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

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

CEPTHOHKAT AHANH3A ... dv

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropon® Dxenpecc (keToponak) Tabaerks, AHCIEprupyeMble B IOJIOCTH PTa, 10 Mr

Market / Prisok :Russia / Poccus
Batch No / ) ‘ Batch Quantity / . 36,00,000 tab /
Cepust Ne : V2302495 O6nem cepru ~ 36,00,000 Tab
Analytical Repourt No/ . 040003242563 Date uf Analysis / . 26.12.2025
ABam:_m'lecKnu oraeT No Hara ananuza
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

| Hara npon3BodcTaa Topen o
Mifg. License No./ MA number: /
IIpoussogcreennan : MNB/05/263 . : JII-Ne(004669)-(PT-RU)

Homep PY :

auuensus Ne

Analysis performed according ND: / Ananns uposenes no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpyxuns yTsepxaena: 21,04.2028

Pagelof11/Crp. 1 w31l

No

o Test / MoxasaTens Results / Peaynbrars Specification / Hopma
1 Description / Onscanne Light yellow round flat beveled Light vellow round flat beveled tablets with "

tablets with "|" debossed on one debossed on one side. / Kpyraole naockse
side. / Kpyrable nnockue Tabnerku ¢ Qackoll, CRETAC-HEITOIG LBETA C
rabneTky ¢ dackolt, caerno- rpasHpoBKoil «i» Ha omHo# CTOpOHE.
HENTOTO HBETA C rPABHPOBKOH
«f» Ha ojHOH cropoHe.

y Identification / Maenrudnxauns o

Complies / CooTBETCTRYET

UV specira of the test solution and ketorolac

Ketorolac / Kemoponax

i tromethamine standard solution should have
peaks at the same wavelength (+ 2 o). / Y-
CHIEKTPE! MOTTCIIEHH HCIEITYEMOTO PacTBOpa K
pacTsopa CrapmapTHoro ofipaina Keroponaxa
TPOMETAMHHE HOMKHEL HMETh MAKCHMYMB] NpH
OJHOH H TOH e AauHe Bojitbl (£ 2 HM),

Remarks ¢ The Product confirms to ND/
Tpumeuanue: MpoaykT cootseTcTByET TpeboBanusM H]Y

Conclusion ;: APPROVED /
Jaxmouenue: OQJJOBPEHO

Prepared by / ([Checked by /

Toaiuroaens: Pravesh » [|[Tposepeno: Pardeep  |(Iposepeno (AOK):  {[OnoGpeno: Obecnedcrue kavectsa/OTaeTcTRERHO "
Rana / Kumar hAnut Kumar {imio:
i C - _ @
Date / Date / ~|IDate / || Date / D q-fp - 20%
Hara: 29.12.2025 Bata: 29.12.2025 Tara: 29.12.2025  {|Hata:

|[Checked by (AQA) 7 J|Approvea by: Quality Assurance/Authorized person /

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

Tel: 491 40 4900 2900, Fax: +91 404900 2999, Emaik: mail@drraddys.com
CIN: LRSIS5AP1G84PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-&

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

CERTIFICATE OF ANALYSIS 1. 191 92165 56001-02
CEPTUOUKAT AHAJA3A www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disihteg.rﬁtiﬁg“'“rab.le.ts IIOImg
Ipoayr: Keropoa® Ixcnpece (keropoaak) TabiaeTku, AHCHEPrEpyeMEie B NOROCTH pra, 16 Mr

aanensas Ne

Market / PriHok ;Russia / Poccusa _

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

Cepun Mo $ V2502493 O6bem cepHE " 36,00,000 Tab
Analytical Report No / . 040003242563 Date of Analysis / . 29.12.2025
AnanuTHyecKail oTyer Mo JlaTa anaamza

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

Jdara npon3isonciea Topen oo

Mig. License No. / MA number: /

HpowuseoxcrBeHHAR : MNB/05/263 Howmep PY : JII-Ne(004669)-(PT-RU)

Analysis performed according ND: / Axanuz npoeeaed no EJI: JII-Ne(004669)-(PT-RU)-190224
| PIL version approved: / Hucrpyxuus yrsepxpena: 21.04.2025

Page20f11/Crp.2 m3 11

No

Test / TToxazaTens
Ne

Results / Pesyabrarsl

Specification / Hopma

Complies / CootsercTByeT

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 yAepXUBaHUA OCHOBHOrO TIHKZ Ha

XpOMarTorpaMMe  MCIBITYEMOFO  pacTsopa
LOIDKHO COOTEETCTBOBATD BPEMEHU
YIOepRUBAHHA OCHOBHOI'D nHKa Ha
XpOMaTorpaMMe  PacTBOpa  CTSHNAPTHOTO

o0pasua keToponaka TpoMeTamuHa (pasjen
«KonuuecTEeRHOE OlIpEAETEHHED).

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED / .
prmeyanne: Npoaykr coorsercriyer Tpebosatnam HYT I 3axinouenne: OLOBPEHO
Prepared by / Checked by / Cﬁfhg_ckcdby (AQA) / {|Approved by: Quality Assurance/Authorized person /
Tenrorogneny; Pravesh - [|[Iposepeno: Pardesp  {|Hporepeno (AOK): Qmﬁpes}a: O6ecnieyedne kavecTsa/OTBETCTREHHOE
Rana £ |iKusmar  Ariif Kumar finno: o
£ I ~ a

&.«j’:f, - = ﬁ Y—/.,,,——’ ..a«"-“”wlf
Datg / Date /. Date / Date / 291040 e
Mava: 20.12.2025 Hata: 28.12.30258 Harta: 29.12.2025 Jara: l

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

CIi: LB5195AP1984PLE004507
www.drreddys.com




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

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

CERTIFICATE OF ANALYSIS 1. 01 98166 56001.02

CEPTHOHUKAT AHANM3A  yww.drreddys.com

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

|IIpoxyxr: Keropoa® 3xcnpece (keropoaax) rabiierin, Aucneprapyemsie B nogocra pra, 10 mr
Market / Pusox ‘Russia / Pocous

+ Batch No / . Batch Quantity / . 36,00,000 tab /
Cepug No + V2502495 Obpem cephin 36,060,000 1ab
Analytical Report No / + 040003242563 Date of Analysis/ . 515 2025
AxaauTayeckHii oruer Ne Jara anaauza
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
Jara nposssoacrea Toaen no
Mfg. License No. / MA numbers /
HiponsBoacreennan : MNB/05/263 ) 1 JIII-Ne(004669)-(PT-RU)

Homep PY

Jruensas Ne
Analysis performed according ND: / Ananuz nposeger ro HJI: JIE-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HMucTpyKUASA YTBEpXKACHA: 21.04.2025

Page3of 11/ Crp. 3 m3 11

No
Ne

Test / NloxkazaTens

Results / Peayneraret Specification / Hopma

Butylhydroxyanisole /
Bymucudpoxcuanuzon

Complies / CooTBeTcTBYET The retention times of 2-butylhydroxyanisole and
3-butylhydroxyanisole peaks on the
chromadtogram 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). /
1 Bpemena YASPKHBRHHA MHKOB 2
SYTHATHEPOKCHAHHR0AA H 3-
CYTHITHIPOKCHBHMIONA Ha  XpOMETorpaMmme
MCIIBITYEMOrD pacTeopa ZOJLKHBE
COOTBETCTBOBATE  BPEMEHaM  YIEDXHBaHHA
nuxos  2-GyrwiIrMBpokcHaHHaona M 3-
OYTHIIHAPOKCHAHMION H&  XPOMATorpaMme

pacTeopa CTAHAAPTHOTO ofipaiua
Syrmnruppoxcuanmzona (pasnen «Cokepmanne
ByTHIrHIPOKCHAHHUZONAN).

Remarks : The Product confirms to ND/

IIpameuanue: ponyxT cooTBeTcTBYET Tpeboraruam HI

Conclusion : APPROVED / T !
3axouenne: OHOBPEHO

Prepared by / []Checked by/ HChecked by (AQA)/ HApproved by: Quality Assurance/Authorized person /
| Hoprorosneno: Pravesh , {{Tlposepeno: Pardeep  ||Hpobepeno (AQK): [[Ono6peno: Obecnieuenne kavectsa/OTBeTCTBERHOE

Rana { Kumar Amit Kumar . nHIO: .

Date / Date/ Date? ‘ Date / 2810 D03

Tata: 29.12.2025 Tarta: 29.12.2025 Hara: 29,12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 49C0 2500, Fax: +51 40 4900 2959, Email: mail@drraddys.com

CIN: L85195AP1984PLCO0ASHT
www.drreddys.com
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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
Tel : +91 58166 5600102

CEPTUDHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Mpoayxr; Ketopoa® Dxenpecc (xeroponax) TabaeTkH, IHCIEprapyemMple B MOI0CTH pTa, 10 Mr

Market / Prinox :Russia / Poccua .

BatchNo/  umennAac | Batch Quantity / . 36,00,000 tab/

Cepns_: J_V’Q : V2502495 O0LeM cepun © 36,00,000 Tab

Analytical Repoz*t Neo/ . 040003242563 Date of Analysis / . 9012.2025

Anannradeckuii orget Nb Jata anamuza

Date of Manufacture / . 1272025 Date of Expiry / . 11/2027

Jlara npomssoacTea Touen no

Mig, License No. / MA number: / _

IIpoussoacTBEHHASN : MNB/05/263 ex: ;. JHI-Ne(004669)-(PT-RU)
Homep PY

JIHIeR3HA Ne

Analysis performed according ND: / Axanns nposenen mo HJI: JITL-Ne(004669)-(PI-RU)-190224
PIL version approved: / Mucrpyknns yreepanena: 21.04.2025

Paged of 11/ Crp. 4 m3 11

1;;: Test / lokasarens Results / PeayartaTe: Specification / Hopma
3 Average weight / Cpennss 70.2mg / 70,2 Mr 672mg to 72.8mg (70.0mg = 4.0%). /
Macca Ot 67,2 Mmr go 72,8 mr (70,0 Mr 4,0 %),
18/20 tablets - not more than =+ 10%;
Uniformity of weight / 2/20 tablets - not more than = 20%. /
Onuono H{) oTb M agccm Complies / Cootsetcrayer 18/20 rabnerox — He Gomee & 10%;
AHOPOA 2/20 tabretok — e Oonee + 20 %.
4 Disintegration time / 00 min 48 sec / 00 mun 48 cex Not more than 3 min. / He Gonee 3 mun.
PacnaaaeMocTh
5 Dissolution / PacTeopenve Unit-1 / Taba-1 100 % Not less than 75 % (Q) of C1sHisNO3+C4H1iNO;
. {ketorolac tromethamine) in 15 min. / He Menee
. o [+]
Unit-2 / Tabn-2 100 % 75% (Q) CisHiNO:*CH; 1NO; (keToponaka
Unit-3 / Tabn-3 100 % TpOMeTaMHH) Hepes 15 Mun.
Unit-4 / Tabn-4 8% %
Unit-5 / Tabn-5 89 %
Unit-6 / Tabn-6 99 %

YConclusion : APPROVED /

Remarks : The Product confirms to NDf
NMpumeuanue: [Ipogyxr coorsercrayer Tpebosanmam HJ 3akmovenne: OJJOBPEHO
Prepared by / Checked by 7 |IChecked by {AQA}/ ||Approved by: Quality Assurarice/Authorized person /
TToaroroanéno: Pravesh . [{Iposspenc: Pardeep  {|ITpeBeperio (AOK):  [|Onobpeno: Qbecrieuetue kauecTsa/OTBETCTBEHHOS
Rana i {Kunwdr Amit Kumar . BEHLE !
. ‘ . A
Date / Date / 7 Date/ ‘ Dgté/ 0g3-12- 20 24"
Hara: 29.12.2025 Tata: 29,12.2025 Jata: 29.12.2025  ||Hara:

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
' Tel: +91 40 4900 2900, Fax: +91 40 4900 2589, Emall: mail@drraddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories ttd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +81 98166 56001-02
CEPTUOUKAT ABAJIM3A  www.drreddys.com

Product : Ketorol Express (ketorelac) Orally Disintegrating Tablets 10 mg ]
HIpogyKkT: Keropoa® Ixcnpece (xeropenak) Tabrerky, Jicneprapyemlie B noJocti pra, 16 mr

Market / Peiox : Russia / Poccust ) . B

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

Cepun Ne t V2502495 O01LeM cepuH * 36,00,000 Tab

Amnalytical Repoft No/ . 040003242563 Date of Analysis / . 20.12.2025

ABanuTusecknii orier Ne Jara ananmia

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

Jara npoH3BOACTBA Toaen 1o

‘Mfyg. License No. / M A number: / o

Hpoussoacreenkan * MNB/05/263 ' « JII-Ne(004669)-(PT'-RU)

Homep PY

Junensua Ne _

Analysis performed according ND: / Auanns nposeaen mo HJ: JIIE-Ne(004669)-(PT-RU)-190224

PIL version approved: / Hecrpykuus yreepaena: 21.04,2025

Page Sof11/Crp.Sn3 1l

i’o Test / Tlowxazarens Results / Pe3yabratst Specification / Hopma
6 Particle size distribution / Complies / CootsercTByeT A uniform suspénsion passing through a 710 pm
HMucneperocTs sieve is formed. / Obpasyerca ogpHoponnas
CYCTIGH3NA, NPOXOAAWEAA CKBO3b CHTO C
pazMepoM oTeepcTrit 710 MxM.
7 Impurities / [Ipimecn

1-hydroxy analog of
ketorolac: /
1-rugpOKCHAHANOT

Below LOQ (LOQ = 0.0032 %)

/ Hixe npeaena

KOJIHYECTBCHHOTD ONIPpCNEsaCHMA

not more than 0.5 %; / Be Gonee 0,5 %;

Hoaroroenexo: Prav?;
25
i

A
L
/\ M}‘

KeTOpOiaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ue Gonee 0,8 %;
I-xeroananor KeTopoaaka
unidentified impurity / 0.02% not more than 0.5 %; / se Gonee 0,5 %,
EMHHHYHAS
HeHIeHTRDNLUPOBaHHAA
npUMeEch
total impurities / 0.1% not more than 1,0 %. / ue Gonee 1,0 %.
CYMMa npumeceit
Rearks : The Product confirms o ND/ liConclusion : APPROVED / T
Mpumegasne: Npogykr cooTagTereyer rpedopammam HL Jakmovuenne: OROBPEHO L
Prepated by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
Mposepeno: Pardeep  |[[posepeno (AOK): ||OnoGpeng: Obscnevenne kauecTsa/)TEETCTREHHOS
Rana Kunar Amit Kunlar LD, T

Dage /

Hara: 29.12.2025

Daté /

Tlara: 29.12.2025

Date /
Hara: 29.12.2025

Date / 29 e

A Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2893, Email: mail@drraddys.com
CIN: 185195AP1984PLCOC4507

www.drreddys.com




