BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

'Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg ;
[Mpoayrr: Texcapea® (TeHokcuram) AHO(UAN3AT 118 (APHUIOTORIEHHA PACTBOPA 119 MHbeKUMIT, 20 Mr |
—
Market / Poinok : Russia / Poccus |
Batch No. i 5 ials /
atch No. / . BI2602324 Batch Quantity / . 97?81 vials
Cepus Ne Paswep cepun 97581 aakonos
| : :
[Analytical R No. , , - .
i e TR : QC/FP/26/00485 Patelofdnalysisy : (31/07/2026)
AHanHTHYeCKHUI oTueT No Jara anaauza
D iry
ate of Manufacture / : (01/07/2026) Date of Expiry / : (30/06/2029)
Hata npoussoacrea [ogeH a0
Mfg. License No. /
INMpouseoacreennasn : G/28/1828 MA number: / Homep PY : JII1-Ne(012106)-(PT-RU)
JAnuensus No

Analysis performed according to ND No: / Anaaus nposeien no HJI No: JIM-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makers! ynakosku yTBepxkaenbi: 14.10.2025

|

PIL approved: / HMIT yreepaaena: 14.

10.2025

_ Pagelof12/Crp.1u312

[ Ne Test / Mokasarens

Result / PesyabTaThi [

Specification / Hopma

1 IDescription/()rmcafme

13
Yellow lyophilized powder. / ]
Jnodumizuposanyblii [TOPOLLIOK ’
KEJITOro uBera.

Yellow to greenish lyophilized powder. /
JIMoQUAH3UPOBAHHEI MOPOILOK KEJATOro ¢

3€JICHOBATLIM OTTEHKOM [[BETA. I

2

Identification / UnenTnduxanus

Tenoxicam / Tenokcukau

\HPLC / BOJXY

The retention time of tenoxicam peak
in the test solution chromatogram is
corresponds to the retention time of
tenoxicam peak in the standard
solution chromatogram. / Bpems
YACP/KHBAHHS MUK TEHOKCHKaMa Ha
XxpoMartorpamme HCIIBITYEMOTro
pacTBOopa COOTBETCTBYET BpEMEHH
VAEDKHBAHHS MHKA TEHOKCHKAMa Ha
Xpomarorpamme 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 yaepskupanus
ITHKa  TEHOKCHKAMa Ha  XpoMarorpamme
HCHBITYEMOro pacTBopa TONAKHO
COOTBETCTBOBATL BPEMEHH YAEP/KHBAHMS MHKA
TEHOKCHKama Ha XpoMaTorpamme
CTaHJapTHOro pacteopa (cM. «[Ipumecun,
OnpejleieHre EQUHUYHbIX NPUMECEH H CYMMBI
npumecei (254 um)).

Remarks : The Product confirms to ND/

NMpumeuanne: [Mpoayxr cootsetcTayer TpedoBanuam HJT

Conclusion : APPROVED /
3axkaloueHue: 2,105?8!!(_)_

—_'_—.—_"_—‘_.."

Lower Parel We

g - n_OI.U‘OTOBJ:;IOJ El;eckecﬁay i Checked by (AQA) / ||Approved by: _Q_uality Assura:ce/Authorized person /
: [Mpose IMposepeno (AOK):  [|Onobpeno; Odecneyerie kadectsa/OTBETCTBEHHOE JIHLO:
.‘_‘__—‘—\—.______' =
+ /w __;,.:—_‘-'-""' ,
Date / Date / Date / . Date /
DT\ 3 \
Jlara: ?3 SN 6 lla-ra:&\\oj'xm)% Jlara: = m\a«oyt ara: 31 /o#/w EE

Tel : +81 22 4056 0560 Fax : +91 22 4056 0555 ¢ Email : bdrpharma@vsni.net e www.bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceduticals 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).
5214, 52/5, 53/1, 53/2. 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmabhal, Gujarat - 389350

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

| =~ - o . S = . P .
|Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution. 20 mg
[MpoayxT: Tekcapen® (TeHokcHram) AHO(HANZAT AR NPHIOTOBICHHS PACTBOPA AN HHBEKUMA. 20 Mr

|Market/ Poinox : Russia / Poccus

L

| s p . 7
B‘atch No. / . BI260237A Batch Quantity / . 9728] wals_,
|Cepm| Ne Pazmep cepun 97581 drakonos

’Analytical Repovrt No. / Date of Analysis / : (31/07/2026)
AHaNHTHYECKHTT 0TueT Nb JdaTa anaausa

Date of Manufacture / : (01/07/2026) Date of Expiry / : (30/06/2029)
Hara npoussoacrsa T'ogen o

|Mfg. License No. /
|l'lp0n33011cheHHan : G/28/1828 MA number: / Homep PY : JIT1-Ne(012106)-(PI"-RU)
|[Inuensus Ne |
|Analysis performed according to ND No: / Ananus nposeaed no HJ Ne: JIIT-Ne(012106)-(PT-RU)-141025 |
Artworks approved: / MakeTsl ynakosku yrBepxaennl: 14.10.2025

PIL approved: /| HMII yreepw#aena: 14.10.2025 |

: QC/FP/26/00485 |

g _ Page2of12/Crp.2 w312
| Tenoxicum / Tenokcuran UV absorption spectrum of the test [UV absorption spectrum of the test solution |
solution prepared for the Assay in the |prepared for the Assay in the range from 230 |
range from 230 nm to 400 nm has [nm to 400 nm should have maxima at

UV spectrophotometry / V-

cnexmpogomortempus i = 5
pod Z imaxima at wavelengths of 237.44 |wavelengths of 257+ 2 nm. 285 + 2 nm and 368 |
! inm. 285.00 nm and 366.98 nm. / V- |£ 2 nm (see Tenoxicam Assay). / Y®-cnektp
CIIEKTP MOTTIOWEHHA HCOLITYEMOrO norsowen g ClIEITyEMORS pacTsopa, |
| | - NPUTOTOBAEHHOIO IS KOJHUYECTBEHHOrO
| . pacTBopa, MPHIOTOBAEHHOrO I8 ~
, onpeneneHus. B 00gactd ot 230 um 10 400 um
| ' KOAHYECTBEHHOTO OMNpeneleHns, B
| log 230 400 ZNO/DKEH MMETH MAKCHUMYMBI [IPH AJNMHAX BOIH
| |0 TR = SUMPLT AMHMECT 1757 + 2 nm, 285 = 2 Hm i 368 + 2 um (cM. |
[ MaKCHMyMbl NDH  ANHHAX  BOJIH J'«Konuqu'rBeHHoe onpenesieue |
| | 257,44 HM, 285,00 HM H 366.98 HM. ’TeHOKCHKaMa»). I
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpusteuanne: [MpoaykT cootsercrayer TpedoBaniiam HJT 3axawouenne: OJOBPEHO i
P by / Moaroroeneno: ||C hccked-b_y / Checked by (AQA) / Appro;ed by: Quality Assurance/Authorized person /
Mposepeng: [Mpogepeno (AOK):  |(Oa06peHo: OGecnedente Ka4yecTBa/OTBETCTBEHHOE STULIO:
""-‘-—_.________ : a‘\
: ShH Lo
Date / 2 Date / Date Date /
N\ 2D Q) A 1joz[1014
[ata: ™ ﬂara:;\w - ﬂaTa:S‘\ﬂ\M 3 / -T’/
Stve Offce ' BUsTTEsSs S sis

O3 o0 PR, 10 L, . N U

Lower Parel West, Mumbai, 400013 Maharashtra.
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),

5214, 52/5, 53/1, 53/2. 53/3, 54/1. 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmanhal, Gujarat - 389350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT., LTD.

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTH3A

|Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
["pu.'l)'h'l': Tekcapea® (TeHoreHKaM) anoduanzar 1 MPHFOTOBJICHHA PACTBOPA 119 HHBEKUKIL. 20 Mmr

1

|Market/ Poinok : Russia / Poccus

[Eltch No. / : BI260232A Batch Quantity / ., 97581 vials /

|Cepus Ne ek Pasmep cepun " 97581 dhnakoHor ‘

Analyti No. Analysi ’
nalytical Report No. / . QC/FP/26/00485 Date of Analysis / : (31/07/2026)

AHANIHTHYECKHIT 0TYeT No Jara anaamsa

N -
l?ate of | la'nufacture/ £ (01/07/2026) Date of Expiry / : (30/06/2029)

|JdaTta nponssoacTea loaen no

|Mfg. License No. /

[l'[ponrmoncTBeHHaﬁ : G/28/1828 MA number: / Homep PY : JIM-Ne(012106)-(PT-RU)

[JIHUeH3ng Ne
Analysis performed according to ND No: / Anaaus nposenenr no HJ Ne: JITT-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makers: YNawkoBKH yTBepknennt: 14.10.2025

PIL approved: / UMII Yreepxaena: 14.10.2025

Page 3 of 12/ Crp. 3 u3 12

' Sodium metabisulfite / The retention time of sodium |The retention time of sodium metabisulfite peak |
Hampua vemasucyrvpum metabisulfite peak in the test solution [in the test solution chromatogram should|
iHPLC / BIKY chromatogram corresponds to the [correspond to the retention time of sodium
| retention time of  sodium |metabisulfite peak in the standard solution |

metabisulfite peak in the standard chromatogram (see Sodium Metabisulfite |
} solution chromatogram. / Bpems | Assay). / Bpewms yaepxusanua nuka HATpUs
YAepKHUBAHHS NHKa HaTpus |meTtabucynbdura Ha Xpomarorpamme
. meTabucynsdura Ha |HCITLITYEMOrO pacTBopa JOMKHO
lf XpomaTorpamme HCILITYEMOrO | COOTBETCTBOBATD BPEMEHM yAepPKHBAHUA MTHKA
PacTBOpa COOTBETCTBYET BpEMEHH (HATPHs MeETAaOMCYMb(pHTa Ha XpomarorpaMme
( f - |ydepxkuBanus nuKa HaTpHs |CTAHIAPTHOrO pacTeopa (cM.
' MeTabucynbpura Ha '«KonuuectsenHoe  onpejeinenne HaTpus
|Xpomatorpamme CTaHapTHOTO |MeTabHCYIb(huTax).
IpaCTBOpa.
3 | Dissolution time / Bpems 28 seconds / 28 cexyun Not more than 60 seconds. / He 6onee 60
pacTBopeHHs | CEKYHA,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpimeuanue: IMpoayxr coorae"rcrsye'r Tpedosatraym HJJ 3a|mmqeuu-e: O,C_IQBPEHO .

Pr d by / ”O;FOTOBJ‘[&HO.’ Checked by / ’E‘Eecked by (AQ-A) / ||Approved b;: Quath_y As;:rance/f\uthorized person /
%@ ITpose IMposepero (AOK):  [[Onodpeso: Obecneuenne ka4ecTsa/OTBETCTBEHHOE MULIO;
‘-_-_‘_‘-'-"‘—-—-._._

Date/ ¢ Date / Date / Date
FRERE NS C BT e 310710 w1\t [P

e - e ——. ' — — e et — = — .2 .._..-..._.........._.-.—-_....-—.——.—.------—-_r-----—_.7

)
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Lower Parel West, Mumbai, 400013 Maharashtra.
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 Pyt 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, §3/3, 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 AHAJIH3A

‘Product : Texared® (Tenoxicam)elyophilized powder for solution for injection after reconstitution. 20 my
[Mpoaykr: Texcapea® (TenokeHKam) AHOYHANIAT AN IPHTOTORIEHUA PACTBOPA 1A HHbEKLMI, 20 Mr |
|

|Market / Pertok : Russia / Poccus

'Bat (0, i 5 ials /
Batch No. / . BI260237A Batch Quantity / ; 97?81 v1alsA
Cepus Ne Pasmep cepuit 97381 dnakoHos
Analytical Repo“rt No. / : QC/EP/26/00485 pate of Analysis / : (31/07/2026)
AHAJHTHYeCKHHA 0TueT No Jara anaama

D i )

| Date of Mapufacture/ : (01/07/2026) Date of Expiry / . (30/06/2029)
|/laTa npousBoacTea Toaen 10

|Mfg. License No. /

[lpousBoacTeenHas : G/28/1828 VA number: / Homep PY : JI[1-Ne(012106)-(P[-RU)

JHUEeH3HsE No
Analysis performed according to ND No: / Ananus nposeaen no H/ Ne: JIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTb! ymakoBkH yTeepsicaenn: 14.10.2025
PIL approved: / UMII yrsepaaena: 14.10.2025

~ Paged4of12/Crp. 4n312

4 TAppearance of reconstituted ’ The product dissolves completely | The product should be dissolved completely ‘
| solution / Ouncanne without of undissolved particles and | without of undissolved particles and visible

| BOCCTAHOB.IEHHOI 0 | visible particulate matter. A clear particulate matter. A clear greenish-yellow
| | pacTBOpa ’yellow solution is formed. /| solution is formed. / [lpemapat no/xeH
[ | [Tpenapar PACTBODPSETCS | PACTBOPATBLCH MOJHOCTBI) ¢ OTCYTCTBHEM
| ‘ OJHOCTBIO c OTCYTCTBMEM | HEPACTBOPEHHbLIX  4YACTHL, ©O€3 BUIUMBIX |
I HEpACTBOPEHHBIX  YacTHL,  0e3 | MeXaHUYECKUX  BKOYEHHH. Obpaszyetca |
BHIHMBIX MEXAHHHECKHX | MPO3PA4HbIi  3€/IEHOBATO-KENTOrO  LBETa |
| BIUTIOUEHHIA. ObpasyeTcs | pactBop.
. nNpo3pavHbii KEITLIA pacTBOP.
5 | Solution clarity* / The product solution is clear. /| The productsolutionshould be clear. / PacTsop
' M po3paunocTs pacrsopa* PacTBop npenapara npo3spauHbiii. rnpenapara 10/keH ObiTh ApO3paqHbiM.

6 | Solution color* / Ilsernocty | The product solution is not more | The product solution should not be more
pacTBopa* intensely colored than the reference | intensely colored than the reference solution
solution GYy. / Crenens okpacku [ GY,./ CTenens okpacku pacTBopa npernapata
pactsopa npenapara He MpPEeBbILAET | He A0/KHA NpesbiwaTh 3Tatod GY .

3TanoH GY.

7 | pH*/ pH pacrtBopa* 9.181/9,181 7.5t0 10.0./0Ot1 7.5 730 10.0.

8 | Particulate matter* / Mexannyeckue BKJIIOYEHHA®

Remarks : The Product confirms to ND/ Conclusion ; APPROVED/
Mpumeuanue: [Npoayxr cooteercTayeT TpeBoanusam HJJ 3akatouenne: OJOBPEHO

P@gﬂeno: C heckealgy / Checked by (AQA) / ||Approved by: (Suality Assurance/Authorized person /

e [Npose [Mposepeno (AOK): ||Oaodpeno: OGecnieueHue kauecTsa/OTBETCTBEHHOE AMLIO:
! . A oukan
Fe | ke =

3 /o,;/zolc

Date/ A\ s,
Hara:

=

= =LY =N L LI, 3
Lower Parel West, Mumbai, 400013 Maharashtra.
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.
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 ¥
CEPTHOUKAT AHAJH3A

|Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayrr: Texcapea® | Tenokcukam) avodmansar ana IPHCOTOBACHHA PACTBOPA 118 HHBEKUHIL, 20 Mr

JNlarket / Potnox : Russia / Poccus

| Batch N?./ : BI260232A Batch Quantity / . 97381 vials /
[Cepusa No Paimep cepun 97581 thnakonos
[Analytlcal Repovrt No./ ] : QC/FP/26/00485 Date of Analysis / : (31/07/2026)

| AHAAHTHYECKHIT oTueT Nb lara ananuza

Ipate of Manufacture /  (01/07/2026) Date of Expiry / : (30/06/2029)
{dara nponseoacrsa [oaen g0

|Mfg. License No. /
Epomnoucmeuuaﬂ : G/28/1828 MA number: / Homep PY : JI-Ne(012106)-(PT-RU)

JAHueH3na No .

Analysis performed according to ND No: / Anaaus nposeaex no H/ Ne: JIH-N_-(O12106)-(PF-RU)-14!025
Artworks approved: / MakeTni YNakoBKH yTBepkaensi: 14.10.2025

[PIL approved: / MM yrsepauena: 14.10.2025

I I I l

" Page50f12/Crp.Sn3 12 =
||_ ’ Visible particles / Buowse wacmuzu Cowplies / CooTeercrayer According to requirements. / B |

COOTBETCTBUU C TpeGOBaHHﬂMH.

| | Subvisible particles: " Heguouwsie 145.33 vial / 145,33 cnaxon Particles > 10 pum: not more than |
| [ vacmurp:: 6.000 per vial; / Yacrun pasmepom |

[ 2> 10 MKkM A0KHO ObITe He Gojee
6000 Ha daakon: (

|
|
( | I 2.67 vial /2,67 takon Particles > 25 pm: not more than 600 |
| J per vial. / Yactuu pasmepom

> 25MKM JOJDKHO GbITh He Gonee 600
Ha bnakoH. |

|
|

[9 J:-_Related Substances / IIpumecn
i — ety = =5
[ X aminopyridine / 0.00% /0.00% Not more than 0.25 % / He 6o:1ee 0.25 %
2-aMUHONNDPHIMH
Individual unidentified Not more than 0.5 % / He 6onee 0.5 %
impurity / Eannnynas | Below BDL (BDL= 0.02 %) / Huxe
HEeUAEHTHOHUMPOBAHHAS nopora perxctpaunu (IP = 0.02 %)
npumMecs
Total impurities / Not more than 1.0 % / He 6osee 1.0 %
CymMa npumeceii 0.00% /0,00%
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanue: [poaykr COOTBETCTBYET Tpetosanuam HJJ 3arawuenwe: OJJOGPEHO .
—_—

Checked by (AQA) / Approved by: Quality Assurance/Aut-horize-d person /
IMposepero (AOK): Oz06peno: Obecneuenne kauectsa/OTeeTcTaenHoe NMLo:

| SL2— Lt

NGROH, |17 N\ oo [[Dute 31)oz /2016
Lower Parel West, Mumbai, 400013 Maharashtra.
Tel 1 +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. 52/2/12(P),
5214, 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
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

'Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
{Mpoaywt: Tekcapea® (Tenokcrkam) JAHOMILTIZAT AN9 NPHTOTOBICHHS PACTBOPA AMA HHbeKLHiL 20 mMr

|Market / Poinok

: Russia / Poccus

AHAJIHTHYECKHI oTYeT No

JaTa ananusa

NQ, . = = 7
Batch No. / . BI260232A Batch Quantity / : 97?81 v1als‘
Cepusa Ne Pasmep cepun 97581 thrakoHos
Iyt ) A i ‘
Analytical Report No. / : QC/EP/26/00485 Date of Analysis / . (31/07/2026)

Date of Manufacture /
Aara npousBoactea

: (01/07/2026)

Toaen no

Date of Expiry /

¢ (30/06/2029)

Mfg. License No. /
lpounssoacTBennas
|anueHIna No

: G/28/1828

MA number: / Homep PY : JIIT-Ne(012106)-(P[-RU)

Analysis performed according to ND No: / Ananus nposesen no HJ Ne: JIII-Ne(012106)-(PI-RU)-141025
|Artworks approved: / MakeTbl ynakoskH yTeep#aenss: 14.10.2025
{PIL approved: / HMII yrsep#aena: 14.10.2025

_Page60f12/ Crtp. 6 u3 12

(10

OaHopoanocTe

| NO3HPOBAHHBIX eqHHHL*

lJnifnrniity_nf dnsage nnits* {

3.43/3,43

| Acceptance value (AV) shvuld ot Ue tmore
than 15.0. / Iokasarens npuemnemoctu (AV) |

JomKeH ObiTh He Gonee 13.0.

|11 [ Water* / Conepxanue

[ : BOJLI*

1.00 %/ 1.00 %

INot more than 3.0 %. / He 6onee 3.0 %.

12 | Bacterial endotoxins* /

! | BakTepnaabubie
| IHIOTOKCHHBI*
|

| Less than 0.162 EU/mg /
' Menee 0.162 ED/mr

"Not more than 1 EU/mg of'tenoxicam. / He |

fonee 1 ED/Mr TeHOKCHKaMa.

| 13 | Sterility* / Crepuabnocts*

|

Sterile / Crepunen

] - =
[ Should be sterile. / lomken Gbits
| CTEPHBHbBIM.

14 | Assay / KonuvecrsenHoe onpeneenue

uv s ye-

| Tenoxicam / Tenokcurxam

cRekmpogomosempuyeckuil

100.2 %/ 100,2 %

[90.0% to 1100%

HOMHWHAITLHOrO CoOAEpKaHud.

of Ci:HiN:O,S;
(tenoxicam) of label claim. / Ot 90.0 % no
110.0% CisHuNsO4S:  (TeHokcukam) ot

Remarks : The Product confirms to ND/
[Tpumeuanue: Mpoaykr cootsercrayer tpeGosannam HJI

Conclusion : APPROVED /
3aw|w‘ﬂue: OJAOBPEHO

N

Prepared by / MoaroTosneno:

Checked by (AQA) / |
INposepero (AOK):

Approved by: Quality Assurance/Authorized person /
Oa06peno: Obecneyenue kauectsa/OTRETCTBEHHOE JHILO:

e ———
g::_; :/ (25\\%\\'191% 4 E:_:_‘;:.’B\\Q“l\ 2074 3 / 2 17/ 1o1lb
: e K. TOwWeT B, ToHT o0 ;

Lower Parel West, Mumbai, 40001

3 Maharashtra.

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
52/4,52/5, 53/1. 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti,

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC137329

(P).

Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

|'Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
[Mpoaywt: Tekcapea® (Tenokcuranm) JHOIMIN3AT 119 NPUTrOTOBACHHS PACTBOPA 375 WHbeKUMi. 20 mr

|Market/ Poinok

: Russia / Poccus

; = S —— ]
B.atch No./ + BI260232A Batch Quantity / . 97?8| vials /
Cepus No Paimep cepun 97581 thnakonos |
lyti No. v i :

Analytical Repovrt No. / : QC/FP/26/00485 Date of Analysis / : (31:0772026)
AHAJIHTHYECKRIT 0THeT No Jara anaansa

t M iry ;
pa e of Manufacture / £ (01/072026) Date of Expiry / : (30/06/2029)
laTa nponsBoacTsa loaen 10
Mfg. License No. /
IMpoussoacTBennan : G/28/1828 MA number: / Homep PY : JITT-Ne(012106)-(PT-RU)
JHUEH3Hs No
Analysis performed according to ND No: / Anaans nposened no HA Ne: JIM-No(012106)-(PT-RU)-141025
Artworks approved: / MakeTbl ynakosku yrBepskaensi: 14.10.2023
PIL approved: / HMII yreepwaena: 14.10.2025

Page 7 of 12/ Ctp. 7 n3 12

| Sodium metabisulfite /
' Hampua memaducyavpum

HPLC / BOKY

|

i

106.9 % /106,9 %

TSS.O % to 110.0 % of Sudium mietabisulfite of

the label claim. / Ot 85.0% 10 110.0%
HaTpus MeTadHCYIbOUTA OT HOMHHAALHOMO
COJEpKAHHA.

Package description / Onucan

HE YIAKOBKH

Primary package * Mepsuunas
l VHAKOGKA

20 mg of the tenoxicam in a
colorless glass vial type I stoppered
with a bromobuty! rubber stopper.
crimped with aluminum flip-off seal |
with a plastic disk over an aluminum
cap. / Ilo 20 mr TeHoxcikama Bo
¢bnaKoH 13 BeclUBETHOrO cTeK: 1A THH
I yxynopeuuwisi npobkoit w3
OpomOyTHII0BON pesunbl, oBKaTol
ATIOMHHHEBBIM  KOAMAYKOM ¢
KOHTDOJIEM MEPBOr0 BCKPLITHA U
MAACTHKOBBLIM ~ JHCKOM  MOBEPX
ANOMHHHEROIO KONNAYKA.

120 wmr

20 mg of'the tenoxicam in a colorless glass vial
type [ stoppered with a bromobutyl rubber
stopper, crimped with aluminum flip-off seal
with a plastic disk over an aluminum cap. / ITo
TEHOKCHKaMa Bo  (nakoH u3
GecuseTHoro cTekna Tvn . ykynopeHHbiii

mpobkoi W3 GpoMOYTHAOBOH  pesnHBI.
00XAaTOH  AMOMHHHEBBIM  KOAMAYKOM ¢
KOHTpONem MepBoro BCKPbITHS ]

[JIaCTHKOBBLIM AHCKOM MOBEPX AOMUHHERBOTO
Konmnayka.

Remarks : The Product confirms to ND/

—

Conclusion : APPR(-)VED/
3arkawyenne: O,ZIOBBEHO

Npumeuanne: [poaykr coorsercrayet TpeboBanmam HJJ

—

Check-:.’E by =

1 Checked_b_y (AQA) 7 [|Approved by: Quality Kssuranc&?\uthorized person /
Ou06peHo: O6ecneqemu_: KauecTsa/ OTBETCTBEHHOE SMLO:

[lara:

EdmTTstatve e —Fen

Hara: % \\Q:LQ\O

Lower Parel West, Mumbai. 400013 Maharashtra.

Jara: [lata:

. ot . B, T« - M S o e e e # . R T s T T
T - v 7 pairac < ey

[Mposep [Mposepeno (AOK):
,._@ ez S
m— — —
Date / An\nwng [|Date Date /g\\'ﬂ\%% Date / 3z /u,; /20 2

Tel 1 +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, 5112, 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 Panchmanhal, Gujarat - 389350

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC 137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

|'Pr0duct + Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg

{MpoayxT: Texcapea® (Terokcukasm) AHODHIN3AT 1712 NPHIOTOBNEHNS PACTBOPA 115 MHbeKIti, 20 Mr

Market / Puinox : Russia / Poccua
| : el R s
B.atch N?./ : BI260232A Ba.tch Quantity / ; 97?81 vmls‘
Cepun Ne Pasmep cepun 97381 daakonos
f Ivti ; :
Analytical Repourt No./ : QC/FP/26/00485 Date of Analysis / : (31/07/2026)
AHATUTHYeCKHIT 0TYeT No Jdarta anaansa
Date of Manufacture /  (01/07/2026) Date of Expiry / : (30/06/2029)
Aara npoussoacrea Toxen a0 |
Mfg. License No. /
[IpouseoacTeennan : G/28/1828 MA number: / Homep PY : JITT-Ne(0121 06)-(PI-RU)
AHUeH3HA Ne
Analysis performed according to ND No: / Agans nposeaex mo HA Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTsi YnakoBku yreep:kaensi: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025 ‘
Page 8 0of 12/ Ctp. 8 u3 12
[ 16 | Shelf-life (storage period) / ‘ 3 years/ 3 roaa |
Cpoxk rogsoctu (cpok
‘ | Xpauennus) I ‘
*Aore. * [Tpuvevanue

Analytical procedures according to the current Rus. Ph. are used for
current Ph. Eur. procedures for release quality control ar the manuf
IPUMEHRIOTCA L1 KOHTPO.I KaUecTBa Npeniapara Ha TeppHTopuH Pocesiickod Met

ucturing site,

the product quality control in the Russian Federation. The manufacturer tses the

AunanTiiecsite Metomku no [ Pd ACHCTBY IOMEro Hianmns

epantin, dag BRIMYCKIUMMUCTO KOHTROIA KA9eCTig Ha NpoH3s0ACTEE

[TPOHIBOIAHTETL HCNOMLIYET METOINKHU 1O EBp{)TIL‘VICKUﬁ (Dap.\takonee .'!.t.‘ﬁCTB‘\"IOU.ICI‘() H31QHHS.

Remarks : The Product confirms to ND/

ITpumeuanwne: MMpoayxr COOTBETCTBYET TpeboraHuaM HJL

Conclusion : APPROVED /
3akaovenne; Q,CIOBPE HO -

Checked by /

F‘reeared by / MoaroTosneHo:

‘-_-_._-__‘_-_‘__

Checked by (AQA) /
IMpoeepeno (AOK):

AR

Approved by: Quality Assurance/Authorized person /
Onobpeno: Odecneyenne kauectsa/OTBETCTREHHOE 1MLO:

Date/ QAN
Hara:

Date |

. Ha‘ra:l\\qn\wu

e dar i, V LA o,
Lower Parel West, Mumbai, 400013
Tel : +91 22 4056 0560+ Fax : +31 22 4056 0555  Email -

Registered Office : 407/408, Sharda Chembers, New

Works / Plant : BDR Pharmaceuticals International Pvt. L_td.. Survey No

52/4, 5215, 53/1, 53/2. 53/3, 54/1, 54/2. Post Tajpura, Village vans
Tel. : 02676 - 230220

Q=
— -
Date /
Hara: 71/0#/1o06

Maharashtra.

bdrpharma@vsnl.net e www.bdrpharma.com
Marine Lines, Mumbai - 400020, INDIA.

S1/1/1, 811112, 5112, 5211, 52/12/1. 52/2/2, 52/2/2(P),

eti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

CIN No. : U24230MH2002PTC137329



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

|[Product : Texared® (Tenoxicam) lyophi
(MpoaywT: Tekcapea® (Tenokcukawm) au
|

lized powder for solution for injection after reconstitution. 20 mg
OHAN3AT 129 OPHFOTOBACHUS PACTBOPA 414 uHbekuwui, 20 Mr

[Market / Poinox
|

: Russia / Poccus

!Batch No. /
Cepus Ne

: BI2602324A

Pasmep cepun

Batch Quantity /

. 97581 vials /
" 97581 thaaxonon

[Analytical Report No. /
[AHAINTHYECKH oTHeT No

: QC/FP/26/00485

Jara ananusa

Date of Analysis /

1 (31/0772026)

Date of Manufacture /
Jata npoussonctea

: (01/07/2026) -

Date of Expiry /
logen a0

1 (30/06/2029)

Mfg. License No. /
IponsBoacreennasn
Lﬂuuemm] Ne

: G/28/1828

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

Analysis performed according to N
Artworks approved: / Makersi yna
lﬂL approved: / UMII yreepaena: 14.10.2025

D No: / Anaaus nposeaen no H Ne: JIT-Ne(012106)-(PI'-RU)-141025
ROBKH yTBep:RAeHbI: 14.10.2025

e __L el _J_ |

Page 9 of 12/ Ctp. 9 u3 12

KIT 7 KROMILIEK)

RESULTS / PE3YJIbTATKI

J

SPECIFICATIONS / HOPMbI

Package
Onncanue ynakoekn

|

[
1

| TESTS/TIOKA3ATEJIN
' description
|

/ ]
|
|

Secondary packase

Bmopuunasn | Secondary packaze Bmopunnas viuaxosxa

VAAROGKA

3 vials with the medical product and
3 ampoules with the solvent in a
polyvinyl chloride cassette. |
cassette with the patient information
leaflet in a carton pack.

Mo 3 ¢nakona ¢ npenaparom u 3

3 vials with the medical product and 3 ampoules
with the solvent in a polyvinyl chloride cassette,

| | cassette with the patient information leaflet in

a carton pack.

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

| ammysnbi c pacTBopuTeseM
NOMELLAIOT B KacceTy w3 | Mo 3 dnakona c npenapatom u 3 aMnyasi ¢
nonusuHUAXNOpHIA. | kaccery IpaCTxaopMTeﬂeM MOMEWAOT B KacceTy M3
BMECTE ¢ HHCTpyKUHeH  mo | monMBUHMIXTOpH1a. | KacceTy BMecTe ¢

MPUMEHEHHIO MMOMEIAOT B MaqKy
KapTOHHYIO.

| NOAUBUHMAXJIOPUIA. |

UHCTPYKLHEH MO MPHUMEHEHHIO MNOMEWAT B
Navyky KapTOHHYIO.

[lo 5 ¢naxonos ¢ npenapatom u S aMmnyn ¢
PacTBOPUTENEM MOMEWAOT B KACCETy W3
Kaccety BMecTe ¢

| HHCTpYKUHEH 1o [IPUMEHCHHIO NOMELalT B

Na4YKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Mpuseuanse: Mpoaykt COOTBETCTBYET TpedoBaHuam H/J

Conclusion : APPROVED /
.3am1£qeuue: OJI_OBPEHO

ﬁ'rEEEE bg-/ [ToaroTosaeno:
————

Checked by (AQ-A) /

.-\ppro-ved by: Qual_ity Assurance/Authorized

person

aT

Registered Office : 407/408

Works / Plant :

52/4, 52/5, 5311, 53/2, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict

Lower Parel West, Mumbai,
Tel : +91 22 4056 0560 Fax : +91 22 4056 0555 « Email - bdrpharma@vsnl.net
. Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 51/1/2, 51/2, 5211, 521211, 521212, 52/12/2(P),

TTo

Tel. : 02676 - 230220

e
[Checked by /
IMpos IMposepeno (AOK): Qa06peHo: Obecneyenue ka4ecTBa/OTBETCTBEHHOE AHLO:
@/ e =
— _ _ =
Date/ AN Date Date / Date / ]
a: g\\“n‘\ F26 ﬂamﬂw m% ﬂaTa:‘B‘\ﬂ\M?{' Mara: z '/9}/ 128

4000153 Maharashtra.

* www.bdrpharma.com

Panchmahal, Guijarat - 389350,

CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

|'Pr0duct : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
| MpoayxT: Texcapea® ( Tenorcikam) anodwinzar ana MPHTOTOBACHHA PAcTBOPa 118 HHbeKUHit, 20 M1
|

[Market / Pritok : Russia / Poccus

B.atch N?'/ : BI260232A Batch Quantity / g 97§SI wals‘f
Cepua Ne Paivep cepun 97581 daakonos
Analytical Repourt No./ © QC/EPI26/00485 Date of Analysis / : (31/07/2026)
[AHAJIHTHYeCKHIT OTueT No Aara ananmsa

Date of Manufacture / 2 (01/07/2026) Date of Expiry / : (30/06/2029)
ata npoussoacrea Foxeu ao

|Mfg. License No. /
MpousBoacTeennan : G/28/1828 MA number: / Homep PY : JUI-Ne(012106)~(PT-RU)
Luuemuﬂ Ne

IAnalysis performed according to ND No: / Ananus npoeeaen no H Ne: JUT-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makersi YNaKoBKH yTBepikaeHnr: 14.10.2025

‘PIL approved: / UMII yreepmaena: 14.10.2025

Page 10 of 12/ Ctp. 10 u3 12

|
| Kil / KOMUIEKT |]

| TESTS / MOKA3ATEJH | RESULTS / PE3YJABTATHI ! SPECIFICATIONS / HOPMbI |
| Labeling/ Mapxunposka Complies / Cootgetctayer | See Section 1.3.2 of Module | of registration |
' dossier. / B cooTeercTuM ¢ pasgesom 1.3.2. |

} MOAyHA 1 perucTpauuoHHOro nocke.

| Storage / Ycaosun XpaHeHHn For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette: |'

| g
r In the original packaging (3 vials with medical product and 3 ampoules with solvent in the [

carton). at temperature below 25 °C. /

i s YNaKkoBKH Mo 3 dnakona ¢ NPpenaparoMm 4 3 aMvisl ¢ DACTBOPHTEIEM B KACCETE:

: B opurunansroii ynakogxke ( brakoHbl ¢ mpenapatom u aMIly/bl ¢ pACTBOPHTE/IEM B NayKe)
NpH TemMneparype He ssiwe 25 °C. f

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

Cpoxk roanocty (cpox years. / Cpok rogHOCTH KOMTLIeKTa OMPEAEJIACTCA CPOKOM MOHOCTU A€KAPCTBEHHOTO
XPAHEHHN) KOMILIEKTa nNpenapara ans MEIHUHHCKOrO NpHMeHeHHs — 3 roaa.
] API name / Hanmenoganue ADC: ' Tenoxicam / Tenokcukam
INN / MHH: | Tenoxicam / TeHokcukam
API manufacturer batch number / | i
92018125
| Homep cepuu npoussoanteas ADC:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanne: [Mpoavir COOTBEICTBYET TpeGoBaHuam HJJ 3awaouenne: ONOBPEHO

/ MoaroTosnewo: | Checked by / Checked -by (AQA)/ [|Approved by: Quality :\s;umnce.- Authorized person /
[pose : [poBepero (AOK): Ozo6peno: Ofecneyenue kauectsa OTBeTCTECHHOE JIHLO!
el ARG [[Date 410y 1y [Date N\po2 & [[Date Fifozfrorg

e Hata Tara: > [ara:
' NO- -uUTmr‘biﬁ:'mQ,—

Lower Parel West, Mumbai, 400013 Maharashtra.
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, 5211, 5212/1, 521212, 52/2/2(P),
52/4, 525, 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
MpoaywT: Texcapea® (Texokcrkam) JHODHIN3AT 137 NPHIOTOBACHHS PacTBOpa A5 HHBEeKUMIL. 20 i }I

Market / Poinok : Russia / Poccus |
L |
Batch N?./ : BI2602324 | Batch Quantity / : 97:_381 vials_/

Cepus Ne [Pasvep cepun 97581 (praronos

Analytical Repovrt No. / : QC/FP/26/00485 Date of Analysis / . (31/072026)

AHaTHTHYeCKHI oTdeT No | laTa ananmsa

|Date of Manufacture / : (01/07/2026) Date of Expiry / : (30/06/2029)

Hara npomssoacrsea lonen no

Mfg. License No. /
MpoussoacTeennasn : G/28/1828
| tnuenzun Ne

Analysis performed according to ND No: / Anaans nposeaex no HJ| Ne: JITI-Na(012106)-(PI-RU)-141025
Artworks approved: / Makers: YNakoBKH yTeepiaens:: 14.10.2025

PIL approved: / UM YTBep#iaena: 14.10.2025

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

_Page 11 of 12/ Crp. 11 u3 12

) i
FP Manufacturer API Batch number / , B250004300
Homep cepun cy6erannun [

f_ngon:;soanTe.m rAd: | AJ
|

API Manufactured by & country / J Edmond Pharma S.r.l.. Italy /
I_Hpoumomrrmb A®DC, cTpana: Oamona ®apma C.p.i.. Mranus

'Name adisEssiauthorizatioa ok BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.. India |
' ) Py 1 o AL O SURVEY NO-51/1/1, 51/1/2, 5172, 52/1, 52/2/1, 52/2/2. 52/2/2 (P). 52/4. |

gl;e":;:‘s'ift‘:c/t“”“g site / Control site / 52/5. 53/1, 53/2. 53/3, 54/1. 54/2, AT - VANSET] VILLAGE, PO |
o - TAJPURA, TALUKA ~ HALOL, DIST. PANCHMAHAL - 389 350, India
i AT . (license No G/28/1828) /

L BIIP ®APMACBIOTUKAJIC MHTEPHEHILEHES (BT, JIT/L.. Mraus }
S e Ol Cypaeii Ne 51/1/1, 51/1/2, 51/2. 52/1. 52/2/1, 52/212, 52/2/2 (P). 53/4. 52/5.
MPOH3BONCTBO/KOHTPOIL 33/1. 5312, 53/3, 54/1. 54/2. 3T - Basiuetn lepesus, [10-Tamxypa, Tanyka

kasecrna/peinyck [V1® - Xanon. okpyr INanumaxan — 389 350, Uunus (nuueH3ns Ne G/28/1828)

Declaration of certification: «| 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 establisheds, /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpuveuanne: Mpoavkr COOTBETCTBYET Tpedosanusm HJl 3akawuyenne: OJJOBPEHO
— —_— — — —_—

Checked by / Checked by (AQA) / Approved by: Qu;lity Assurance/Authorized person
[Mporepeno: Tposepero (AOK):  [[Oa06peno: OGecnequng KayecTsa/OTBETCTBEHHOE NULO:

PEEEfd by / MonrotorneHo:
'R_‘_‘———-_._______'

[Date 7 AN\ Q  |[Date
Java:

o 71o7/ 0t

e . - . et e e 7

ara 2\ 02

Lower Parel West, Mumbai, 400013 Maharashtra.
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, 5211, 521211, 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
CEPTHOHUKAT AHAJIM3A

|'Pr0duct ¢ Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg

Mpoaywr: Texcapea® (TeHokcikanm) JAHODHINIAT 118 NPHUIOTOBISHUS PacTBOPA 218 WHbeKUM. 20 Mr
|

|Market/ Peinok : Russia / Poccus
|Batch No. / : BI260732A IBatch Quantity / . 97581 vi.als‘/ |
|Cepna Ne | Pazmep cepusn 97581 thnarkouos

| Date of Analysis /
|daTa aHaausza
'Date of Expiry /
loaen ao

IAnalytical Report No. /
|AHaauTHYecKHii 0TueT Ne
]Date of Manufacture /
|daTa npoussoacrea

Mfg. License No. /
Mpouseoacreennasn : G/28/1828 MA number: / Homep PY : HH-N9(012106)-(PF-RU)
|1Huen3na Ne ' .

iAnalysis performed according to ND No: / Anasus nposegeH no H/ Ne: JHI-Ne(012106)-(PT-RU)-141025
| Artworks approved: / Makern1 ynakoskn yTeepkaenni: [4.10.2025

[PIL approved: / UMII YTeepauena: 14,10.2023

: QC/FP/26/00485 1 (31/07/2026)

: (01/07/2026) : (30/06/2029)
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3ak:ovenne o cooTBerTeTBHK: «HacTos LM 5 MOATBEPKAAI0. YTO NPHBEACHHAA BhILLIE HHAOPMALIMA SBASCTCS JOCTOBEPHOI
U TO4HOIM. DTa CEPUA NPOAYKUHN NPOHIBeaeHA (BKIIOYAS YMAKOBKY (MAPKHPOBKY) M KOHTPOMb KAYECTBA) HA BLILUEGYKA3AHHO
(POM3BOACTBEHHON  nowadke (MIOWAAKAX) B [OAHOM COOTBETCTBHM ¢ TtpeboBanuamu [lpaBun Hamiexaleii
MPOH3BOACTBEHHOM NpakTHKM EBPaziiickoro skoHOMIueCKoro comwia (Ne GMP/EAEU/RU/00939-2023 ot 21 mons 2023)u
TpeGoBaHHUsAMY KOHTPOS KauecTRa AICKAPCTBEHHBIX CPEACTB. @ TAKKE B COOTBETCTBHH €O ClRLNBUKALMAMH, coaepxawuMucs
B PErMCTPaUHOHHOM J0CbE CTPaHbI-UMIOPTEpa. 3anucu no IPOH3BOICTBY. YIIAKOBKE H aHATM3Y MPOBEPEHLI, H YCTAHORIEHO
HX COOTBeTCTBHE TpeboBaHiaM [Tpasit Havtewaweil IIPOM3BOACTBEHHOHA NparTHKH EBpazuickoro 3KOHOMHYECKOro Cor3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /'
[pumeuanne: [Npoaykr COOTBETCTBYET Tpedosanuay HJJ 3awawuenne: OJOBPEHO

P ed by / [Moarorosneno: |[Checked by-/ Checked by (AQA) / [[Approved by Qualit_y-' Assurance/Authorized person /
% % Hposepeno (AOK):  [|Ono6peno: O6ecneuenue KavuecTBa OTBETCTBEHHOER TMLO:
-“_——-—_________ H

Date / ~ Date / Date / D
ﬂ:vz: DBASTALSG ﬂ:;?!;M\o#wM HZTZ: AN\ 2024 ﬂ::fl 3] /o:?—/ 2wl
Ad —P5
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
Hauvienosanne npenapara

Batch no. / Homep cepun

Amount of product per batch / Pasmep

CepHH

Date of Control / lata ana.1u3a

Manufacturing date / JaTa MPOH3BOACTBA

Expiry date /Iata okonyauus cpoka

roaHoOCTH

Water for injections (solvent) /
Boaa 125 unvexuuii (pacTBopute.is)

BI1260202
205.0L

13/07/2026
06/2026
05/2031

Water for injections (solvent) / Boaa ais HHbeKUHii (pacTBOPHTEAB)

TESTS / NOKA3ATEJIX

SPECIFICATIONS / HOPMbI

RESULTS/ PE3YJbTATBL |

Description / Onucanue

Clear, colourless liquid without odor. /
[TpospauHas OecuBeTHAs KHAKOCTL Ge3

3araxa. 0e3 3anaxa.

Clear, colourless liquid without odor.
/ TIpo3pauHas GecLBETHAS KUIKOCTh

Particulate matter / MexaHnuyecKHe BKANOYEHUS

Visible particles /
Buousiere wacmuir

According to requirements. / B cootseTcTBUH | Complies / CooTBeTCTBYCT

¢ TpeOOBAHUAMH .

Sub visible particles
Hesuowveie vacmuiys

>10 pm particles /
4YaCTHL pa3sMEpoM >
10 MM

=25 pm particles /
HACTHL PasMEPOM > 235 MKM

| Not more than 6000 particles per ampoule; /

He Sosee 6000 na amnyity; N v
. He 6osee 67.07 Ha ammyny;

Not more than 600 particles per ampoule. / 0.40 particles per ampoule. /

gieoncelo00iuatmmymmy: He 6onee 0.40 ua amnyny.

67.07 particles per ampoule: /

Acidity and alkalinity /
KuecaoTHocTh U utestoutocTs

Test sample should pass the test. / ~ Complies / CootBercTByeT
Henwityemslit obpasely A0TKeH BBIACPKUBATE

HCIIBITAHHUC.

: Reducing substances /

BoccranasauBarwmue
BeMeCTBA

Test sample should pass the test. / Complies / CooTBeTcTBYET

| HlensiTyemsrit 00paselt 10MKeEH Bbl1EDKUBATH
UCTbITaHHE.

Carbon dioxide
¥Yraepoaa anokena

No turbidity should be observed within 1 hour. Compllcs / CooTBeTCTBYET
/ He J0MmKHO ObITH MOMYTHEHHA B TCUCHHE

| 4aca.

| Chlorides/ Xaopuawi

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

Less than 0.5 ppm / Menee 0.5 ppm '

Nitrates and Nitrites/

HHUTpaTbl 0 HUTPUTEI

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

Less than 0.00002 % (0.2 ppm). /
Metee 0.00002 % (0.2 ppm).

Sulphates / CyasdaTe

| No turbidity should occur within not less than

Complies / CooTReTCTBYET
1 h./ B reucuue He meHee | yaca He 10/1KHO
Hab1r01aTECSA IOMYTHEHHE,

Ammonium / AMMoOHuii

| Not more than 0.6 ppm. / He Sosee 0,6 ppm.

i Less than 0.6 ppm / MeHee 0.6 ppm

Administrative Office :

Lower Parel West, Mumbai, 400013 Maharashtra.
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

~ TESTS/NOKA3ATEAM SPECIFICATIONS / HOPMbI RESULTS/ PE3YJIbTATBI

Calcium and magnesium / Purc blue color should be abserved {without a Complies - CootseTerByer
Kaabuuii 1 marumii violet hue). . JomKHO Ha0A0IaTHCH YHCTO

CHHCE OKpalHBaHKe (0e3 HHOCTOBOIO

OTTEHKA).
Heavy metals/ Taxeable Not more than 0.00001 % (0.1 ppm). / " Less than 0.00001 % (0.1 ppm) /
MeTalibl He 6oaee 0.00001 % (0,1 ppm). Menee 000001 % (0.1 ppm)
Residue after evaporation / Not more than 0.004 %. / He 6onee 0,004 %. 0.000 % 7 0.000 %
Cyxoif ocTaTok :

" Conductivity / | Not more than 25 uS/cm. 12.82 uSrem. / i
31eRTPONpPOBOAHOCTL | He 6oaec 25 mxCaticm. 12.82 mxCw/cm.
Extractable volume / | Not less than label claim (not less than -2_mL)I.' ) - 22mL/
H3Bnexaembiii 06Lem / 2.2 ma
| He mMenee HoMunatbHOrO (HE MeHee 2 aut).

Bacterial endotoxins / | Not more than 0.25 EU/mL of water for ' Less than 0.12 EU /mL/
bakTepuaasHble JHA0TOKCHHBI | injections. / He Gonee 0,25 ED/mit Boas! ans Menee 0.12 ED / mn

HITLC K.
Sterility / CtepuabHocTh Should be sterile. / JJomxHa 6bITh CTEPHIIBHOM. Sterile. / CTepHiibHO.
Package description / | Primary package | Primary package ]
OnuHcaHHe yWaKOBKH 2 mL of the solvent (water for injections) ina | 2 mL of the solvent (water for

| colorless glass ampule type | with an orange | injections) in a colorless glass ampule
| one-point-cut at the top of the ampule. /i type | with an orange one-point-cut at
| TlepBudnan VIAKOBRR | the top of the ampule. / [lepBHuHag
1o 2 M1 pacTBOpHTETA {BOJA T14 HHBCKLHEH) B | yrnakoBka

amnyay w3 OecusetHoro crexia, tvn . Ha | Tlo 2 Ma pacTBopuTens (Boda Xis
BEPXHCH YacTH AaMITy;Tbl HAaHCCEHA TOYKA | UHBCKLHIL) B aMIyny U3 6ECUBCTHOrO

pasaomMa OpaHKCBOTO UBCTA. crekna, T I Ha Bepxuel wactn
aMIyasl HaHECCHa TOYKa pasioMa

OPaH’KEBOro LBETA.

Shelf-life (storage period) / ‘ 5 years/ 5 net

Cpok roaHocTH (cpox |

XpPaHeHHn)

Assessment: / 3aKIOUEHHE: The batch complies with the specifications according to ND on quality J1IT-

Ne(012106)-(PI-RU)-141025. ¢
Cepus cooTBeTcTBYET TPeGOBAHUSIM HOPMATHBHOTO A0KYyMEHTA 10 Kavectsy JII1-
Ne(012106)-(PT-RU)-141025,

PREPARED BY REVIEWED BY i APPROVED BY |
Name Ritik Vishwakarma Bhushan Kothawade | Deepak Sonar
Designation Officer Sr.Executive | Manager
Department Quality Control Quality Control ' Quality Control

Signature & Date & 13] o GHGe™ &Qﬁ:;ﬁw ,mw

o\ v
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIU3A

Name of Product/ . Water for injections (solvent) /
HauyenoBaune npenapara Boaa 129 wHberunii (pacTsopures)
Batch no. / Homep cepun . BI260210

Amount of product per batch / Paswep © 205.0L

cepuu

Date of Control / lata anaau3a o 17/07/2026

Manufacturing date / Java npoussoncrea :  06/2026

Expiry date /JaTa oxoH4yauus cpoka : 05/2031

FOAHOCTH

Water for injections (solvent) / Boaa naa nnsexumii (pacrBopute.s)

TESTS / MOKA3ZATEJIHU SPECIFICATIONS / HOPMbI RESULTS / PE3Y.JIbTATbI
Description / Onucanne Clear, colourless liquid without odor. / Clear, colourless liquid without odor.
[po3paunas 6ecUBCTHAS KUAKOCTD O€3 / Ilpo3payHas GeclLBETHAsR KHAKOCTD
3anaxa. 6¢3 3amaxa.

Particulate matter / Mexanuueckue BRIAOYEHUS

Visible particles According to requirements. / B cootsercTBuH Complies / CoorBetcTayveT
Buchintbre yacmuyr ¢ TpeboBaHUAMHU

Sub visible particles
Hegudwbre vacmuiys

[ 210 pm particles / ' Not more than 6000 particles per ampoule; / 149.47 particles per ampoule: /
. > 5 ) : -
| YACTHL PA3MEPOM > : He Sonee 6000 Ha ammyny: He Gonee 149.47 ua amnyy;
| 10 MM
| >25 um particles / Not more than 600 particles per ampoule. / 9.47 particles per ampoule. /
¢ ) > 25 MKy doIe ) |
| 1aCTHI pa3MepoM > 25 MKM He domee 600 na ammyny. He Gonce 9.47 na anmyy. |
Ixzidity and_a.lkalini.ty / Test sample should pass the test. / Complies / CooTBeTCTBYCT
KHCI0THOCTB M LWeNOYHOCTE Henerryemsiil o8pasel 101AKCH BRIEPKHBATS
HCIILITAHHE. .
‘ Reducing substances / | Test sample should pass the test. / Complies / CooTBeTcTBYET 1
BoccranasanBaiouine Henbityembtit opasel 101k€eH BblAEPKHBATD |
| BewlecTBa HCTIBITAHHUE. |
| Carbon dioxide No turbidity should be obscrved within | hour. Complics / CooTBeTCTBYCT ’
| ¥Yraepoaa anoxena / He 10nKHO ObITH MOMYTHEHHS B TEHEHHE [
| | 1 qaca. !
Chlorides/ Xaopuant | 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). /
cO 2% (0,2 . h } 2% (0,2 !
| HUTPATE! H HHTPHTSI | He dosee 0,00002 % (0,2 ppm) Menee 0,00002 % (0,2 ppm)
|
| Sulphates / Cyasdarsi No turbidity should occur within not less than Complies / CootBeTcTBYCT I

| [ h./B reueHne ve Medee | 4aca He ZOJIKHO
j | HabntonaTeesa momMyTHEHHE.

; Ammonium / AmMvMouHi Not more than 0.6 ppm. / He Gonee 0,6 ppm. Less than 0.6 ppm / Meuee 0,6 ppm

|
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS/ CEPTU®UHKAT AHAJIU3A

TESTS / MOKA3ATEJIU

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJABLTATHI |

Calcium and magnesium /
| Kaabunii n maruuit

| Pure blue color should be abserved (without a
| violet hue). / loakHO HabAH01ATLCS YHCTO
CHHeC OKkpalliBaHue (Oe3 dionetoBoro
OTTEHKA).

Complies / CoorBeTcTBYET

Heavy metals/ Tsxeanie
| MeTanabi

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

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

Residue after evaporation /
| Cyxo# ocTatok

| Not more than 0.004 %. / He 6onec 0.004 %, LB

0.000 % / 0.000 "o

Conductivity / | Not more than 25 uS/cm. / 11.44 pS/cm. /
| D1eKTPONpPOBOIHOCTDL He Gonee 25 mMrCa/om. I 1.44 MxCwmicwm,
- {
| Extractable volume / Not less than label claim (not less than 2 mL). 2.1mL/
/ 2.1 Mn

W3Baekaemblii 06bem

He McHee HOMuUHANBHOTO {HE MeHee 2 Mi).

‘ Bacterial endotoxins /

Not more than 0.25 EU/mL of water for

. . . ~
‘ bakTepnaasuble Jna0TOKCHHB | injections. / He Gonee 0,25 E3/Ma Boass s

WHBEKLHH.

Less than 0.12 EU /mL /
Menece 0.12 ED / Ma

| Sterility / CTepuasHocts

Should be sterile. / JonxHa ObITE CTEPHIBHOI.

Sterile. / CtepuibHo.

Package description /
Onucanne ynakoBkH

Primary package

colorless glass ampule type I with an orange
| one-point-cut at the top of the ampule. /
| [epBu4Has vnakoska
ITo 2 s1 pacTBOpUTENS (BOJA 115 HHBEKLUMI) B
aMmnynay M3 OecuBeTHoro ctekia, tum [. Ha
BCPXHEH 4acTH aMnyJbl HAHECEHa TOWYKa
pas3/ioMa OpaHXeBOro LBETA.

i
|
[

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

rimary 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.  Ilepsuunas
YNAaKOBKa |
[To 2 mn pactBOpMTEns (Boaa A1s
HWHBEKIHIA) B aMITyTy W3 OECLBETHOIO
crexna. THi [. Ha BcpxHeit wactit
amnyJjbel HaHeceHa TOHKa pa3ToMa
OpPaHKCBOro UBLTA.

| Shelf-life (storage period) /
| Cpox roanoctH (cpok
i XpaHeHHn)

|
‘ 5 years / 5 met
|

Assessment: / 3aKTI04EHHE:

The batch complies with the specifications according to ND on quality JI[1-

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

CepHst cOOTBETCTBYET TPEOOBAHUAM HOPMATHBHOTO JOKYMEHTA 1Mo Kadectsy JII1-

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

PREPARED BY REVIEWED BY

APPROVED BY |

|
|
!
|

Ritik Vishwakarma

Bhushan Kothawade

Deepak Sonar

Name _ |

Designation Officer | Sr.Executive | Manager :

| Department § Quality Control | Quality Control | Quality Control a
1 -/_\

i Signature & Date

g A | Bhoanan LT ok

\ \
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