
•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No/ 
: V2600010 

Batch Quantity I 36,00,000 tab/ 

CepnR .N'!, O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003251445 
Date of Analysis / 

12.01.2026 
AuaJIHTH'-leCKHH OT'-leT .N'!! ,U:aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,U:aTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIpon3BOACTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)-(Pr-RU) 

Jiuueu3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,ll;: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version annroved: / lluCTPYKJ.\llH YTBep~eua: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No 

Test I IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa x~ 
1 Description/ Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnh1e nJIOCKl•te 
side. / Kpyrnb1e 11nocK11e rn6neTKH c q>aCKOH, CBeTJJO-)Kenrnro UBCTa C 
rn6neTKH c q>aCKOH, CBerno- rpaBHpOBKOH «I» Ha OAHOH CT0pOHe. 
)KCnTOro UBeTa C rpaBHp0BKOH 
«I» Ha OAHOH CTOpOHe. 

2 Identification/ H.11.euTu«f,uKauusi 

Ketorolac I KemoponaK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Yet>-
cneKTpbI 11ornomettm1 11c11hnyeMoro pacTBopa 11 
pacTBopa cTaHAaprnoro 06pa3ua KernponaKa 
TPOMeTaMHHa J].0n)l(Hbl HMCTb MaKCHMYMbl 11p11 
OAHOH H TOH )Ke ,nnHHe BOnHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMetJauue: ITpo,nyKT cooTBeTcTByeT Tpe60BaHH.S1M H,[I, 3aKJIIO'leHHe: o,z:i:o6PEHO 

Prepared by / 

Rana 
f10.11.r0Tos11e1w: Prave {h 

Da.te / 
,[1,arn: 12.01.2026 

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

TTpooepetto : Pardeep ITpoBepetto (AOK): O,no6petto: O6ecnel.feHHe Kal.feCTBa!OTBeTCTBeHHOe 

Kumar Amit Kumar JIHU0: 

~ J--;-- v~ 
Date/ 

I 
Date / IDate / I 2..-..-z, l ~ ~ 2----6 ,D,arn: 12.01.2026 Aarn: 12.01.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad .. 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: -191 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~lIKATAHAJilI3A 

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

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

Tel : +9198166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOAYKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepruoveMhJe B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc1-u1 
Batch No/ : V2600010 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003251445 
Date of Analysis / 

12.01.2026 
AuanuTn'lecKuii OT'leT .N'!! )].aTa auanu3a 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

)].aTa DPOH3B0ACTBa roAeH AO 
Mfg. License No./ MA number:/ 
1Ipon3BOACTBennaH : MNB/05/263 

HoMepPY 
: JIII-.N'2(004669)-(Pr-RU) 

JIHqeH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npooe,ll,eH no H)].: JIII-.N'!!(004669)-(Pr-RU)-190224 
PU. version approved: / HnCTDVKUHH yTsep~eua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 H3 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJibTaTb1 Specification / HopMa 
.N'!! 

Complies / CoorneTcrnyeT 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). 
I BpeMH y.u.ep)l(11Bamrn OCHOBHOro IU!Ka Ha 
xpoMaTorpaMMe 11CilhITyeMoro pacrnopa 
.11.0JI)l(HO COOTBeTCTBOBaTb BpeMeH11 
y.u.ep)l(11Bamrn OCHOBHOro Ill1Ka Ha 
xpoMaTorpaMMe pacrnopa CTaH.u.apTHOro 
06pa1ua KernponaKa rpoMeTaM11Ha (pa3.11.eJI 
«KoJI11qecTBeHHoe onpe.11.eneH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lauue: llpo.u.yKT coorneTcTByeT Tpe6oBaHHHM H)]; 3aKJJ10'-leu0e: O,ll.OliPEHO 

Prepared by/ 

llo.u.r0Ton11e1-10: Pravel h 
Rana 

'.,--"' 

Date/ 
)];am: 12.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
□poBepetto: Pardeep npoaepeuo (AOK): O.u.o6petto: O6ecneqem1e Kaqecrna/OTBeTcTBeHHoe 
Kumar Amit Kum/ \ 1rnuo: 

~~ J-:- r ,_ 
Date/ Date I !Date/ 
)];am: 12.01.2026 )];am: 12.01.2026 \ 2..- <"b 1 ,- '1-,e> 2--6 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad · 500034, Telangana, lndi;; 
Tel: +9140 4900 2900, Fax: -+9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH(I> IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Sol an, H.P., 173 205, iNDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo}l:y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKU, Jl:HCneprupyeMbie e noJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 

Batch No/ : V2600010 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH'lecKnii OT'IeT .N'!! 

: 040003251445 
.[laTa auaJiu1a 

12.01.2026 

Date of Manufacture / : 12/2025 
Date of Expiry / 

11/2027 
.II:aTa DPOH3B0,llCTBa ro,lleH }l:0 
Mfg. License No./ 

MA number:/ 
Ilpou1eo}l:CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoee,lleu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yTeep)K,l),eua: 21.04.2025 

No 
.N'!! 

Test / TioKaJaTeJib Results/ PeJyJibTaTbt 

Pa2e 3 of 11 / CTp. 3 01 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uopoKCUQHU30JI 

Complies / CoorneTcrnyeT The retention times of2-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). I 
BpeMeHa y.n:ep)l<HBamrn IU1KOB 2-
6yr11nr11.n:poKCHaHHJOna " 3-
6yr11nrn.n:poKc11aHHJOna Ha xpoMarnrpaMMe 
HCllbITyeMoro pacrnopa .n:omKHbt 
COOTBeTCTBOBaTh BpeMeHaM y.n:ep»rnBaHml 
lll1KOB 2-6yTmTrn,n:pOKCl1aHH30na 11 3-
6yrm1rn.n:poKCI1aHH30JTa Ha xpoMarnrpaMMe 
pacrnopa cTaH,n:aprnoro o6pa3u,a 
6yr11nrn.up0Kc11amn ona (pa3.uen «Coii_ep)l(aH11e 
6yr11nrnii_poKct1aH11Jona»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'faHHe: Tipo.uyKT cooTBeTcrnyeT Tpe6osaHIUIM HA 3aKJIJO'fenue: 0,[(0liPEHO 

Prepared by / 
TI0,1i.r0Toene1m: Pravesh 

Rana f 
Date I 
.Il,aTa: 12.01 .2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
n poaepetto: Pardeep ITposepetto (AOK): O.uo6petto: O6ecneqett11e Kaqecrna/OrneTCTBeHHoe 

Kumar Amit Kumar m~u.o: 

~~ ~ f\/~ 1/ 

Date I Date/ IDate / t 2--~ \ - '1,..€) u: J].aTa: 12.01.2026 )],arn: 12.01.2026 J].aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad .. 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: 49140 4900 2999, Ema il: mail@drreddys.co m 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <l>IIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.n.yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .n.ucnepruoveML1e B noJiocTu pTa, 10 Mr 
Market / PLIHOK : Russia / Pocci-rn 
Batch No/ 

: V2600010 
Batch Quantity / 36,00,000 tab I 

Cepun .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003251445 
Date of Analysis/ 

12.01.2026 
AuaJiuTn'lecKuii OT'leT .N"!! .l(aTa auaJiu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa DPOH3B0)1.CTBa ro.i.eu .ll.0 
Mfg. License No./ 

MA number:/ 
Ilpon1BOACTBeuuan : MNB/05/263 

HoMepPY 
: JITI-.N"!!(004669)-(Pr-RU) 

JIUQeH3HH .N"!! 
Analysis performed according ND: I AuaJinJ npoBe.n.eu no II)];: Jlll-.N"2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVKQHH YTBep,K,!J,eua: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 HJ 11 
No 

Test I IloicaJaTeJih Results/ PeJyJihTaThl Specification / HopMa 
.N'!! 

3 Average weight/ Cpe.ll.HHH 70.2 mg/ 70,2 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr .n:o 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10%; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20%. I 

Complies / CooTBeTcTByeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
Oi.ttopOAHOCTb MaCCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna.n.aeMOCTh 

00 min 19 sec I 00 MHH 19 ceK Not more than 3 min. I He 6onee 3 MHH. 

5 Dissolution/ PacTBopeHHe Unit-1 / Ta6n-l 98 % Not less than 75 % (Q) ofC15HuNO3•C4H11NO3 

Unit-2 / Ta6n-2 99% 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sHuNO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 I Ta6n-3 98 % TPOMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 98 % 

Unit-5 / Ta6n-5 98 % 

Unit-6 I Ta6n-6 98 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMe'-laH11e: Tipo.uyKT cooTBeTcTByeT TPe6oaaHIDIM H}J; 3aKJ110'leH11e: O,Q06PEHO 

Prepared by / 

Rana /1 
Tio.n:rornaneHo: Pravet h 

Date/ 
,l(aTa: 12.01.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTpoaepeHo: Pardeep TipoBepetto (AOK): On.o6petto: O6ecneqemie Kaqecrna/OTBeTCTBeHHoe 
Kumar Amit Kumar mmo: 

~ ~ ~ V,,---
Date I Date/ I Date / \ 2---n \ .- "1-,-0 u ,[(am: l2.0J.2026 ,!J.aTa: 12.01.2026 ):i:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad ·· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: -+9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHA.JIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vi\\. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNOIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAVKT! KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, i.ucneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccirn 

Batch No I : V2600010 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6-heM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003251445 
Date of Analysis / 

12.01.2026 
AuaJIHTH'lecKnii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
J:(aTa npOH3BOACTBa roi.eu AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBei.eu no HJ:(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQUSI vrnep,rmeua: 21.04.2025 

Page 5 of 11 / CTp. 5 03 11 
No 

Test/ IloKaJaTeJlb Results/ Pe1yJ1bTaTbI Specification / HopMa 
.N'! 

6 Particle size distribution / Complies I CooTBeTcrnyeT A uniform suspension passing through a 710 µm 
,LJ:ucnepCHOCTb sieve ts formed. I O6pa3yeTCH 0.llHOpO,!J,HaH 

cycrreH3HH, npOXO)J,HIIJaH CKB03b CHT0 
pa3MepoM OTBepCTHW 710 MKM. 

7 Impurities/ IlpuMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
keto:rolac: / / Htt)Ke rrpe,!J,ena 
1-rtt,!J,pOKCHaHanor K0nH'leCTBeHHoro onpeAeneHHH 
KernponaKa (nKO = 0,0032 %) 

1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOaHanor KernponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
e)J,HHH'IHaH 
Hett)J,eHTH<pm..i;ttpoBaHHan 
rrpttMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa rrpttMecew 

!
Remarks : The Product confirms to ND/ Conclusio.o : APPROVED / 
IlpuMe'laune: Ilpo.n.yKT coorneTcrnyeT TPe6osaHHHM H,a; 3aKJllO'leHne: O,ll;OliPEHO 

Prepared by / Checked by 1 Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 

Rana .,,, 
CTo.u:roToaneHo: Pravesih 

IDate / 
:.lJ.a1<1: 12.01.2026 

TTpooepeHo: Parde p IlpoaepeHo (AOK): O,o,06pe1w: O6ecrre'¾etttte Ka1.1ecmalOTBeTCTBCHHOe 
Kumar 

~ 
Amit Kum/\ 

nano ~}~ t ~ 
I Date/ Date/ !Date / l 1..---a i --z_,.,(.) L-t, : )J,aTa : 12.01.2026 ,O,aTa: 12.01.2026 JJ,ara: 

Registered Office: 8-2-337, Road No. 3, Banjarn Hills, Hyderc1bad - 500034, Telangan;i, India 
Tel : +9140 4900 2900, Fax: ~9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

C 

I 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P. , 173 205, iNDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKn, ,uucneprupyeMhie B noJiocTu pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No I 

: V2600010 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6-beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003251445 
Date of Analysis / 

12.01.2026 
AuaJIHTH'lecKuii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
llaTa npou3B0.UCTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
IIpouJBO.UCTBeuuaa : MNB/05/263 

HoMepPY 
: .JIII-.N'!!(004669)-(Pr-RU) 

JIHUeH3HH .N'!! 
Analysis performed according ND: I AuaJiuJ npoBe,ueu no Hll: .JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTpyKI.{HH VTBep'.JMena: 21.04.2025 

Pa~e 6 of 11 / CTI). 6 03 11 
No 

Test I IloKaJaTeJlb Results/ PeJyJ1bTaTbl Specification / HopMa 
.N'!! 
8 Water content/ 1.8 % Not more than 7 .0 %. / 

ConepJKaHHe BO.Ubl He 6oJiee 7,0 %. 

9 Residual solvents/ OcTaTO'-IHMe opraHH'-lec,rne pacTBOpHTeJlH 

Isopropyl alcohol / 14 µg/tab / Not more than 350 µg/tab . / 
l13onponaHOJI 14 MKr B Ta6JieTKe He 6oJiee 350 MKr B rn6JieTKe. 

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

UpHMe'-laHHe: TiponyKT COOTBeTCTByeT Tpe6oBaHJ.rn:M H,D; 3aKJ110'-leHHe: O.ll.OEPEHO 

Prepared by / 

~ :;oro,neHo, P,avesi 

Date / 
Aarn: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
n pooepeH.o: Pardeep nposepe1-to (AOK): ~:i:petto 06ecrreseHHe ~~rcreettttoe 
Kumar 

~ 
Amit Kumar 

(\ .,,.--

Date/ Date / 

IIDate / t '2--.> ,~ 'L-~ 2--6 ,ll,arn: 12.01.2026 )J.aTa: 12.01.2026 )J;aTa: 

Registered Office: 8-2-337, Road No. 3, BanjarcJ Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: -+9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJilI3A 

Viii . Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)).y1n: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )).HCnepruoveMble B DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No/ 
: V2600010 

Batch Quantity / 36,00,000 tab I 
Ceouu .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003251445 
Date of Analysis / 

12.01.2026 
AuaJJuTn'lecKun OT'leT .N'!! .l(aTa anaJJuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa npOU3B0)).CTBa ro)).eH )).0 

Mfg. License No./ MA number:/ 
Ilpou3BOJJ.CTBenuau : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JIUQeH3HH • .N'!! 
Analysis performed according ND:/ AuaJiu3 npoee)).eH no H)J:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH yTeep,K,!],eua: 21.04.2025 

Page 7 of 11 / CTp. 7 u3 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJ1bTaTbl Specification / HopMa 
](!! 

10 Microbiological purity*/ MnKpo6noJiornqecKast 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11cno He 6onee 103 KOE/r; 
a3p06HblX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee q11cno He 6onee 102 KOE/r; 
.npmiOKeBblX 11 flJieCHeBblX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TC)'TCTBHe B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
0.unopo.nnocTb 

3.6 
IloKa3aTeJib rrpHeMJieM0CTH (AV) ,llOJl)KeH 6h1Tb 

/1.03HpOBaHHblX e/1,HHHU. He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'iauue: TTpoAyKT cooTseTcTsyeT rpe6osamrn.M H)], 3aKJIIO'feuue: O,IJ:OliPEHO 

Prepared by / 

Rana 
Ilo.nroTOBJieHo: Prave1 h 

Date I 
)],am: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
rTpoaepeHo: Pardeep HposepeHo (AOK): O)lo6peHo: O6ecrre'feH11e Kaqecrna/OrneTcTBeHHoe 
Kumar 

Amit 7:/ ,,.-' 1111 uo: 

~ -1---:--
I 

Date I Date/ 'Date I ! 2-. --v l ~ 1.--6 )],am: 12.01.2026 ,!:{aTa: J 2.01.2026 )],a Ta: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: -+9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCUeprupyeMble e U0JI0CTH pTa, 10 Mr 
Market / P1>rnoK : Russia / Poccmr 

Batch No/ : V2600010 
Batch Quantity / 36,00,000 tab/ 

CepnH .N'!! O61.eM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003251445 

Date of Analysis / 
12.01.2026 

AnaJinTn11ecKnii 0TlfeT .N'!! .I(aTa anaJinJa 
Date of Manufacture / : 12/2025 

Date of Expiry / 11/2027 
.I(aTa IlP0H3B0)].CTBa ro)].eH )].0 

Mfg. License No. / 
MA number:/ 

IlponJBOJJ.CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!,(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJinJ npoee)].eH no H,ZJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncTpyKQHH yrnep;imeua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test/ IloKaJaTem, Results/ PeJyJlbTaTbI Specification/ HopMa 
.N'! 

12 Assay / KoJ1tt'leCTBeHHOe 10.0 mg I 10,0 Mr From 9.0mg to 11.0 mg of 
onpeJJ.eJ1eHtte (99.5 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr no 11,0 Mr 
C1sHuNO3•C4H11NO3 (KeTOpOJiaKa 
TJ)OMeTaMHH) (OT 90,0 )].0 110,0 % OT 
3alIBJieHH0ro KOJI11'-!eCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.1003 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJJ.ep.KaHne 0,1003 Mr B rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJ1rHJJ.pOKCHaHHJOJ1a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHne: IlponyKT cooTBeTcrnyeT Tpe6osattm1M HA 3aKJ110'leHne: O)1,OiiPEHO 

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

n oJJ.rOTOBJietto: Pravejsh Ilpoaepetto: Pardeep TTponepeH0 (AOK): O.Ll06petto: O6ecneqemte Ka1IecTsa!OTBeTcrnettttoe 
Rana // Kumar AmitKuma~ 

n MUO ~w 
~ 1/ /\ ~ 

Date / Date / Date / 'Date / t 2--.-i.) ) ·-z£1 U, 
):\aTa: 12.01.2026 ,l:\aTa: 12.01.2026 J:i,-a·ra: 12.0 1.2026 ,UaTa: 

Regi ste red Office : 8-2-337, Road No. 3, Banja r" Hills, Hyderabad • 500034, Teiangana, Ind ia 
Tel : +91 40 4900 2900, Fax: -+91 40 4900 2999, Emai l: ma il@drreddys .co m 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH <I> HKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit -6 
Vii i. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCnepruoveMhle s DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600010 

Batch Quantity/ 36,00,000 tab I 
CepnH .M, O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003251445 
Date of Analysis/ 

12.01.2026 
AuaJIHTH'lecKnii 0T'leT .M, ,l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
j(aTa DPOH3BOACTBa roAeHAO 
Mfg. License No./ MA number:/ 
IlpoH3BOACTBeHHaH : MNB/05/263 

HoMepPY 
: JIIl-.N1!(004669)-(Pr-RU) 

JIUQeH3HH }fa 

Analysis performed according ND:/ AuaJiu3 npoBeAeH no HJJ:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKQHH yTeep,KJ:\eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 u3 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 
.N'! 

14 Package description / 10 tablets in a blister of 10 tablets m a blister of (P Al AL/PE with 
OnttcaHHe ynaKOBKH (PA/AL/PE with desiccant/HD PE) 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. / no 10 rn6neToK B 6m1cTepe H3 
information leaflet in a carton (ITAi AJI/TI3 C BJiarorrornonneneM/IT3B IT) 
pack. I no 10 Ta6JieTOK B q>OJibrH II (IT3/AJI) q>OJibrH. no 1 HJIH 
6JIHCTepe 113 (ITAi AJI/TI3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia,UblllieM 
snarorro rnoT11TeJieM/IT3 BIT) rra4KY KapTOHH)'IO. 
q>OJibrH // (IT3/ AJ1) q>OJibrH. no 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,UblllieM B rra4KY 
KapTOHH)'IO. 

* 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. 
* Ilptt BblnycKe JJeKapcTBettuoro npenapaTa KOHTp0JJb Ka'ICCTBa no noKa3aTemo «MuKpo6uoJJoru<1ecKaH 
'IHCT0Ta» npOB0)lHTCSI JJ,JJH Ka)KJJ.0H 20-oii cepHH, HJJH JJ,JJH O,llHOH cepuu B ro,ll, B 3aBHCHM0CTH OT Toro, 'ITO 
uaCTynHT paHbllle. 

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

IlpnMe'lauue: Tipo,uyKT cooTBeTcTByeT Tpe6oBaHIDIM HA 3aKJJIO'leHtte: O,Ll:O6PEHO 

Prepared by / 

Rana /) 
TI0AfOT0BJJeHO: Praver 1 

Date / 

.IJ..aTa: 12.01.2026 

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

TipoaepeHo: Pardeep ITpoaepeHo (AOK): OAo6peHo: O6ecrre4eH11e Kal.fecrna/~ TB TCTBeHH0e 
K umar Amit Kumar ••••• ~ .p-J-c /\: .---

Date / D ate I !°ate / \ l---v \ .- '1--D .2.-b }].aTa: 12.01.2026 )].ata: 12.01.2026 .IJ..arn: 

Reg ist ered Office: 8-2-337, Road No. 3, Banj ara Hills, Hydercibaci - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fa x: t 9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)],yKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )],HCneprupyeMble B Il0JI0CTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2600010 Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003251445 
Date of Analysis / 

12.01.2026 
AuaJiuTu<JecKuii 0T<JeT .N'2 .[l;aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
)l,aTa np0U3B0/J,CTBa ro)],eH )1,0 
Mfg. License No. / 

MA number:/ 
Ilpou3BO/J,CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'2(004669)-(Pr-RU) 

JIUUeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe)],ett no H.[I;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH YTBep,K)],eua: 21.04.2025 

Page 10 of 11 / CTp. 10 u3 11 
API name/ HauMettoBauue A$C: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / 

ABSH001785 
HoMep cepuu npottlB0/1,HTeJIH A$C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npou3BO/J,HTeJIH FESA00219 
rJI$: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3BO/J,UTeJih A$C, cTpaua: )J;-p Pe,lUJ,H1

C Jia6opaTOpHC JlT)].., 11H)].H» 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 1 73205, India (license No 
site I MNB/05/263) I 
HauMettoBauue, a)],pec, JJHQeH3UH /1,JIH ,ll;-p Pe,lUl,H'c Jia6opaTOpHc JlT)].., 11H)].H», I1pOH3B0)].CTBeHHOe 
IlponlB0/1,CTBeuuaH nJI0I.Ua/1,Ka / IIJioI.Ua/1,Ka no,ll.pa.3)],eneHHe-6, Bttnn. Kxonh, Hanarapx Poy.ll., EaMH, ,ll;HcTpHKT 
K0HTP0JIH Ka<JeCTBa / IIJIOJ.Ua)J,Ka BhmycKa ConaH, X.IT., 173205, 11HAH» (nm~eH3m1 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 established». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<Jauue: Ilpo.nyKT coorneTcrnyeT TPe6oBaHH»M H,ll; 3aKJIIO'leuue: 0)1:0liPEHO 

Prepared by/ 

'Rana 
no.nrornaneHo: Prave 

1
h 

Date / 
,IJ,a,-a: 12.01.2026 

Cheeked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n poBepeHo: Pardeep TTpo.aepeH.o (AOK): 01106peHo: 06ecrre'lemie Ka'!ecrna/OrneTCTBeHHoe 
Kumar Amit Kumar JIHUO: 

~)~ ~ /\_/'--
Date/ Date / IDate / 

' 2-~ ' ~ ~ 2 -6 )J:ai-a: 12.0 1.2026 Aarn: 12.01 .2026 )J,ai-a: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: ~9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWIIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J;y1n: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.HcneprupyeMble B noJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600010 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003251445 
Date of Analysis/ 

12.01.2026 
AuanuTu11ecKuii OT'leT .N'!! ,l(aTa anaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,l(aTa npOH3B0.IJ;CTBa ro;:i:eu )J;O 
Mfg. License No./ 

MA number:/ 
IlpoH3B0.IJ;CTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JIHD;eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose;:i:eu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKU:HH yTsep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 u3 11 
3aKJIIoqeHHe O COOTBeTCTBHH: «HacT05Illl;I-IM 5I rro,r:i:TBep)K,r:i:aIO, LJTO rrp1rne,r:i:eHHa5I BbIIIIe 1rncpopMa:u1rn 5IBJrneTC5I 

.il:OCTOBepHOH ll TOLJHOH. 3m cepH5I rrpo,r:i:yKI(llll rrpOH3Be,r:i:eHa (BKJIIOLJM yrraKOBKY (MapKHpOBKY) ll KOHTpOJib 

Ka11ecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO,r:i:CTBeHHOH IIJIOII(a,r:i:Ke (IIJIOII(a,r:i:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,r:i:Jie)Kall(eH rrpOH3BO.il:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHLJeCKoro COI03a ll 

Tpe6oBaHH5IMH KOHTPOJI5I KaLJeCTBa rreKapCTBeHHblX cpe,r:i:CTB, a TaK)Ke B COOTBeTCTBHH co crre:o:HcpHKal(H5IMH, 

co,r:i:ep)Kall(HMHC5I B perHCTpa:UHOHHOM ,r:i:ocbe CTpaHbI-HMIIOpTepa. 3arrHCH no rrpOH3BO.il:CTBY, yrraKOBKe ll aHaJIH3Y 

rrpoBepem,r, H ycTaHOBJieHO MX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHJI Ha,r:i:Jie)Kall(eiI rrporr3BO.il:CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHLJecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11aHue: ITpo,uyKT coorneTcrnyeT Tpe6osamu1M H.lJ: 3aKJ1t011eHue: O.il:OliPEHO 

Prepared by / 

Ilo,uroTOBJieHo: Praves~1 
Rana 

~ 

Date/ 
.lJ:arn: 12.01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
n posepeuo: Pardeep ITposepeHo (AOK): O,uo6peHo: 06ecrreqem1e Ka'-!ecroa/OTseTcTBeHHoe 

Kumar 
Amit Kur ------ ITITUO 0~ 

~ 
Date / Date I !Date/ \ 2-- .-n ' ----u:'.) U, ,[(aTa: 12.01.2026 .D;arn: 12.01.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad ·· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: ~9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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