Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vill. 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
Ipoaykr: Keropon® Jxcnpece (keropoaak) TabieTKn, JHCHeprupyemsele B 0.10CTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne A O0bem cepuu " 36,00,000 Tab

Analytical Eepurt No | . 040003254658 Date of Amalysis /. 9 1 526

AHanuTHYeCKHH oTueT No JlaTa anayusza

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

JlaTa npou3BoacTBa T'ogen xo

Mfg. License No. / .

IIponsBoacTBeHHASN : MNB/05/263 WA usmher: | i JIII-Ne(004669)-(PT-RU)
Homep PY

aunenzus Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpyknus yreep:kaena: 21.04.2025

Page 1 0of 11/ Crp.1u3 11

No ; :
No Test / [lokazaTensb Results / PesyabTaThl 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. / Kpyrnbie mnockue
side. / Kpyrnsie nnockue TabyieTku ¢ (ackoi, CBETNO-XKENTOr0 LEBETA C
TabneTku ¢ Gpackou, CBETIIO- rpaBUpPOBKOH «|» Ha OHON CTOpOHE.
JKEJITOTO IBETA C I'PABUPOBKOI
«l» Ha oJIHOM CTOpOHE.
2 Identification / MaeHTHDUKAU KA

P

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (£ 2 nm). / V®-
CIIEKTPBI MOTJIOILEHUS UCTIBITYEMOTO PacTBopa
pacTBopa cTaHJapTHOro obpasla KeToposaka
TPOMETaMKMHA JOJIXKHBI MUMETh MaKCUMYMbl Mpu
OITHOM U TOM e IJIMHE BOJIHBI (+ 2 HM).

Remarks : The Product confirms to ND/

[Tpumeuanue: [IpoaykT cooTBeTCTBYET TpeboaHusM HJJ

Conclusion : APPROVED /
3akarwuenue: OJIOBPEHO

Prepared by /
TloarotoBneHo: Ashish

Kumar ‘@‘/

Checked by /

[IposepeHo: Pravesh

Rana Amit Kumar A
A_/
— -

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

Approved by: Quality Assurance/Authorized person /

Onobpeno: ObecnieueHne kayecTsa/QTBeTCTBEHHOER
JIMLIO: /7 v
. A ./

Date /
Hara: 19.01.2026

Date /

Jara: 19.01.2026

Date /
Hara: 19.01.2026

Date /

Jara: ‘9 ’0'.-\/2/02’4

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keTopoJak) TabJeTKH, JUCIeprupyemMble B H0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne B RIS O0bem cepuu " 36,00,000 Tab®

Analytical Repovrt No/ . 040003254658 Date of Analysis / - 19.01.2026

AHajuTnyeckHii oruer Ne Jarta ananu3a

Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027

JlaTa npou3BoacTBa Togen no

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Huctpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

i Test / IlokaszaTens

Ne

Results / PesynbTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of Kketorolac
tromethamine standard solution (Assay section).
/ Bpems ymepXuBaHMs OCHOBHOIO IMKA Ha

XpoMaTorpaMmme UCTILITYEMOrO pacTBopa
JIOJKHO COOTBETCTBOBATH BpEMEHHU
YOEPKUBAHUS OCHOBHOTO nyKa Ha
XpomarorpaMme pacTBOpa  CTaHAApPTHOTO

oOpasua KeToponaka TpoMeTaMuHa (pasien

«Konn4yecTBEHHOE ONpeaeneHue).

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHMAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoprorosneno: Ashish

Checked by /
[Iposepeno: Pravesh

Checked by (AQA) /
ITposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobdpeno: ObecnieueHue kayecTBa/OTBETCTBEHHOE

Kumar Rana Amit Kumar JINLLO: s
A o S}\-D 3
S
Date / Date / Date / Date / _
Tara: 19.01.2026 Jlara: 19.01.2026 TMara: 19.01.2026  ||tara: |9o)~202L

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 Laboratories Ltd

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUOPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxcnpece (keToposak) TabjieTKH, AHCIEPrUpyeMble B 0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus No S Wi O6bem cepnu © 36,00,000 Tab

aAnalytica. ReportNoJ - 040003254658 DateofAunalysis/ . 4001 3096

AHanuTHYeCKHH oTUeT Ne JlaTa ananuza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTa npousBoacTea I'onen no

Mfg. License No. / MA number: /

ITpousBoacTBeHHAas : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposenen no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MHcTpykuus yrBep:xkaena: 21.04.2025

Page 3 of 11/ Crp. 3 u3 11

Results / PesyabTaTbl

Specification / Hopma

g Test / [TokazaTenb
Ne
Butylhydroxyanisole /
Bymunzuopoxcuarnuson

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 yOEPKUBAHUS MUKOB 2-
OyTUIrMaAPOKCHAHU30IIA u 3-
OyTHITHAPOKCHAHH30JIa HA  XpoMaTorpaMmme
UCIIBITYEMOTO pactBopa JOJDKHBI
COOTBETCTBOBaTh  BpPEMEHaM  YIEPXHBaHUS
OMKOB  2-OyTWarujpokcuanmzona u o 3-
OyTWITHAPOKCHAaHU30Jla Ha  XpOMarorpamme
pacTBopa CTaHAAPTHOTO obGpasua
Oytunruapoxcnannzona (pasgen «CopaepxaHue
Oy THATUAPOKCUAHU30JIA).

Remarks : The Product confirms to ND/

Ilpumeyanue: [TpoaykT cooTBeTCTBYET TpeboBaHuaM H/I

Conclusion : APPROVED /
3akmwoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Ashish [Tposepeno: Pravesh  |[ITposepeno (AOK): ||OnoOpero: Obecneuenue kayecTBa/OTBETCTBEHHOE
Kumar Rana Amit Kumar /\ JTULO: - )9“)

: /\ & - \
Date / Date / Date / Date /
Jlata: 19.01.2026 Jlata: 19.01.2026 Hlara: 19.01.2026  |[fara: }90)|—~2026

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




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUO®UKAT AHAJIN3A

Tel : +91 98166 56001-02

Irreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcenpece (keToponak) TadaeTKH, AMCIEPrAPYEMbIe B OI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne 3 ¥2000012 O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003254658 Date of Analysis / . 19.01.2026

AHammTHYeCKH oTueT Neo JIaTa anasnza

Date of Manufacture / . 12/2025 Date of Expiry / . 1172027

JlaTa npoH3BoACTBA I'onen no

Mfg. License No. / MA number: /

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

JuueH3ust Ne

Analysis performed according ND: / Anaau3 nposegen mo H/I: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yreepaaena: 21.04.2025

Page4 0of 11/ Crp.4u3 11

1;? Test / Hoka3zartesnb Results / Pesyabrarbl Specification / Hopma
3 Average weight / Cpennsis 69.3 mg /69,3 mMr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr oo 72,8 mr (70,0 mMr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
Om ormity of weig Complies / CooTBeTCTBYET 18/20 Tabnerok - He Gonee + 10 %;
AHEESTIEh SESSSEl 2/20 tabnetok — He 6onee + 20 %.
4 Disintegration time /
Pacnanaemocthb )
00 min 24 sec / 00 mun 24 cex Not more than 3 min. / He 6onee 3 mumH.
5 Dissolution / PacTBopenue Unit-1/ Ta6a-1 100 % Not less than 75 % (Q) of CisH;3NO3+C4H; 1 NO;
) (ketorolac tromethamine) in 15 min. / He menee
_ » 0,
Unit-2 / Tabn-2 o 75 % (Q) CisHisNO3*C4H1)NO3  (ketoponaka
Unit-3 / Ta6n-3 99 % TPOMETAMUH) 4epe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 98 %

Remarks : The Product confirms to ND/

Ilpumeuanne: [IponykT cooTBeTcTBYET TpeboraHusiM HJJ

Conclusion : APPROVED /
3axknwyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Monrororneno: Ashish ITposepeno: Pravesh [[ITposepero (AOK): ||Omo6peno: Obecnieuerne kadecTBa/OTBETCTBEHHOE
Kumar Rana f Amit Kumar 5 JMLO: . \}D

/\ = \ o /
Date / Date / Date / Date /
Tlara: 19.01.2026 Jlara: 19.01.2026 Jlata: 19.01.2026  ||Tata: )4 —0) 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: L85195AP1984PLLCO04507
www drreddys.com




Dr.Reddy’s “:‘0

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUDPUKAT AHAJIN3A Tel: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropon® Dxenpecc (keTopoJiak) Tabiaerk, AucnieprupyemMblie B moJocTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne j MZG00012 O06bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003254658 Date of Analysis / . 19.01.2026

AHaJuTHYeCKHH oTdeT Ne Jara anaaunsza

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

JarTa npou3BoacTBa I'open no

Mfg. License No. / MA number: /

TIpousBocTBEHHAN : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuust yreepanena: 21.04.2025

PageSof 11/ Crp.Sn3 11

ig Test / [TokazaTens Results / PesyabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepecHocTh sieve is formed. / OOpasyercsi omHopoaHas
CyclieH3usi, INpOXOJflas CKBO3b CHTO C
paszmepom oTBepcTUit 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
l-rugpokcuananor

Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / ve Gonee 0,5 %;

/ Huxke mipenena

KOJIM4YECTBCHHOTO ONpPEACTICHUA

KeTopoJaKa (ITKO = 0,0032 %)
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ne 6ojee 0,8 %;
1-KeTOaHANOT KETOPOIaKa
unidentified impurity / 0.02 % not more than 0.5 %; / ve 6onee 0,5 %,
eNUHUYHAs
HeUAEeHTHHHLMPOBAHHAS
MpUMeECh
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cymma npumeceit

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

IMpumeyanue: [TponykT cooTBeTcTBYET Tpeboanuam HJ| 3aknouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[ToarorossieHo: Ashish

[Tposepeno: Pravesh  |[[Tposepeno (AOK):

Onobpeno: ObecrieueHue Ka'{eCTmseTcmeuuoe

Kumar Rana Amit Kumar JIULIO: o »
% A ‘7 N =
// /—Z’\
—_— \
Date / Date / Date / Date /
Jata: 19.01.2026 Tara: 19.01.2026 Tata: 19.01.2026  ||1ara: | 9 —o)~2026

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




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. 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
Ipoaykr: Keropoa® Dxenpecc (keroposiak) TabieTKH, AHCIEPrUpyeMble B HOJIOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne § e O6bem cepun ©36,00,000 Tab

Analytical Repourt No/ - 040003254658 Date of Analysis / . 19.01.2026

AHaJuTHYeCKHil oTyeT No JlaTa ananu3za

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTa mpou3BoacTBa I'onen no

Mfg. License No. / MA number-: /

IIpouszBoacrBeHHan : MNB/05/263 ) 1 JII-Ne(004669)-(PI'-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananu3 nposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page 6 of 11/ Crp. 6 3 11

i.f Test / [TokazaTeab Results / PesyabTaThl Specification / Hopma

8 Water content / 1.9% Not more than 7.0 %. /
Copnep:xanne Boabl He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHH4ecKHe pacCTBOPHTEH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
H3onponaHon 4 MKr B TabneTke He 6onee 350 mkr B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoayxr cooTBeTcTBYET TpeboBaHUsIM HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotosneno: Ashish [Tposepeno: Pravesh  |[[Tposeperio (AOK): [|Omo6peno: ObecneueHue kadectBa/QTBETCTBCHHOE
Kumar Rana { Amit Kumar JIULO: ; 3\&)
A\ “~ o
/\v-/‘/ 2 /\ -
Date / Date / Date/ | Date /
Jlata: 19.01.2026 Jara: 19.01.2026 Mara: 19.01.2026  ||Tara: |9 ©\-2026

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: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUO®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Jxenpece (keToposiak) TabjieTKH, AMCHEPrupyeMble B OJI0CTH pra, 10 Mr

auuensus Ne

Market / Pbinok :Russia / Poccus

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

Cepus Ne & SR Oo6bem cepun " 36,00,000 Tab

i JUcAT Hepost. ¥ . 040003254658 Date of Amalysis /. 19 41 526
AHaJimTHYecKuH oTyeT No JlaTa aHagm3a

Date of Manufacture / - 12/2025 Date of Expiry / : 11/2027

JaTa npou3BoacTBa I'ogen 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263 Homep PY ¢ JIII-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Anaaus nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpyknus yreepxaena: 21.04.2025

Page 7 of 11/ Ctp. Tu3 11

‘1;? Test / IlokazaTenn Results / PesyibTaThi Specification / Hopma
10 Microbiological purity*/ Mukpo0uoJsioruueckas yucrora*

Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / o6uiee uncno He 6onee 103 KOE/T;

a’poOHBIX MUKPO-

OpraHU3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / o611ee yncio ue 6onee 10?2 KOE/T;

JPO}OKEBBIX U IINIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBME B 1 T.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0

OaHopoaHocTb 57 [MoxazaTesnb npueMneMoctH (AV) aomxeH ObITh

J03MPOBAHHBIX €MHHUILL ’ He Gouee 15,0.

Remarks : The Product confirms to ND/
[Ipumeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akurwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Togrorosneno: Ashish [TposepeHo: Pravesh  |[[IpoBepeno (AOK): [|Omo6peno: Obecneuenne kauectBa/OTBETCTBEHHOE
Kumar Rana Amit Kumar N JIULIO: 9\0
ol )0 2
__;@@—L—" & ﬁ‘/ /’ \71\)‘ /
Date / Date / Date / Date /
Hara: 19.01.2026 Jlata: 19.01.2026 Jara: 19.01.2026 Jara: ’ 5 2y~ 20146

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




Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

wwiww. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoaykT: Keropoa® Jxenpece (keTopoJiak) Ta6/1eTKH, AMCHEPTHPYEMbIE B IOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne ¥ Va0dill2 O6neM cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003254658 Date of Analysis / . 19.01.2026

AHaauTndeckHii otuer Ne JlaTa anaansa

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JlaTa nponsBojacTBa Togen mo

Mifg. License No. / .

IIpon3BoACTBeHHAS : MNB/05/263 B rumbier: / . JITI-Ne(004669)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according ND: / Ananu3s npoeegen mo H/I: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yrepxaena: 21.04.2025

Page 8 of 11/ Crp. 8§ m3 11

1;.00 Test / IlokazaTenn Results / PesyabTaThi Specification / Hopma
12 Assay / KonuuecTBeHHOE 9.8 mg /9,8 Mr From 9.0 mg to 11.0 mg of
onpejesieHHe (98.4 %) Ci5sH13NO3*C4H1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Oor 9,0 Mr Jils) 11,0 mr
CisH13NO3*C4H | |1NO3 (xeToponaka
TpomeramuH) (ot 90,0 mo 110,0 % or
3aABJICHHOTO KOJIMYECTBA) B TAbNETKE.
13 Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab. /
content Copnepxanue 0,0965 mr B Tabnetke He menee 0,042 mr B TabneTke.
OyTHJITHAPOKCUAHNU30J12

Remarks : The Product confirms to ND/
[Tpumeuanune: [poaykt coorsercTyer Tpebopanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorornexo: Ashish [Tposepeno: Pravesh  |[[Tposepeno (AOK): [|Onobpeno: Obecnevenne kayectsa/OTBeTCTBEHHOE
Kumar Rana Amit Kumar JIHLLO: —
m‘g& - /\ -~ o
-— )
Date / ||Date / Date / Date / _
Hara: 19.01.2026 Hara: 19.01.2026 Jlara: 19.01.2026 Jara: ‘6 o\~ 20 24

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: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropon® Dkcnpecc (keToposnak) Ta61eTKH, ANCIEPTrHPYeMbie B MOJOCTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne { ¥2600012 O6bem cepun " 36,00,000 Tab

Analytical Repo:'t No/ - 040003254658 Date of Analysis / . 19.01.2026

AHaJHTHYEeCKHH oTueT No JlaTa ananusa

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTta npou3BoacTBa T'opgen go

Mfg. License No. / WA, wiriihe i

IIpoussoacreennas : MNB/05/263 H ) : JIII-Ne(004669)-(PI'-RU)
omep PY

JuueH3ust Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpyknus yreepaxnaena: 21.04.2025
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desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / ITo 10 Tabnerox B
onmucrepe w3z ([TA/AJUTID ¢
prnaronornotutenem/[19BIT)
donsru // (TIID/AJ1) donwru. Io
2 6aucTepa BMECTE C JIMCTKOM-
BKJTAZIbIIEM B nayuky
KapTOHHYIO.

NNOO Test / ITokasaTesb Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanune ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / [To 10 tabneTtok B Gnucrepe u3
(ITA/AJUVTTD ¢ Bnaromomiorutenem/I12BIT)
donwrun // (IID/AJ) doneru. ITo 1 wim 2
GnucTepa BMeECTE€ C JIMCTKOM-BKJIQJbIIIEM B
na4yKy 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 BbIMYCKE JIEKAPCTBEHHOI0 NMpenapaTa KOHTPOAb KayecTBa No nokasaresio «Mukpobuonoruyeckas
YHCTOTA» MPOBOAMTCA ANS KAXKHO0i 20-0ii cepHu, UJIU JJ1s1 OJIHOIN CEpPUH B IO/, B 3aBUCHMOCTH OT TOT'0, UTO

HACTYNMT paHblle,

Remarks : The Product confirms to ND/
INpumeuanue: [poaykT cooTBeTcTBYET TpeboBaHusaM H/J

Conclusion : APPROVED /
3axnryenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToxrorosneHo: Ashish [Mposepeno: Pravesh  |[Mposepeno (AOK): [|Ono6peHo: Obecnevenne kauecTsa/OTBETCTBEHHOE
Kumar Rana [/ Amit Kumar A JIMLIO: }J'&
/ v v e
-y
Date / Date / Date / Date / e
Jlata: 19.01.2026 Jlara: 19.01.2026 Hara: 19.01.2026  ||Mara: |9 ©)~ 20

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
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Xhol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUDOHUKAT AHAJIU3A Tel 1 +91 98166 56001-02
- www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxenpece (keTopoak) TabiieTKku, AUCHeprupyemMble B M0J0cTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepust Ne $ ¥2000012 Oo6beM cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003254658 Date of Analysis / . 19.01.2026
AHajgurnyuecknii oruet No JlaTta anannza
Date of Manufacture / - 12/2025 Date of Expiry / - 112027
JlaTa npoH3BOACTBA T'omen go
Mfg. License No. / .
Tpouseoacraennas : MNB/05/263 Mxumbrers  JITI-Ne(004669)-(PT-RU)
Homep PY
Junen3us Ne
Analysis performed according ND: / Anann3s uposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MncTpyknus yreepxaena: 21.04.2025
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API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroposnaka TpomeramuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoautessi APC:

ABSHO001605, ABSH001785

FP Manufacturer API Batch number /
Homep cepun cyOCTaHIMH NPOH3BOAHTEJIS
TJD:

FESA00218, FESA00219

API Manufactured by & country /
IIpoussoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Uuaus

Dr.

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site /

HauMeHnoBanne, axpec, THIEH3HSA IS
IponseoacTBenHas niaomanka / Ilnomaaka
KOHTPOJIA KayecTBa / [liomaaka BpIIycKa

Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /
J-p Pennn’c Jlabopatopuc Jltn., Unnusg, [IpoussoacTeeHHoe

noapasaenenue-6, B, Kxone, Hanarapx Poya, bagmm, Jluctpukr

Conan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

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 and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
compliance with Good Manufacturing Practice of the Eurasian

packaging and testing records are verified and their
Economic Union is established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTseTcTBYET TpeboBanusM HJJ Jakmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Ashish [IpoeepeHo: Pravesh  [|[[IpoeepeHo (AOK): |[Onobpeno: Obecneyenue kauecTea/OTBeTCTBEHHOE
Kumar Rana Amit Kumar MO} 0-6

M—‘ ) = g, / %‘c 1 )'J//

//' ﬁ = /' ( \1

Date / Date / Date / Date / 24
Tara: 19.01.2026 Jlara: 19.01.2026 Tata: 19.01.2026  ||Mara: \d°\—20

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!l, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P.,, 173 205, INDIA
CEPTUO®HNKAT AHAJIM3A Tel : +91 98166 56001-02
wiww.dr ':-'.\i‘(" .LLOm
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTopoJak) Ta6eTK, AMCNeprupyemsle B HoJ10¢TH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _36,00,000 tab /
Cepus Ne # V2000012 O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003254658 Date of Analysis / - 19.01.2026
AHajuTHYecKkHii oTueT No JlaTa anaauza
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
Jara nponsBoacTea T'oaen no
Mfg. License No. / )
IlpaREEoRTRERMH - MNB/05/263 MA number: / . JITI-Ne(004669)-(PT-RU)
Homep PY
JuneH3nus Ne
Analysis performed according ND: / Anasan3 nposeaen mo H/I: JITII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpyknnus yreep:xkaena: 21.04.2025

3akjroyeHne 0 cOOTBeTCTBHM: «HacTosmuM S TOATBEpKIAI0, YTO MpUBEJeHHAas Bhille nHGOpMAaIus SIBISETC
JIOCTOBEPHOH M TOYHOH. JTa cepHsl MPOJYKIMH MPOU3BEACHA (BKIIOYAs YINAKOBKY (MapKUPOBKY) U KOHTPOJIb
KauecTBa) Ha BBINICYKa3aHHOW MPOU3BOJCTBEHHOM IUIoIaAke (IUION[aJKax) B IIOJHOM COOTBETCTBHH C
Tpebopanusmu [IpaBun Haanexamield NpPOU3BOJACTBEHHON IIPaKTHKH EBpasHiCKOr0 3KOHOMHYECKOTO COK3a U
TpeOOBAHUSIMH KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPENCTB, a TaKXKe B COOTBETCTBUHU CO CHelM(UKALKAMH,
COJIEpIKAITUMHCS B PETHCTPAIIMOHHOM JIOChE CTPAHBI-UMIIOpTEpa. 3allUCH IO IPOU3BOACTBY, YIAKOBKE U aHATU3Y
IIPOBEPEHE], U YCTAHOBIEHO UX COOTBETCTBHE TpeboBanusaM [IpaBun Hamiexxamel MpoU3BOJCTBEHHON [IPAKTUKK

EBpazuiickoro 3KOHOMH4ECKOTO COI03a».
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Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanmsiM H/L

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Ashish [Tposepeno: Pravesh  [|[Tposepeno (AOK): ||Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOER
Kumar Rana Amit Kumar . NHLO;
3 o
_,&’—hl— /\/"‘, @?7 '
Date / Date / Date / Date / c
Jara: 19.01.2026 Jara: 19.01.2026 Jara: 19.01.2026 Hara: [6 ’O’P 20

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
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