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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vilt. Khol, Naiagarh Road, Baddi,

IOA

Distt. Solan, H.F., 173 2G5, INDIA

CEPTUDPHUKAT AHAJIU3A

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

Market / Prinok

:Russia / Poccus

IIpoaykr: Keropon® Ixcnpecc (keTtoponak) Tab1eTKH, AHCIIEpIUpyeMble B MOJ0CTH p1a, 10 Mr

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

Cepun Ne 3 V024 O6bem cepuu " 36,00,000 Tab

Analytical Repo“rt No/ - 040003232116 Date of Analysis / . 92.12.2025

AnanuTH4eckHi oTuer Ne JlaTa aHanuza

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

Jara npousBojcTsa T'oxen oo

Mfg. License No. / MA number: /

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

NHueH3us1 Ne

Analysis performed according ND: / Auanun3s nposeaen no H: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MacTpykuns yrBepxnena: 21.04.2025

Page1of11/Cyp.1 u311

i.oo Test / IloxasaTesb Results / PeaynbTaThl Specification / Hopma

1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyribie nmockue
side. / Kpyrable miockue Tabnetku ¢ (ackoi, CBETIO-XKEATOro lBera ¢
Tabnerku ¢ $packo, cBeTIIO- FPaBUPOBKOM «|» Ha OJHOMH CTOpOHE.
XEJTOro LBETa C FPAaBUPOBKOM
«l» Ha oIHO# CTOPOHE.

2 Identification / UpenTudukauns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / YO-
CIIEKTPHI MOTJIOLIEHUA HCIIBITYEMOrO pacTBopa v
pacTBopa CTaHZapTHoro obpasua KeTopoJaka
TPOMETaMMHA JIOMDKHBl UMETh MAKCHMYMbI NPH
OJIHOM ¥ TOH ke [THHE BOJIHBI (£ 2 HM).

‘Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpogykxT cooTBeTCTBYET TpeboBanusm HJJ 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh [Mposepeno: Pardeep  [|[[Iposepeno (AOK): [|Onobpeno: O6ecneyeHue kauectsa/OTBETCTBEHHOE
Rana ) Kumar Amit Kumar JIHLLO: @7{

.',/ l - /\.—/__/ gl

. i
Date / Date / Date / Date / Y e
Hara: 22.12.2025 Jlata: 22.12.2025 Jlata: 22.12.2025 Hara: il

Regmsiered UTNce: B-2-327, Road 0. 3, Banjara 1S, fnyderauas - Souoo, TeTemEaTT, e

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507

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
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CEPTHOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropos® Jkcnpece (keToposak) Taberky, IRcHeprupyeMsie B oaocTn pra, 10 mr

Juuenzust Ne

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne B V2302887 O6bem cepHH © 36,00,000 Tab
3 AL piicn (Repontin © 040003232116 Date of Amalysis/ 5, 15 5095
AHanuTH9ecKHH oT4eT No Jarta anajnza ]
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
JlaTa npo H3BOACTBA Toxen oo
Mfg. License No. / MA number: /
IIpousBoacrBeHHas : MNB/05/263 Homep PY : JIII-Ne(004669)-(PT-RU)

Analysis performea according ND: / Ananus nposeaen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuns yreepaxaena: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No

Test / [loka3aTeanb
No

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 ketorolac
tromethamine standard solution (Assay section).
/ Bpems ynepXHMBaHHS OCHOBHOTO I[iHKa Ha

Xpomarorpamme HCIIBITYEMOTO pacTBopa
HOJDKHO COOTBETCTBOBATD BpEMEHH
yIEPKUBAHUSA OCHOBHOTO nuKa Ha
XpoMarorpamMMme  pacTBOpa  CTaHIAapTHOIO

obpaslia Keropojlaka TpOMeTaMuHa (paznen
«KonuyecTBeHHOE ONpeNeICHUE).

Remarks : The Product confirms to ND/
Ilpumeyanue: [Tponykt cooTBeTCTBYET TpedoBaHusm HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oxroroeneno: Pravesh IMposepeno: Pardeep  |[|TTposepero (AOK): [|Ono6peno: Obecneuenre kauecTBa/OTBETCTBEHHOE
Rana 4 Kumar Amit Kumar ULo: ‘ ﬁ

'd ) \ «

} - N

/
Date / Date / Date / Date / R
Jlata: 22.12.2025 Tlata: 22.12.2025 Mara: 22.12.2025  ||Mara: 22r) 2203
T FyAeTanas - S000=T, TeranEans, mdra

Reglstered Ofiice: 8-2-327, Road No. 3, Banjara Hils

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 98166 5600102

CERTIFICATE OF ANALYSIS ';vww drreddys.corm

CEPTHPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkcnpece (keroposiak) TabuieTkH, AMcneprupyemsble B HoJioctu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne & Vealaas O0bem cepun ©36,00,000 Tab

Analytical Repovrt No/ - 040003232116 Date of Analysis / . 92 12.2025

AHanmuTHYecKHH oTueT No JlaTa ananun3za -

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

JlaTta npoU3BOACTBA I'ogen oo

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JIII-Ne(004669)-(PI"-RU)-190224
PIL version approved: / Macrpyknus yrsepxaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

No
Ne

Test / Iloka3zaTenn

Results / PesyabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymunaudpoxcuanuson

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 yIOepPKUBAHUA MTHKOB 2-
OyTUNrUaApOKCUaHN30.1a u 3-
OYTHIrHAPOKCUAHH30Ma Ha XpOMaTtorpamme
UCTIBITYEMOTO pacteopa JIOJDKHBI
COOTBETCTBOBATb  BpeMeHaM  YIOEepPXKHBaHHA
NHKOB  2-OyTuinruipokcuaHusonga W 3-
OYTWITMOPOKCHAHW30JIla Ha XpoMaTorpaMmme
pacTBopa CTaHIAPTHOTO o0pa3siia
oyrunruapokciannzona (pazzen «CopepkaHue
OYTHITHAPOKCHAHU3OTIAN).

Remarks : The Product confirms to ND/

IIpumeuanue: [IJponykt cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akaryenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh Iposepeno: Pardeep  [|TIposepeno (AOK): ||Onobpero: ObecneueHue xauecTBa/OTBETCTBEHHOE
Rana 4 Kumar Amit Kumar TMHO: -
). < / " e
4 1
Date / Date / Date / Date / 99122005
Jara: 22.12.2025 IaTa: 22.12.2025 Jara: 22.12.2025 JlaTa:
OCTSTETE OTTICE, 827357, RUAU N0 3, DaT]ara TS, Hyueraoot — OOt T e, et

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L851954P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

oS GR

et g o B (8 9
Guv Lol

i 26 ¥ i

WL drredays.com

CEPTHOPHUKAT AHAJIM3A

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TlpoayxT: Keropoa™ Ikenpece (keropoak) rabiierku, ANCHEPIrupyeMbie B M010cTH pra, 10 mr

Market / Pbinok :Russia / Poccust
Batch No / , Batch Quantity / ~36,00,000 tab /
Cepust Ne i V2IR4ET O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003232116 Date of Analysis / . 92122025
| AHaTHTHYeCKHi oT4yeT Ne Jara ananuza
Dat‘e of Manufacture / - 12/2025 Date of Expiry / - 112027
Jara npoussoncrsa Topen 10
Mfg. License No. / WA numibiers 7
IIpousBoacTBenHasn . MNB/05/263 er: ;. JITI-Ne(004669)-(PT-RU)
Homep PY
JuneH3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Muerpykuns yrsepaaena: 21.04.2025

Page4 of 11/ Crp. 4 m3 11

I}? Test / [loka3zaTenan Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeausis 70.4 mg/70.4 mr 67.2mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr 10 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%. /
o Hg o H);)CTB " agccu Complies / CooTBeTcTBYeET 18/20 Tabnetok — He OGonee =+ 10 %;
ARRPOA 2/20 TabneTok — He 6onee = 20 %.
4 Disintegration time / 00 min 27 sec / 00 MuH 27 cex Not more than 3 min. / He 6onee 3 mMuH.
Pacnagaemocthb
5 Dissolution / PacTeopenne Unit-1/ Ta6n-1 97 % Not less than 75 % (Q) of C;sHi3sNO3*C4H; 1 NO;
; (ketorolac tromethamine) in 15 min. / He Menee
Unit-2/ Tabx-2 97% | 75% (Q) CisH;3NO3C{H;NO; (keToponaka
Unit-3 / Ta6x-3 97 9, TpoMeTaMMH) uepe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 96 %

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponykt cooTBeTcTBYeT TpeboBaHusM HJ|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosieno: Pravesh

Checked by /
[Tposepeno: Pardeep

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kauecTsa/OTBETCTBEHHOE

Registered Office: 8-2-337,
Tel: +91 40 4900 2900, Fax: +91 4C 4900

Rana / Kumar Amit Kumar « JTHLIO:
& [ et é@/
QI—/( J\ — =
Date / Date / Date / Date / 9919 202§
Hara; 22.12.2025 Hata: 22.12.2025 Jara: 22.12.2025 Jata;
337 Road No. 3, Banjara Hills, Hyderabad - 500024, 2fangana, mald

2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

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
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CEPTUPHNKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropon® Ixenpecc (keroposiax) Tabierku, Aucneprapyemsie B mosocts pra, 10 mr

Market / Poinox

:Russia / Poccus

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

Cepus Ne i Oo0bem cepnu © 36,00,000 Tab

Analytical Repovrt No/ . 040003232116 Date of Analysis / . 92122025

AHaJuTHYeCKHI oT4eT No JlaTa anamnza

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

Jara npoH3BoAcTBa I'ogen oo

Mfg. License No. / MA number: /

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

Junenzusi Ne |

Analysis performed according ND: / Ananu3 npoBeaeH no H: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MacTpykuns yrBepxaena: 21.04.2025

PageSof11/Crp.5n311

I}g Test / [Toka3zaTennb Results / PesynbTaThb! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 um
JAucnepcHocTs sieve is formed. / OGpa3syetcd onHOpoOIHas
CYCHEH3us, TpoXoJsiiias CKBO3b CHTO C
pasmepoM oTBepCTHH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpoxcuananor

Below LOD (LOD = 0.0010 %) /
Hmxe npenena oGHapyxeHUs
(T1IO0 =0.0010 %)

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

KETOponaKa

1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / e 6onee 0,8 %,

1-keToaHanor KeTOpoJaKa

unidentified impurity / 0.04 % not more than 0.5 %; / e 6onee 0,5 %;

eIUHIYHas

HEUIEHTHOHULIMPOBAHHAS

pUMech

total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.

CyMMa IpuMecel
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: [Ipoaykt cooTBeTCTBYET TpeboBaHmAM HJT 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[NoarotosneHo: Pravesh [Tposepeno: Pardeep ||[[Ipoepeno (AOK): [|Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JTULO: I

g OI/” - (}‘ﬂ

s o [/\/ =
Date / Date / Date / ’ Date / =

PRy 2026
Hara: 22.12.2025 Harta: 22.12.2025 Jlara: 22.12.2025 Hara:
Regisiered OTjce: 8-2-337, Road MNo. 3, Banjale HIs, Myderanad - SUOUST, Teiangard, T

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507

www.drreddys.com




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

@
Dr. Reddy,s q_... Vill. Khoi, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iINDIA

Tel : 491 88166 56001-02
CERTIFICATE OF ANALYSIS . drreddvs.corn
CEPTUOPUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykt: Keropoa® Jxcnpece (keroposak) TabieTku, AHCHeprupyemslie B 010J0CTH pTa, 10 Mr
Market / Prinok :Russia / Poccust
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne st O61beM cepuu " 36,00,000 Tab
Analytical Repo:’t No/ . 040003232116 Date of Analysis / . 99.12.2025
AHanuTH YecKHi oTueT No JlaTa anaan3za
Date of Manufacture / - 12/2025 Date of Expiry / - 112027
Jlara npou3BoJcTBA I'ogxen no
Mfg. License No. / MA number: /
ITpousBoacTBeHHast : MNB/05/263 ’ : JITI-N2(004669)-(PI'-RU)
Howmep PY
JIHneH3Hs Ne o
Analysis performed according ND: / Anann3 nposegen no HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MacTpykiist yrBep:kaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

I;.no Test / [lokazaTenb Results / PesyabraThl Specification / Hopma
8 Water content / 22 % Not more than 7.0 %. /
CoaepaxaHne BOabI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHu4ecKHe PacTBOPUTE/H B
Isopropyl alcohol / 7 pgl/tab / Not more than 350 pg/tab. /
Hzomnponaxon 7 MKT B Ta0yieTke He 6onee 350 Mkr B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanusm HJL 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monroroenero: Pravesh ITposepeno: Pardeep |[[Iposepero (AOK): ||Omo6peno: Obecnieuenue kayectsa/OTBETCTBEHHOE

Rana /7 Kumar Amit Kumar " TTHLLO: &Zf )
& 1 -’ 2
o - /

Date / Date / Date / Date /

VDo) - A0HE
Hara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara: i

COSIETer UITE: 8 2057, NUST 190, =, DaTJare TS, TyUeTaDat — Juute, e st i, T
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

J QLSS DGUUVL-UL

www. drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpece (xeroponak) Tabjerku, aucneprupyemeie B noJocra pra, 10 mr

Market / Poinox

:Russia / Poccus

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

Cepus Ne ok O0bem cepHH " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003232116 Date of Analysis / . 22.12.2025

AnanutH4eckuii oTueT Ne Jara aganusa

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

Jara npon3goacTea I'ogen no

Mfg. License No. / MA number: /

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

JIHIeH3ust Ne

Analysis performed according ND: / Ananauz nposegen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpykuns yrepxaena: 21.04.2025

Page 7 0of 11/ Crp. 7 n3 11

l;.? Test / [lokasaTesb Results / Pe3yabTaTsi Specification / Hopma

10 Microbiological purity*/ Mukpo6uonoru4yeckas yncrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / obiee uncno He Gosee 10° KOE/r;

a’pO6HBIX MUKPO-

OpraHu3MoB

Total Combined Yeast and NA not more than 10> CFU/g; /

mold count / ob1ee yuco He 6onee 10> KOE/T;

JPOMOKEBBIX U T1€CHEBBIX

rpu6os

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

11 Uniformity of dosage units / 9.8 Acceptance value (4¥) not more than 15.0
OaHopoaAHOCTH [Toka3zatens npuemiieMoct (4V) nosbxeH ObITh
NO3MPOBAHHBIX €AHHHIL He Gosiee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpoaykT cooTBeTCTBYET TpeboBaHuAM HJT 3akntouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh [Tposepeno: Pardeep |[[Iposepero (AOK): ||Omobpeno: ObecneueHue kayectBa/OTBETCTBEHHOE
Rana ) Kumar Amit Kumar JIUIIO! =

1 g A &

= A~ =

{
Date / Date / Date / Date / 9 192005
Hara: 22.12.2025 Hata: 22.12.2025 Hata: 22.12.2025 Hara:
CTaDd0 - SUUUST, TeanEars, s

Registered UTTICE: 8-2-337, Road N0, 3, Banjara TS, fy.

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

CIN: L85195AP1984PLCO04
www.drreddys.com

507




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
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CEPTHOUKAT AHAJIH3A

www.drreddys.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa™ Ixenpece (keroposnak) TabaeTkn, gucneprupyemble B mojocru pra, 10 mr

Market / Pbinok :Russia / Poccus |

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

Cepus Ne 202427 Oobem cepun ©36,00,000 Tab "

Analytical Repourt No/ . 040003232116 Date of Analysis / . 92.12.2025

AHanuTH4deckHii oTyer Ne Jlara anaaunsa

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

JlaTa npos3BoACcTBA I'ogen oo

Mfg. License No. / ¢ e —

ITpousBoacTBEHHAS : MNB/05/263 : . JIIT-Ne(004669)-(PT'-RU)
Homep PY

aanensus No

Analysis performed according ND: / Ananu3z npoéeaen no H/I: JITT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyruns yreepaaena: 21.04.2025

Page8of 11/ Crp. 8 m3 11

}? Test / [lokazaTenb Results / PesynbtaThl Specification / Hopma
12 Assay / KonuuecTBeHHOe 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpeneseHue (100.4 %) CisHi3sNO3+C4H | INO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mr no 11,0 Mmr
CisHi3NO3*C4H | INO; (KCTOpOJlal(a
TpomeTamuH) (ot 90,0 no 110,0 % ot
3asBJIEHHOTO KOJIMYECTBA) B TabNETKe.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0.0971 mr B Tabnetke He menee 0,042 mr B TabneTke.
OyTHArMAPOKCHAHH30a

Remarks : The Product confirms to ND/

IMpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBaHuam HJE

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moaroroeneno: Pravesh [Mposepeno: Pardeep ||[Tposepero (AOK): [|Omobpeno: Obecneuenue kadecTBa/OTBETCTBEHHOE
Rana ) Kumar Amit Kumar NULO: e

Date / Date / Date / ' Date / g B

Hara: 22.12.2025 Hara: 22.12.2025 JHara: 22.12.2025 Hara: L '

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS .\ coddys.com
CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoak) TabiieTkn, AHCHEprupyemMble B OJOCTH pTa, 10 Mr -

Market / Poinox :Russia / Poccus

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

Cepus Ne i O0bem cepun " 36,00,000 Tab

Analytical Repo:*t No/ - 040003232116 Date of Analysis / . 22122025

AHagHTHYeCKHH 0TYeT Ne Jara anannza

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

Jara npoH3BoacTBa I'open oo

Mfg. License No. / MA number: /

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

JHueH3us Ne

Analysis performed acédrding ND: / Ananu3 npoineuen mo H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HncTpykuns yrep:xkaena: 21.04.2025

Page9of 11/ Crp. 9 m3 11

I;.OO Test / IlokasaTens Results / PesynbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue YIaKOBKH (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. / [Io 10 Tabnetok B Osnucrepe u3
information leaflet in a carton | (ITA/AJI/IID ¢ Brnaromornoturenem/I[15BII)
pack. / Ilo 10 Tabnerok B | domsrn // (II3/AJI) doneru. o 1 wunu 2
6muctepe w3 (TTA/AJI/IID ¢ | Gnucrepa BMecTe € JIMCTKOM-BKJIAfbILIEM B
BraromnoriaoTutenem/I19BIT) Ma4yKy KapTOHHYIO.

¢oneru // (I15/AJ1) donsru. Io
2 6nuctepa BMECTE C JMCTKOM-
BKJIaIbILIEM B nayKy
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.

* JIpu BbINYyCKe JIEKAPCTBCHHOr'0 MpenapaTa KOHTPOJIb KayecTBa Mo nokasarento «K MHKpoOHooruyecKas
YUCTOTA» NPOBOAMTCS A5 Kaxa0# 20-0if cepuu, N JJIs1 OAHOI cepuu B rol, B 3aBHCHMOCTH OT TOI'0, YTO
HAC1YIIH ] PdHblie,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I[Ipumeuanue: [Iponykt coorBercTBYeT TpebopanusiM H/J 3axmwouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
IToarotorneHo: Pravesh [Iposepeno: Pardeep [|[Ipoepero (AOK): ||OnoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana ! Kumar Amit Kumar JTHLLO: T
g =" 4
{
Date / Date / Date / Date / 00122005
Hara: 22.12.2025 Jata: 22.12.2025 Jara: 22.12.2025 Jara: st
Registered OTee: B-2-337, Road NO. 3, Banjala A, Myderaoat - Sous s, T=tamEaTTa, T

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiLC004507
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
Tel:+91 28165 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® Dkcnpece (keTopoiak) Ta6/1eTKH, JHCHEPrHpyeMble B 0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne i O6BbeM ceprH * 36,00,000 Tab

Analytical Repo:‘t No/ - 040003232116 Date of Analysis / . 92.12.2025

AnanuTH4ecKHuii oTyer No JaTa anaau3a

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

Jata npoH3BojcTBa I'ogen po

Mifg. License No. / MA number: /

ITpousBoacTBeHHAR . MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)
Homep PY

JIHUeH3Hs Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yrBepxaena: 21.04.2025 B

Page 10 of 11/ Crp. 10 m3 11

API name / Hanmenosauune A®PC:

Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepuu nponspoautens ADC:

ABSH001415, ABSH001415

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHUHU NPOM3BOAHTEIS
TJId:

FESA00171, FESA00217

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

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

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

HaumeHnoBaHHe, agpec, JHIEH3HS JJIs1
IIpon3BoacTBennas niaomanka / Ilnomanka
KOHTPOJs KadecTsa / Ilnomaaka Beinycka

Dr. Reddy's Laboratories 1td., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc JIta., Uunus, [IpoussoncteeHHoe
noapasaenenue-6, Bunn. Kxone, Hanarapx Poya, bagau, JiMctpukr
Conan, X.I1., 173205, Uuaus (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,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIpogykT cooTBeTCTRYET TpeboBanusaM HJ 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosnexo: Pravesh [Tposepeno: Pardeep ||[[IpoBepeno (AOK): ||Omobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Rana ‘ /,' Kumar Amit Kumar A JTHLLO: /ﬁ/

[ Qr,/;' '/’\,——/ B ~
Date / Date / Date / Date / oy
Harta: 22.12.2025 B Hara: 22.12.2025 Hara: 22.12.2025 Jara: = ’

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - SC0024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS \qu drreddys.com
CEPTHOUKAT AHAJIM3A ' o

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
poaykr: Keropon® Ixenpecce (keropoiak) TabeTKH, AHCIEprupyemble B mosocra pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne G V2302427 O0beM cepHHU © 36,00,000 tab

Analytical Repovrt No/ . 040003232116 Date of Analysis / - 22.12.2025

AHaNUTHYeCKHH oTueT No JlaTa anajn3a

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

JaTa npousBoacTea I'onen 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 : . JIII-Ne(004669)-(PT-RU)

Homep PY

THOeH3Hs Ne

Analysis performed according ND: / Anann3 nposeaen o H/I: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Mucrpykuns yreepxaena: 21.04.2025
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3akJ/0yeHHe 0 cooTBeTCcTBHH: «HacTosmuM S MOATBEpXKIar0, YTO TMPHUBEICHHAS BBIE WHOOPMALIHS ABILETCS
JIOCTOBEPHOH U TOYHOH. DTa cepus NPOAYKLIHH Ipou3BeAcHA (BKIIOYAS YNAaKOBKY (MapKHPOBKY) M KOHTPOJb
KauecTBa) Ha BBINIEYKa3aHHOM ITPOM3BOJICTBEHHOH miomaaxke (TUIomagkax) B TIOJTHOM COOTBETCTBMH C
TpeboBanuamMu IlpaBun Hamiexarieldl IMpOM3BOJCTBEHHOH NpPaKTHKH EBpa3sHiCKOTO 3KOHOMHYECKOr'O COI03a M
TpeOOBaHUAMH KOHTPOJII KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TAK)XKe€ B COOTBETCTBUU CO crenuduKardsIMH,
COJIEpP’)KalIUMHCS B PETHCTPAlJHOHHOM JOChE CTpaHBI-UMIIOpTEpa. 3alUCH IO IIPOU3BOCTRY, YIIAKOBKE H aHAIUA3Y
IIPOBEPEHB], H YCTAaHOBJIEHO UX COOTBETCTBUE TpeboBanusaM llpaBun Haamexamned Ipou3BOJACTBEHHOM IIPAKTHKH
EBpa3zuiickoro 3KOHOMHYECKOTO COF03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIponykT cooTBETCTBYET Tpedoranusam HJI 3akuovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INoaroroeneHo: Pravesh [Mposepeno: Pardeep  [[TTposepero (AOK): [[Ono6peno: Obecneuenye kayecTBa/OTBETCTBEHHOE
Rana % Kumar Amit Kumar THLIO: éﬁz >

/ o I r'{\_'/ - ///, =

# e J <
Date / Date / Date / Date / 0217 NS
Jara: 22.12.2025 Hara: 22.12.2025 Nara: 22.12.2025 Jata:

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 5C0UZ24, 12iangand, Tnoia

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
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