VACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHM3A

Product : Texared® {Tenoxicam} lyophilized powder for solution for injection after reconstitution, 20 mg
IIpoayxr: Texcapen® (Teﬂoxcuxam)_ AROQUITHIAT JUTE NPHIOTOBJCHHS PACTBOPA I HHRexuuit, 20 Mr

Market / Poisox : Russia / Poccus

Batch No. / . Batch Quantity / ., 95610 vials/

Cepus Np P BI250271A Pasmep cepue * 95610dmakonos
Analytical Repo“rt No./ : QC/FP/25/00790 Date of Analysis / : (24/12/2025)
AnaaurHaeckril otyer N Jara apanuza

Date of Manufacture / . Date of Expiry / .

JaTa nponssozcraa : (11/2025) Toen a6 : {10/2028)

Mfg. License No. /

Hporssoncreennas : G/28/1R28 MA number: / Homep PV : JIII-Ny(012106)-(PI-RU)
AHOen3ng Ne

Analysis performed according to ND No: / Arasns nposeaeH ne HJY
Artworks approved: / Marers! ynakosxu yrsepmaensr: 14.10.2025

PIL, approved: / HMII yreepxnena: 14.10.2025

No: JII-Ne(012106)-(PT-RU)-141025

o nge 60f 12 / C1p. 6 w3 12

10 | Uniformity of dosage units* /

Acceptance value (AV) should not be more

crexkmpohomomempuieckuil

Onropoennocts 207/2,07 | than 15.0. / TToxasarens npuemnenoctd (AV)
NC3HPOBAHELIX SAHHUI* i LR - |.nomxen Gsire He Gosee 15,0,

11 | Water* / Cozepxanue 1.21%/1.21% “Not more than 3.0 %. / He 6oxee 3,0 %.
B{)J_'[bl* . ] 5 o i - i

12 | Bacterial endotoxins* / Less than 1 EU/mae / Not more than 1 EU/mg of tenoxicam, / He
baxrepuaababe Mexnee 1 E3 /Mrg Gonee 1 ED/Mr TEHOKCHKAMA. -
SHAOTOKCHHBI® ; LA

13 | Sterility* / CreppiisHOCTR* Sterile / Crensnes Should be sterile. 7 Joiken 6bits

S ' i P "} CTEPHABHBIM,

14 ; Assay / KojsdecTBeHHOE ONIpeRenienHe

Tenoxicarm / Teroxcuramn 90.0 % to 1100% of CiH;NOSS;
g '} (tenoxicam) of label claim. / Ot 90,0 % no

wi/ve 101.7%/101,7 % 110,0% CisHuN3OeS; (remokcmxanm) ot

HOMHHALBHOIO COOEDMKANKA.

@marks : The Product c;nﬁnns to ND/

Hpamevanne: Mponyxr cootercrryer tpebosanmnam HII

Conclusion : APPROVED /
Jaxmeaenne: CACEPEHO

Prepared by / HO:IE‘OTOBJIGHO: Checked by7 Checked b; (AQA}/ Appro::e:i by: Quality As;ur&nce/Authorizzd ;erson /
L [IpoBepeno: Hposepeno (AOK):  |[Ono6peno: Ofecnieuenue kauecTna/OTBETCTREHHOR K0!
g)\uﬁ/\“ S
Date / Date / Dafe / 235:] 416 {[Date / t2{oa 12026
24
I Tara: 24 03} 1026 Hara: r2fe3) o5 Hata: Q)\% Tiara:

Administrative Office ; * Engineering Centre”, 6th Floor, 8, Maithew Road, Opera House, Mumbai - 400004, INDIA.
Tel; +81 22 40586 0560+« Fax : +81 22 4056 0555 « Emall : bdrpharma@vsnl.net e www. bdrpharma.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvi. Ltd., Survey No. B1/1/1, 81172, 51/2, B2/1, 821211, §2/2/2, 521212(F},
524, 5245, 5311, 5312, 5313, 54/1, 54/2. Post Tajpura, Village vanset], Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350.

Tel. : 02876 - 230220

Cid Ho. @ UZ24230MH2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTN3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Npogywr: Texcapen® (Tenoxcukam) muodrmmzar s NPUTOTOBRCHUA DECTROPA AAA HIBeRUmnE, 20 Mr

Market / Prinox ¢ Russia / Poceus
Batch No. / ) Batch Quantity / . 95610 vials/
Cepusa N : BI250271A Pasmep cepuu " 95610¢unakoror
Anaslytical Repo“rt Ne./ : QC/FP/25/00790 Date of Analysis / : (24/12/2025)
ABanETHYeCKHE oTyeT Nt Jars aganmia
Date of Manufacture / s (11/2025) Date of Expiry / ¢ (10/2028)

ATR NPOHIBOACTES Tonen ao
Mifg. License No. /
Hpowssoncreennan + G/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PT-RU)
JBENerInT Ne

Artworks approved: / Makers: ynaxos

Analysis performed according to ND No;: / Ananus nposeses no HJ Ne; Jm~N°(912136)-(PF—RID-141025

K yreepaesnl: 14,10.2025

PiL spproved: / UMII yreepmnena: 14.10.2025
T PagﬂofiZ/CTp 7 w312
Sodium metabisulfite / 104.4%/104,4 % . 85 0 % 10 110.0 % of Sodium metabisulfite of
Hampun memabucynodhum E S +*1 the ‘label claim. / Or 85,0% no 110,0 %
HPLC / BIKX _ HanHﬂ Me?:aﬁncym@ma OT HOMHH&ILHOIO
o conepmaﬁm :
15 | Package description / Onucarne ynakoBxy

Erimary package / l}’epeuuua;z
VHAKOBKD

20 mg ‘of the tenoxicam in a

crimped with aluminum flip-off seal

with a plastic disk over an alummum _

cap. / Tio 20 mr TEHOKCHKaMa BO
bnaxor H3 GeclBETHOIO CTEKNA THI
I, ykynopeHHEli npoBxod m3
SpoMOyTHROBOH pesuHRl, obxatoft
AMIOMHHHEBRIM  KOONAYKOM €
KOHTPOJIEM [EPBOr0 BCKPBITHA W
OIACTHKOBBIM  JHCKOM  I[I0BEpX
ATIOMUHHEBOTO KOJAYKA,

colorless glass vial type I stoppered
with a bromobuty! rubber stopper,

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. / [lo
20 . Mr TEHOKCHKAMA BO (UakoH M3
GecuseTnoro crexna THm I, yKymopesmi
npobkoii  u3  OpomMOyrunoBol  pesuEI,
obxaTolf  AIIOMHHEEBBIM  KONNAYKOM C
KOHTPONEM [IEpBOTO BCKPBITHA M
{ITACTHKOBBIM JHCKOM HOBEPX AOMHEHEBOr0O
KOMIa4yKa.

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

I pumeuanue: [Iposyxr coorretcrayer Tpebopanuanm HIT Jaicmouesune: OJJOBPEHO

“I";;gpareci by / ITogrorosneno: Checked by / [Checked by (AQA)/ ||Approved by: Qaafity Assurance/Authorized person /

8x ITpoeepeso: Iposepero (AOK): ||OnoBpeno: Obecnienesne kxavecTra/ OTRETCTRENHOE IHIIO!
(e (o
/ /
Date / O ol Date/ . o u;DaEefr %20% Date / tLje3|z02€
Tara: \ U 3\ w Iara Y =4 B/2.0 Hara: M@ Hafﬁ‘;m

Administrative Office : “ Engineering Cenfre’, 6th Floar, 8, Matthew Road, Opera House, Mumbal - 400004, INDIA.
Tel: +91 22 4056 0560= Fax : +81 22 4056 0555 « Email © bdrpharma@vsnl.net e www.bdrpharma.com
Registered Office : 467/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 54/1/1, 54/1/2, 5112, 5211, 52121, B2/2/2, 52/2{2(F)},
5214, 5215, 5311, 83/2, 53/3, 54/1, 34/2. Post Tajpura, Village vanset, Taluka Halol, Disrtrict Panchmahal, Gujarat - 389350,

Tel. : 02676 - 230220

CIN Neo. : U24230MH2002PTC 137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Hponyier: Texcapea® (Tenoxcuxan) nuobwinaaT UIS IPUIOTOBIEHHS PACTROPA /Uil MEBEKUHH, 20 Mr

Market/ Prinok : Russia / Pocens

Batch No. / . Batch Quantity / . 9561G vials /

Cepas Ne P BI250271A Paimep cepun " 95610duakonon
Analytical Repourt Neo./ : QC/FP/25/00790 Date of Analysis / : (24012/2025)
ARaanTEveckuii oraer Np Jarta ananuia

Date of Manufacture / : (11/2025) Date of Expiry / : (10/2028)

JaTa BpoHIBOACTRA Tonen xo

Mfg. License Ne. /

Npoussoncreennas : G/28/1828 MA number: / Homep PV : JHI-Ne{012106)-(FT-RL)
Juuensns Ne

Analysis performed according fo ND No: / Ananns npoBegen no HJI Ne: JITE-Ne(012106)-(PT-RU)-141025
Artworks approved: / Maxers! ynakosku yrsepxzensi: 14,10,2025 L
PIL approved: / HMII yreepssaena: 14.10.2025

& - Page 8 0f 12/ Crp. 8 w3 12
16 | Shelf-life (storage period)/ |3 years/3roma = e
Cpox rognocrs {cpox ER RS
XpaHeHHH)

® Note. / * Hpumeuanue, i
Analytical procedures according to the carrent Rus Ph. are used for the product quaisty comrol in the Russian chcraxlon The manufacturer uses the

current Ph. Eur. procedures for release quality control at the manufacturing site. / AsansTevecise MeTomEk: no I'd PO AEHCTBYIORIErO WifaHus
IPHMEHIIOTCA AR KOHTPORS KAYeCTBa Npenapara Ha TeppaTopus Poccniickol ©eneparmy. [LiR BEIDYCKAIOLIErD KOHTPO/IA KBYECESE HA NPOH3ROACTES
npomnonwream HCQUE3YET METORHKH 10 Egsponeiicxoit Cbapmaxonee HeHcrayromero mxa}ma gy L o

— T
Remarks : The Product confirms to ND/ Conclusion : APPROVED/
TIpusmeusanue: Iponykr coorsercreyer tpefosarmam B Jaxcmwovenne: OJJOBPEHQ
Prepared by / Ifonrorosneno:; {[Checked by / Checked by (AQA) / l Approved by: Quality Assurance/Authorized person /
, Lyu Lo TIposepeHo: Iposepeno (AOK):  JiOro6peso: OBecnedenne kauectsa/OTRETCTREHHOE JHLO!
=" ei @ O
/
Date / Date / Date7 . (chlé Date / ieianinoré
Hata: A 7’{8 B\W vé Hara: ! QJ 0.5} 2e2¢ ,EI&Ta MB{S\ ,ZI&Ta:

Administrative Office : “ Engineering Cenire”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA,
Tel : 481 22 4056 0560+ Fax : +81 22 40566 0555 « Email : bdrpharma@vsnl.net e www.bdrpharma.com
Registerad Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.

Works / Plant : BDR Pharmaceuticals International Pvt. Ltd., Survey No. 51/1/1, 511112, 51/2, 82/1, 52/2/1, 52/212, 5212/12(P),
5214, 52/5, 53/1, 5312, 53/3, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disririct Panchmahal, Gujarat - 388350.
Tel. : 02676 - 230220
CIN No. : U24230MH2002PTC137329




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after recoastitution, 20 mg
Hpoxyxt: Texcapen® (Tenokouxanm) nuodumasar ams HPHIOTOBJECHHA PACTBOPA Ui HEREKIREE, 20 Mr

Market / Prinok : Russia / Poccus

Batch No, / . Batch Quantity / . 95610 vials /

Cepus Ne P BL250271A Passep cepun * 9561 0duakoron
Analytical Report No. / . Date of Analysis / .

AHAIHTHEYeCKMH oTHeT Ne * QC/FP/25/00790 Jara anannia P (24/12/2025)

Date of Manufacture / . Date of Expiry / )

Jara npossoneraa : (11/2025) Tozen 1o : (10/2028)

Mfg. License No./

Iipox3sopcreennan : (3/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PT-RU)
AHaeH3ng Ne

Analysis performed according to ND No: / Asanns nposexes no H{ Ne: JHITE-Ne(012106)-(PT-RU)-141025
Artworks approved: / Makernl ynaxoeky yreepaxaensi: 14.10.2025
PIL approved: / HMIT yrsepuaena: 14.10.2025 e

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 ¢dnaxona ¢ npenaparom # 3
aMIynsl ¢
MOMEIIAIOT B - KACCeTy
HOJMBHHHIXAOPHAA. - ‘1 - xaccety
BMECTE ¢ HHCTpyKuued

KapTOHHYIO.

PaCTBOpHTENEM
M3,

1o
TIPEMEHEHHIO IIOMCILAIOT B MauKy

L -iffége90f12/CTp.9u3I2
TESTS / THOKA3ATEJIH -‘RE_SULTS / 'PE3YJII»TATL§ sl UL SPECIFICATIONS / HOPMBL
Package description / } Secondary package / Bmopuunas | Secondary package / Bmopwirias ynarosxa
Cuncanrne YOaKOBKH 1 ynaxosxa | 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 2 polyviny! chloride cassette.

1 cassette and patient information leaflet in a
cartonpack./

Ilo 3 cdnakona ¢ mpemaparoM H 3 aMnyis: ¢
PACTBODHTENEM I[IOMEINAIOT B KACCeTy U3
NONHBHHHIXIOpEAA. 1 KacceTy BMecte ¢
MHCTpYKUHeH 110 NPHMEHEHHIO NOMEWAT B
TIAYKY KAPTOHKYIO.

Ilo 5 ¢naxoros ¢ mperapatoM # 5 ammyn c
PACTBODHTENEM HOMELIAOT B KACCETY U3
NOIMBHHMIXNOpHAZ. 1 KacceTy BMecTe ©
BHCTPYKLEEH [0 HPHMEHEHHIO IOMEIIAloT &

0a¥Ky KapToHHYIO.

Remarks : The Product confirms to ND/
prmenanue: [TponyxT cooteercTayer Tpeboparmmm HJJ

onclusion ~:mi‘A“i’P‘RC)VED /

o

armiouenne: OROBPEHO

Prepared by / Hogrotosneno: 1{Checked by / Checked by (AQA)/ ||Approved by: Qaality%surancemuthorized person /
P
u&" b [Iposepeno: Ipose (AOK): HlOpoGpeno: Obecnietense kayecTna/OTBETCTRENHOE IHLO:
(1 G D5
| T— / - 2 ‘=/
li}ate/ Date / Date W Date / i2ledlzens
Ilara: 1y ?/{ 03 1 w26 Hara: 12/03/2824 Hara:\ﬂ%g Hara:

Administrative Office : " Engineering Cenire®, 6th Floor, 8, Matthew Road, Opera House, Murnbal - 400004, INDIA,
Tel . +91 22 4056 0560 Fax : +91 22 4056 0555 « Emall : bdrpharma@vsnl.net e www.bdrpharma.com
Registered Cffice : 407/408, Sharda Chembers, New Marire Lines, Mumbai - 400020, INDIA.
Works / Plant ; BOR Pharmaceuticals Infernational Pvt. Ltd., Survey No. 51171, B1/1/2, 51/2, 52/1, 521211, 52f2/2. S521212(P),
B2/4, 5275, 5311, 53/2, 5313, 54/1, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disrtrict Panchmahal, Gujarat - 388350,

Tef. : 02676 - 230220

CIN No. : U24230MH2002PTC137328




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) fyophilized powder for solution for injection after reconstitution, 20 mg
Hponyxr: Texcapea® (TeHoKcHKaM) NHOPHIHIAT [l NIPKIOTOBIEHNS pacTsopa Iy HHBeKiu, 20 Mr

Market / Prinox : Russia / Poccus

Batch No. / . Batck Quantity / . 95610 vials /

Cepun Ne : BI230271A Pasmep cepun ° 95610dnakonon
Anslytical Report No. / : QCYEP/25/00790 Date of Analysis / : (24/122025)
AnaiATH%eCKKH oTier Ne Hara aganwia

Date of Manufacture / L (11/2025) Date of Expiry / : (10/2028)

JIaTa npoM3BeACTRE Fonen o

Mfg, License No. /

Ypousponcreennan 1 G/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PT-RU)
aHIger3ng Ne

PIL spproved: / HMH yreepxnena; §

Analysis performed according to ND No: / Ananus uposeser mo HJI Ne:
Artworks approved: / Maxers: ynaxosks yreepsnens:: 14,16, 2(}25

4.10.2025

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

 Page10of 12/ Crp. 10 s 12

 KIT/KOMILIEKT

TESTS / MOKA3ATEJAHM RESULTS/PE3YJII:TATLI - SPECIFICATIONS / HOPMbI
Labeling/ Mapxuponka Co_r_nplxes/ CooreercrayeT 3. See Section 1.3.2 :of Module 1 of registration

dossxer / B cooreercreum ¢ pasjenoM 1.3.2.
MOXYNA | PETHCTPALHOHHOD Aogxe.

Storage / ¥cnopus xpaHerns

For confipuration with 3 filled vials and 3 amggules with a solvent in a cassette:

In the original packaging (3 vials with medical product and 3 ampoules w1th soivent in the

carton), at temperature below 25 °C.

/

llux ynaxosm o 3 tmaxona ¢ ngengpa‘rom K 3 AMITYIIEI C gac’rsonn’reﬂem B KBCCETE:

B opnmnaﬁmoﬁ YTaKOBKe {RAKOHE ¢ npenapazom H aMIyNB! ¢ PACTBOPUTENIEM B NIAMKE)

npH TeMneparype He Beie 25 °C.

Kit shelf-life (storage period) /
Cpok roasocts {(¢pox
LPAHEHHT) KOMIIEKTA

The kit shelf-life is determined by the shelf hfe of the medical product for human use - 3
years. / Cpox rOXHOCTH KOMIUTEKTA OHPEAENAETCH CPOKOM FOAHOCTH JIEKAPCTEEHHOrO
TIpETIapaTa Jif MEQHIKMHCKOIO NIPHMEREHHS ~ 3 rojia.

API name / Hanmenosanue ADC:

Tenoxicam / TenoxcHkam

l Remarks : The Product confirms to ND/
Hpﬂmeqaﬁne IIpoxyKT cOOTBETCTRYET 'rpeGOBaHaﬁM HX

INN/ MHH: Tenoxicam / TeHokcHkaM
APY manufacturer batck number / 92044624
Homep cepun npomapoaatens AGC:

Conciusioﬁ APPROVED/

3axmouenne: QJJOBPEHO

ATt

Prepared by / Iogrorosneno: }{Checked by / [Checked by (AQA}/
TIporepeno: [iposeperp (AOK): {Onobpeno: Ofecriedenne kayectsa/OTSETCTREHHOE JIHUO,

o

Approved by: Quality Assurance/Authorized person /

A4S

_ Hata:

Date/ - Date / Dat
e \\?,w%\?;@&é fl-{:m 1203 202 € Ilar:x\q)l }“’%]

Date / t2-]o3la02é
Hara:

Administrative Office | ° Engineering Centre”, 6th Floor, 8, Matthew Road, Opera House, Mumbai - 400004, INDIA.
Tel : +81 22 4056 0560+ Fax | +91 22 4056 0555 « Emali : bdrpharma@vsnl.net » www. hdrpharma,.com
Registered Office : 407/408, Sharda Chembers, New Marine Lines, Mumbai - 400020, INDIA.
Works / Plant : BDR Pharmaceuticals international Pvt. Lid., Survey No. 5U/1/1, 51/1/2, 51/2, 52/1, 52/2/1, 52/2/2, 52/12/2(),
52/4, 5215, 5311, 53/2, 5313, 5411, 54/2. Post Tajpura, Village vanseti, Taluka Halol, Disririct Panchmahal, Gujarat - 389350.

Tel. : 02676 - 230220

CIN No. : U24230MH2002PTC 137329




