Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keTopoaak) TabieTku, AUCNEPrHpyeMbIe B 0JI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepusn Ne & H2E02S0 O6beM cepun " 36,00,000 Tab

Analytical Report No/ . 040003279790 Date of Analysm / . 13.02.2026

AHanuTHYecKHi oTueT Ne JlaTa aHanuza

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

Jarta npou3BoacTBa I'ogen o

Mfg. License No. / )

TponssoacTBenRas - MNB/05/263 s S . JIII-Ne(004669)-(PT-RU)
Homep PY

Jgunenzusa Ne

Analysis performed according ND: / Ananun3 nposeaen no HJ: JITI-N2(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyxkuns yreepxaena: 21.04.2025

Page1 of 11/ Crp. 1 m3 11

N . .
Noo Test / [loka3zaTenan Results / Pe3yabTaThl 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. / Kpyribie mmockue
side. / Kpyrisie niockue TabneTkn ¢ (ackoi, CBETIO-KENTOro IBETa C
TabneTky ¢ (ackoii, ceTno- IPaBHPOBKOH «l» H& 01HOI CTOpOHe.
HKEJITOTO 1BETa C IPABUPOBKON
«l» Ha opHOM cTOpOoHE.

2 Identification / MaenTndukauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CIIEKTpPBI OIJIOUEHH UCIIBITYEMOro pacTBopa M
pacTBopa CTaHIapTHOro o06paslia KeTopojaka
TPOMETaMHHa JOJUKHBI UMETh MakCUMYMBI MIPH
OJIHO# 1 TOIi Jke IMHE BONHBI (+ 2 HM).

Remarks : The Product confirms to ND/

[Tpumeuyanue: [Ipoaykt cooTBeTCTBYET TpeboBaHusam H]

Conclusion : APPROVED /
3akmioueHue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [Tposepeno: Rama [Tposepero (AOK): |[Onobpeno: Obecneuenue xauecTBa/OTBETCTBEHHOE
Kant . &_ Amit Kumar JIULO: )ﬁ‘b
11/ A 0 —
; - =
/) T %,L“\U'/ (\ e /\% /
Date / Date / Date / Date / ' 2L
Hara: 13.02.2026 Hara: 13.02.2026 Hara: 13.02.2026 Hara: \gfa 1-720

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 ';‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Dxenpecc (keToposak) Tab/IeTKH, AMCIEPTHPYEMbIE B OJI0CTH pTa, 10 Mr

Market / Pninok :Russia / Poccus

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

Cepusn Ne A WZ2600253 O6nBeM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003279790 Date of Analysis / . 13.02.2026

AHaJATHYeCKHI oTUeT Ne JlaTa aHanmu3a

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

JlaTa npousBojicrea T'open go

Mfg. License No. / MA number: /

Ilpou3BoacTBeHHAA : MNB/05/263 ) : JITI-N2(004669)-(PT"-RU)
Homep PY

anueHsns Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykunus yrBep:kaena: 21.04.2025

Page2 of 11/ Crp. 2 n3 11

No
Ne

Test / [Toxa3zaTenn

Results / PesyabTatsl

Specification / Hopma

Complies / COOTBETCTBYET

YACP)KUBAHUA OCHOBHOT'O muKa

«KonuuecTBeHHOE onpeneneﬂne»).

Remarks : The Product confirms to ND/
INpumeuanue: [IpoaykT cooTBeTcTRYET TpebGoBauuam HJJ

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by /

IToarorosneno: Shivani

ST

Checked by /

Checked by (AQA) /

[Ipoeepeno: Rama [Mpoeepeno (AOK):

Kant Amit Kumar
P | N

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE

.

Date /
Jara: 13.02.2026

Date /

Date/

Jara: 13.02.2026 Hara: 13.02.2026

Date / ‘ZIDL__%%

Jara:

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

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).
/ Bpemsa ypmepXdBaHWs OCHOBHOTO MHKa Ha
XpoMaTtorpamMme UCIIBITYEMOI'0 pacTBopa
JOJKHO COOTBETCTBOBATh BpeMeHU

XpoMaTorpaMM€  pacTBOpa  CTaHAapTHOTO
ofpasia KeToponaka TpoMeTamuHa (pasned




Dr.Red

dy’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

CEPTHOPUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dkcnpecc (keTopoJiak) TabJeTKH, JHcIeprupyemMblie B 0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepust Ne d V2600259 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003279790 Date of Analysis / - 13.02.2026

AnanuTHyeckui oryer Ne JlaTa aHajH3a

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

JlaTa mpounsBoacTBa T'open go

Mfg. License No. / MA number: /

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

Junenzusa Ne

Analysis performed according ND: / Ananu3 nposeges mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yrBepxaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

Results / PesyabTaTsi

Specification / Hopma

No Test / [TokasaTesnn
No
Butylhydroxyanisole /
Bymuneuopoxcuanuszon

Complies / CoOOTBETCTBYET

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 yIAEepP>KUBaHUSA MHKOB 2-
OyTUITHAPOKCHAHH30J1A u 3-
OyTHITHAPOKCHAaHU30Jla Ha  XpoMaTorpamMme
HCTIBITYEMOTO pacTBOpa JOJIKHBI
COOTBETCTBOBATb  BpPEMCHAM  YAEpPKHBaHHUA
NUKOB  2-OyTWNTMApOKCHaHM3oNa M 3-
OyTWIIrMIPOKCHAHM30JIa HAa  XpoMaTorpaMmme
pacTBOpa CTaHAAPTHOTO obpazua
O6yTuarugpokcuanuzona (paszmen «CopepixkaHue
6yTHATHAPOKCUAHU30JIa).

Remarks : The P

ITpumeuanue: [IponykT cooTBeTCTBYET Tpebosanmsam HJJ

roduct confirms to ND/

Conclusion : APPROVED /
3aknwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Noarorosneno: Shivani [TposepeHo: Rama [Tpoeepeno (AOK): ||Onobpeno: Obecnedenne xauecTa/OTBETCTBEHHOE
A Kant d\ Amit Kumar JAKLO: )ﬂ)
o ) N ® 3
) %}}L AL~ — /%\ /
/ — \

Date / Date / Date / Date / Vs
Jara: 13.02.2026 Hara: 13.02.2026 Jlara: 13.02.2026 JHara: \Z 2L G

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 AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropon® Dxenpecc (keToposiak) TabIeTKH, JHCIEPrHpYeMble B MOJOCTH pTa, 10 mr

Market / Poinox :Russia / Poccust

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

Cepus Ne i V2600239 Oobem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003279790 Date of Analysis / © 13.02.2026

AuannTuyeckHii oTyet Ne JlaTa ananu3za

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

JaTa npon3BoacTBa Topen no

Mfg. License No. / MA number: /

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

Jaunuensusa Ne

Analysis performed according ND: / AnaJsiuz nposenen mo HJ/L: JITI-Ne(004669)-(PT"-RU)-190224
PIL version approved: / UncTpykimsa yreepxaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

1;.:) Test / IlokaszaTenb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennsin 70.1 mg/ 70,1 mMr 67.2mg to 72.8mg (70.0mg £+ 4.0%). /
Macca Ot 67,2 Mr o 72,8 mr (70,0 mr £+ 4,0 %).
18/20 tablets - not more than + 10 %;
Unif. it of weight / 2/20 tablets - not more than + 20%. /
Om OEIMEY OTWELS) Complies / CooTBeTCTBYET 18/20 Tabnetok — He ©Gojgee =+ 10 %;
AHCPOIHOCES MAtCEL 2/20 Tabnetok — He 6ogee + 20 %.
4 Disintegration time /
Pacnapaemoctsb )
00 min 31 sec / 00 muH 31 cek Not more than 3 min. / He 6oJiee 3 MuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103 % Not less than 75 % (Q) of CisH;3NO3+C4H;1NO3
) (ketorolac tromethamine) in 15 min. / He menee
=) - 0,
Unit-2 / Tabs-2 102% | 759, (Q) CisHisNOsC:HINO; (keToposaxa
Unit-3 / Ta6n-3 103 % | TpOMeTaMHH) yepes 15 MuH.
Unit-4 / TaGn-4 101 %
Unit-5 / Taba-5 104 %
Unit-6 / Ta6n-6 102 %

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTBeTCTBYET TpeOoBaHUAM HJ{

Conclusion : APPROVED /
3aknwuedne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / (|Approved by: Quality Assurance/Authorized person /
[MTonrorosneno: Shivani [TposepeHo: Rama Iposepeno (AOK): [|Onobpeno: ObecniedeHHe KauecTra/OTBETCTBEHHOE
Kant Amit Kumar JIHLLO:
ul \J«lj‘ % 4 I
/g 5 % /\ = ‘ /
.
Date / Date / Date / Date / -/
Jlata: 13.02.2026 Jlata: 13.02.2026 Hara: 13.02.2026  ||Mlata: \3 22 - 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, 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

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

Vilt. 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
Ipoaykt: Keropoa® Dkenpecc (keToposiak) TabieTku, AUCHeprupyemMbie B M0J10cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2600259 Oobem cepun © 36,00,000 Tab

Analytical Report No / 040003279790 Date of Analysis / 13.02.2026

AHaJHTHUYeCKHH oTyeT No JlaTa anannza

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

Jara npouszBoacTaa TI'ogen no

Mfg. License No. / MA number: /

IIpou3BoacTBEHHASA : MNB/05/263 ) : JII-Ne(004669)-(PT-RU)
Homep PY

auneH3usa Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreep:xkaena: 21.04.2025

PageSof 11/ Crp.Sm3 11

1;.: Test / ITokasaTesnb Results / Pe3yJibTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a 710 um
JucnepcHocTs sieve is formed. / OO6pasyerca omHOpoAHAas
CYCNEH3Us, TPOXOAAIIas CKBO3b CHTO C
pazmepoM oTeepcTuii 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor

Below LOQ (LOQ = 0.0032%) /
Hike npejena KOMTHYECTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

not more than 0.5 %; / He 60mnee 0,5 %;

KeToponaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ne 6onee 0,8 %;
1-xeToaHanor KeToposaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6osee 0,5 %;
e IMHUYHAS
HeuaeHTUUUUpoBaHHAS
npuMech
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CyMMa Npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [lpoaykr coorsercTByeT Tpebosanmsm HJ{ 3aknoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToarotosaeHo: Shivani [TposepeHo: Rama [Tposepeno (AOK): [|Onobpeno: Obecnedenue kauecTBa/OTBETCTREHHOE
Kant LLE\ Amit Kumar JULO; W
— ~
A9 el - N
Date / Date / Date / Date / > o2 L
Jlara: 13.02.2026 Jara: 13.02.2026 JHata: 13.02.2026 Hara: \@(D 2-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, 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

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

Vill. Khol, Nalagarh Road, Baddj,
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
ITpoaykT: Ketopon® Dkcnpecc (keTopoJiak) Tab/IeTKH, JHCIEPrUpPYeMbIe B I0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust No d V2800250 Obbem cepnn * 36.00,000 a6

Analytical Repog‘t No / . 040003279790 Date of Analysis / - 13.02.2026

AHaJiuTHYecKHH oTueT No JlaTta anann3za

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

Jara nponspojacTBa T'ogen no

Mfg. License No. / MA ber: /

T pou3BoaCTBeHHAs . MNB/05/263 TR . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anasm3 nposeaen no HJI: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HacTpykuus yreepskaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

i.:) Test / Iloka3zaTesib Results / Pe3yabTaTthl Specification / Hopma

8 Water content / 2.0% Not more than 7.0 %. /
Coaep:xkaHue BOAbI He Gonee 7,0 %.

9 Residual solvents / OcTaTo4HbIC OPraHH4YeCKHE PACTBOPUTEIH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3onponaxon 6 MKT B TabyeTke He 6onee 350 Mxr B TabneTke.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBaHUAM HJT

Conclusion : APPROVED /
3aknw4denue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |[|Approved by: Quality Assurance/Authorized person /
[oarotosnexo: Shivani [1poeepero: Rama [IposepeHo (AOK): |[Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
e Kant U.&_ Amit Kumar JTUIIO;
o o
A9 Baud A= )_ M/
Date / Date / Date / Date / <
Hata: 13.02.2026 Jlara: 13.02.2026 Hara: 13.02.2026 Hara: ‘@ 2= e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, ilyderabad - 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

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTHOHUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

ﬁ’roduct : Ketorol Express (ketorolac) Oral

PIL version approved:

/ Mucrpyknuus YrBepxiena: 21.04.2025

ly Disintegrating Tablets 10 mg

IIpoaykr: Keropoa® IKcnpece (keTopoaak) Ta0JIeTKH, AHCHEprupyemble B 10.10¢TH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne : V2600239 Oobbem cepun " 36,00,000 Ta6

Analytical Repovrt No/ © 040003279790 Date of Analysis / © 13.02.2026

AHAINTHYECKHIT oTyeT No Jarta anamuza

Date of Manufacture / £ 01/2026 Date of Expiry / © 12/2027

Jarta npousBoacrsa T'onen o

Mfg. License No. / MA ey

Ipouseoacreennas : MNB/05/263 . ! JII-Ne(004669)-(PT-RU)

Homep PY
JIHneH3us Ne
Analysis performed according ND: / Anajuz nposeaen no HJI: JIH-M(OO4669)—(PF—RU)-190224

Page 7 of 11/ Crp. 7 w3 11

r %? Test / IMokazaTens Results / PesyabraTil Specification / Hopma
10 Microbiological purity*/ Mukpo6nonornueckas YHUCTOTA*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / o61uee uncsio He 6onee 10° KOE/r;
a9pOOHBIX MHUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o6ee yucio He Gonee 10? KOE/T,
JPOMOKEBBIX U MJIECHEBDIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B I T,
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopogHocTh 39 [Nokazarens npuemnemocty (4V) nomxen 6uITH
A03HPOBAHHBIX €IMHHL ) He 6oiee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
lpumeuanue: IMpoayxr COOTBETCTBYeT TpeGoBanmsam HJ 3akmovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Shivani IIposepeno: Rama IIposepeno (AOK): Onobpeno: O6ecnieuenne kayecTBa/OTBETCTBEHHOE
; Kant Amit Kumar JIHLIO;

AT 2 > A
Date / Date / Date / } Date / n 2L
‘ga'ra: 13.02.2026 Hata: 13.02.2026 Jata: 13.02.2026 Mara: \ 3 o0 L— 26

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, i
Téh+91404900290QI%x:+91404900299&
CIN: L85195AP1984PLCO!

yderabad - 500034, Talangana, India
Email: mail@drreddys.com
04507

www.drreddys.com



Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSI

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5
Vili. Khol, Nalagarh Road, Baddi,

S Distt. Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ikcnpece (keTopoaak) TadJjerkn, AHCIIEPTHPYEMBIE B NI0J10CTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / - V2600239 Batch Quantity. / : 36,00,000 tab /
Cepust No Obnem cepun 36,00,000 Ta6
Analytical Repourt No/ © 040003279790 Date of Analysis / - 13.02.2026
AnajanrHueckuii oryer No Jara ananuza
Date of Manufacture / £ 01/2026 Date of Expiry / : 122027
Jara nponssogcrea T'ogen g0
Mfg. License No. / ]
TIpoussogcTrennas : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-RU)
Homep PY
JHIeH3ng Ne
Analysis performed according ND: / Anamus npoBenen no HJI: JIII-.N‘2(004669)-(PI‘-RU)-190224
PIL version approved: / 1 HCTPpYKuHA yreepxaena: 21.04.2025 |
Page 8 of 11 /Crp. 8 n3 11
ﬁ 1;.‘? Test / Mokazarens Results / Pesyabrare: Specification / Hopma
12 Assay / KotnuecTBenHoe 10.1 mg /10,1 mr From 9.0 mg to 11.0 mg of
onpenesieHue (101.2 %) CisHi3NO3+C4H; NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mr o 11,0 Mr
C15H;3NO3'C4H| 1NO3 (KeToponaKa
TpoMeTamuH) (o1 90,0 g0 | 10,0 % or
3ajBJICHHOTO KOJIMYECTBA) B TabeTke.,
13 Butylhydroxyanisele 0.0986 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanne 0,0986 Mr B Ta6nerke He menee 0,042 mr s TabieTke.
L OyTuarnapokcuanusona —1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumevanue: Hponyxr cootsetcTnyer TpeboBanmsM HJT 3akmouenne: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Shivani [Mposepeno: Rama [Tposepeto (AOK): Onobpeno: Obecnieuenue kayecTsa/OTBETCTBEHHOE
Kant \}d\ Amit Kumar JTHLO: M

/3 T . v
Date / Date / Date /. Date / _
Tara: 13.02.2026 Jata: 13.02.2026 Jlara: 13.02.2026 || Jtara: \ 32 2—202(

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999,

www.drreddys.com

Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTH(DHKAT AHAJIM3A Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]

IIpoaykr: Keropoa® IKcrnpece (reToposax) Tabuerkn, AHCNIEPrupyemble B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne & V2600239 O6Bem cepun " 36,00,000 Ta6

Analytical Repovrt No/ £ 040003279790 Date of Analysis / © 13.02.2026

AHATHTHYCCKHIT 0TyeT No Jara anannza

Date of Manufacture / £ 01/2026 Date of Expiry / © 12/2027

ara npounspojcrea I'osen 10

Mfg. License No. / MA ber: /

ITpousBoacTBennas : MNB/05/263 s ¢ JHI-Ne(004669)-(PT -RU)
Homep PY

Junen3ust Ne

Analysis performed according ND: / Anasus nposeaen o HJI: JIII-N9(004669)-(PI“-RU)-190224
PIL version approved: / Hucrpykuns yreepaxaena: 21.04.2025

Page 9 of 11/ Crp. 9 w3 11

r i‘? Test / loxazatens Results / PesysbTath Specification / Hopma ]
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakosku (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / ITo 10 Tabnetok B Gucrepe w3
information leaflet in a carton (TA/AJITID ¢ Biaronornoturenem/[13BI])
pack. / Ilo 10 tabnerox s Gonera // (I12/AJ) Goneru. Mo 1 wmm 2
bnucrepe wnz  (IA/AJVITD ¢ Gnucrepa BMecte C JIUCTKOM-BKNAMIbIIEM B
Biiaronornoturenem/I13BIT) NaYyKy KapTOHHY0,
(onwru // (TTD/AIT) onsru. Io
2 Gnuctepa BMeCTE ¢ JHCTKOM-
BKJTafIbIIIIEM B HavKy
| KapTOHHYO. J

* When the drug product is released, the quality control Jor Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* IIpu Boimycke JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIL KAYECTEA 110 nokasarenio «MukpoGuonoruueckas
HHCTOTa) IIPOBOAMTCS A5t Kaxnoii 20-oii CEpUH, U1N A0S 0QHOI CepHH B ro, B 3aBHCHMOCTH 0T TOro, YTo
HACTYNHT paHbIue,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: Mpogykr COOTBETCTBYET TpeboBaHuam HJJ 3akimoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[oarotosneno: Shivani [Tposepero: Rama ITposepeno (AOK): Onobpeno: Obecnieuenue Kauectsa/OrtBeTcTBEHHOER

j r Kant J&)\ ‘}g\ AmilKu/m\arrf—i: THLO: /]_)Z;‘m}

Date /
Jara: 13.02.2026

Date / Date / Date /
Jlata: 13.02.2026 Hara: 13.022026  ||Tara: \322— 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
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CERTIFICATE OF ANALYSIS

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

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

Tel : +91 98166 56001-02

CEPTUHOHUKAT AHAJIN3A i
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Jxcnpece (keTopoaak) Ta6aeTKH, AUCIEPrHPYeMbIe B mo10cTH pTa; 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepust Ne e Oo0bem cepun " 36,00,000 Tab
Analytical Repo:'t No / . 040003279790 Date of Analysis / . 13.02.2026
AHanuTHYeckHii oTyet Ne JlaTa ananmuza
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JdaTta npousBoacTea T"ogen o
Mfg. License No. / MA number: /
ITpouszBoacTBeHHAN : MNB/05/263 u T : JIII-Ne(004669)-(PI'-RU)
Homep PY
Junen3us Ne
Analysis performed according ND: / Ananus nposenen mo HJ/I;: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 10 of 11 / Ctp. 10 n3 11

API name / HaumeunoBauue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTamMun

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npousBogutess APC:

ABSHO002693

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIUH MPON3BOIHTEIS
TJI®D:

FESAQ0356

API Manufactured by & country /
IIponzsoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pepnu'c Jlabopartopuc JIta., Uugus

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

HaumenoBanmne, anpec, THIEH3HS AJIA

I pounszsoacTeennas miomanka / Ilinomanka
KOHTpoJIsi KadecTBa / Illomagka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Penau’c Jlabopatopuc JIta., Uunus, [TpousBoacTeeHHOE
nonpasaenenve-6, Bunn. Kxons, Hanarapx Poyn, bapau, luctpukr
Conan, X.I1., 173205, Unmusa (muuensus 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,
their compliance with Good Manufacturing Practice of the Eurasian

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Ipumeuanue: [IpoayKT cCOOTBETCTBYET TpeGoBaHusaM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoaroTosneno: Shivani [Tposepeno: Rama [Tposepeno (AOK): [[Onmo6peHo: Obecneuenue kaiecTBa/OTBETCTBEHHOE
ﬁ rf Kant 0)}‘ Amit Kumar JIULIO: /%‘}J'J
¢ X (0] p=
’%V\ - /\ /\f_ \ /
{ Pl
Date / Date / Date / Date / >0
Hara: 13.02.2026 Hara: 13.02.2026 Hara: 13.02.2026 Hara: \ ;/b Ll 26

Registered Office: 8-2-327, Roa
Tel: +91 40 4900 2900,

d No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
9 .... Formulation Unit-6
Dr- Reddy S -. Vili. Khol, Nalagarh.Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTHDUKAT AHAJIU3A Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Ketopoa® dkenpece (keTopoaak) Tabjierkn, AHCTIEPrHpYeMble B IOJIOCTH pTa, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepusi Ne # V2600239 Oo0nbem cepun ~36,00,000 a6
Analytical Repovrt No/ © 040003279790 Date of Analysis / © 13.02.2026
AHajanTHYeCKHT oTueT No Hata anannza
Date of Manufacture / - 01/2026 Date of Expiry / © 12/2027
Jara nponsBojcrsa Topen g0
Mfg. License No. / MA number: /
Mpoussoacreennas : MNB/05/263 ek : JII-Ne(004669)-(PT-RU)

Homep PY ,

JIHIEeH3usa No
Analysis performed according ND: / Auanuz npoeeaen mo HJI: JIII-N2(004669)-(PF-RU)-190224

| PIL version approved: / Unerpykuus YTrBepaena: 21.04.2025

Page 11 of 11 /Crp. 11 u3 11
3akmouenne o cooTereTBHM: «Hacrosmmm s TMOATBEPXKIAIO, YTO MPHBEICHHAS BhIle uH(Gopmanus sBnsercs
AOCTOBEPHOM M TOUHOM. Dta cepus MpOAYKUMH Ipou3BeaeHa (BKIovas YIAKOBKY (MapKHpOBKY) © KOHTPOJIb
Ka4ecTBa) Ha BBIICYKA3aHHON TNPOM3BOJICTBEHHOH IUIOMIA (KE (mnomankax) B monnowm COOTBETCTBHH ¢
Tpebosanusmu [Tpasun HaJuIexKalei 1npousBoICTBEHHOI NpakTHku EBpasuiickoro IKOHOMHYECKOTO COMI03a U
TPeOOBAHMAMU KOHTPOJIS KauecTsa JICKAPCTBCHHBIX CPENICTB, a TAaKXKe B COOTBETCTBHH Co crnennuKanusmy,
COZICPKALIUMHCS B PErHCTPALMOHHOM J10Che CTpaHbI-uMIIOpTepa. 3amucH 1o TIPOU3BO/CTBY, YNakoBKe U aHANU3Y
IIPOBEPCHBI, M YCTAHOBICHO MX COOTBETCTBUE TpeGosanuam Ilpasun Hagnexameii NIPOH3BO/ICTBEHHON NPAKTHKH
EBpasuiickoro skonommueckoro CO103ay,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: Hponykr cootsercrayer TpeboBaHuaM HJJ 3aknmoyenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosnero: Shivani IIpoeepeno: Rama IIposepeno (AOK): Ono6peHo: Obecnieuenne kauecTBa/OTBETCTBEHHOE
Kant \))f)r Amit Kumar SHLO:

il (o -

J & A\ o
Date / Date / Date / Date / <
Jlara: 13.02.2026 Hara: 13.02.2026 Jata: 13.02.2026 || Tava: ) 2 v2—202

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