BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHM3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoxyxr: Texcapen® (Tenoxcukam) MHODHIHIAT AA NPHIOTOBIEHAA PACTEOPA ATIA Hubekupi, 20 mr

Market / Prinok : Russia / Poccun
Batch No. / . Batch Quantity / . 95190 vials /
Cepun Ne : BI250296A Pasmep cepuu * 95190dumaxonon
alytical Report No. / . Date of Analysis / Y ‘
ﬂmuraqecmi oTuer N : QC/FP/25/00831 Jata suanmsa + (10/01/2026)
Date of Mannfacture / e Date of Expiry / .
ars WpomssoncrEa : (12/2025) Tonen jio : (11/2028)
Mfg, License No. / '
[IporisogcTBERHAN : G/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PI'-RU)
smuen3ug Ne

rtworks approved: / Makeri ynakosKn yTeepinenss: 14.10.2025

Enalysis performed according to ND No: / ARang3 nposeaes no B Ne: JIII-JN’&(DIZIBG_)_—(PI_‘-RU}M;OZS
IL approved: / AMII yTeepauena: 14.10.2025 '

f 12/Crp. 11 n3 12

{/FP Manufacturer API Batch number /
Howmep cepiin cyferannn
nponzpoputens I'Jid: _
'API Manufactured by & country.
IIpomasoantens A®C, crpana:

BDR PHARMACEUTICALS'

Name, address, authorization No for 11, 517172, 51 2 2/

FP manufacturing site / Control site/ -
Releasesite /. " |
Hagsmenopagne, a3pec B HoMep

bR Al }.—IBT. .HTI[: HHJIPUI
52/2/1, 52/2/2,52/212 (P), 52/4, 5215,
ern JlepenHs, [10-Tampxmnypa, Tanyxa
86350, Mupus (numessis 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 requiremients
éo 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/ Conclusion : APPROVED/
TIpumeuanue: IIpoSyKT COOTBETCTBYET TpeGopaHuAM ] HI 3akmovenne; OJJOBPEHO

ecked by (AQA) / J|Approved by: Quality Assurance/Authorized person /
o (AQK): ||Onobpeno: Otecnevenne kayecTsa/OTEETCIBEBROS JIKIO:

PRed

12\eaizo6

Checked by / licn

—

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@vsni,net » www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Worlks / Plant : BDR Pharmaceuticals International Pvi. Lid., Survey No. 51711, 51/1/2, 5112, 5211, 52121, 52/2/2, 52/2/2(P),
52/4, 52/5, 53/1, 532, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.
~ Tel.: 02676 -230220 '
CIN No. : U24230/H2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Texcapea® (TeHOKCHKAM) THOPHIHIAT IR NPUIOTORJIEHHS PACTBOPA ANA HHEBEKLAH, 20 mr

Market / Prisox s Russia / Poccus

Batch No. / ) - Batch Quantity / . 95190 vials /

Ceprs N } BI230296A Pasmep cepuu * 95190duakoHOB
Analytical Report No./ . Date of Analysis/ i

'?Ana.llmqecml'ﬁ otaer Ne : QU/FP/25/00831 Tata anasmia : {10/01/2026)

Date of Manufacture / . Date of Expiry / .

R — : (12/2025) Fonen 10 : (11/2028)

Mifg. License No. /

[poM3BoACTRERHAR : G/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PT-RU)
arnessus Ng

Analysis performed according to ND No: / Auanu3 nposeaen no HJ{ Ne: JITI-N2(012106)-(PT-RU)-141025
Artworks approved: / Maxertl YIaROBKH YTBEPMACHRE 14.10.2025 ‘
PIL approved: / HMII yrsepagena: 14.10.2025 .

12/Crp. 12312
Sarn0gense ¢ cOOTBeTCTBIA: «HaCTOMIIM A NOATEE] Pt
TOYHOM, DT cepus NPOKYKIHM IPOH3BEALHS
POH3BOJCTECHHON TMIOmaNke (TIOMIANKAX
onaBoscTeRHOH npakTHkH EBpasniick
neGOBAHKAMH KONTPOJIA Ka4eCTRa JIeK:
PETHCTPARHOHROM AOCHE CTPARBI-]
X cOOTBETCTBHE TpeboBanmaM T1pas

M CO Ne GM
HHBIX CPEJICTB, & TAIKE B COOT
prepa. 3anucy N0 NPOH3BOACTBY, Y
HaIJIexanel NpoR3BOACTBEHHOM ip

Conclusion : APPROVED/
3axmouenne: OJJOBPEHO |

: Quality Assurance/Authorized p_e?son /

s oA m—T

[Date Date / iy .
gy T

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. Lid., Survey No. 51/1/1, §1/1/2, 51/2, 5211, 52121, 521212, 52212(P),
52/4, 52/5, 531, 53/2, 533, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 388350,
Tel. : 02676 ~ 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIZA

Name of Product/ Water for injections (solvent) /
Hammenosagne npenapara Bona aam panexuniit (pacreopurens)
Batch ne. / Homep cepun BIZ50270
Amount of product per bateh / Pasvep 2050 L
cepri
Date of Control / Hata ananuia 10/12/2025
Manufacturing date / Bara npousseacrsa 11/2028
Expiry date /JIara oxonuanus cpoxa 14/2030
FORHOCTH
Water for injections (solvent) / Bona pan nrsexunil (pacrsopureis)

TESTS / HOKAZATEAEH SPECIFICATIONS f HOPMBI RESULTS / PEIYJBTATHI

Description / Onucanue Clear, colourless Liquid without odor. / Clear, colourless lquid without

Ilpospauras GecupeTHas KHAKOCTE Gea
3ATIAXA.

odor. / Tlpospaunas OecnseTHan
KHEKOCTE Be3 3alaxa.

Particulate matier / Mexgnpyeckie BRIBOICHHE

Visible particles /
Budumure vacmuysr

According to requirements. / B COOTBETCTBEH ©
TpeOOBEHMIME .

Compiies / CooTrercrayer

Sub visible particles /
Heaudumbre wacmuyb

210 pm particles /

YaCTHII pasMepom = 10 MrM

>25 pm particles /
YECTHI pasMepoM > 25 MM

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

Not more than 600 particies per ampoule. /
He 6onee 600 ra ammyny.

65.20 particles per ampoule; /
He Gosnee 65,20 Ha amriyny;

0.80 particles per ampoule. /
He 6oxee 0,80 Ha aMmyTy.

Acidity and alkalinity /
EHCAOTHOCTD H HISI0SHOCTE

Test sample should pass the test. /
Henerryemsrit obpazern HOMAKEH BRIECDHERATE
HCIBITHHKE,

Complies / CootsercrByer

Reducing substances /
BocerasHARBAHBAHIES
BEMIECTRA

Test sample should pass the test. /
HcrmerryenMbiil 00pa3en] R0MKEH BHIEPKHBATE
HCHBITAHHE.

Complies / CooTBeTcTBYST

Carbon dioxide

No turbidity should be observed within 1 hour.

Compiies / CooTBeICTRYET

Yraepona REOKCHX / He nomxuo 65ITs TOMYTHERESA B TSUCHME
I gaca.
Chlorides/ Xnoprasi Not more than (.5 ppr. / He 6onee 0,5 ppm. Less than 0.5 ppm / Mesee 0,5 ppm

Nitrates and Nitrites/

HEurparts! ¥ HHTPHTEY

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 / Cysinpars

No turbidity should oceur within not less than
i h. /B vevenye He MeHee | waca He JOJDKHO
HabnIoNATECH TOMYTHERHE.

Compties / CooTBercrayer

Ammoniwm / ArMmonuit

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

Less than 0.6 ppm / Menee 0,6 ppm

Administrative Office : “ Engineering Centre®, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel - +04 22 4055 0860« Fax ; +91 22 4056 0555« Emalt : bdrpharma@vsnl.net e www.bdrpharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbal - 400020, INDIA.
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Works / Plant : BDR Pharmaceuticals International Pyt Lid., Survey No. 51/4/1, 51/1/2, 51/2, 5211, 52/21, 52122, 52/212(P},
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Tel. 1 02676 - 230220
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JACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIM3A

TESTS /IIOKAIATEJH

SPECIFICATIONS  HOFMbI

RESULTS / PEIVJIBTATEL

Calcium and magnesium /
Kanousni u mareni

Pure blue color should be observed (without a
violet hue). / Jiomuso HabimoNarecs HHeTo
cinee okpamusanye (be3 guonerorcro
OTTEHKa),

Complies / Coorpercrnyer

Heavy metals/ Taxenrie
MeTaaIb

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

Lass than 0.00001 % (0.1 ppm)/
Mesnee 0,00001 % (6.1 ppm)

Residue after evaporation /
Cyxoil 0CTATOK

Net more than 0.004 %. / He Gonee 0,004 %.

0.000 % /0,000 %

Conductivity / Not more than 25 uS/em. / 12.16 pS/em. /
3AeKTPONPOBROAHOCTE He 6omnee 25 MxCnifom. 12,16 MxCuw/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mbL/
HaBnexaemuii ofnem He MeHes HOMURANEHOTO (He MeHee 2 ML), 2,2 M

Bacterial endotoxins /
BaxTepuanbHbie 3HAOTOKCHHDL

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 £3/mn Boge: miis
HHBEKIHE,

Less than 0.12 EU/ mL /
Menee 0,12 E3/ mn

Sterility / CrepHABHOCTE

Should be sterile. / Jomia GBITs CTEPHIBHOER.

Sterile. / Crepunpho.

Package description /
Onuestye YHAKCBKH

Primary package
2 mL of the solvent (water for injections) in a

coloriess glass ampule type I with an orange
one-point-cut at the top of the ampule. /
Hepryinas YISKOBKE

flo 2 mu pacTroprTens (BOKAE I HHBEKUMIT) B
amuoyiy w3 Oecusersoroc crewna, Tun I Ha
sepxHell  4acrH EMIYNIE  HAHECeHa TodUKa
PA3IIOMA OPAHKEROTO HBETA.

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. /
IlepBuysas YIAKORKA

TTo Z mn pacreopurens (Boja jia
HEBeklui}; B aMnyny u3
fecnperroro crexna, T L Ha
BepxHell YacTH aMITynbl HaAHECEHA
TOYKA paiioMa OPamKEBOT0 [BETa

Shelf-life (storage period)/
Cpox rogHocTH (CPOK
XpaHeHH)

5 years/ 5 ner

Assessment: / 3aionovyenie:

The batch complies with the specifications according to ND on quality JH1-Ne(012106)-

(PI-RUJ)-141025.7

Cepus cooTBeTCTBYET TPEGOBAHNAM HOPMATHRROTO IOKyMeHTa No 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 Quiality Control Quality Control Quality Control
Signature & Date ﬁ:};’g@g)@w %} 92 |26 gw/m;g/ o mes

Administrative Office ; " Enginsering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbal - 400004, INDIA,
Tel : +81 22 4056 0560« Fax . +81 22 4056 0555 « Emall : bdrpharma@vsnl.net « www bdroharma.com

Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
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Works [ Plant : BDR Pharmaceuticals international Pvt. Lid., Survey No. 51/1/1, 517112, 5112, 5211, 521211, 521212, 521212(F),
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIHU3A

Name of Product/ Water for injections (solvent) /
HaunmeHOBAHNE Apenapara Bonza jjis pebexiil (pacTBOPHTEN)
Batch no. / Homep cepuy BI1250282
Amount of product per batch / Pasmep 2050 L
CepHHu
Drate of Control / JiaTa anaiusa 16/12/2025
Manufacturing date / JFaTa GpoH3BOACTBA 11/2025
Expiry date /{aTa OKOHYaHEE CHOKa 10/203¢
FONHOCTH
Water for injections (solvent) / Boja Ans mabexuuii (pacTBoprTeb)

TESTS / IIOKAIATEJH SPECIFICATIONS /f HOPMBI RESULTS /PEIVILTATHI

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

Iipospaynas GecuBeTHA KAAKOCTE Oes
3anaxa.

odor. / Tlpospasnas OecuperHas
wunkocTs Gea 3amaxa.

Particuiate matier / MexaHudeckne BRI CHHR

Visible particles /
Budumere vacmuibt

According to requirements. / B COOTBETCTBEHR ©
TpeGOBANMIMYE .

Complies / CoorsercTayer

Sub visible particles /
Hegudumbie wacmusl

>10 pm particles/

qacTay pasdepoM = 10 MrmM

>25 wm particles /
GACTHI] PAIMEPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He Gonee 6000 5a ammyny;

Not more than 600 particles per ampoule. /
He Gonee 600 Ha amIryy.

61.33 particles per ampoule; /

He 6osiee 61.33 Ha aMIyny;

0,40 particles per ampoule. /
He fonee (.40 na amnyny.

Acidity and alkalinity /
KuenoTRocTs B IET09HOCTE

Test sample should pass the test. /
Vicnntryemsiii 06pasetl NOMmKeH BhIRCHHBATE
HCTIEITAHKE,

Complies / CooTBeTCIRYET

Reducing substances /
Boceranasingaionise
BEIeCTBR

Test sample should pass the test. /
Henprryemstit o6pazel IOTOKEH BhIISKIBATE
HCIBITHHE.

Complies / CooTseTcTBYET

Carbon dioxide

No turbidity should be observed within I hour.

Complies / CocTBercrByeTr

Yrepona AHOKCRE / He pomxuo BBITE HOMYTHEHMS B TEHCHHE
1 gaca.
Chiorides/ Xnopuise Not more than 0.5 ppm. / He 6onee 0,5 ppm. Less than 0.5 ppm / Meree 0,5 ppm

Nitrates and Nitrites/

HurpaTe! B BHTPHTEE

Not more than 0.060002 % (0.2 ppm). /
He Souee 0,00002 % (0,2 ppm).

Less than 0.00002 % (0.2 ppm). /
Menee 0,060002 % (0,2 ppm).

Sulphates / Cyapdarte:

No turbidity should cccur within not less than
I b/ B Teyenue He MeHee ! waca He HOTKHO
HabMOAATECH TIOMYTHEHHE.

Complies / CODTBETCTBYET

Ammonium / Avnioamri

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

Less than 0.6 ppm / Menee 0,6 ppm

Administrative Office : * Engineering Centre”, 6th Floor, 9, Matthew Road, Opera House, Mumbai - 400004, INDIA.

Tel: +81 22 4056 0560+« Fax ; +01 22 4056 0555 ¢ £mail : bdrpharma@vsal.net = www.bdrpharma.com
Reglstered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
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ACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIM3A

TESTS /IOKASATENHM

SPECIFICATIONS / HOPFMEIL

RESULTS / PEIYJJILTATEHL

Calcfom and magnesivm /
Kansusit w Maraui

Pure biue color should be observed {without a
vielet hue). / Jomxuo rabmonaTses YHCTO
cuHes oxpanpBatue (6e3 duoNeTOROTC
OTTEHKA).

Complies / CooTReTCTRYET

Heavy metals/ Tawexnre
METRJENb

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

Less than 0.00001 % (0.1 ppm; /
Mesee 0.00001 % (0.1 ppm)

Residue after evaporation /
Cyxoli ccTator

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

0.000 %/ 0.000 %

Condactivity / Not more than 25 pS/em. / 11.63 uS/em. /
SREKTPOIPUBOAROCTE He 6onee 25 MxCu/cm, 11.63 mxCr/cm.
Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
Hiapnewsempill ofnem He Mmenee HOMMHAABHOTO (He MeHee 2 M), 2.2 mi

Bacterial endotoxins /
BaKrepRaIbHbIe SHAOTCKCHHbE

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/mn Boxs! i
BHBEKIIHE. :

Lessthan C.1I2ZEU/mL/
Menee 0,12 ED / mn

Sterility / CrepHIBHOCTD

Should be sterile. / J{omxxka ObITE CTEPHBHOH.

Sterile. / CrepunpHo.

Package description /
OrngeanBe YHaKoBKH

Primary package
2 mlL of the solvent (water for injections) in a

colotless glass ampule type I with an eorange
one-point-cut at the top of the ampule. /
[lepBuyHas YIEKOBKA

TTo 2 Mi pacrBopuTens (B0ja Il HHBEKIHH) B
ammyry u3 Gecupersoro crexna, Tan I Ha
BepPXHel WACTH AMOyNsl HAHECeHa TOYKa
pasIoMa OpamKeBoro UBea,

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. /
[lepeyusag yIakoBKa

Tlo 2 mn pacTsopwrels (BOAa Juix
uHBeKIEH) B aMEyny  H3
GeciperHoro corexna, tan 1 Ha
pepxHeH uacTH AMIYIE! HAHECEHd
TOUKA PAIOMA OPAHKEBOT0 HBETE,

Shelf-life (storage period) /
Cpok rogHocTE (CPoK
XPAHCHHS)

5 vears/ 5 jier

Assessment: / 3aKBOYCHKEE:

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

{PT-RU)-141025./
Cepusa COOTBETCTRYET TPeOOBAHIMAM HOPMAETHBHOI'C KOKYMEHTA 110 KajeCTRy JHI-

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

—

Designation

PREPARED BY REVIEWED BY APPROVED BY
Name Mittal Patel Bhushan Kothawade Ravindra More
Sr. Executive Sr. Executive Manager

Quality Control

Quality Control

Department Q:Iaiity Control
Signature & Date ?ﬁ;\%;g,pw % sl ool gﬂlﬂos}mzc

Administrative Office : * Engineering Centre”, 6th Ficor, 8, Matthew Road, Opera House, Mumbat - 400004, INDIA.
Tel: +91 22 4056 0560+« Fax : +81 22 4058 0555« Email ; bdrpharma@vsni.net = www, bdrpharma.com

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