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

Sterility / CTepuabHOCTE

Should be sterile. / JlomiHa 6bITh CTEPHIIBHOM.

Sterile. / CrepHiLHO.

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. /
IepeutiHas ynakoBka

ITo 2 M pacTBOpuIEis (BUAA JJIA MHBCKLIA) B
amnyny u3 GecrBerHoro crexna, Thn I. Ha
pepxHell uacTM AMNYNEl HAHECEHA TOUKA
pas/ioMa OpaHKeBOro LBCTa.

Primary package

2 mL of the solvent (water for
injections) in a colorless glass
ampule type 1 with an orange one-
point-cut at the top of the ampule. /
Hepeuvnas ynakopka

Tlo 2 M1 pacTBOPHTENA (BOAA Aiid
HHBEKLIHH) B amImyny 3
Gecupernoro crekna, Tun 1. Ha
BEPXHEH 4daCTH aMilylbl HaHeCceHa
TOUKA Pas/ioMa OpallKeBoro LBeTa.

Shelf-life (storage period) /
Cpox roaHocTH (cpok
Xpauems)

5 years/ 5 net

Assessment: / 3aknoueHue:

The batch complies with the specifications according to ND on quality JIT1-Ne(012106)-

(PT-RU)-141025. /

Cepus COOTBETCTBYET TPeOOBAHHAM HOPMATHBHOIO JOKYMEHTA M0 Ka4eCTBY Jin-

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

|
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Name Mittal Patel Bhushan Kothawade Ravindra More
Designation Sr. Executive Sr. Executive Manager
Department Quality Control Quality Control Quality Control
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHHe npenapara Boaa ans mHbexumii (pAcTROPHTETE)
Batch no. / Homep cepun BI250288
Amount of product per batch / Paimep 205.01.
cepHH
Date of Control / lata anannza 13/01/2026
Manufacturing date / [lara npon3soncTsa 12/2025
Expiry date /[laTa OKOHYaHHSA CPOKA 11/2030
TOHOCTH
Water for injections (solvent) / Bona nis nwkexnmii (pacTroputens)

TESTS / MOKA3ATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTAThI

Description / Ouucanune Clear, colourless liquid without odor. / Clcar, colourless liquid without

I1po3paunas becLBeTHA KUAKOCTH Ge3
3anaxa.

odor. / Tlpospaunad OeciBeTHas
AKHUOKOCTH Oe3 3anaxa.

Particulate matter / Mexanu+eckne BKJIIOYEHHS

Visible particles /
Budumsie vacmuyer

According to requirements. / B cooTsercTAm ©
TpcOOBaHHAMH

Complies / CootsercTByYCT

Sub visible particles /
Heoudumuvie wacmuybl

>10 pm particles /
yacTHL pasmepom = 10 Mxm

>25 pm particles /
YaCTHI] pa3McpoM > 25 MKM

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

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

66.93 particles per ampoule; /
He 6onee 66.93 Ha ammyny,

4.80 particles per ampoule. /
He Gonee 4.80 na ammymy.

Acidity and alkalinity /
KHcaoTHOCTD H WEA04HOCTE

Test sample should pass the test. /
HceneiTyeMbiH 00pasell 0/IKEH BbIASPXKUBATE
MCIBITAaHHE,

Complies / CootsercrByeT

Reducing substances /
BoceTanapauBalomiHe
BellecTBa

Test sample should pass the test. /
Hcmbrryemblii o6pasel JoMKkeH BRIIEPKHBATL
MCTIEITAHUE,

Complies / CootBercTBYET

Carbon dioxide

No turbidity should be observed within 1 hour,

Complies / CootreTcrRyer

HHTPATHI H HHTPHTBI

Vraepoaa muokcn / He nomkso Ghirh 1OMYTHEHWS B TEYEHHE

1 saca.
Chlorides/ Xaopuubt Not more than 0.5 ppm. / He Gonce 0,5 ppm. Less than 0.5 ppm / Menee 0,5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / Less than 0.00002 % (0.2 ppm). /

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

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

Sulphates / Cyasdars

No turbidity should occur within not lcss than
1 h./ B Te'ienHe He MeHee | yaca He JODKHO
HabMIOATECS MOMYTHEHHE.

Complies / CooTeTcTBYET

Ammonium / AMMoHHIT

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

Less than 0.6 ppm / Menee 0,6 ppm
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QD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

TESTS / MOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATDI

Calcium and magnesium /
Kansuuit m maramii

Pure blue color should be observed (without a
vialet hue). / JlomxHo HaOni0aaTHCA YMCTO
cuHee okpalunBanue (be3 gpHoneronoro
OTTEHKE).

Complies / CooTrercTRyeT

Heavy metals/ Taxensie
MeTaIbI

Residue after evaporation /
Cyxoii ocTaToK

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

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

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

0.001 %/ 0.001 %

Conductivity / Not more than 25 pS/cm. / 11.14 pS/em. /
3IeKTPONPOBOAHOCTh He Gomnee 25 MkCm/cM. 11.14 mxCwm/cm.
Extractable volume / Not less than label claim (not less (han 2 mL). / 2.2mL/
M3snexaemsiii olibem He MeHee HOMMHANBHOTO (He Memee 2 ma). 22mn

Bacterial endotoxins /
BakTepHaabHbie SHAOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mn Bofs1 s
HHBEKITHI.

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

OnucaHue YUH2KOBKH

Sterility / CTepHibHOCTD Should be sterile. / JJosnikHa GbITE CTEPHITBHOM. Sterile. / CrepunsHo.
Package description / Primary package 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. /
IlepBuunas ynakoska

T10 2 MJT PacTBOPHTEH (BUAR /it MHBEKLMI) B
amnyny u3 OecuserHoro crekna, Tum I Ha
nepre]"’l YacTH aMITyJibl HAaHeCeHa TOYKA
pﬁ'.’!Jl.UM'd. UPE.H)KCBOFO LBCTa.

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. /
Heppunas ynaxoska

[lo 2 Mn pactBOpHTeNA (Boja And
MHBEKLMIA) B aMITYTy 3
Gecuperrioro crewna, thn I, Ha
BEpXHEH YacTH amily/ibl HdHECEHa
TO4YKA pasjioma OpaHAEBOro 1peTa.

Shelf-life (storage period) /
Cpok roqHocTH (cpok
Xpancuns)

5 years / 5 net

Assessment: / 3akmoueHue:

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

(PT-RU)-141025./

Cepus COOTBETCTBYET TPEAORAHNAM HOPMATHBHOTO IOKYMEHTA 110 KaueCTBy JIr-

Ne(012106)-(PI-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
: ) Z
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DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

Name of Product/
Haumenoranue npenapara

Water for injections (solvent) /

Bona A/ HHBEKIHi (PACTBOPHTEE)

Batch no. / Homep cepun BI250289
Amount of product per batch / Pasmep 2050 L
cepHH
Date of Control / Xata aHaausa 15/01/2026
Manufacturing date / JaTa nponssoactea  :  12/2025
Expiry date /[IaTa OKOH4AHHA CpOKa 11/2030
TOAHOCTH
Water for injections (solvent) / Boxa nas nnbexumii (pacTBOPHTEDb)
TESTS / NOKA3ATEJIN SPECIFICATIONS / HOPMAI RESULTS / PE3YJIbTATBI

Description / Onncanne

Clear, colourless liquid without odor. /
Tpo3payHas GecuBeTHAR KUAKOCTD Des
3anaxa.

Clear, colourless liquid without
odor. / TIpospaynas OccuBEeTHaA
skuaKocTs 6e3 3anaxa.

Particulatc matter / Mexannrieckne BRJIIOMEHHR

Visible particles /
Budumsre yacmuys

According to requirements. / B coorBercTanu ¢

TpeDOBAHHAMH .

Complies / CooTpercryer

Sub visible particles /
Hesudumsre uacmuiys

210 pm particles /
4acTHI pasMepoM = 10 mxm

>25 pm particles /
YACTHI| PA3MEPOM = 25 MKM

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

Not more than 600 particles per ampoule. /
He Gosnee 600 Ha aMmyiy.

63.20 particles per ampoule; /
He Gonee 63.20 Ha amryIy;

4.67 particles per ampoule. /
He Gonee 4.67 Ha ammyTy.

Acidity and alkalinity /

KHCIOTHOCTE H IeJI0YHOCTE

Test sample should pass the test. /
Henerryemelii ofpazen JinkeH BblIEPKABATE
HCTIBITAHHE.

Complies / COOTBETCTBYeT

Reducing substances /
Boccranas/inBalmHe
BelecTBa

Test sample should pass the test. /
HcnbiTyeMbii 00pasell J0/KeH BEIAEPKHBATE
HCnbiTaHUe.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoia imokenn

No turhidity should be ubserved within 1 hour.

/11e nomxkHo OBITh TOMYTHEHHS B TeqelHe
1 uaca.

Complics / CooTBeTCTBYET

Chlorides/ Xnopuab:

Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTpaThl H HHTPHTBI

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

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

Sulphates / Cynbgarbt

No turbidity should occur within not less than
1 h. / B TeueHue He meHee | yaca He NOMKHO
HabnoaaThCsA NOMYTHCHHE.

Complies / CooTrercTByeT

Ammonium / AMMoHHii

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

Less than 0.6 ppm / Menree 0,6 ppm
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DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAIN3A

SPECIFICATIONS / HOPMbI

RESULTS / PE3Y.JIbTATAI

TESTS / HOKA3ATEJIH
Calcium and magnesium /
Kaabumii u Mmarsmii

Pure blue color should be observed (without a
violet hue). / JomkHo HabmoaaTsCs YHCTO
CHHee okpalMBaHue (6e3 (puoIeToBoro
OTTEHKa).

Complies / CooTBercTBYET

Heavy metals/ Twxenne
METANIbI

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 /

Not more than 25 pS/em. /

13.09 pS/cm. /

DIeKTPONPOBOAHOCTE He 6Gonee 25 mCm/cm. 13.09 MxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.2mL/
H3Baexaemblii 00beM He MeHee HOMMHAILHOTO (He MeHee 2 MIT). 2.2 Mn

Bacterial endotoxins /
BakTepHANLHEIE 3HI0TOKCHHbI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Bons! mnst
WHBEKLIHIA.

Less than 0.12 EU / mL /
Menee 0.12 E3 / mn

Sterility / CTepuisnocTh

Should be sterile. / lomkHa 6bITL CTEpHALITOH.

Sterile. / CrepuiisHO.

Package description /

Pri kage

Primary package

Onncanne yNaKoBKH 2 mL of the solvent (water for injections) ina | 2 mL of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type 1 with an orange one-
[epBHyHAs YNAKOBKA point-cut at the top of the ampule. /
Tlo 2 mn pactsoparens (popa jna wasekumit) b | [lepprdnas ynakopka
ammyny u3 OecuperHore crekna, Tunm [ Ha | ITo 2 Mn pacTBopHTens (Boga
BEpXHEll uYacTM aMiysl HAaHCCCHA TOYKA | MHBEKUMi) B ammyny W3
PpasnaoMa OpaIbkesoro HBeTa. GecuperHoro crekna, Tan [. Ha

BUPXHEH 44CIM aMITyJIbl HaHECCHA
TOMKE Pa3ioMa OpaHkeBoro UBeTa.

Shelf-life (storage period) / 5 years/ 5 ner

CpoK rogHocTH (cpox

XpuHEeHHS)

Asscssment: / 3akmoyenue:

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

(PT-RU)-141025. /

Cepus cooTBeTCTBYET TpebOBANHAM HOPMATHEHOTO IOKYMEHTA 110 KauecTsy JITT-

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
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