[ )
Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Tei : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keTopoiak) TabIeTKu, JHCIEPrEPYEMble B OJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepns No + V2600196 O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003276507 Date of Analysis / - 13.02.2026

AHaJIUTHYECKHH OTYeT No JaTta ananusa

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027

JlaTa npon3BoJcTBa I'open 1o

Mfg. License No. / MA number: /

IpousBoacTBeHHAR : MNB/05/263 H : 1 JII-Ne(004669)-(PT'-RU)
omep PY

JHnen3us Ne :

Analysis performed according ND: / Anamm3s nposegen no HJI: JIIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuust yreepskaena: 21.04.2025

Page 1 of 11/ Crp. 1 w3 11

N . .
.N‘:) Test / Iloka3aTesn Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrible miockue
side. / Kpyrisle mnockue TabJleTKH ¢ (ackoil, CBETIO-KENTOro LBETA C
TabneTku ¢ dackoit, ceeTno- IPaBUPOBKOH «!» Ha OJTHOI CTOPOHE,
KEJITOTO LBETA C IPAaBUPOBKOM
«|» Ha ozHO¥ cTOpOHE.
2 Identification / UaenTudukanuns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CIEKTPHI MOTJIOILEHUS HCIBITYEMOro pacTBopa u
pacTROopa craHAapTHOro obpasla KeTopoJjaka
TPOMETaMMHA JODKHBI UMETh MAKCHMYMBI NpH
OJTHOHM M TOM K& AJIMHE BOJTHBI (+ 2 HM).

Remarks : The Product confirms to ND/
Ilpumeuanue: IpoaykT coorBeTcTBYeT TpebonanusiM HJ

Conclusion : APPROVED /
3axkmovenne: OJOBPEHO

Prepared by /
[ToarorosneHo: Shivani

Checked by /
[Tposepeno: Rama

Kant
A

[TpoeepeHo (AOK):
Amit Kumar JIHLIO:

B
M

ot

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecnieuenne kauecTsa/OTBETCTBEHHOE

R

Date / Date / Date / Date /

Jarta: 13.02.2026

Hara: 13.02.2026

JHara: 13.02.2026 Hara:

| 302206

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iHyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1.85195AP1984P1LC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Dr.Reddy’s Q,.°
CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Dxenpece (keTopoJak) TabaeTkn, JHCIeprupyeMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne + V2600196 O0bem cepun " 36,00,000 Tab

Analytical Repo\}‘t No/ . 040003276507 Date of Analysis / - 13.02.2026

AHaJIUTHYECKHI oTUYeT No JlaTa aHanu3a

Date of Manufacture / . 01/2026 Date of Expiry / - 1272027

JlaTa npou3BOACTBA T'open no

Mfg. License No. / .

TponsBojcTRenuas - MNB/05/263 L i . JITI-Ne(004669)-(PT-RU)
Homep PY

Juanenszus Ne

Analysis performed according ND: / Anasnuz nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No

Ne Test / Iloka3zaTenb

Results / PesyabTaThl Specification / Hopma

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ BpeMs ymepxuBaHHS OCHOBHOIO IIHKa Ha

Complies / CoOoTBETCTBYET

XpoMaTorpaMMe  MCIIBITYeMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATD BpeMeHH
yIOepKUBaHUs! OCHOBHOTO nHkKa Ha
XpoMaTtorpaMMe  pacTBopa  CTaHIApTHOTO

obpasua KeTopoJlaka TpoMeTaMuHa {pazfen
«KoJiMuecTBEHHOE ONpENeICHHEY).

Remarks : The Product confirms to ND/

ITpumeuanne: IIpoaykT cooTBeTCTBYET TpeOoBaHMsIM HJJ

Conclusion : APPROVED /
3akawyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MToarotoeneno: Shivani [Tposepeno: Rama [Mpoeepeno (AOK): [[Onobpeno: O6ecneuenue kauectBa/OTBETCTBEHHOE
. Kant \’L&\ Amit Kumar JIMLLO: }_9\0
o
M @*‘\ e N - /25\ >
~ \
Date / Date / Date / Date / _ 0
Ilata: 13.02.2026 TNara: 13.02.2026 Hara: 13.02.2026  ||llata: \502"201

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUO®HUKAT AHAJIU3A

Tei : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxenpece (keToposiak) TabaeTKu, JMcIeprupyemMbie B 00J0cTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab /

Cepus No + V2600196 Oobem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003276507 Date of Analysis / . 13.02.2026

AHanuTHYecKHii oTueT No Jara anannza

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027

Jlata npou3BoacTBa TI'open g0

Mifg. License No. / MA number: /

IIpouszBoacTBeHHAS : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 nposenen no H/: JIII-Ne(004669)-(PI™-RU)-190224
PIL version approved: / Uucrpyknus yreep:xaena: 21.04.2025

Page3 of 11/ Crp. 3 m3 11

Results / PesyabTaThl

Specification / Hopma

o Test / Iloka3zaTenb
Ne
Butylhydroxyanisole /
Pymunzuopoxcuaruzon

Complies / CooTBeTCTBYET

The retention times of 2-butylhydroxyanisole and
3-butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole
peaks on the chromatogram of
butylhydroxyanisole standard solution
("Butylhydroxyanisole content" section)., /
Bpemena YACPXKUBAHUS IIUKOB 2-
OYTUITHPOKCUAHU301a u 3-
OyTWIrHIpOKCHaHU30Nla Ha  XpoMarorpamme
UCTIBITYEMOTO pacTBopa JIOIDKHBI
COOTBETCTBOBATH  BpPEMEHAM  yIEPIKWBAHUS
NUKOB  2-OyTWArMApokcuanuzona W 3-
OyTUNTMIPOKCHAHU30N1a HA  XpOMaTorpamme
pacTtBopa CTaHIAPTHOTO oGpasua
O6yrunrnapokcuannzona (pasnen «CopnepskaHue
OYTUITHAPOKCHAHH301a»).

Remarks : The Product confirms to ND/

[Tpumeuanne: [IpoaykT cooTBETCTBYET TpeboBaHuAM H/J

Conclusion : APPROVED /
3akawodenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TogrotoeneHo: Shivani [Ipoeepeno: Rama [Tposepeno (AOK): ||Onobpeno: OGecneueHue kauyecTBa/OTBETCTBEHHOE
Kant Amit Kumar JIMLIO:
-~ :
/ - \
Date / Date / Date / Date /

Jara: 13.02.2026

Jara: 13.02.2026

Jlata: 13.02.2026 Jara:

143 DL~ 2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTHUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keropoJiak) TabieTKH, AMCIeprupyeMble B 1100CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / _36,00,000 tab /

Cepus Ne + V2600196 Oo6neM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003276507 Date of Analysis / . 13.02.2026

AHa/IHTHYECKHH oT4eT No JlaTa anasam3sa

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npon3BoOACTBA Iopen o

Mfg. License No. / .

IIpoH3BOACTBEHHAS : MNB/05/263 S0 numherl : JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananns nposegen no HJL: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HucTtpykuus yreep:kaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

1;.:) Test / [Tokasarens Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeausis 70.3 mg/ 70,3 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
mMaceca Ot 67,2 mr o 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Unif itv of weight / 2/20 tablets - not more than + 20%. /
Om ormity ol we's Complies / CoOTBETCTBYET 18/20 Tabnerox — He Gonee =10 %;
AHGPOAHOCTEIMACSS! 2/20 tabnerok — He Gonee £ 20 %.
4 Disintegration time /
Pacnagaemocth .
00 min 27 sec / 00 muH 27 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 100 % Not less than 75 % (Q) of CsH13NO3+C4H 1 NO3
. (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Ta6n-2 103% | 750, (Q) CisHisNOyC4H) NOs (keToposnaka
Unit-3 / Ta6n-3 103 % TpOMETaMHMH) depe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoayKT cOOTBETCTRBYET TpeGoBanusm HJJ 3akmiouenne: OJOBPEHO

Conclusion : APPROVED /

Prepared by /

[Toarorosnexo: Shivani

Ao I %»\oji |

Checked by /

[TpoBepeHo: Rama

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
ITposepeno (AOK): ||Onobpeno: Obecnedenye kauecTBa/OTBETCTBCHHOE

Amit Kumar JTMLLO: 7‘}})«“
) \ /-){’ .
(\ il \ e

Date /

Jlara: 13.02.2026

Date /

Hara: 13.02.2026

Date / Date / ‘
Jlara: 13.02.2026  ||/tara: \%/b 2-2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iHyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dkcnpece (keTopoaak) TabaeTKH, AMCIEPrUpyeMblie B OJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepusn Ne # N26U0ISG O61em cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003276507 Date of Analysis / . 13.02.2026

AHajuTHYecKHi oTueT Ne Jlata anamusza

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027

JAaTta nponsBojcTBa Togen no

Mfg. License No. / .

TIponssoxcTBenHan - MNB/05/263 gy . JITI-Ne(004669)-(PT-RU)
Homep PY

JanueHsus Ne

Analysis performed according ND: / Anasmm3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpyxnus yreepkaena: 21.04.2025

PageSof 11/ Crp.Sn3 11

1}00 Test / IlokasaTe/ib Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a 710 pm
HucnepcHocTb sieve is formed. / OO6pasyercs omHoponHas
CyCNeH3HUs, NpOXOAAllas CKBO3b CHTO C
pa3mepoM oTBepcTUi 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-rupgpokcuanagor

Below LOQ (LOQ = 0.0032%) /
Hwxe npepena KOMM4eCTBEHHOTO
onpexenenus (ITKO = 0.0032 %)

not more than 0.5 %; / He 6onee 0,5 %;

KeTopoJiaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ue 6onee 0,8 %;,
1-KeToaHaIOT KETOpoJlaKa
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %,
eIMHUYHas
HEUACHTU(OULIMPOBaHHAs
MpUMECh
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
cyMMa npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoayKT cOOTBETCTBYET TpeboBanuaM HJ| 3aknwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToprotosneHo: Shivani [Tposepero: Rama [Mposepeno (AOK):  [|Onobpeno: ObecneyeHue kadecTBa/OTBETCTBEHHOE
e Kant ! Amit Kumar JINLLO:
/S ] i \ " /Z;' 7~
3 [ gar \
Date / Date / Date / Date / :
Jata: 13.02.2026 Tara: 13.02.2026 Jara: 13.02.2026  ||Tara: V3o 1~ 2016é

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili. Khol, Nalagarh Road, Ba4di,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIN3A
~ — www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoaak) TabaeTKH, AMCIIEPrHPYEMbIe B 0J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepust Ne » V2600196 O6bem cepun " 36,00,000 Tad

Analytical RepoE't No/ - 040003276507 Date of Analysis / . 13.02.2026

AHaTuTHYECKHH oT4eT Ne JlaTa anaanza

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BoacTBa T'open no

Mfg. License No. / ;

IpousBoacrBeHHan : MNB/05/263 TSR EE: £ 1 JHI-Ne(004669)-(PT'-RU)
Homep PY

Jgumensus Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuns yreep:xaeHa: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

i:) Test / IlokazaTesb Results / PesyabTaThl Specification / Hopma

8 Water content / 21% Not more than 7.0 %. /
CopaepxaHue BOIbl He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuYeckue pacTBOPUTEIH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 4 Mxr B TabneTke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/

ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeOopanusam HJT

Conclusion : APPROVED /
3akmovenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarororneno: Shivani [TposepeHo: Rama [Tposepero (AOK): |[OnoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
ﬁ e Kant d}\&\ Amit Kumar JIALO: s
)
Date / Date / Date / Date /
Jlara: 13.02.2026 Jara: 13.02.2026 Jlata: 13.02.2026 || Jara: V2> 2 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-5

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.com

’Eoduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoxykr: Keropon® IKenpece (keToposak) TabJIeTKH, IuCIeprupyemsbie B nojoctu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepusi No : V2600196 O0bem cepun " 36,00,000 Tta6

Analytical Repovrt No/ - 040003276507 Date of Analysis / - 13.02.2026

AHanuTHYeCKHiH oTyeT No Jarta anaanza

Date of Manufacture / © 01/2026 Date of Expiry / . 122027

Mara npoussogcrea Copen no

Mfg. License No. / MA number-: /

Ilpoussoacreennasn : MNB/05/263 or : JITI-Ne(004669)-(PT -RU)
Homep PY

JHNEeH3ud No

Analysis performed according ND: / Ananuz nposenen mo H/I: .JIII-N2(004669)-(PI‘-RU)-190224

PIL version approved: / Mucrpykuns yrsepaiena: 21.04.2025 ]

Page 7 of 11/ Crp. 7 u3 11

F 1;.‘? Test / okazatens

Results / Pesynbraro

Specification / Hopma

W

10 Microbiological purity*/ Mukpo6uonoruyeckas YyHCTOTA™

Total Aerobic Microbial
Count / o61mee yuco
a9pOOHBIX MUKPO-
OpraHu3MOB

NA not more than 10° CFU/g; /
e Gonee 10° KOE/r;

Total Combined Yeast and
mold count / 06uiee yncio
APOMOKEBBIX U [UIECHEBBIX
rpubos

NA not more than 102 CFU/g; /
He 6onee 102 KOE/T;

Escherichia Coli

NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units /
Oanopoanocts
1103HPOBaHHI>lX CANHHL

7.7

Acceptance value (4 V) not more than 15.0
Toxasatens npuemnemoctn (4V) nomxeH 6biTh
He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: Mponykr COOTBETCTBYET TpeGoBanusm HJJ

Conclusion : APPROVED /
3akmoyenne: OJJOEPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani [Tposepeno: Rama [Tposepero (AOK):  ||Ono6peno: Obecneuenne kauecta/OTreTCTBEHHOE
Kant Amit Kumar JTHLO:

AT

il

/\%W/

Date / Date /

Date / Date /

Jara: 13.02.2026 Hara: 13.02.2026 Jara: 13.02.2026 Jara:

V{2~ 120624

Registered Office: 8-2

-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drre

CIN: L85195AP1984PLCO04507
www.drreddys.com

ddys.com



Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcnpecc (keTopoJiak) TabaeTKH, AMCHEPTHPYeMble B 0J0CTH pTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / - 36,00,000 tab /

Cepus Ne + V2600196 O06BeM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003276507 Date of Analysis / - 13.02.2026

Ananuruuyecknii oruer Ne JlaTa ananun3a

Date of Manufacture / - 01/2026 Date of Expiry / - 122027

HaTta npou3BoacTBa T'open mo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAast : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Homep PY

Junensus No

Analysis performed according ND: / Anann3s nposenen no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Muctpykuust yreepxaena: 21.04.2025

Page 8§ of 11/ C1p. 8 m3 11

1;.2 Test / [loxazaTenn Results / PesyabTaTbt Specification / Hopma
12 Assay / KoninuecTBeHHoe 9.9 mg/9,9 mr From 9.0 mg to 11.0 mg of
onpeaeaeHue (99.1 %) C15sH13NO3°C4H1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /" Or 90mr no 11,0 mr
CisH13NO3*C4H 1NO;s (KeToponaKa
TpoMeTamuH) (ot 90,0 mo 1100 % ot
3asBJIEHHOTO KOJIMYeCTBa) B TabJIeTKe.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0,0971 Mr B TabneTke He menee 0,042 mr B Tabnetke.
GyTHATHAPOKCUAHU30/1A

Remarks : The Product confirms to ND/
Mpumeuanue: IIpoaykT cooTBETCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TogrorosneHo: Shivani Ilposepeno: Rama [TpoBepeno (AOK): [|OpobpeHo: ObecnedeHne kauecTBa/OTBETCTBEHHOE
b ‘)/ Kant \j\ﬂj\ Amit Kumar SULIO: X ”
%w\/ [\«’""/\‘- /
— \ [
Date / Date / Date/ Date / .
Ilata: 13.02.2026 Tata: 13.02.2026 Tlara: 13.02.2026  ||/lara: |22 1026
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHUKAT AHAJIM3A

Tei : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpece (keTopoaak) TaGiaeTKu, AUCIEPrApyeMbie B MOJIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No/ ) Batch Quantity / . 36,00,000 tab /

Cepus No R W2600I56 O6beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003276507 Date of Analysis / . 13.02.2026

Ananurudeckuii oruer Ne JlaTa anaju3za

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

Jarta npousBojacTea Togen g0

Mifg. License No. / MA number: /

IIpou3BoacTBeHHAN : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anannz nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuust yreepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

Onu

CaHHe YNNAaKOBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
6aucrepe u3 (ITA/AJIIIS ¢
saaronornoturesieM/I19BIT)
¢dombru // (IIS/AJT) donwru. Ilo
2 GuMcrepa BMECTE C JINCTKOM-
BKJIa[IbIIIEM B MavyKy
KapTOHHYIO.

1;.00 Test / Iloka3zaTenb Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 tabnerok B Guuctepe u3
(ITA/AJI/TID ¢ Bnaronoriorurenem/IT9BIT)
doneru // (IID/AJI) domern. Ilo 1 wmm 2
OaucTepa BMECTE € JIMCTKOM-BKMIafbllieM B
Ma4yKy KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BbINyCKe JIEKAPCTBEHHOr0 Mpenapara KOHTPOJ1b KauecTBa Mo nokasarenio «Viukpoduonoruvyeckas
YUCTOTA» MPOBOAUTCS AJIsA Kaxaoi 20-0¥ cepuu, WIH 151 OHOI CEpUH B rojl, B 3aBHCHMOCTH OT TOT0, YTO
HACTYIHT paHbllIe.

Remarks : The Product confirms to ND/
ITpumeuanue: IponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akarodenne: OJJOBPEHO

Prepared by /

il

Checked by /

[MoxrorosneHo: Shivani [Tposepeno: Rama

Kant \9’0\\ Amit Kumar JTHLLO:
A\
@\VA\/ {\// "

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Mposepeno (AOK): [|Onobpeno: Obecnieuenne kauecTsa/OTBETCTBEHHOE

d

i

Date /
Jara: 13.02.2026

Date /
Hara: 13.02.2026

Date/ Date /
Hara: 13.02.2026 Hara:

\5f—cf),~w7;é
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Dr. Reddy's Laboratories Ltd.

.. Formulation Unit-6
9
DI". Reddy S q... Vili. Khol, Nalagarh Road, Baddi,

. Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 5600102

CEPTUDUKAT AHAJU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg j
Hpoaykr: Keropon® IKcnpece (xeToposak) TaGerkn, ARCHEPrHPYeMble B 1010CTH pra, 10 Mr
Market / Pninok :Russia / Poccus
Batch No / ] Batch Quantity / . 36,00,000 tab /
Cepus Ne V24600196 Obbem cepun " 36,00,000 Ta6
Analytical Repourt No/ © 040003276507 Date of Analysis / © 13.02.2026
AuajanTHYeCKHIT oTueT No Hata anannza
Date of Manufacture / - 01/2026 Date of Expiry / © 12/2027
Jarta nponsBoacrsa T'open o
Mfg. License No. / MA number- /
IponssoacTeennas : MNB/05/263 H Py ’ © JIN-Ne(004669)-(PT -RU)
JuueH3ua No omep
Analysis performed according ND: / Anann: fiporeaen mo HJY: JITI-Ne(004669)-(PT -RU)-190224
PIL version approved: / HucTpykuns yreepxiena: 21.04.2025 ]
Page 10 of 11 /Crp. 10 m3 11
API name / Hanmenosanue A®C: Ketorolac tromethamine / Keroponaka Tpomeramun ]
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH002693
Homep cepuu npoussonurens ADC:
FP Manufacturer API Batch number /
Homep cepun cy6eranmun IMPOM3BOAHTENS FESA00356
I'Jid:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussogurens ADC, cTpaHa: H-p Penmu'c JlaGoparopuc JItn., Unaus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
Haumenoanmne, axpec, JTHHEH3Us 1S Hd-p Pepnu’c Jlaboparopuc JItx., Hnnus, IMpomssoncreennoe
IpoussoacrBennas wiomaaxa / Ilnomangka noApasaenenue-6, Busn. Kxosp, Hanarapx Poyn, Bagnu, Huctpuxr
| KOHTpOsIS KauecTsa / Ilnomanka Beinycka Conan, X.I1., 173205, Unaus (J1MLeH3Hs Homep MNB/05/263)

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 and requirements to the medicinal

Economic Union is establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Mponyxr cooTBeTCTBYET TpeGoBaHuaM H]J 3akmoyenne: OJJOEPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[loaroToeneno: Shivani IlpoBepeno: Rama IIposepeno (AOK): Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Kant U,Lk\ Amit Kumar JTHLO: 2
( .
Date / Date / Date/ Date / :
Jlara: 13.02.2026 Mara: 13.02.2026 Jlara: 13.02.2026 Jlara; )g"b —"20626

Registered Office: 8-2-327, Road No. 3, Banjara Hitls, iHyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ . ;
? @ Formulation Unit-6
Dro Reddy S ". Vili. Khol, Nalagarh Road, Baddi,
CEPTUDUKAT AHAJIH3A ' *91 98166 56001-02

www.drreddys,com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® IKenpece (keToposak) Tabjerkn, AUCHEprupyembie B 1010cTH pra, 10 mr

Market / Peinox :Russia / Poccus N

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepusi Ne + V2600196 O6bem cepun ~36,00,000 Ta6

Analytical Repovrt No/ © 040003276507 Date of Analysis / © 13.02.2026

AHaNHTHYeCKMIi oTueT No Jata ananuza

Date of Manufacture / £ 01/2026 Date of Expiry / C 122027

laTa npoussogcrsa Iosen o

Mfg. License No. / MA ber: /

Mponssoxcrennas : MNB/05/263 myer: : JII-Ne(004669)-(PT-RU)
] Homep PY

Junensusn Ne

Analysis performed according ND: / Anaanz npoeenen mo HJI: JIH-N9(004669)—(PF-RIJ)-190224

PIL version approved: / Hucrpyxmus YTBepxkaena: 21.04.2025

Page 11 of 11/ Crp. 11 w3 11

TPeOOBAHMAMM KOHTPOJIA KauecTna JICKAPCTBCHHBIX CPEACTB, a TakXe B COOTBETCTBHI CO crnenuduranusamu,
CONEPKAMMMHUCS B PETHCTPALTHOHHOM JOCHE CTpaHbI-UMIIOpTEpa. 3amucH o [IPOM3BOJICTBY, yNaKoBKe U aHau3y
[IDOBEPCHEI, U YCTAHOBIEHO MX COOTBETCTBHC Tpebosanmam ITpaBui Hajuiekaeii ITPOM3BOJCTBEHHOM NMpaKTHKH
Espasmniickoro sxonomuueckoro COIO3a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanmne: Ipoayxr COOTBETCTBYET TpeGopaHuam HJ| 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
HNoarorosneno: Shivani ITpoBepeno; Rama [TpoBepeno (AOK): Ono6peHo: O6ecnieuenne kavectsa/OrsercTBenHoe
s Kant b Amit Kumar JIMLO: .
) / ‘{Jﬁ/ N o
A & _
Date / Date / Date / Date /
Jlara: 13.02.2026 lata: 13.02.2026 Hara: 13.02.2026 || Jara: \ La2~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




