BDR PHARNL‘—I\CEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
[TpoaywT: Tekcapea® (TeHokcHKaM) IHOPHIHZAT 2159 NPHIOTOBIEHHA PACTBOPA 114 HHBEKUMHA, 20 Mr

| Market / Prinor

: Russia / Poccua

| Batch No. /

|Cepus Mo

: BI260197A

|Batch Quantity /
|Pasmep cepuu

. 97005 vials / [
" 97005 dnaxoHor

! Analytical Report No, /
AHAITHTHYECKHIT oTyeT No

: QC/FP/26/00426

|Date of Analysis /
|aTa aHasH3a

: (09/07/2026)

N B

| Date of Manufacture /
|laTa npou3BoacTBa

: (01/06/2026)

Date of Expiry /
["0aen 30

: (31/05/2029)

| Vifg. License No. /

fIpoussoacTBennan

laMueH3ia No

: G/28/1828

MA number: / Hovep PY :

JITT-Ne(012106)-(PT-RU)

[Analysis performed according to ND No: / Anaaus npoeeaed no HA Ne: JITT-Ne(012106)-(PI'-RU)-141025
Artworks approved: / MakeTs! ynakosku yreepaaenss: 14.10.2025
'PIL approved: / HMI yTeepxaena: 14.10.2025

Pagelof 12/ Crp. 1 u3 12

Ne Test / [Toka3zaTens Result / Pe3yasTathl Specification / Hopma :
1 ‘;Description/OnucaHne Yellow lyophilized powder. /|Yellow to greenish lyophilized powder. /|
f JinodunnzuposaHHeIii nopowok |JINOQUAMINPOBAHHBIA MNOPOLLOK IKEITOro C |
" KenToro (geTa. 3€A€HOBATBIM OTTEHKOM UBETA.
[ 2 ildentiﬁcation/I/Inen'rmbmcauun

| Tenoxicam / Tenoxcuxam
HPLC / BOXX

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
YACPKHUBAHHUSA THKA TEHOKCHKaMa Ha
Xpomarorpamme HCMBLITYEMOTO
pacTBopa COOTBETCTBYET BpPEeMeHH
YAEPKHBAHHA [THKA 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 yaepikusaHus
MUKa TeHOKCHKAMa Ha  Xpomarorpamme
HCTBITYEMOro pacTtsopa J0DKHO
COOTBETCTBOBATL BPEMEHH YAEPKHBAHHUA MHKA
TEHOKCHRAaMa Ha XpoMaTorpamme
cTaHaaprHoro pacteopa (cM.  «[Ipumeck»,
onpenencHUe eAHHHUHBIX NPUMECEH U CyMMbI
npumeceii (254 um)).

lRomarks  The Product confirms 1o ND
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHGHKAT AHAJH3A |

|Product : Texared® (Tenoxicam) lyophilized powder for solution tor injection afier reconstitution. 20 mg
|Npoayxr: Texcapea® (Tenokcuxam) nuodianiar 11s NPHTOTOBIEHHS PACTHOPA 407 MHbeKUMH. 20 Mr

IMarket / Pbitok : Russia/ Poccus

B'-atch No./ . BI260(97A | Batch Quantity / ; 97002 VlalS./
Cepua Ne Pasmep cepun 97005 thrakoHoB
|Analytical Repourt No. / ‘ : QC/FP126/00426 Pgte of Analysis / . (09/07/2026)
(AHATUTHYecKHI oTHeT No Jata anaaunza

| o

Date of Manufacture / : (01/062026) { Date of Expiry / : (31/05/2029)

|aTa npoussoacraa [Toaew a0
{Mfg. License No. / |
Mpoussoacrsennas : G/28/1828 MA number: / Homep PY : JITT-Na(012106)-(PT-RU)
lanuenznn Ne i

' Analysis performed according to ND No: / Anaau3 nposeaen no H Ne: JITI-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynakoskn yTeep:kaens:: 14.10.2025

PIL approved: / MUMII yreepwaena: 14.10.2025

Page 2 of 12/ Crp. 2 u3 12

Tenoxicam / Tenoxcuran UV absorption spectrum of the test [UV absorption spectrum of the test solution |
TV spectr A solution prepared for the Assay in the |prepared for the Assay in the range from 230 |
UV spectrophotometry / Y- / .
. , ’ range from 230 nm to 400 nm has [nm to 400 nm should have maxima at|
cnexkmpoghomosiempust N 5 285 4 d368
maxima at wavelengths of 256.73 |wavelengths of 257 2 nm, 285+ 2 nm and 368 |
285.40 nm and 368.20 nm. / Y- (£ 2 nm (see Tenoxicam Assay). / Y®-cnextp |
a.
‘ b CNEKTP TMOMIOUIEHHS HCTbITYeMoro | 10T TOWEHHT HEMBLTYeMOID BEEeD
MPUTOTOBAEHHOO I  KOJUYECTBEHHOrO
| pacTBopa, MpPHTOTOBAEHHOrO 1A - B )
| onpeaenexus. B odnacti oT 230 #y 10 400 Hv
1 HHOTO OMpeaeieHHs,
. Kgmqecme_ro . i’lew HA. B | Jomken nmeTs MaKCUMYMBI TIPH 1IHHAX BOIH
| obnact ot 230 Hu 10 400 HM MMEET 557 4 5y 285 + 2 fw 1 368 + 2 Hu (cm.
MarCMMyMbl  TpY  AHHAX  BOMH | (KonuuecTBeHHOE onpeaenexue
l | 256.73 nv. 285,40 Hv 1 368.20 HM. |repokchkaman). !
IRemarks - Thz Product confirms ta ND llonclusion : APPROVED / I
| Lipnweyanue: [poaykr cooTseTcTayeT TpedosuHiav H/ ][]ah.‘uotleuue O/JOBPEHO "
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Mpoaywr: Tekcapea® (TeHokcHkam) AMOMILTINAT 174 APHTOTOBAEHHS PACTBOPA 119 MHbeKUHEL. 20 MT

Market / Puinok

: Russia / Poccus

Batch No. /
|Cepitn No

: BI260197A

‘Batch Quantity /
Pa3vep cepun

97005 vials /
97005 daaronos

|Analytical Report No. /
[AHaINTHYECKHI oTHeT No

: QC/FP.26/00426

| Date of Analysis /
|Jata anaansa

1 (09/07/2026)

|Date of Manufacture /
I daTa npoussoacrea

: (01/0672026)

|Date of Expiry /

: (31/05/2029)

Mfg. License No. /
MpounssoacTeennan
JHUIEeH3HA No

: G/28/1828

Foaen ao

|MA number: / Homep PY : JIIT-Ne(012106)-(PI'-RU)

|Analysis performed according to ND No: / Anaaus nposexend no HI Ne: JITI-Ne(012106)-(PT-RU)-141025 '
‘Artworks approved: / MakeTsl ynakoBky yTBepwaenst: 14.10.2025
|PIL approved: / UMII yreep:siena: 14.10.2025

Page 3 of 12/ Crp. 3 3 12

iSodium metabisulfite /
Hampua memaéucyangpum

' .| HPLC . BIXY

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

yAeprKUBarus fnHKa HaTpus
MeTaducyispura Ha
Xpomarorpasme HCABITYEMOrO
pacTeopa COOTBETCTBYET BpPEMEHH
YAepKUBaHUA nuka HaTpHA
MeTaducyabduTa Ha
Xpomarorpase CTaH1apTHOTO
pactBopa.

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). / Bpemsa viepKHBAHHA NHKA HaTpHS !
MeTadbucynedura Ha XpomaTtorpamme |
HCTBITYEMOTO pacTeopa A01AKHO
COOTBETCTBOBATL BPEMEHHU YAEP/KHBAHNA UKA |
HaTpHA MeTabucymbduTa Ha Xpomatorpamue |

CTaHJapTHOTO pacTBopa {cM.
«KonuuecTBeHHOE  omnpeneneHie  HaTpHs |
meTabucynspuTar).

3 | Dissolution time / Bpemsa
pacTsopeuus

32 seconds .’ 32 cekyna

Not more than 60 seconds. / He Goaee 60 |
CeKYH. I|

[lRemarks : The Product confirms to ND
]llplmeqauue: Ilpoaywt coorsercrayer Tpedosannam Hl

' Conclusion :
3akauenne: OJOBPEHO

APPROVED
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

!Analysis performed according to ND No: / Anaans npoBea

Artworks approved: / Maxers YNaKoBKH yTBepxiennt: 14,.10.2025

e no HJ Ne: JUT-Ne(012106)-(PT-RU)-1410235

CEPTHOHKAT AHAJIH3A
Product : Texared® (Tenoxicam) Ivophilized powder for solution for injection after reconstitution. 20 my - I
|"p0.]._\'l\‘T: Tekcapea® (Tenorchkam) THOPHIHIAT 12 NpHroTOBACHHS PACTBOPE 219 WHBeKUMIT, 20 Mmr ) |
|Market !/ Poinok : Russia + Poccis
Batch No. / Batch Quantity / 97005 vials /
" : BI260197A :
Cepua Ne | Pasmep cepun 97005 raxoros |
| l . ’ . ] .
Analytical Report No. / ‘ : QC/FP6:00436 | Date of Analysis / : (09/07:2026) |
AHATNTHYECKHIT 0THeT No dara anaania |
'Date of ¥ i
._Da e of Manufacture / : (01/06:2026) /Date of Expiry/ ¢ (31/05:2029)
|aTa nponisogcraa [oaen 10 |
Mfg. License No. / | [
[lpoumorlcrseuuaﬁ : G/28°1828 | VA number: / Homep PY : HH-NQ(OIZIOG)-(PI‘-RU) J
Auuensin Ne J -
|
|

PIL approved: / UMIT Yreepiena: 14.10.2025

Page 40f 12/ Crp. 4 u3 12

The product dissolves completel

| 4 (Appearance of reconstituted y ‘ The product should be dissolved completely |
J solution / Onucanue | without of undissolved particles and | without of undissolved particles and visible
[ BOCCTAHOBJIEHHOO ivisible particulate matter. A clear particulate matter. A clear greenish-vellow
[ pacTBopa | yellow solution is formed. /| solution is formed. / Tlpenapatr 1o1en
| [Mpenapar PaCTBODACTCA | paCTBOPATLCA  NOMHOCTLIO € OTCYTCTBHEM
IF MOJHOCTbID € OTCYTCTBHEM | HEPACTBOPEHHBIX  YaCTHU. 03  BHAHMbIX
' HEpacTBOpPEHHLIX  YacTHl, (e J MEXaHH4eckHx  piilodcHHi.  OOpwsverca
! BHIHMBIX MEXAHWUECKHX | MpO3paYHblii  3e/€HOBAaTO-KEATOr0  useTa |
BKJIHOUEH M, O6pasyercs | pactsop. |
‘ Npo3pauHblii ENTeIl pacTsop.
5 | Solution clarity* / The product solution is clear. / The product solution should be clear. / Pactrop
Ipospaunocrs pacrsopa* PactBop npenapara npospamsiii. npenapara 00xeH ObITh NPO3PAYHbIM.
| 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,. / Cteneus okpacku | GY. / CTenens okpacku pacTsopa npenapata
pacTeopa npenaparta He npessiuiaeT | He NOMKHA npeBbiuaTh 3tanon GY,.
aTanod GY,.
7 | pH*/ pH pacreopa* r 9.216/9.216 7510 10.0./ 07 7.5 30 10.0. }
s

Particulate matter* / Mexannyveckse BRTI0UeHIR®

~ - 1
Remarks - The Product confirms i N

Cone
Ipuseyanne: [lpoaykr COOTBETCTBYET TpedoBaHuas H/J l

3akawuenne: O/10BPEHO

lusion : APPROVED,
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

[Product : Texared ® { Tenoxicam)

{MTpoaykT: Tekcapea® ( Tenorcuk

Iyophilized powder for solution for injection after reconstitution. 20 mg
aMm) auediHanzat 1aa npHroToBACHNS PACTBOPA 118 HHbeKUH, 20 vr

|Market/ Puinok

: Russia ' Poccus

| Bateh No. /
Cepua No

: BI260197A

Batch Quantity /
Pa3mep cepun

. 97005 vials /
© 97003 thaakoHos

Analytical Report No. /
Anaanruyecknii otuer Ne

1 QC'FP/26'00426

Date of Analysis /
data anaausa

1 (09/07 2026)

Date of Manufacture /
Jdarta npoussoncrea

: (01/06:2026)

| Date of Expiry /
Toaen 10

: (31703/2029)

|| Mfg. License No. /
{[TponsBoacTeennan :
AHUen3us Ne

G28:1828

MA number: / Homep PY : JIMT-Ne(012106)-(PI"-RU)

]Analysis performed according to ND No: / Ana
Makets! ynacosxu yTeepwaennt: 14.10.2025

Artworks approved: /

PIL approved: / HIMTI yreepaaena: 14,10.2023

/H3 mpoBexed no HJ Ne: JITE-Ne(012106)-(PT-RU)-141025

Page50f 12/ Crp. Sm3 12

| 'J' Visible particles - Buowvse wacrinpl

Complies / CootrercTayer

/ B

According to requirements.
COOTBETCTBHH C TpeBOBAHHAMM.

| ILS’ubvisib/e particles:
| vacmuypr:

Hesuouuere |

-

139.73 vial / 139,73 ¢axon

Particles > 10 um: not more than
6.000 per vial; / YacTHu pasmepom
> 10 MkM 10MKHO GbITh He Gonee
6000 Ha daaxowu;

7.73 vial / 7,73 dnaron

Particles > 23 um: not more than 600
per wvial. / Yactu . pasmepom
2 25MKM ROMKHD BuITs He Goaee 600

Ha pnaKoH.
9 Related Substances / [Tpuvecn
2-ami idi 23509 50; 23 9
i aminopyridine / 0.00% /0.00% Not more than 0.25 % / He 5onee 0,25 %
2-aMuHOMUpPUIHH
Individual unidentified | Not more than 0.5 % / He Gonee 0.5 %
impurity / Exutnynasn | Below BDL (BDL= 0.02 %) / Huxe
HEWACHTHHUNPOBaHHas nopora peructpaunn (1P = 0,02 %)
npuMecs '
|

Total impurities /
‘ | Cymma npuseceii

|

T
Not more than 1.0

0.00% /0.00% '

% He duaee 1.0 %

! Remarks : The Product confirms e ND

[lpuvedanne: [poaykr COOTBETCTBYET TpebusaHmam H/JJ
_ bbbl o U

Conclusion ;: APPROVED,
3akawoyuenne: OJOBPEHO
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHO®UHKAT AHAJKH3A

Product : Texared'® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 my ;
{[Ipoaykr: Tekcapea® (Tenowcukam) moduaniat ana NPHIOTOBISHHA PACTBOPA 119 HHBbekuHid. 20 Mr

Market / Poinok : Russia + Pocchia

Batch No. /

s B2
Cepus No : BI260197A

Batch Quantity /
Pasep cepun

. 97005 vials /
© 97005 haakoHos

Analytical Report No. /

. ’r' ") ‘ 9
AHAJHTHYECKH# oTYeT No ECirzalondo

Date of Analysis /
laTta anaausa

¢ (09/07/2026)

Date of Manufacture /

. ’,’ /"') IA41
JaTa npouisoiacTsa o)

Tonex no

Date of Expiry /

: (31/05:2029)

L1

Mfg. License No. /
IMpoun3isoacTBeHHas : G/28/1828
JHUEH3AA N2 1

MA number: / Homep PY : JI[1-Ne(012106)-(PI-RU)

Artworks approved: / MareTstl ynaxosrH yTsepaaens:: 14.10.2025
[PIL approved: / HVIN yrsepaaena: 14.10.2025

Analysis performed according to ND No: / Anaaus nposeded no HI Ne: JITT-Ne(012106)-(PI-RU)-141025

Page 6 of 12/ Crp. 6 n3 12

10 | Uniformity of dosage units* / |
OavopoaHocTs | 7.62/7.62
AO3HPOBAHHBIX eAHHUN™ *

Acceptance value (AV) should not be more |
than 15.0. / [okasarens npuemaemocth (AV) |
AoMmKeH ObiTh He Goxee 13,0

11 | Water* / Coaepkauue

. 1.01 %/ 1,01 %
BOABI

Not more than 3.0 %. / He 6oiee 3.0 %.

12 | Bacterial endotoxins* /
BaktepraabHblie
IHIOTOKCHHBI*

Less than 0.162 EU/mg /
Menee 0.162 E3/mr

Not more than 1 EU/mg of tenoxicam. / He
Bonee 1 E/Mr TeHokcnkama. [

— : <
13 | Sterility* / Crepnannocts Sterile / Crepmrnen

Should be sterile. / lonxeH ObiTh
CTEPUHIbHBIM.

14 | Assay / KonnvecTsenHoe onpenenenue

Tenoxicam / Tenoxcuraw
Uuv; yo-
crekmpogomoMempunecku

104.5 % / 104,5 %

90.0 % to 110.0% of C;:HiN;O,S:
(tenoxicam) of label claim. / Ot 90,0 % g0
110,0% CisHiNsOsS:  (TeHokcukam) oT |
HOMHHAIbHOTO COASPKAHMUS, |

Remarks : The Product confirmsto ND
ITpuveuanne: [Mpony kT cooteeTcTaveT rpetosannaym H

Conclusion :
3araouenne: OAOBPEHO

APPROVED
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTH3A

Product : Texared ® {Tenoxicam) lyophilized powder for solution tor injection after reconstitution. 20 mg
|Mpoaywr: Texcape1® (Tenokcuras) AMGBHAHIET 118 NPHFOTOBACHAS PACTBOPE 1A MHbEKLUMA. 20 MT

Market / Poinor

: Russia . Poccus

Batch No. /
Cepus Ne

Batch Quantity /

: BI2601974A
Pazmep cepuu

. 97005 vials /
© 97005 daakoHoB

Analytical Report No./
AHATHTHYECKHIl OTHET N

Date of Analysis /

. 'EP/26:0042
i gt JaTa anaausa

: (09/07:2026)

Date of Manufacture /
JAaTta npousBoacraa

Date of Expiry/

: (01/06/202
: (01/06/2026) ToaeH a0

: (31/05/2029)

Mfg. License No. /
ITpoH3BoacTBeHHAn
auueH3us Ne

: G/28/1828

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

Analysis performed according to ND No: / Auaans nposexen no H Na: JI1-Ne(012106)-(PI-RU)-141025
Artworks approved: / MakeTst ynakoBky yTeepxaenst: 14.10.2025
PIL approved: / HMII yreepxiena: 14.10.2025

Page 7of 12/ Crp. 7 u3 12

| Sodium metabisulfite /

103.1 % /7 103,1 %

85.0 % to 110.0 % of Sodium metabisulfite of

Hampua memaducyoghum ' the label claim. / Ot 83.0% a0 110.0%
! HPLC * BV | HATPUst MeTadHCyb(HTA OT HOMHHANLHOIO
| coaepKaHua.
|
|
15 | Package description / Onncaune ynakosxu
Primary package [Tepeunnas | 20 mg of the tenoxicam in a | 20 mg of the tenoxicam in a colorless glass vial
YRAKOBKA colorless glass vial type I stoppered | type | stoppered with a bromobutyl rubber
with a bromobutyl rubber stopper, | stopper, crimped with aluminum flip-off seal
crimped with aluminum flip-off seal | with a plastic disk over an aluminum cap. / [lo
with a plastic disk over an aluminum | 20 Mr TeHokchkama = BO  QuakoH M3
cap. / [To 20 mr TeHokcukama Bo | GecupetHoro cTekna THN [, ykynopeHHbii
| dnakou H3 DeCUBETHOTO CTekNa THI | MpoOkoid M3 OpoMOYTHIOBOH  pe3uHbl,
I,  ykynopeuusii npodkoli W3 | 0OXaToH  aTIOMWUHMEBBIM  KONNaykom C
OpomMOYTHIOBOH pe3nHbl, 00XkaToi | KoHTpOJIEM nepsoro BCKPLITHA H
ANIOMHHHEBLIM  KOJIMAYKOM  C | MUIACTHKOBBIM THCKOM MOBEPX ATHOMHHHEBOIO
KOHTPOJEM NEpPBOTC BCKPBLITHS M | KOjfadka.
MIACTHKOBLIM  JHCKOM  fI0BepX
1 Lamomuuueaoro Konnayxa.
[[Remarks - The Prodict sonims o0 WD [Conclusion : APPROVED
j Mpusmevanne: [poaysT coorsetcrry et Tpedosannam HJ Jawalouenue: OXOBPEHO
!
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTH3A

Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution, 20 mg
[[TpoaykT: Texcapea® (Tenokcukam) anodmansar 1aa NPHIOTOBAECHHA PACTROPA A MHbeRUMH, 20 Mr

J|Market / PbiHOK : Russia / Poceus

| Bateh No. / Batch Quantity / 97003 vials /

| : BI2 : : H -

Cepun No § BIESQIOTES Pazyep cepun 97003 raxounos
Analytical Report No. / . QC/FP/26/00476 Date of Analysis / : (09/07/2026)

AHATHTHYECKHA oTHeT No JlaTta ananusa

Date of Manufacture / : (01/06/2026) Date of Expiry / : (31/05/2029)

|laTa mponszsoacrsa T'oaeu no

Mifg. License No. / .

lMpon3iBoacreennas : Gr28/1828 MA number: / Homep PY : JI[T-Ne(012106)-(PT-RU)

[THUEH3IHT No

[Analysis performed according to ND No: / Ananus nposexen o H Ne: JITT-Ne(012106)-(Pr-RU)-141025
|.—\rtworks approved: / MakeTsl ynakesxu yTeepacaensi: 14.10.2025
PIL approved: / UM yreepwaena: 14.10.2025

Page 80f12/Crp. 8§ w312

| 16 | Shelf-life (storage period)/ | 3 years/ 3 rona
Cpox roanocru (cpok
XpaHenusn)

* Note.  * [lpusvevanue

Analytical procedures according to the current Rus. Ph. are used for the product quality ¢ontrol in the Russian Federation. The manutiacturer uses the
current Ph. Eur, procedures for release quality control at the manufacturing site. / Anitwraseckie Metoanku no I'® PO zefictavioutero snanmna
MPHUMEHAIOTEA 204 KOHTPOIA KAURCTRA ANCNADATA WA TeppuTopHn Poccuiicioii Metepatsnt. Lo DOLIMY CRABLUCTY ROUTPO.IA KAMCULBA Mat 1PUH SBUAL | BE

MPOH3BOTHTE T MCTI0AB3Y ST MeTOIMKH N0 EBponetickoii Papmakonee ACHCTBYIOWETO HIIAHKS,

T ; - —? - =
Remarks  The Product condioms to ND Conclusion : APPROMED
[Tpumedanne: [lpoayxT cootsercrayet Tpedosannam HJI I Jarawuenne: OJOBPEHO
[ Prepared by Tloarersrtoun [[Checked by [[Checked by (AQN || Approved by Duadins Assuranoe Authorized person
sregareyd o A _ - i
) ~ 1 [[Flposepeno (ACK T [ s AL TRL (VTBETETECHHOS 1210
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATH3A

: Product : Texared:®

(Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
[MpoaywT: Texcapea® ( TeHokcusas) anoduamiar 1 MPHTOTOBIEHHA PACTROPA 118 HHBbeKUH{T, 20 Mr

:.\Iarkcl / PblHOKR
|

: Russia / Poccust

{ Batch No. /
Cepua Ne

: BI2Z60197A

| Batch Quantity /
Pasmep cepuu

. 97005 vials/
© 97005 drakoHoB

Analytical Report No. /
AHAJIUTHYECKHA oTUeT No

: QC/FPi26/00426

JaTta anaausa

Date of Analysis /

+ (09/07/2026)

Date of Manufacture /

| : (01/06/2026)

Jata nponisoacTea

Date of Expiry /
|l'oaen a0

1 (31405/2029)

'Mfg. License No. /
[poussoacTeennan
AHueH A Ne

: Gr28/1828

I

|MA number: / Homep PV :

JITT-Ne(012106)-(PI-RLY)

iAnaIysis performed according to ND No: / Anaan3 nposenen no HJ1 Ne: JdM-Ne(012106)-(PT-RU)-141025

Artworks approved: / MaxeTs! ynakosku yTsepsxaenst: 14.10.2025
PIL approved: / HMI1 yTeepxkaena: 14.10.2025

|
—
|

Page90of 12/ C1p. 9 n3 12

KIT / KOMITJIEKT
| TESTS/NOKA3ATEJH RESULTS / PE3YJbTATHI | SPECIFICATIONS / HOPMbI
| Package description I\ Secondary package ' Bmopuunas | Secondary package / Bmopuunan ynaxoska

OnHcaHHe YyNAKOBKH

VIAKo8Kd
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 ¢ npenapatom u 3
aMnynsi € pacTBopuTeneM
NOMELAT B  KacCeTy M3
nonuBUHUAXAOpHIA. |  KacceTy
BMecTe ¢ MHCTpyKuuei  mo
MPUMEHEHHIO NOMELIAIOT B MAyKy
KApTOHHYIO.

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.

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

[lo 3 ¢nakoua ¢ npenapatom H 3 amnyfsl C
pacTBOpMTENleM [MOMELMAIOT B KAacceTy M3
noauBUHMIXAOpUMAa. | kacceTy BMecTe ¢
HHCTPYKUHEH N0 MPHUMEHEHHIO MOMELAT B
na4yky KapTOHHYIO.

[To 5 dnakoHos ¢ npemapatomM U 5 ammyn ¢
pacTBOpHTENEM [OMELAOT B KAacceTy M3
MOAHBHHMANAOpPHIA. | KacceTy BMecTe C
HHCTRMKIGIRH MO NPHMEHRHHIO MOMEUIAoT -B
NaYKy KAPTOHHVHO.

IRemarks

The Pradect contirms 1o ND
[pumeuanne: [IpoavkT coorsercrayet Tpedosaniam HI

Conclusion ;

APPROVED.

Ianawyenne: ONOBPEHO

Deaynend b
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i~ ' B
|Checked b

e [posgpene—,
: | i el

=
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ved b Ouading Assurance Authonzed person
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

|Product : Texared® (Tenoxicam) lyophilized powder for solution for injection after reconstitution. 20 mg
IMpoavwt: Texcapea® (TeHokcukan ) anodimnuzat a1 APHIOTORICHHA PACTROPA 114 WHBEKUMH, 20 mr

| o
Market / Peitox : Russia / Pocchs

| Bateh No. / Batch Quantity / 97005 vials /

. 2 v .
| Cepusa Ne R Pasmep cepun * 97005 daakoHoB
Analytical Repovrt No./ ] . QC/EP/26/00426 Date of Analysis / . (09:07/2026)
[AHRTHTHYECKH I oTUeT No JaTa anaansa
Pate of Manufacture / : (01/06/2026) Date of Expiry / . (31:0572029)
lara npousBoacTea logeH a0
Mfg. License No. /
[pounisoacreennasn : G/28/1828 MA number: / Homep PY : JI[T-Ne(012106)-(P[-RU)
|IHUeH3HA Ne

iAnalysis performed according to ND No: / Anajus nposeaen no H/ Ne: JIN-Ne(012106)-(PT-RU)-141025
Artworks approved: / MakeTsl ynaxoBkn yTBepwaensi: 14.10.2025
|PIL approved: / VT yTeepaiena: 14.10.2025

Page 10 of 12/ Cp. 10 3 12

KIT / KOMILJIEKT
| TESTS /TOKA3ATEJHU RESULTS / PE3YJIBTATHI 1 SPECIFICATIONS / HOPMbI .
| Labeling/ Mapkuposka Complies / CooTBeTcTBYET !See Section 1.3.2 of Module 1 of registration

dossier. / B coorsercTBuH ¢ pasagedom 1.3.2.
Moayns | perucTpauHoHHOro 10Che.

Storage / YcaoBusa xpaHeHnn For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

[n the original packaging (3 vials with medical product and 3 ampoules with solvent in the
carton), at temperature below 23 °C. /

JIlng vnakosxi no 3 naxoHa ¢ npenapaToM i 3 aMrVvIisl ¢ pACTBOPUTENEM B KacceTe:

B opurunaneHoii ynakoeke (pnakoHsl ¢ IpenapaToM U aMIysibl ¢ PacTBOPUTENEM B nadke)
[OpH TeMneparype He Bbiwe 25 °C.

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

Cpok roanoctu (¢cpox years. / Cpok roaHOCTH KOMMNJIEKTA ONPEAEIseTca CPOKOM FOAHOCTH JIEKAPCTBEHHOIO
XpaHEeHHA) KOMILIERTA npenapara 4l MeANUHHCKOro NPUMEHEHHS — 3 roaa.
| API name / HanmenoBanne ADC: | Tenoxicam / TeHokcHKaM |
= = = 1
'INN/ MHH: ! Tenoxicam / TeHoxchkay
API manufacturer batch number / ' -
92018123

‘Homep cepun nponzsonutens APC: ) e . —

| - e - A ] - TR
Remarks : The Product confirmis 1o ND Conclusion : APPROMED
IMpnmeuanne: [poaysT coorsercraver Tpedosamuam HI 3akawuenne: OJOBPEHO
;LL‘;.'.':_‘_-:- ed'by [To by e hecked by Checked by (AQ A [ pys Qualing Assarance Authorized person
T — g SECRe Y JH;w.gg;gp::[g ALK Choompeno. el iesik Ve (TBer LR O ug |
— | Y .,. ,_\-.—‘_I.-. 1l (L; , I




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJTH3A

Product : Texared® (Tenoxicam) Ivophilized powder for solution for injection after reconstitution. 20 mg

Mpoaykr: Texcapea® (TeHokcHKAM) NTHOMHAN3AT 1719 NPUIOTOBIEHHS PACTBOPA A1 HHbeKUHA. 20 Mr

Market / Poivok : Russia / Poccus

- |
' Batch No. / Batch Quantity / 97005 vials / '
| N b J =
|CepHa Ne e Pa3smep cepuu " 97005 ¢nakoHos

Analytical Report No. / : QC/FPI26/00426 Date of Analysis / : (09/07/2026)

AHATHTHYECKH T OTUeT No /lara anaausa

| Date of Manufacture / : (01/06/2026) Date of Expiry/ . (31/05/2029)

JdaTa nponisoacTsa Toaeu 10

Mfg. License No. / I

|np0H3BO£ICTBeIIHa$l : G/28/1828 MA number: / Homep PY : JI[1-Ne(012106)-(PT-RU}) |

|AnLUeR3HA Ne

Analysis performed according to ND No: / Anaan3 nposexen o H Ne: JIM-Ne(012106)-(PI-RU)-141025 ’
|

Artworks approved: / MakeTbl ynakosku yreepaaensi: 14.10.2025
|PIL approved: / UMII yreepxaena: 14.10.2025

Page 11 of 12/ Ctp. 11 3 12

| FP Manufacturer API Batch number /

- B250004300
Honep cepun cydcrannun |
nponssoauteaa [JId: i
| API Manufactured by & country / Edmond Pharma S.r.1., Italy /
Hpounseoanreas ADC, crpana: | 3amMoun ®apma C.p.., Utanus
Name, address, authorization No for i BDR PHARMACEU'I:ICALS [NTERNA_TIONAL PVT: LTD., [ndia
FP m;nufactu;ing site / Control site / SURVEY NOQ.- S1/1/1, S1/1/2. 5172, 52/1, 52/2/1, 52/2/2. 52/2/2 (P). 52/4.
Release site / ' 52/5, 53/1.53/2.53/3. 34/1. 54/2. AT - VANSETI VILLAGE, PO - |
v TAJPURA, TALUKA — HALOL, DIST. PANCHMAHAL - 389 350, India
HanmeHoBaHHe, agpec H HOMEP . (license No G/28/1828) /
g:'“e::,'r’:n';ﬁ‘":i‘“"’ BJIP ®APMACBIOTUKAJIC MHTEPHEMIUEHEN [IBT. ITH,, Uuama
“ yo‘:mmnoz‘m':" == Cypseii Ne 51/1/1, 51/172, 5112, 52/1. 52/2/1. 52/2/2. 52/2/2 (P). 52/4. 52/5,
K;’mma s r!J)I .y 53/1.53/2, 53/3, 54/1, 54/2, 3T - Banuetn Hepesns., [NO-Tamknypa, Tanyka |
L - Xanon, okpyr [lanumaxan — 389 350, Muaus (anuensus 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/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 established». /

[Remarks  he Product confirms to ND [Conclusion : APPROVED/
[pumeuanne: [1poaykt coorsercTyeT TpedoBanHam HII 3axawyenne: OJJOBPEHO
Prepared By 11 12 ]'(,‘hec.k:‘d g)8 F[{ thechad by (AQAS ” Anpeos ed byt Qualite Assurance Autherized person ]
- —— 1100 BT - ITipegepery i VN > G : PBRTOTRIHNOC Tl |
—— TR . er |
| c~am || <oun |




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

|Product : Texared® (Tenoxicam} lyophilized powder for solution for injection after reconstitution. 20 mg
MpoayxT: Tekcapel® (TeHOKCHKaM) AHODHINIAT 119 NPHIOTOBACHHS PAacTBOPA 145 HHBEKLNH, 20 Mr

Market / Poinok : Russia / Poccua
Batch No. / Batch Quantity / 97005 vials /
: BI2 - : .
Cepia Ne 2 BI200 00N Pa3mep cepun 97005 daakoHoB

Analytical Report No. /
AHAJHTHYECKHIT oTUeT Ne

Date of Analysis / . (09/07/2026) [

. / 26/ ol
1 QC/FP/26/00426 Jlata anaza |

Date of Manufacture / : (01/06/2026) Date of Expiry / . (31/05/2029) |
JaTta npoussoacrea ['oaeH no |
| Mfg. License No. /

[lpouseoacTeennas : G/28/1828 MA number: / Homep PY @ JITT-Ne(012106)-(PI-RU) ‘

JTHUEH3HA Nt
Analysis performed according to ND No: / Avaans nposeaen no HJI Ne: JATI-Ne(012106)-(PI-RU)-141025 ‘
Artworks approved: / MaxeTsl ynakoskH yrBep:aensi: 14.10.2025

'PIL approved: / HMII yrBep:xaena: 14.10.2025 |

Page 12 of 12/ Ctp. 12 n3 12
3akarouenne o cooTBeTCTBHH: «HacToAW MM 1 MOATBEPXK a0, 4TO MPUBEI1EHHAS BhIle HHDOPMALHA ABNSETCA 10CTOBEPHO
H TOMHOIT. DTa cepis MPOIYKUHH MpoK3BeLeHa (BKIOYAs YNIAKOBKY (MAPKUPOBKY) M KOHTPOb KaUeCTBA) Ha BbILIEYKA3aHHOH
POH3BOACTBEHHON NIoWaAKe (MIOWAOKaX) B MOJHOM COOTBETCTBMM C TpeboBaHuamu [lpaBua  Haajexaiei
MPOH3BOACTBEHHOH NpakTHKK EBpasuiickoro skoHomuueckoro corosza (Ne GMP/EAEU/RU/00939-2023 ot 21 wtons 2023) v
TpeOOBaHHAMH KOHTPOJIE KaUeCTBA IEKAPCTBEHHBIX CPEACTE, 4 TAKXKE B COOTBETCTBHH CO CNeUHQUKALMAMU, COASPKAULHUMHCH
B PErHCTPALHOHHOM 10Che CTPaHbI-HMNOPTEPA. 3aMUCH MO NPOM3BOIACTBY, VIIAKOBKE U 2aHANH3Y NPOBEPeHbl, H YCTaHOBAEHO
HX COOTBETCTBHE TpeboBaHuAM [TpaBun HaaeKalleH NPOU3BOACTBEHHON N1pakTHkH EBpazniickoro 3KOHOMHYECKOro Coo3an.

; = - 1~ : = :
Remarks - The Product confirms to\D [Conclusion : APPROVED
Ilpumeuausne: [poiykr coorsercTayer tpedosanuav H/l “'Ssk.'tmqeuue: 0OJ0OBPEHO
IS Z oI ICHY ”l"hecked by ”-‘.'hecksd by (AQAS [£anpon o oy Qualiny Assurance Authorized person
‘ . Vipogepesas—  [[TiDuepetio (AR { Decnioterte Kanec e OvECT rueHne i
| | JiE [ "Riein
B




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

Name of Product/
Haumenopaune npenapara

Water for injections (solvent) /
Boaa nas uHbexkumi (pacTBOpHTEAD)

Batch no. / Homep cepuu BI1260094
Amount of product per batch / Pasmep 2050 L
cepHH
Date of Control / lata ananusa 11/06/2026
Manufacturing date / Jata npoussoactsa 04/2026
Expiry date /{aTa okon4auus cpoxa 03/2031
FORHOCTH
Water for injections (solvent) / Boxa qas HHBbeKIHii (pacTBOpHTEAD)
TESTS / HOKA3ATEJH SPECIFICATIONS / HOPMBI | RESULTS/PE3YJBTATHI

Description / Onucanne

Clear, colourless liquid without odor. /
Ipo3paunan GecupeTHas KHAKOCTE 6e3
3anaxa.

Clear, colourless liquid without odor.
/ Tpo3patnas GecuBeTHAA }KUAKOCTE
6e3 3anaxa.

Particulate matter / MexanuueckHe BKII0OYeHUs

Visible particles /
Budumvre wvacmuyer

According to requirements. / B cooTeTcTBHI
¢ TpeGOBaHUAMH .

Complies / CooTserctByer

Sub visible particles /
Hesuoumvie vacmuy:

>10 pm particles /
YacTHL, pa3MEpPOM >
10 Mxm

225 pm particles /
YacCTHL pa3MepoM > 25 MkM

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha ammyny;

Not more than 600 particles per ampoule. /
He 6onee 600 na amnyny.

127.87 particles per ampoule; /
He Gonee 127.87 na ammysy;

8.40 particles per ampoule. /

He 6onee 8.40 Ha amnymny.

Acidity and alkalinity /
KncaorHoers n mesouHocTs

Test sample should pass the test. /
HenbiTyemblit o6pasey nomkeH BBICPKHBAT
HCTIBLITaHHE.

Complies / CooTBercrayer

Reducing substances /
BoccTanasausalouse
BelliecTBa

Test sample should pass the test. /
Hcnerryemplii o6pasew 1omkeH BoUIEpXHBAT
HCIMBITaHHUE.

Complies / CooTBercTByeT

Carbon dioxide
Yraepoaa auokcup

No turbidity should be observed within 1 hour.
/ He NO/MKHO ObITh MOMYTHEHHS B TEYEHHE
1 yaca.

Complies / CooteercTByer

Chlorides/ Xsi0puani

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

| Less than 0.5 ppm / Mexee 0,5 ppm |

Nitrates and Nitrites/

! HUTPaThl ¥ HUTPHTHI

Su Iphates / Cya bd)il_Tbi

Ammonium / AMMOHHH

No turbidity shouid oecur within not less than

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

B revesne He Medee | yaca He 10/KHO
HRO TR0 4ATEA NOMYTHEHHE,

Motimore than 0.6 ppm. - He Goaee 0,6 ppm.

|

. Less than e

Menee 0,00002 % (0,2 ppm).

Complies - CoorBeteTayer

e
Jott

Less than 0.00002 % (0.2 ppm). / |



BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.
CERTIFICATE OF ANALYSIS/ CEPTUO®UKAT AHAJIU3A

TESTS/TIOKA3ATEJIH |

SPECIFICATIONS / HOPMbI

RESULTS/ PE3YJAbLTATHI

Calcium and magnesium /
Kanabumii u maruuii

Pure blue color should be observed (without a
violet hue). / HomkHo HabuoaaThca YHCTO
CHHee okpauuBanue (6e3 duoseTosoro
OTTEHKA).

Complies / CooTsercrByet

i Heavy metals/ Tsceanie

| MeTaJIbl

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 /
Cyxoit ocraTok

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

0.000 % /0.000 %

H3saexaemblii o6bem

He MeHee HOMHHANLHOTO (He MeHee 2 M).

| Conductivity / Not more than 25 pS/cm. / 13.42 uS/em. /
| JaexTponposoaHocTL He 6onee 25 mxCwm/cm. 13.42 mxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mL). 22mL/
/ 2.2 Mn

| Bacterial endotoxins /

| bakTepHajabHbIe 3HIOTOKCHHBI
|

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/M Boasl mist
UHBEKLIMH.

Less than 0.12 EU/mL /
Menee 0.12 ED / M

Sterility / CtepuasHocts

Should be sterile. / JomxHa 66ITE cTEpUTBHOI.

Sterile. / CtepwibHo.

Package description /
Onuxcanue ynakosku

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. /
[TepBuyHas ynakoska

ITo 2 mn pactBopuTens (Boga ans HHBEKIMIT) B
amiyny u3 6ecuperHoro crekna, tvn I. Ha
BEepXHEH HYacTH aMITynbl HaHECeHa TOYKa
pasioMa OpaHXXeBoro LBETA.

|

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. / [eppuynas

YHaKOBKa
ITo 2 mn pacrBopurens (Bopa mis
HHBEKLHI) B aMITyTy K3 GecuBeTHOro
crexna, tun . Ha Bepxueit yactu
aMITyNbl HaHECeHa TOWka pasioMa

OpaHXEeBOro LBETA.

Shelf-life (storage period) /
Cpok rogrocTa (cpox
XpaHeHHH)

5 years/ 5 ner

Assessment: / 3akmoyeHue;

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

J The batch complies with the specifications according to ND on quality JITI-

Cepus cooTreTCTBYeT TpeOOBAHUAM HOPMATHBHOIO JOKYMEHTA Mo KavecTBy JITT-

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

PREPARED BY |

REVIEWED BY

Jagdish Jangid |

Ravindra More

i APPROVED BY
B Deepak Sonar

Manager

| Name
Designation Sr.Executive
Department

Signature & Date

Quality Control -

~ Quality Contral

Manager

—~ T -
il -
U

~ L

=T




BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIU3A

Name of Product/
HaumeHnoBaHnue npenaparta

Water for injections (solvent) /

Bona nnst HHbeKUHil (pacTBOpHTEJIb)

Batch no. / Homep cepun BI1260200
Amount of product per batch / Pazmep 205.0 L
cepuH
Date of Control / /laTa ananu3za 13/07/2026
Manufacturing date / Jlata npou3BoacTaa 06/2026
Expiry date //laTa okoHYaHHUS CpPOKa 05/2031
TOAHOCTH
Water for injections (solvent) / Boaa 145 unbexuuii (pacTsopureib)
TESTS / TIOKA3ATEJIHN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI

Description / Onucanue

Clear, colourless liquid without odor. /
[Tpo3pauHas GecLBETHAs KHIKOCTH O3
3amaxa.

Clear, colourless liquid without odor.
/ Tlpo3payHasi GecLBETHAsI )KUAKOCTh
0e3 3amaxa.

Particulate matter / Mexanu4yecKkue BKJIIOYEHHA

Visible particles /
Buoumvie uacmuywl

According to requirements. / B coorBeTcTBHH
¢ TpeOOBAHHUSIMH .

Complies / CooTBeTCTBYET

Sub visible particles /
Hesuoumvre uvacmuywi

>10 um particles /
YaCTHIL Pa3MEPOM >
10 Mxm

>25 pm particles /
YacTHUL] pa3MepoM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6o5ee 6000 Ha ammyy;

Not more than 600 particles per ampoule. /
He 6omee 600 Ha ammymy.

271.07 particles per ampoule; /
He 6onee 271.07 Ha ammyy;

6.67 particles per ampoule. /

He Gonee 6.67 na ammnyny.

Acidity and alkalinity /
KucaoTHOCTD M IEJI0YHOCTD

Test sample should pass the test. /
HcnbiTyemsiit 06pa3selt 10/DKEH BBIICPKHUBATh
HCIIBITAHHUC.

Complies / CooTBeTCTBYET

Reducing substances /
BoccranaBiauBaromue
BelllecTBa

Test sample should pass the test. /
HcnbiTyeMbli 00paser 10KEH BbIICPKUBATh
UCIIbITaHHE.

Complies / CooTBeTCTBYET

Carbon dioxide
Yraepoaa AHOKCHA

/ He nOMKHO OBITH TOMYTHEHUS B TCUEHHE
1 yaca.

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Chlorides/ Xnopuabi

Not more than 0.5 ppm. / He 6o0:1ee 0,5 ppm.

Less than 0.5 ppm / Menee 0,5 ppm

Nitrates and Nitrites/

HuTtpaTbl M HHTPHTBI

Not more than 0.00002 % (0.2 ppm). /
He 6o1ee 0,00002 % (0,2 ppm).

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

Sulphates / Cyabdatsi

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He JOKHO
HabII01aThCsl IOMYTHEHHE.

Complies / CooTBeTCTBYET

Ammonium / AMMOHHI

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

Administrative Office © Peninsula

Less than 0.6 ppm / Menee 0,6 ppm
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BDR PHARMACEUTICALS INTERNATIONAL PVT. LTD.

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

TESTS /TIOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI

Calcium and magnesium /
Kanbuuii u Mmarumii

Pure blue color should be observed (without a
violet hue). / JlomkHO HabIOAATHCS YUCTO
cHHee okpairiBanue (6e3 hroaeToBoro
OTTEHKA).

Complies / CooTBETCTBYET

Heavy metals/ Tsiixennie
MeTaJIbI

Not more than 0.00001 % (0.1 ppm). /
He 6osee 0,00001 % (0,1 ppm).

Less than 0.00001 % (0.1 ppm) /
Mesnee 0.00001 % (0.1 ppm)

Residue after evaporation /
Cyxoii ocTaTok

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

0.000 % /0.000 %

Conductivity /
JJIeKTPONPOBOAHOCTH

Not more than 25 uS/cm. /
He 6onee 25 MxCwm/cm.

12.89 uS/cm. /
12.89 mxCwm/cMm.

Extractable volume /
U3BaexaeMblii 00beM

Not less than label claim (not less than 2 mL).
/

He meHee HOMHHaAJIBHOTO (HE MeHee 2 MI).

2.1mL/
2.1 M

Bacterial endotoxins /
BakTepnaabHble JHI0TOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 ED/mut Bonsr st
HHBCKIIUH.

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

Sterility / CTepuabHoOCTb

Should be sterile. / [JomxHa ObITh CTEPHIBHOH.

Sterile. / CtepuibHoO.

Package description /
OnucaHne 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. /
[lepBryHas ymakoBKa

ITo 2 mu pacTBOpUTES (BOAA AJIs1 UHBEKLIUI) B
ammyny u3 OeciseTHoro creknma, tum I Ha
BEPXHEH 4YacTH amIlyJbl HaHECeHa TOYKa
pasiioMa OpaHXeBOTO IIBETA.

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. / [lepBuunas
YIIaKOBKa

Ilo 2 mn pactBOpHTEns (Boja s
HWHBEKIHMH) B aMITyJTy 13 O€CI[BETHOTO
crexma, tun . Ha BepxHell wactu
aMITyJbl HaHEeCeHa ToYka pasjioMa
OpamXEBOro IIBETA.

Shelf-life (storage period) /
Cpok rogHocTH (cpok
XpaHeHHs)

S years/ 5 ner

Assessment: / 3aKIr0YEHHE:

The batch complies with the specifications according to ND on quality JII1-

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

Cepust COOTBETCTBYET TPEOOBAHUSIM HOPMAaTHBHOTO JOKyMEHTa 1o KauecTBy JIIT-

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

PREPARED BY

REVIEWED BY

APPROVED BY

Name Ritik Vishwakarma Bhushan Kothawade Deepak Sonar
Designation Officer Sr.Executive Manager
Department Quality Control Quality Control Quality Control

Signature & Date
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