BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3IA
Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IponykT: Texcapen® (TenoKeHKaM) AHODRIMIAT AU NPHTOTORICHHA pacTEOpa [ MHECkiiit, 20 Mr
Market / Prinok : Russia / Pocemst
Batch No. / . Batch Quantity / . 95190 vials/
Cepnz N2 : BI250236A Pasmep cephu * 95190dnaroHOB
 Analytical Report No, / ) Date of Analysis / .
AnsaaTHdcckn otuer o QC/FP/25/00831 JaTa ananuia : (10/01/2026)
ﬁate‘of Manufacture / : (12/2025) Dat_e of Expiry / + (11/2028)
ATA NPOKIBOACTBA Toaen no
fz, License No./
PORIBOACTBERHAS : G/28/1828 MA number: / Homep PV 1 JITE-N2(012106)-(PI'-RU)
BOEHAR Ne _
iAﬁaiysi; performed according fo ND.No: / Anajius nposeien uo HX Ne: J]II-J!&{_MZNQ—(PI‘-RU)—_NHRS
\rtworks approved: / MaxerTst YHSKOBKH YTBEPRKICHEL: 14.10.2025 '

1L approved: / IMIT yreepxulena; 14.10.2025

60of12/Crp. 613 12
Jue (AV) should not be more

10 | Uniformity of dosage units* /

OaHOPOAHOCTE Tlokazareins npueMaemocti (AV)
MO3APOBAHHBIX CARMHAL* ne Golee 1 5,0

11 Wate:*! CopepRaHie _“}2‘% /1,02%
BOAB

12 | Bacterial endotoxins* /

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

Bakrepnajbibie

o 110.0% of CuHuN:04S;
am) of label claim. { Or 90,0% no
0,0%  CisHiNaO4S; (reHokcHKaM) O
MHHATBHOTO CONEPKAHRA.

102.7%/102,7%

cnexmpogomomempuiecKuL

Conclusion : APPROVED/
Jaxmouenne: OJJOBPEHO

by: Quality ‘Assurance/Authorized person /
Onebpeno: ObecricucHue kauecrsa/OTBeTCTBEHHOE JIH0:

B>

zg\@g\ aH il

[Remarks : The Product confirms to ND/
Opumeuanse: [IpogyxT COOTBETCTRYET rpeGosanuam HJJ

Administrative Office : * Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +81 22 4056 0560« Fax : +81 22 4056 (555« Email : bdrpharma@vsnl.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, Neiw Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/11, 51/1/2, 51/2, 52/1, 521211, 52/212, 521212(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halo}, Disrtrict Panchmahal, Gujarat - 389350,
 Tel.: 02676 - 230220 '
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTROHUKAT AHATU3IA
Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution, 20 mg
Tiponyir: Texcapes® (TeHokcuxam) AHOGWIHIAT JUB TIPHIOTOBNIERHA PACTEOp ANA vinsekumii, 20 Mr
Market / Prigok + Russia / Poceus
Batch No. / ) Batch Quantity / . 95190 vials/
TCepus No : BI250296A Pasmep cepHB ' 95190dnakoH0R

Analytical Report No./ ) Date of Analysis / .
AungasTeneckuil oTuer Ne : QC/FP/25/00831 |/lara ananusa = (10/01/2026)
Date of Manufactare/ s (12/2025) Date of Expiry / s (11/2028)

‘Ta MPOHIBOACTBA Fonen 1o
Mfy, License No. /
TIpon3soACTBeBHAS : (G3/28/1828 MA number: / Homep PY 3 JIE-Ne{012106)-(PT-RL)
Jintenzng Ne
Analysis performed according to. ND.No: / Anann: nposenen no HJ Ne: JITE-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaxeTHl YIGKOBKY YTBEPRACHDI: 14.10.2025
PIL. approved: / UMII yreepaaena: 14,10.2025 i

7.0f 12/ Crp. T i3 12
f Sodium metabisulfite of

Sodium metabisulfite / lum _
Hampus memabucynsihum m. /. Or 850% no 110,0%
HPLC / BIXKX reTabucynbgyTa OT HOMHHATBHOIO

g of'the t 1in a colorless glass vial
1 stoppered with a bromobutyl rubber
per, crimped, with aluminum flip-off seal
plastic disk over an aluminum cap. / Ilo
: . TeHOKCHKaMa BO QUIaKOH ©3
cap. / Tlo 20 Mr TEHOKCH oro CTexna THN I, yKyNOpeHHBIA
dnaxon u3 GecLBETHOTO CICKNA THI n3  OpomOyrunoBofi  PE3HHSIL
I, yxynopeHHsii mpoOkoif M3 O6KaTOH  AMOMHHHEBEIM  KOJAHKOM ¢
GpoMGyTHIOBOH pE3HHEL, obxaToff | KOHTPOIEM NEPBOND BCKpPBITHA i}
ANOMHHHEBRIM KONNa9YKoM ¢ | NAACTHKOBEIM AHCKOM TIOBEPX. ANFOMHHHEBOTO
KOHTPOJIEM ITIepBOTO BCKPHITHA H | KOMMIAdKa.

[AACTHXOBBIM  JMICKOM  HOBEPX
AMOMHEHASBOrO KO/NAYKA.

| with a plastic disk oyer

Conclusion : APPROVED/
Raxawyenue: QJOBPEHO

QA)/ ||Approved by: Quality ‘Assurance/Authorized person/
Onobpeno: OGecneuenne kayecTsa/ OTBEICTREHHOS IALO:

D0

Remarks : The Product confirms to NDY/ '
{Tipumeyanue: TIpoay«F COOTBETCTBYET rpebosanuam BT
Checked by (A
IMposepeno (AOK):

Administrative Office : “ Endineering Centre”, Bth Floor, 9, Matthew Road, Opera House, Mumbali 400004, INDIA.
Tel : +81 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 Phamnaceuticals international Pvi. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/12(2, 52/2/2(P},
52/4, 5215, 53/1, 53/2, 53/3, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 388350.
., 7 Tel, ; 02676 2230220 '
CIN No.: U24230MH2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATTH3A
Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution, 20 mg
TIponyir: Texcapen® (FenoxcHxam) NHODWINIAT A MPHIOTOBACHNA PACTBOPE st HEbeKImid, 20 M
Market / Prinox ¢ Russia / Poccna
Batch No. / . Batch Quantify / . 95190 vials /
{Cepua N + BI250296A Pazmep cepan * 95190dnaxoHoB
Analytical Report No. / . Date of Analysis / L ,
Anamivravecicall orser No : QUC/FP/25/60831 Jlara ananwmsa : {10/01/2026)
I ate of Mannfagturel : (12/2025) Date of Expiry/ s (11/2028)
JlaTa BpOH3IBOACTEA Tones Ao -
fg. License No. / o
Elponsnogmenn&x : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PT-RU)
|namenans Ne
Analysis performed according to ND No: / Auanns nposenes no HJ{ Ne: JITT-Ne(012106)-(ET -RU)-141025
Artworks approved: / Makers! YRaKOBKH YTBEPAACHLI 14.10.2025 _
1L spproved: / MMII yraepaaena: 14.10.2{}2_5

16 | Sheli-life (storage period)/ | 3 years /31
- | Cpox rojsocTH (cpox

XpaReHuHs)

* Note, / * ITpumenanusg.
Analytical procedures according to the curren
cutrent Ph. Eur. procedures for release quali
DPHMEHMIOTCS JUIS KOHTDOJA KANECTBR ([PENApaT

crEaYET MeTo KM 1o EBponeficxoll apuakonee

s, Ph are used for the product quality confrol ussian Fedefation. The manufacturer nses the

control at the manufacturing site. / ABUTHTIMECKHE METOAMKH 110 I'® P nelcTByIom ;

Ha Teppuropis Pocosiciol ®encpews. Jing BRITYCKAROMEr) KOHTPONA Ka9oeTRa HE RPOA3BOACTES
ikolEe FeHCTRYIONIETD HIAAHRA. g :

Conelusion ; APPROYED /

Remarks : The Product confirms to ND/ _
3axmowenne: OJJOBPEHO

TIprnxeyanue: [IpONYKT COOTBETCTBYCT rpebopanmsam HI

1y _epared“i;;r / Tloarotonnexo: |{Checked by /
i [TpoBepene——,

g il i
G (D

— \

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : #9122 4056 0560 ¢ Fax : +91 22 4056 0555« Emall : bdrpharma@vsnl.net * www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmacedticals International Pvi. Ltd., Survey No. 51/11, 511112, 51/2, 5211, 521211, 52/212, 52/2/2(P),
52/4, 52/5, 53/1, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanset, Taluka Halol, Disttrict Panchmahal, Gujarat - 389350,
" Tel.: 02676 - 230220
CIN No. : U24230MH2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAHN3A

'Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Tipopyxr: Texcapen® (TeHoKcHKaM) THODHIHIAT 18 IPHTOTOR/ICHIA PACTBOPA 1A MHBEKIMH, 20 mr

i!rMarketl Puinox : Russia / Pocens

;Ba'tch No. / e Batch Quantity / 95190 vials /

‘Cepna‘M : BI250296A Pa3mep cepuu * 95190¢naxoHoB
Analytical Report No. | QC/FPA25/00831 Dafeof Ao/ . 00126)

Date of Manufacture/ . Date of Expiry/ :

TlaTa OpON3BOACTER + (12/2025) ToneH f0 : (11/2028)
|Mfg. License No, /

ITpoussoacTeeHHAR : G/28/1828 MA number: / Homep PY : JIIT-Ne(012106)-(PT-RU)
nunensny Ne

Analysis performed according to ND No: / Ananus nposegen no HJ{ Ne: JII-Ne(012106)-(PT-R1)-141025
Artworks approved:  Maxerh! yriakoskn yreepxnens:: 14.10.2025 L '
PIL approvkd: / AMYT yreepxaena: 14.10.2025

TESTS/TIOKASATEJM | RESULTS/PE3YJILTATEL

Package description 1 |e rv_pockage / Bmopuunan | |
Onxcanue yBakoBKH | ynaxosx '
5 ials with the medical product and

5;

: i 10 PUMEHEHHIO NOMEILIAIOT B
b KapTOHHYIO.

To 5 ¢uakoHOB C NpenapaToM H 5 aMnya ¢

PAcTBOPHTENEM HOMEDIAOT B KAaccery H3

HONABHHMIXAOPAZA. 1 Kaccery BMEETe <€

HHCTpYKIMeH N0 NPHEMEHSHMIO NOMEINAIOT B

IaYKy KAPTOHHYIO.

| KapTOHHYIO.

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

hpumeqanxe: poxyxt cooTactcrayeT TpeboBaHuIM HI JarigesHe: O,I.[OBPEB_Q_ .
prepared by / IToaroToBNeHO: Checked by (AQA) / J|Approved by: Quality Assurance/Authorized person /

L%
u¥t
\\V

::;./ \Bloanet

12l0a) 3026

Date/ 4 ,A. , ., [Date/
Jla'ra:"‘ﬂ’\ ’3\ it Hara:

Administrative Office : “ Engineering Centre®, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 05600 Fax : +91 22 4056 0555« Email : bdrpharma@ysni.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbat - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals international Pvi. Ltd., Survey No. 51/1/1, 517112, 51/2,52/1, 521211, 521212, 521212(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
CEPTHOUKAT AHAJIA3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
fpoayxr: Tekcapen® (TexoxcHxam) mHodUAMIAT VIR NPHIOTORIEHHS PACTBOPA A/ unpexunit, 20 Mr

Market / Prinox : Russia / Poccus
Batch No. / . Batch Quantity / 95190 vials /
Cepus Ne : BI250296A Paimep ceprs * 95190dnaxoHos
Analytical Report No. / . Date of Analysis / L :
A pauTasecknii oTuer Ne : QC/FP/25/00831 Kata aEanmsa : (10/61/2026)
Date of Manufacture / . Date of Expiry / .
ata HPORIBOACTER : {12/2025) TConex 20 : (11/2028)
fg. License No. /
POHIBOACTBERHAR : G/28/1828 MA number: / Homep PY : JII1-N(012106)-(PT-RU)
nHOen3un N

nalysis performed according to ND No: / Ananns nposener no HJL Ne: JIE-Ne(012106)-(PT-RU)-141025
rtworks approyed: / MaKkeTs! yNaKOBKH YIBEDRACHEL 14.10.2025 - '
PIL approved: / AIMI yrsepscaena: 14.10.2025

10 0f12/ Crp. 10 w3 12

TESTS / IOKA3ATEJH
Labeling/ MapkupobKa

SPECIFICATIONS /f HOPMBI
i 1 of registration
. PASHENOM 1.3.2.

Storage / Y¢/108RA XPAHEHHE -

- TYAE] € PACTBOPHTETIEM B HAUKE)

| mpw Temneparype HE BhIIIE 23 L A
Kit shelf-life (storage period) /. - | The kit shelf-life is determined by t
Cpox roanocTH (cpoK years. / Cpok TOIHOCTH KOMILIEKTa ONPe;
XpaHeHHR) KOMDACKTH fpenapaTa [UIA MEHIMECKOTO IPHMEHEHE

e medlcal ._pr'dduct for human use - 3
 CPOKOM FOJHOCTH JieKapeTBEHHOIO

API name / Haumenoanne ADC: Tenoxicam / TeHokcHyxaM

INN / MHH: Tenoxicam / TeHOKCHKAM
API manufacturer batch number / 92044624
'Homep cepux npoussoautens ADC:

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
[Ipameuanne: [IpoayKr COOTBETCTBYET E&S_ﬁn&mmfm 3axnwuesne: OJJOBPEHO

Preps;;ga by / Hoprotosneno: ||Checked by / 1[Checked by (AQA) / J{Approved by: Quality Assurance/Authorized person /
| v, [Iposepenas Tiposepeno (AOK): JIOnoGpeno: ObecneueHye kauecTra/OTEETCTBEHHOS NIHLO:

@w\&w LoD J 2~ _

ste/aloa\aeb IEZ::! 131c8]apsé E?[:f‘\s\orza\ vort |[ote] RAEAESS
. s ————— M

et

v

Administrative Office : “ Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 « Ernail : bdrpharma@vsnl.net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Phamaceuticals International Pvt, Ld,, Survey No. 51/111, 511112, 5112, 5211, 52/2/1, 52/2/2, 522/2(P),
52/4, 52/5, 531, 53/2, 53/3, 54/1, 54/2, Post Tajpura, Village vansetl, Taluka Halol, Disttrict Panchmahal, Gujarat - 389350
Tel, : 12676 - 230220

CIN No. : U24230MH2002PTC137328




