BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Texared® (Tenoxicam) lyophilized
Mpoayxr: Texcapea® (Teuokchkan) nuodsm

powder for solution for injection after reconstitution, 20 mg
4T 448 NIPHIOTOBACHHA PACTBOPA O WHBEeKLLHiT, 20 Mr

Market / Poinok

JIHUeH3HA No

: Russia / Poceousa
Batch No. / . Batch Quantity / . 97437 vials/
Cepua No il Pasmep cepun " 97437 (hraxonos
Analytical Repourt No. / : QC/FP/26/00296 Date of Analysis / : (23/05/2026)
ABaJHTHYECKIIT oT4YeT No Jata aHaanza
Date of Manufacture /  (04/2026) Date of Expiry / . (03/2029)
[ara npoussoacrea Toxen xo
Mfg. License No. /
IpousBoacreennas : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI-RU)

Analysis performed according to ND No: / Anaans nposeaed no HA Ne: JITI-Ne(012106)-(PI-RU)-141025
Artworks approved: / Makere! ynakoBkn yreepxkaensr: 14.10.2025
PIL approved: / MMH yrsepxaena: 14.10.2025

Page 1 of 12/ Crp. 1 u3 12

Ne Test / IToxazarens Result / Pe3yapTaThi Specification / Hopma

1 | Description / Onucanne Yellow lyophilized powder. /|Yellow to greenish lyophilized -powder. /
JluodunmsuposaHHsit  nmopotwmok! JIHODUAN3UPOBAHHEI TOPOLIOK JKENTOro ¢
XKENTOro 1BeTAa. 3eJIEHOBATHIM OTTEHKOM LIBETA.

2 (Identification / Hpentuduxanus

Tenoxicam / Tenokcuxam
HPLC / BXX

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
YAepKUBaHUs MHKA TEHOKCHKAMA Ha

XpomarorpaMme

HCOBITYEMOrO

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)). / Bpemsa ynepxnBanus
MMKa TEHOKCHKaMa Ha  XpoMaTorpamme

HCIBITYEMOro pactBopa JOIDKHO
COOTBETCTBOBATE BPEMEHH YACPKMBAHHSA MHKA
TEHOKCHKaMa Ha xpomaTorpamme
CTaHHapTHOoro pacteopa (cM. «[IpuMecu»,
onpeJeNeHne eMHUYHBIX IPHMECEH U CyMMEI
npumeceit (254 um)).

pacTBOpa COOTBETCTBYET BpPEMEHH
YAEPKUBAHHUS UK TEHOKCHKAMA Ha
XpoMarorpamme CTaH/[apTHOIO
pacTBopa.

Remarks : The Product confirs to ND/ Conclusion : APPROVED /
Hpustevanne: [poaykr cooTBeTcTBYeT Tpedosaniim HJJ 3arnwuenne: OJJOGPEHO - .
Prepared by / HOA‘IFOTOB_H.C_HOZ 'Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
u*u llposepeno (AQK): Onobpeno: Obecnencuie kauecrsa OTBOTC IBEHHCE AHLIO
o S o T » ’?’i{_ﬁ - o — i
| / £ Yo et A A "
Dater splostiedt Date/ Nostoent [T o sl g 0e




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

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

Hpoayxr: Texcapen® (Tenokenkas) muodmansar qs NPHIOTORICHHA PACTBOPA A HHBEKUHIT, 20 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 97437 vials /

Cepusa Ne ¢ BI260097A Pasmep cepun " 97437 dnaxoHos
Analytical Repovrt No./ : QC/FP/26/00296 Dat.e of Analysis / : (23/05/2026)
|AHaauTHYecKnii oTuet No Hara ananuza

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

ata npouasogersa I'oaen po

Mfg. License No. /

IlponssoacTeennasn : G/28/1828 MA number: / Homep PY : JIII-No(012106)-(PT-RU)
JHueHzua Ne

Artworks approved:

Analysis performed according to ND No: / Ananausz npoeeaen no HJI Ne:

/ MakeTbi ynakoBku YTBepakaennr: 14.10.2025

PIL approved: / UMII Yreepauena: 14.10.2025

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

Page2 of 12/ C1p. 2 u3 12

I Tenoxicam / Tenoxcuram

J [ UV spectrophotometry / V-
|enexmpogomomempus

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 257.64
nm, 285.48 nm and 369.11 nm. / Y-
CICKTD MOIJIOWIEHUS UCIIBITYEMOrO
PacTBOpa, TMPUTOTOBNEHHOrO JUis
KONIHYECTBEHHOTO OMpeseNe s, B
o0nactu ot 230 HM 10 400 HM UMeeT
MAaKCUMYMBI [pH JNHHAX BOJH
257,64 uM, 285,48 uMm u 369,11 umM.

' IPUTOTOBAEHHOr 0

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). / Y®-cnexp
NOrJIoMmel s HCIBITYEMOI U pacTBopa,
U1 KONHYECTBEHHOro
onpeneneHus, B obnactu or 230 M 10 400 HM
JOJBKER UMETh MaKCUMYMbl TIPH JJUHAX BOIH
257 £ 2 HM, 285 + 2 HM u 368 + 2 um (cm.
«Komnuecteennoe ofpefeneHue
TEHOKCHKaMay ).

Remarks : The Product confirms to ND/

lipumeuanne: [Mpouyir cooreercTByeT TpeboBanHam HJI

1 Conclusion : APPROVED /
’ 3axmouenie: OMOBPEHO

Prepared by / Toarorosneto:
L

|[Checked by 7

Checked by (;—\QA)T“.-\;\;}!'-

wed by: Quality Assurance/ Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
IMpoayrT: Texcapen® (Tenokeukasm) auodumusar ana [IPHIOTOBJACHHA PACTBOPA [UTA HiHbEKLIMI, 20 Mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / 97437 vials /
Cepust N i Paisep cepun " 97437 dnakouos
Analytical R : i

nalytica epourt No./ : QC/FP/26/00296 Date of Analysis / © (23/05/2026)
AHaJluTHYeCKHIT oT4yeT No Hata anannza
D -

ate of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
Jata npoussoacrea Tozen go
Mfg. License No. /
IIpoussoacTBennan : G/28/1828 MA number: / Homep PY : JHI-Ne(012106)-(PT-RU)
JHensnsg Ne

Analysis performed according to ND No: / Ananus nposeaeH o HI Ne: JITI-Ne
Artworks approved: / Makerni YNAaKoBKH yTBep:xaeunl: 14.10.2025
PIL approved: / HMII yreepaaena: 14.10.2025

(012106)-(PT-RU)-141025

Page3 of 12/ Ctp. 3 u3 12

Sodium metabisulfite /
Hampus memabucynspum

HPLC /BI)XX

The retention
metabisulfite peak in the test solution
chromatogram corresponds to the
retention time of  sodium
metabisulfite peak in the standard
solution chromatogram. / Bpems

YACPAMBAH UM (1KY HaTpus
MmeTabucynbbura Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYET BpEMEHU
YAep#KHBaHM MHKa HaTpus
MeTabucynbura Ha
XpOoMaTorpamMmme CTaHRAPTHOTO
pacTseopa.

time of sodium

The retention time of sodium metabisulfite peak
in the test solution chromatogram should
correspond to the retention time of sodium
metabisulfite peak in the standard solution
chromatogram (see Sodium Metabisulfite
Assay). / BpeMs ynepkuBaHHs MMKa HaTpus
MeTabucyabpuTa Ha XpoMaTorpamMme
HCTIBITYEMOro pacTBopa JOIDKHO
COOTBETCTBOBAThL BPEMEHH YAEPXKHUBAHUS IHKA
HaTpus Mertabucynedurta Ha Xpomarorpamme

CTaHAapTHOro pacTBopa (cm.
«KonuuectseHHoe  ompemenenne  HATpHs
MmeTtabucynbduran).

3 | Dissolution time / Bpems
pacTBOpeHus

33 seconds / 33 cexynn

Not more than 60 seconds. / He 6onee 60
CEKYHJA.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykr cooteetcTryer TpeGosannanm HJT

Conclusion : APPROVED /
3awkmouenue: QJOBPEHO

|

Preparad by / HOHFOTOBII@HO'jIChéCked by /

Checked by (AQA) /
[IpoBepeno (AOK):

Approved by: Quality Assurance’ Authorized person
Onobpere: Obecnetense xatectsa, OTBETCTBEHHOE THLO: |
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Texared® (Tenoxicam
poaysr: Texcapen® (Texoxen

) lyophilized powder for solution for injection after reconstitution, 20 mg

KaM) AHODHANIAT ANs NPHIrOTOBNEHNIA pacTeopa Aa MHbexuMii, 20 Mr

AnueH3Hs Ne

Market / Poinok : Russia / Poccus
Batch No. / ] Batch Quantity / . 97437 vials /
Cepus Ne  BIPLIEE Pasmep cepun " 97437 (nakonos
Iyti L i
Analytical Repourt No./ : QC/FP/26/00296 Date of Analysis / : (23/05/2026)
AHanuTHYeCKHIi oTyeT No Hata ananuza
Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
Hata npoussoacrea I'ogen 1o
Mfg. License No. / |
IIpoussoacTenHas : G/28/1828 MA number: / Homep PY : JII-Ne(012106)-(PF-RU)

Artworks approved:

Analysis performed according to ND No: / Anannsz npoeegeH no H
/ MaxkeTsl ynakoBku yreepacaensr: 14.10.2025
PIL approved: / UMII yreepaaena: 14.10.2025

A Ne: JIII-Ne(012106)-(PT-RU)-141025

Page 4 of 12/ Ctp. 4 u3 12

4 | Appearance of reconstituted | The product dissolves completely | The product should be dissolved completely
solution / Onncanne without of undissolved particles and | without of undissolved particles and visible
BOCCTAHOBJIEHHOT O visible particulate matter, A clear particulate matter. A clear greenish-yellow
pacTBOpa yellow solution is formed. /|solution is formed. / Ilpenapat momxen

IMpenapar PaCTBOPSACTCS | PaCTBOPATECS MHOJHOCTBIO C  OTCYTCTBHEM
HONHOCTBIO c OTCYTCTBUEM | HEDACTBOPEHHBIX YACTHL, 6€3 BHAUMBIX
HCpACTBOPEHHBIX  yacTull,  Ge3 | MExaHMYecKMX  BKmoOueHui. OG6pasyercs
BHIUMbIX MEXaHW4ECKHX | MPO3payHblii  3eNeHOBATO-KENTOrO  L[BETA
BKJTFOYEHHIA, Obpasyercs | pacTsop.

NPO3payHbIi XENTLIH pacTBOp.

5 | Solution clarity* / The product solution is clear. /7 The product solution should be clear. / PactBop
IIpospaynocTts pacreopa* Pacrteop npenapara npospaunsiii. npemnaparta JoJpKked GhITh IPO3padHbIM.

6 | Solution color* / lsernocts | 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 GY. / Crenens okpacku | GY,. / CTenens OKDAaCKH pacTBOpa npenapaTa
pacTsopa npenapara He NPEBLINAST | He JOJDKHA MPEBHIIATh 5TanoH GY).
stanod GY.

7 | pH* / pH pactBopa* 9.219/9,219 7.5t010.0./01 7,5 g0 10,0.

8 | Particulate matter* / Mexaunueckne BKTI09eH s *

Remarks : The Product confirms to ND/
ITpumeuanune: INpoayxt cootsercrayer Tpe6oBanmnaM HJ|

Conclusion : APPROVED /
3axnouenne: OJIOBPEHO

||Prepared by / MoaroTtosagHo; ”(“hc;!\cd by /

F(Z‘h-:-:k-:-..i by (AQA) / || Approved by: Quality Assurance/Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIN3A

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

PIL approved: / UMII yreep:xaena: 14.10.2025

Hponykr: Tekcapen® (Texokeukam) AHO(HITHIAT MUTA NPHIOTOBNEHHS PACTBOPA AAS UHBEKUMIA, 20 Mr
Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / . 97437 vials /

Cepusi Ne A Paamep cepun " 97437 thnaxoHos
Analytical Repovrt No./ : QC/FP/26/00296 Date of Analysis / : (23/05/2026)
AHAJIHTHYECKHIT 0T4eT N2 Jara ananuza

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

[Jarta npoussoacrea Toxen ao

Mifg. License No. /

Ilpon3BoacTBennas : G/28/1828 MA number: / Homep PY : JIM-Ne(012106)-(PT-RU)
JiHueH3IHa Ne

Analysis performed according to ND No: / Anaans nposeaen no HJI Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTnI YNaKOBKH yTBep:kaeHbl: 14.10.2025 J

Page 5 of 12/ Crp. S n3 12

Visible particles / Buoumere wacmuyer

Complies / CootsercTByer

According to requirements. / B
COOTBETCTBHH ¢ TPeGOBAHHAMHUL.

Subvisible particles: / Hesudumwie
vacmuyel:

72.13 vial/ 72,13 ¢umaxon

Particles > 10 um: not more than
6,000 per vial; / Yactun pasmepom
> 10 MkM ROMKHO 6BITE He Gosee
6000 Ha ¢utaxour;

0.27 vial / 0,27 dmakon

Particles > 25 pm: not more than 600
per wvial. / Yactun pasmepom
> 25MKM J0JoKHO 6BITh He Gonee 600
Ha (IaKoH.

9 | Related Substances / IIpumecn

2-aminopyridine /
2-aMHHONMUPUIHH

0.00% /0,00%

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

Individual unidentified Not more than 0.5 % / He 6osee 0,5 %
impurity / Enunnunas | Below BDL (BDL=0.01 %) / Huxe

HeuAeHTHOUIHPOBaHHAS nopora perucrpauuy (ITP = 0,01 %)

NpUMeCh

Total impurities /
CymMa npumeceit

0.00% /0,00%

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

Remarks : The Product confirms to ND/

ITpumeuanne: [Tponysr cootsercTayer TpeboBanuaM HJJ

Conclusion : APPROVED / |
3awnoyenne: OJOBPEHO

Prepared by / IMoarotosneno:  ||Checked by /
- [Mposepene:

" |[Checked by (AQA)
[Tposepeto (AOK):

Approved by: Quality Assurance/Authorized person
Onodpeno: OGecra:g::-mg KxauecTBa/OTBETCTBEHHOE AHLIO
(Baukan |
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

|Product : Texared® (Tenoxicam) yophilized powder for solution for injection after reconstitution, 20 mg |
Hpoaykr: Texcapea® (TeHokcHkanm) AHO(DHIH3AT IUIA IPHIOTOBACHHA PACTEOPA I1S HHBEKUME, 20 Mr |
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 97437 vials /
Cepus Ne AL Pa3mep cepun " 97437 dnaxonos
Analyti b i

nalytical Repo“rt No./ : QC/FP/26/00296 Date of Analysis / : (23/05/2026)
AHanHTHYECKMI 0TYeT No Mara ananusa
Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
Jlarta npoussoacrea Toaen go
Mfg. License No. /
IIpoussoncreennas : G/28/1828 MA number: / Homep PY : JUI-Neo(012106)-(PT-RU)
aunenzus No
Analysis performed according to ND No: / Anaaus nposeaex mo HJ[ Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MaxeTs! ynakosku yTBepx#aeunl: 14,10.2025 I

PIL approved: / HMII yrsepxaena: 14.10.2025

Page 6 of 12/ Ctp. 6 u3 12

10 | Uniformity of dosage units* /
OnHopoanoctn

MO3MPOBAHHBIX eJHHHI*

3.40/3,40

Acceptance value (AV) should not be more
than 15.0. / ITokazarens npuemaemMoctu (AV)
domxeH ObITh He Gouee 15,0.

11 | Water* / Conepxanne

. 1.03 %/ 1,03 %
BOALI

Not more than 3.0 %. / He 6osee 3,0 %.

12 | Bacterial endotoxins* /

Less than 1 EU/mg /

Not more than 1 EU/mg of tenoxicam. / He
6onee 1 ED/Mr TeHokcukama,

chexmpogomomempuyeckui

Bakrepuansusie Metiee 1 E3/mr
HAOTOKCHHBI*
ihitv* * 4
13 | Sterility* / CrepaabHocTs Sterile / Crepurten Should be sterile. / JJo/mxeH 6bITh
CTEPUIIBHBIM.
14 | Assay / KonuuecTBeHHOE onpesenenue
Tenoxicam / Tenokcuxan 1900% to 110.0% of CiHNO4S;
g (tenoxicam) of label claim. / Ot 90,0 % 10
Qe 101.6%/101,6 % 110,0% CisHiN3O4S; (temokcukam) ot

HOMHHANBHOTO COZICPXKAHUsI.

Remarks : m—Product confirms to ND/
IIpupeuanne: [Mpoayxr cootsercrayer TpeGoranusam HI -

Conclusion : APPROVED /
3akmoyenne: OJJIOFPEHO

Prepared by / INoarotosacto: ||Checked by / !!rl._'f:ecked by (AQA) /

Approved by: Quality Assurance/Authorized person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Tpoaykr: Texcapen® (Tenokcukam) NMObUNU3AT LA PHIOTOBASHUS PACTBOPA A1 MHBEKLMH, 20 Mr
Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 97437 vials/
Cepus Ne JREZCAT T Pa3mep cepuH ' 97437 ¢nakoHoB
Analytical Repovrt No. / : QC/FP/26/00296 Date of Analysis / : (23/05/2026)
AHaJUTHYECKRI oTueT N2 JlaTa aHanu3a

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

JlaTa npoH3BOACTBA T'onen po

Mfg. License No. /

IIpouzBoacTBEHHAS : G/28/1828 MA number: / Homep PY : JIII-Ne(012106)-(PI'-RU)
JIMIeH3Hs Ne

Analysis performed according to ND No: / Anaau3 nposegen o H/I Ne: JITI-Ne(012106)-(PT'-RU)-141025
Artworks approved: / Makersl ynakoBkH yTBep:aenni: 14.10.2025

PIL approved: / AMII yrBep:aeHa: 14.10.2025

Page 7 of 12/ Crp. T3 12

Sodium metabisulfite /
Hampun memaducynspum

HPLC/BOKX

102.0 %/ 102,0 %

85.0 % to 110.0 % of Sodium metabisulfite of
the label claim. / Or 85,0% mo 110,0%
HaTpHA MeTabuCyNIb()HTA OT HOMUHATLHOIO
COACPXKAHHUA,

15 | Package description / Onucan

A€ YIAKOBKH

Primary package / I[lepeuunasn
YRAaxKoexa

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. / [Io 20 mr TeHokcHKama BO
(axoH 13 6eCLIBETHOrO CTEKNA THI
I, ykymopeHHbBIi npoOKkod M3
OpoMOyTunoBoif pesHHEl, 00xaTol
AMOMHHHEBBIM  KOJMAuYKOM  ©
KOHTPOJIEM MEPBOTO BCKPBITHS H

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. / ITo
20 Mr TeHOKCHKama BO (IakoH M3
OecLUBETHOr0 CTEKIa THI I, YKyNOpEHHbIH
npobkofi u3  OpoMOyTMNOBOH  pE3MHEL,
ofxaTolf  AJFOMHHWEBEIM  KOJNNAuKOM €
KOHTpOJIEM IepBOTO BCKPHITHA "
IIACTHKOBEIM JIHCKOM MTOBEPX ATIOMHHHEBOrO
KOJIITauKa.

MJIAaCTUKOBBIM JAUCKOM MMOBEPX
, | aJ'[l(.)MI{HI/IeBOFO KOJInavka.
{[Remarks : The Product confirms to ND/ Conclusion : APPROVED / l
Ipumeuanue: [Tpomykr cooteercrayet Tpedosannam HI [3axaioueHne: O,LLOBPEHO _l
\Prepared by / ITonrotosaewo: ||[Checked by / Checked by (AQA)/ IAppro» ed by: Quallty Assurance/Authorlzed person |
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DD BDR PHARMACEUTICALS INTERNATIONAL PVT, LTD.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[Ipoaykr: Texcapea® (Tenokcukam) 140HIN3AT M1 NPUTOTOBNEHHMA PACTBOPA LTS HHBEKLMI, 20 Mr

Market / Poinok

: Russia / Poccus

Batch No. / ; Batch Quantity / . 97437 vials /
Cepus Ne 2L Pazmep cepun " 97437 dhnakoHOB
Analytical Repovrt No./ : QC/FP/26/00296 Date of Analysis / . (23/05/2026)
AHaJiMuTHYeCKHMIT 0T4eT No Jarta ananuza

Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)

Hata npousBoacrsa Togen no

Mfg. License No. /
TIpousBoacTBenuas
JHuen3us Ne

: G/28/1828

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

Artworks approved: / Makers! ynaxkoBkH yTeepaaennl: 14.10.2025
PIL approved: / HMII yrBepxaena: 14.10.2025

Analysis performed according to ND No: / Ananus nposeaen no HJI Ne; JITI-Ne(012106)-(PI'-RU)-141025

Page 8§ of 12/ Ctp. 8 m3 12

16 3 years /3 roga

Shelf-life (storage period) /
Cpoxk roagHocTH (cpok

XpaHeHHus)

* Note. / * Ilpumeuanue.

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. Eur. procedures for release quality control at the manufacturing site. / Ananutnueckue Metoauky no I'd Pd pelicreyiomero usnanus
TPUMEHAIOTCA U1 KOHTPOJIA Ka4eCTha Tpenapara Ha TeppHTopuu Poccuiickoil ®epepanuu, [ BBITYCKaOUIErO KOHTPOJA KaueCTRBa Ha MPOM3BOACTBE
[POM3BOAMTEND HCNOAL3YET METOAMKY Mo EBporneiickoli (Papmakonee ASHCTBYIOWEro U3MAHHS.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr cooTBercTByeT TpeGosannam HJ|

Conclusion :
3axmouenue: OJOBPEHO |

APPROVED/

[Cl:u:ked by (AQA) /

Prepared by / [ToaroToieHo |lchecked by /
I [poapg Ho (AOK):

. ‘ll ipoBe ;‘LHf‘”

Approved by: Quality Assurance/Authorized person / l

Onobpeno: Obecneus IE.IL Ka

qeCT s OTBETCTBEHHOE JHUO ‘
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BDR PHARMACEUTICALS INTVERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoayxt: Tekcapen® (Tenokcuxam) THO(GUAN3AT 44 NPUIOTOBACHHA PacTBOpA A4 uHbekLui, 20 Mr

Market / Peinok : Russia / Poccus
Batch No./ ) Batch Quantity / . 97437 vials /
Cepun Ne g Pazmep cepHit * 97437 dnakoHos
Analyti . i

nalytical Repovrt No./ ) . QC/FP/26/00296 Date of Analysis / . (23/05/2026)
AHAIHTHYECKHHA 0TueT N2 Jata aHanIH3a
Date of Manufacture / : (04/2026) Date of Expiry / : (03/2029)
JlaTa npoH3BOACTBA I'oaen oo
Mfg. License No. /
IIpousBoacTBeHHAS : G/28/1828 MA number: / Homep PY : JITI-Ne(012106)-(PI-RU)
anmensua Ne .

PIL approved: / UMII yTeep#aena; 14.10.2025

Analysis performed according to ND No: / Anann3 nposeaed no HJL
Artworks approved: / MaxeTbl yNakoBKH yTBEpAKAEHbL: 14.10.2025

Ne: JITI-Ne(012106)-(PL-RU)-141025

Page90f12/Crp. 9 u312

polyvinyl

aMImyJisl
[OMeIIAoT
BMECTE  C

KapTOHHYIO.

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

Tlo 3 ¢uakoHa ¢ mpemapatoM u 3

Cc

NOJIMBHHHIXJI0pHAA.

IPUMEHEHHIO IOMELAOT B NavKy

cassette. 1

PaCTBOPHTENEM
Kaccety M3
1 Kaccery
HHCTpYKLMel 1O

B

KIT / KOMIIIEKT
TESTS / HOKA3ATEJIHA RESULTS / PE3YJIBTATHI SPECIFICATIONS / HOPMBI
Package description 7| Secondary package / Bmopuunas | Secondary package / Bmopuunan Ynaxogxa
OnucaHne yNnaKOBKH vnaxogxda 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.

S vials with the medical product and 5 ampoules
with the solvent in a polyviny! chloride cassette.
1 cassette and patient information leaflet in a
carton pack. / _
Ilo 3 dnaxona ¢ mpenaparoM u 3 aMmoynsl C
pAacTBOpHTENEM MOMELLAIT B KAacceTy H3
MONMBHHMIXIOpMAA. | KacceTy BMeECTe C
MHCTpYKUMEH MO NPHMEHEHWIO MOMEWAIOT B
[ayKy KapTOHHYIO.

ITo 5 ¢naKoHOB C MpenapaToM H 5 ammyn ¢
pacTBOpMTEJEM MOMEWAOT B Kaccery W3
HONMBUMHWIXIOpUAA. | kaccery BMeCTe C
MHCTPYKUMEH MO NPUMEHEHHIO [OMEILAKT B
4Ky KapTOHHYH.

Remarks : The Product confirms to ND/

TTpumedanue: [1pOaYKT COOTBETCTBYET Tpedosanusam HI

-

Conclusion : APPROVED/
Zaxmovenne: OJQOBPEHO

|
|
|

— -
Prepared by / [ToArotosaeHo! Checked by / ”ﬁwcckcd by (AQA Approved by: Quality Assurance/Authorized person /
fa Lt A4 [Tposepero: = "ﬂpoaegeﬂo (AOK): ||Qactpeno: Oécct:cu%‘t e zci}'s:c‘-'z;.‘. OFeTeTRSHHOS JTHLDS
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RDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A

Product : Texared® (Tenoxicam) Iyophilized powder for solution for injection after reconstitution, 20 mg
[lpoayxT: Texcapen® (TeHoKCHKaM) AnoMUAHZAT AR (IPHIOTOB/ISHIA PACTBOPA A UHbeKLMIE, 20 Mr

Market / PoiHok : Russia / Poceust

Batch No. / ; Batch Quantity / . 97437 vials/
Cepust Ne R Pa3mep cepHH * 97437 dnakoHoB
Analytical Repovrt No./ . QC/FP/26/00296 Date of Analysis / . (23/05/2026)
AHanUTHYeCKHIl oTHeT N2 Hata ananusa

Date of Ma.nuf‘acture/ : (04/2026) Date of Expiry/ . (03/2029)

JlaTa npouM3BOACTEA Topen. 10

Mfg. License No. /
Ilpon3BoACTBEHHAS
qmuensua Ne

+ G/28/1828

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

PIL approved: / UMII yrsepisaena: 14.10.2025

Analysis performed according to ND No: / Anaiu3 npoBeicH no HJ, Ne: JIl'I-.N'e(O12106)-(PF—RU)-141025
Artworks approved: / MaxeTEl ynakoBKH yTBepHKACHbI: 14.10.2025

Page 10 of 12/ Ctp. 10 13 12

KIT / KOMILUIEKT
TESTS / HOKA3ATEJIH RESULTS / PE3YJIbTATDI SPECIFICATIONS / HOPMBI
Labeling/ MapkupoBKa Complies / CooTBETCTBYET See Section 1.3.2 of Module 1 of registration

dossier. / B COOTBETCTBHM C Ppa3neiioM 1.3.2,
MOMynA | perucTpaloOHHOro A0Che.

Storage / YcioBus XpaHeHHsI

For configuration with

[n the original packaging (
carton), at temperature below 25 R EC

J1ng ynakoBKH Mo 3 duiakoHa ¢ npenaparoM 1 3 ammy/ibl C PACTBOPHTENEM B Kaccere:

B opuriHanbHOl ynaKoBke (¢pnakoHsl ¢ MpenapaToM 1 amn
NpH TEMIEPATYPE HE BbILIE 25°C.

3 filled vials and 3 ampoules with a solvent in a cassette:

3 vials with medical product and 3 ampoules with solvent in the

yJIBbI C PACTBOPUTENEM B nayke)

Kit shelf-life (storage period) /
Cpox roHocTH (CpoK
XpaHeHHs) KOMIJIeKTa

The kit shelf-life is determined by the shelf-
years. / Cpok FOJIHOCTH KOMIUTEKTa ONPEaeILA
Npenapata 1S MEAMUHHCKOro MPUMEHEHHA — 3 roxa.

life of the medical product for human use - 3
eTcA CPOKOM FOJHOCTH JIEKapCTBEHHOTO

API name / Haumenosanue AQC:

Tenoxicam / TeHOKCHKaM

INN / MHH:

Tenoxicam / TeHOKCHKaM

API manufacturer batch number /
Hopiep cepuit NPOH3BOAHTES ADC:

92018125

|

Remarks : The Product confirms to ND/

Mpuseuanne: [IpoayKT COOTBETCTEYET tpebosanmam HI

Conclusion : APPROVED/
Jaarouenne: OJJOBPEHO

—‘|

Prepared by / TloaroTosieHa:

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

[
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaywr: Texcapen® (TeHokcHkam) nHOGHANZAT A% NPUrOTORJICHIA PACTBOPA INA uHBeKLMI, 20 MT

Market / Peinok : Russia/ Poccus
Batch No. / . Batch Quantity / . 97437 vials /
Cepus Ne ez Pasmep cepuut * 97437 nakoHOB
Analytical Repourt No. / . QC/FP/26/00296 Date of Analysis / . (23/05/2026)
AHaauTudecKuit oTuet Ne Harta aHanu3a
D -

ate of Manufacture / : (04/2026) Date of Expiry/ . (03/2029)
JlaTa npou3BOACTBA Toaen a0
Mig. License No./
[Ipou3BoacTBEeHHAS : G/28/1828 MA number: / Homep PV JITI-Ne(012106)-(PT-RU)
auuensua Ne

Analysis performed according to ND No: / Auauaus nposeaex no HJI Ne: JIT-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl yNaKOBKH yTBEpP#/IEHbI: 14.10.2025
PIL approved: / HMII yTBepaaena: 14.10.2025

Page 11 0f 12/ Crp. 11 u3 12

npouszpsonuTens I'JID:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHUUH

B250004300

API Manufactured by & country /
IIpouzsoputens A@C, cTpana:

Edmond Pharma S.r.1., Italy /
Inmona Papma C.p.i., Mranus

Release site /

JIMIeH3HH MJIOIIANKH,
OCYILeCTRIsIOLeH

KkadectBa/eoinyck JID

Name, addiess, authorization No for
FP manufacturing site / Control site /.

HauMeHoBaHHe, aApec 1 HOMep

NpoH3BOACTEO/KOHTPOJIb

BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.,, India
SURVEY NUO.- 51/1/1, 51/1/2, 51/2, 52/1, S2/2/1, 527212, 521272 (P), §7/4,

TAJPURA, TALUKA — HALOL, DIST. PANCHMAHAL — 389 350, India

BIIP ®APMACBIOTHKAJIC WHTEPHEMIUEHE IBT. JITA,, Uuana
Cypseii 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, 5312, 53/3, 54/1, 54/2, 9T - Banuern Jlepesus, [TO-Tamxnypa, Tanyka
- Xanon, okpyr [Tanumaxan — 389 350, Muaus (nuuensus Ne G/28/1828)

52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT - VANSETI VILLAGE, PO -

(license No 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/l
the GMP requirements of the Eurasian Economic
to the medicinal quality and with the specific
Production, packaging and testing records are veri

Economic Union is established». /

abeling and quality control at the above mentioned site(s) in full compliance with
Union (No. GMP/EAEU/RU/00939-2023 dt. 21 July 2023) and requirements
ations in the Marketing Authorization dossier of the importing country.
fied and their compliance with Good Manufacturing Practice of the Eurasian

Remarks : The Product confirms to ND/
Tpumveuanue: [TpoayKT COOTBETCTBYET tpedosanusm HI

Conclusion : APPROVED/
Zaouesie: OJJOBPEHO

Prepared by / TToarotoseto: [Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
Ry ™ Mposepero’ - ||IIposepeno (AOK): [[Oa08pero Ofecneyenie KauecTsa OTBETCTBEHHOE AHLO!
N, N = Vg g - - F f
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

’Tﬂ)duct : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
Mpoaykr: Texcapea® (TenokcHram) MOHIH3AT [UTA NPUTOTOBJICHHA PAcTBOP? JUTA uHBekUmit, 20 Mr
Market / PuiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 97437 vials/
Cepun Ne ? B260097A Pa3mep cepHi * 97437 nakoHOB
Analytical Repovrt No./ . QC/FP/26/00296 Date of Analysis / . (23/05/2026)
AHaJuTAYeCKH 0TyeT No JaTa aHaan3a

Date of Manufacture / . (04/2026) Date of Expiry / . (03/2029)

JlaTa npou3BOACTBA Toaex a0

Mfg. License No./

Ipon3BoACTBEHHAS : (G/28/1828 MA number: / Homep PY : JIT1-Ne(012106)-(PT-RU)
JAUeH3Hs Ne

Analysis performed according to ND No: / Ananus nposesen no HJL Ne: JITI-Ne(012106)-(PT° -RU)-141025
Artworks approved: / MakeTbl yIaKOBKH yTBEPKACHBL: 14.10.2025

PIL approved: / AMII yreepiaeHa: 14.10.2025

Page 12 of 12/ C1p. 12 u3 12

3aKI0YeHHE 0 COOTBeTCTBHH: «HAacTOSIMM 5 IOATBEPAKARIO, 4TO MPHBE/ICHHA BbitIe HHGOpPMALIKA BIISETCA JOCTOBEPHOU
1 TOUHOM. DTa cepys NPOAYKLHH pou3BeaeHa (BIIIOMAs yIAKOBKY (MapKHPOBKY) U KOHTPOJIb KayecTBa) Ha BBILUEYKa3aHHON
IIPOU3BOACTBEHHON  MITOMIAAKE (mnoliankax) B MOJHOM COOTBETCTBHH C tpeGoBannamu  IIpaBun HajexanleH
TIPOKM3BOJCTBEHHOI MPAKTUKH EBpa3suiickoro 3KOHOMH4ECKOr0 C0i03a (Ne GMP/EAEU/RU/00939-2023 ot 21 uionst 2023) u
TpeGOBaHUAMM KOHTPOIS Ka{eCTBa JIEKAPCTBEHHbIX CPEACTB, 2 TAKOKE B COOTBETCTBUH CO CrieliMpUKauusiMi, COAePRAUMACA
B PerkCTPaLHOHHOM JIOChE CTPaHb-MMIIOPTEpa. 3aIycH TI0 IPOM3BOJICTBY, YIaKOBKe H aHANM3Y MPOBEPEHEL, 1 YCTAHOBJIEHO
X COOTBETCTBHE TpeGoBanusam [IpaBun HaeKaleH ITPOM3BO/ICTBEHHON MPaKTHKY EBpasufickoro 3K0HOMHHYECKOrO COt03ay.

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

Tpumeuanne: [TPOAYKT COOTBETCTBYCT tpebosanuam HJ Zaxmouenne: OJAOBPEHO

- —

Prepared by / TloaroTosieHo: “Checked by /! ‘ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
) -

AOK): Qaobpeno: Doecnighenie watecTa OTBETC TBEHHOS JTHUO!
I
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WABH | [posepeHo (

/N ;\M’ o | <P 7 Ay { :

(R o ! ST ‘j%.‘;// .
e = N S

IDate } , Date /. — UlDate 7 ate / - ;

oo e rl [P oo s B agfesfzent

~ATa taTar™” Alara: Jata: ~ |




QD BDR PHARMACEUTICALS INTERNATIONAL PVT.LTD.
CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
HaumenoBanue npenapara Boxa nasg uubekunii (pacreopurens)
Batch no. / Homep cepun ¢ BI260084

Amount of product per batch / Pazmep o 2050L

cepuu

Date of Control / lata ananuza : o 04/05/2026

Manufacturing date / Jata npoussogcrea  :  03/2026

Expiry date /Tata okonuanus cpoka ¢ 02/2031

TORHOCTH

Water for injections (solvent) / Boga nuist unbekumii (pacTBopuTEnD)

| TESTS/HOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATEI
Description / Onncanue Clear, colourless liquid without odor. / Clear, colourless liquid without
IMpospaynas OecupeTHas K 1aIKOCTH Ge3 odor. / Ilpospaunas 6ecrBerHas
3amaxa. l HKHAKOCTH Oe3 3amaxa.
Particulate matter / Mexaunueckue BkaI0OYeHHS
Visible particles / According to requirements. / B cootercTeum ¢ Complies / CootsercrByeT
Buoumbie vacmuyp: TpeOOBaHUAMA .
Sub visible particles /
Hesudumbie yacmuye:
210 pm particles / Not more than 6000 particles per ampoule; / 329.33 particles per ampoule; /
YaCTHL, pazMepoM > 10 Mxm He Gonee 6000 Ha ammyny; He Gonee 329.33 1 ammyay;
225 pm particles / Not more than 600 particles per ampoule. / 14.67 particles per ampoule. /
HaCTHL pasMepoM > 25 MKM. He Gonee 600 Ha ammyny. He Goree 14.67 na ammyny.
Acidity and alkalinity / Test sample should pass the test. / Complies / CootsercTByeT
KucaoTHoeTs M menouHocTs Hcnsiryemstit o6pasew; nomkeH BEIEpKNBATH
HCIILITAHME,
Reducing substances / Test sample should pass the test. / Complies / CootsercTRYET
BoccranaBiusaomue Hcnbiryembiii o6pasew; fomker BBIIEpKHBATE
BellecTBa HCIIbITAHKE.
Carbon dioxide No turbidity should be observed within [ hour, Complies / Coorsercrayer
Yraepona auokcua / He nomkHO 66T MOMYTHEHUS B TEUEHHE
1 uaca.
| Chlorides/ Xnopuasi Not more than 0.5 ppm. / He Gonee 0,5 ppm. l Less than 0.5 ppm / Mexee 0,5 ppm
' Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). / Less than 0.00002 % (0.2 ppm). /
He Gonee 0,00002 % (0,2 ppm). Menee 0,00002 % (0,2 ppm).

Hquanl H HUTPHTBI
|

Sulphates / Cyasgartu Ne turbidity should occur within not less than Complies / CooTBeTcTBYET
1 h./ B TeueHne He MeHee | yaca He 10mKH0
HAdMIOIATLCA OMYTHEHHE,

PAmmoniuny / Asnoni t more than 0.6 ppm.  He Goace 0.6 cpm Less than 0.6 ppm / Mewee 9,6 ppm




DD BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

| TESTS/TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJIbTATEI

Calcium and magnesium /
Kaabuuit n Mmaruuii

Pure blue color should be observed (without a
violet hue). / lo/mxHO HaBMrOAATHCA YHUCTO
CHHee okpaturBaHue (6e3 Gpronerosoro
OTTEHKa).

Complies / CooTBercTByeT

Heavy metals/ Ts:kenre
MeTaJJIbI

Not more than 0.00001 % (0.1 ppm). /
He 6oee 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 %

H3BuexaemMblii 06bem

Conductivity / Not more than 25 pS/cm. / 11.71 uS/em. /
JIEeKTPONPOBOIHOCTh He 6onee 25 mxCwm/cm. 11.71 MxCwm/cmM.
Extractable volume / Not less than label claim (not less than 2 mL). / 2.1 mL/

He menee HomuHansHoro (He Menee 2 mi). 2.1 mn

Bacterial endotoxins /
BakrepHa/bHbie SHIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gosnee 0,25 ED/mn Bozs! mis
MHBEKLIUMA.

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

Sterility / CrepnabhocTs

Should be sterile. / JomkHa GbITh cTeprBHOIL.

Sterile. / CtepuneHo.

Package description /
OnHcaHue 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. /
[lepuunas ynakoeka

[To 2 mu pacrsopurens (Bona g uHbeKIuit) B
ammyny wm3 OGecuseTHoro crekna, tam I, Ha
BEpXHEH uYacTH ammysbl HaHeceHa TOYka
pasioMa OpPaHKEBOTO LIBETA.

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. /
[NepButHas ynakoeka

ITo 2 Mn pactrBopurena (Boma mis
HHBEKLMH) B aMmyay u3
6ecuperHoro crekna, twn . Ha
BEpXHEH YacTH aMIysibl HaHeceHa
TOYKa pa3jioMa OpaHKEBOro LBeTa.

Shelf-life (storage period) /
Cpok roasoctH (cpox
XpaHeHus)

5 years/ 5 ner

1
| Assessment: / 3axnoyesue:

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

(PI'-RU)-141025. /
| Cepua cooTBeTCTBYET TPeGOBAHHAM HOPMATHBHOIO JOKyMEHTA N0 KayecTBy JII1-

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

I f

-' |

' PREPARED BY

Tejaswini Chauhan

| REVIEWED BY
] Bhushan Kothawade
i

| APPROVED BY
i Deepak Sonar
|

| Name [
 Designation ! Executive Sr. Executive Manager
' Department Q_ual'ity Control Quality Control Quality Control

| Signature & Date
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HawnmenoBasHe npenapara Bona ana nbexkuuii (pacTBOpHTEID)
Batch no. / Homep cepuu BI260080
Amount of product per batch / Pazmep 205.0L
cepHH
Date of Control / JaTta anannsa 28/03/2026
Manufacturing date / JaTa npousBoacTea 03/2026
Expiry date /laTa okonuaHusi cpoka 02/2031
rOaHOCTH
Water for injections (solvent) / Boga ans HHbeKLHH (PACTBOPHTEIID)
TESTS / IOKA3ATEJIU SPECIFICATIONS / HOPMBI RESULTS / PE3YJBbTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
Ipo3payHas OecuBeTHAS HUOKOCTH 6e3
3anaxa.

Clear, colourless liquid without
odor. / Ilpo3paunas OecrBeTHas
HHUIKOCTH Oe3 3amaxa.

Particulate matter / MexaHu4eckue BKIIOYEHHS

Visible particles /
Budumere yacmuyuor

According to requirements. / B cOoTBETCTBHH ¢
TpeOOBaHUAMHY .

Complies / CooTBeTCcTBYET

Sub visible particles /
Heesuoumsie vacmuyul

>10 pm particles /

qacTHI[ pasMepoM > 10 MkM

>25 pm particles /
4acTHL, pa3MepoM = 25 MKM

Not morc than 6000 particlcs per ampoulc; /
He Gonee 6000 Ha ammyy;

Not more than 600 particles per ampoule. /
He 6onee 600 Ha ammyy.

90.53 particles per ampoule; /
He 6onee 90.53 na amnyny;

2.00 particles per ampoule. /
He Gonee 2.00 Ha amITyy.

Acidity and alkalinity /
KucioTHOCTL H 1I€JJ04YHOCTD

Test sample should pass the test. /
HUcnerryeMslit o6paselt JOMDKEH BEIAEPKHBATD
HCIIBITAHHE.

Complies / CooTBETCTBYET

Reducing substances /
BoccTanasauBalomHe
BELIECTBA

Test sample should pass the test. /
HcnerTyemetii 00pasen O0JBKEH BbIACPXKHBATE
HCTIBITaHUE.

Complies / CooTBeTcTBYET

Carbon dioxide
Yraepoga anoxcuna

No turbidity should be observed within 1 hour,
/ He TOMKHO ObITH MOMYTHEHHUA B TeYEHHE
1 gaca.

Complies / CootBercTByeT

Chlorides/ Xaopuasi

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

Less than 0.5 ppm / Menee 0,5 ppm [

Nitrates and Nitrites/
HHTpATH! H HHTPHTHI

Sulpﬁi}fes / CyapgaTtsi

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

" 'No turbidity should occur within not less than

| h. / B Teuenue He meHee | qaca e J0KHO
HAOIHOAATHCS MOMYTHEH:HE,

Ammonium / AMMOKHH

Not more than 0.6 prim. - He Goiez 0.6 ppm,

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

Complies / CooTsercTByeT

| Less than 0.6 ppm / Meriee 0,6 ppini




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

' TESTS /IOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJIbTATBI

| Calcium and magnesium /
Kanbuuit 1 Maruuii

Pure blue color should be observed (without a
violet hue). / TomxHo HabmronaTeCs YHCTO
CHHee okpauBaHue (6e3 duoneToBoro
OTTEHKa).

Complies / CooTBeTcTBYET

Heavy metals/ Tsxeanie
MeTasnsl

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 Gonee 0,004 %.

0.001 % /0.001 %

12.45 uS/cm. /

H3Bnekaempiii 06bem

He mMeHee HOMUHANEHOTO (He MEHee 2 M).

Conductivity / Not more than 25 pS/cm. /

DJIeKTPONIPOBOAHOCTD He 6onee 25 MmxCwm/cM. 12.45 MxCwm/cm.

Extractable volume / Not less than label claim (not less than 2 mL). / 22mL/
2.2 mn

Bacterial endotoxins /
BakTepHaabHbIE 3HTOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6osee 0,25 EQ/mn Bozp! ans
HUHBEKLUH,

Less than 0.12 EU / mL /
Meunee 0.12 ED / mn

Sterility / CtepunbHocTB

Should be sterile. / [JomkHa GpITh CTepWIBHOIA.

Sterile. / CrepunsHo.

Package description /
OnucaHMe yNaKkoBKH

Primary package

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. /
llepBHuHas ynakoska

ITo 2 Mn pactBopHTENA (BOAA OJIA MHBEKLHIL) B
amnyny u3 Gecusernoro crexna, tun [. Ha
BEPXHEH 4YacTu amITyJsl HaHeceHa TodKa
Ppa3JioMa OpPaHKEBOTO BETA.

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. /
[lepBHyHan yIakoska

ITo 2 mn pactBopuTens (Boma AnA
HHBEKLUH) B aMmIyny u3
becuper”Horo crekna, Tin [. Ha
BepxHell YacTH aMITyNibl HaHECceHa
TOYKA Pa3loMa OPaHXXEBOTO IBETA.

Shelf-life (storage period) /
Cpok roaHocTH (cpok
XPaHeHHSH)

5 years/ 5 ner

Assessment: / 3aKo4eHUE:

(PI-RU)-141025./

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

Ceprs COOTBETCTBYeT TpeOOBAHHAM HOPMATHBHOIO NOKYMEHTa Mo kadectsy JII1-

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