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

CEPTII<l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Rciad, 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.r.v1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .r.ucneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia I Poccm1 

Batch No/ 
: V2601074 

Batch Quantity/ 36,00,000 tab I 
CepnH .M! O6-1.eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003402105 
Date of Analysis / 

22.05.2026 
AuaJIHTH<JecKnn OT'leT .M! ,U:aTa auaJinJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
Jl:aTa npOH3BOACTBa ro.r.eu AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

Jinu;euJHH N2 
Analysis performed according ND:/ AuaJinJ npose.r.eu no H,ll;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTDVKU,HH VTBep)KAeua: 21.04.2025 

No 
Test/ IloKaJaTeJJb Results/ PeJyJJhTaTbI x~ 

1 Description / Onucauue Light yellow round flat beveled 
tablets with "I" debossed on one 
side. / Kpyrm1e nnocKHe 
rn6neTKJ,f c q>aCKOH, CBerno-
)KenToro J..(BeTa C rpaBHpOBKOH 
«I» Ha o.uHoil: cTOpoHe. 

2 Identification/ Ifi.euTnq>nKau,usi 

Ketorolac I Kemopo1iaK Complies / CooTBeTcTByer 

Remarks : The Product confirms to ND/ 
IIpnMe'iaHne: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHJ,ISIM H,D; 

Prepared by / 
n on.rorosne1-10: A hish 
Kumar ~

0 

~ 
Date / 

)lpa: 22 .05 .2026 

Checked by/ 

TTpoBepeHo: Rama 

Kant ~ 

Date/ 

,Uarn: 22.05.2026 

Checked by (AQA) / 

npoaepeHo (AOK): 

Ajay Kumar Srivastava 

D ate / 

,Qarn: 22.05.2026 

Page 1 of 11 / CTp. 1 03 11 

Specification / HopMa 

Light yellow round flat beveled tablets with "I" 
debossed on one side. I Kpynlble nnOCKHe 
Ta6neTKH c q>aCKOH, CBeTnO-)KenToro J..(BeTa C 
rpaBHpoeKoil: «I» Ha O.l(HOH cTOpoHe. 

UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Y<l>-
cneKTpbI nornomeHHSI HCnb1TyeMoro pacTBopa H 

pacTBopa CTaH.UapTHOro 06pa3ua KeTOponaKa 
Tp0MeTaMHHa .l(On)l(Hbl HMeTb MaKCHMYMhl npH 
0.l(HOH J,j TOH )Ke .l(nHHe B0nHhl (± 2 HM). 

Conclu ion : APPROVED / 
3a1,J110'I.C1me: O,[(OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
On.o6peHo: O6ecne'lem1e Ka'!ecTBa/OrneTcTBel-rnoe 

nHuo':·bwJ\~""" 

Date/ 

)];am: 

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

Tel : +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys com 



•·· Dr. Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilI3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAVKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMbie e DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 
Batch No/ : V2601074 

Batch Quantity/ 36,00,000 tab/ 
CepuH .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .M! 

: 040003402105 
.IJ:aTa auaJIH3a 

22.05 .2026 

Date of Manufacture / : 04/2026 Date of Expiry / 03/2028 
.IJ:aTa np0H3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIpoH3BOACTeeuuaH : MNB/05/263 

HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 
JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H.IJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTnVKU:HH VTBeP;KAeua: 21.04.2025 

Page 2 of 11/CTp.203 11 
No Test/ IloKaJaTeJJb Results / PeJyJJbT3Tbl Specification / HopMa 
.N'! 

Complies / CooTBeTcTByeT The retention time of the main peak on the 
chromatogram oftest solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section) . 
I BpeMH y.uep)KHBamrn OCHOBHOfO ITJilKa Ha 
xpoMaTorpaMMe JilCilbITyeMoro pacTBopa 
,1l0JI)KH0 C00TBeTCTBOBaTb BpCMCHH 
y.uep)KHBaHHH OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacTBopa CTaH,llapTH0fO 
06pa3ua KeTOpoJiaKa rpoMernMHHa (pa3.ueJI 
«KOJIW{eCTBCHHoe onpe.ueJiem1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: Ilpo.uyKT cooTBeTcTByeT rpe6osaHHHM H,[( 3aKJJIO'lettue: O,[(.OI,PEHO 

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

Ilo.uroTOBJieuo: Ashish OpoeepeHo: Rama n poeepeHo (AOK): OAo6peno: O6ecnet.JCHHC Kal.feCTBalOTBeTCTBeHHOC 

Kumar 

~ 
K ant 

~~ 
Ajay Kumar Srivastava JIHUO ~ lCJ:;)l.M--, 

~> /J t \ a5) -~.( " I 

Date/ Date / D ate / Date / ( ~~f'l; '?)'.) " 
,[(am: 22 .05 .2026 ,[(am: 22.05.2026 ,[(an: 22.05 .2026 .[{aTa: / 

Registe red Office: 8-2-337, Road No. 3, Banja ra Hills, Hyde rabad - 500034, Te langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CI N: L85195AP1984PLC004507 
www.drreddys.com 

I 
I 



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

CEPTMWHKATAHAJilI3A 

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

Tel: +91 98166 56001-02 
www.drreddys.co m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYiff: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCnepruoveMhle s DOJIOCTH pTa, 10 Mr 
Market / P1.rnoi.: : Russia / Poccm1 

Batch No/ 
: V2601074 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No / Date of Analysis / 
AuaJIHTH'leci.:uii OT'leT .N'!! 

: 040003402105 
.ll.aTa auaJIHJa 

22.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

.ll.aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / MA number:/ 
IlpOH3BOACTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.M,(004669)-(Pr-RU) 

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBeAeH no H,ll;: JIII-.N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ MuCTpyKQHH yrnep~eua: 21.04.2025 

Test I IloKa3aTeJib 

Butylhydroxyanisole I 
Eymw12uopoKcuaHU30I/ 

Results/ PeJyJibTaTbl 

Complies / CooTBeTcTByeT 

Pa~e 3 of 11 I CTp. 3 HJ 11 

Specification/ HopMa 

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). / 
BpeMeHa y.uep)l(HBamrn nHKOB 2-
6yTHJlrH.upoKCHaHH30na H 3-
6ynrnrnApOKCHaHH30na Ha xpoMarnrpaMMe 
HCnhnyeMoro pacTBopa A0fl)l(HhI 
COOTBeTCTBOBaTb speMeHaM y.uep)l(HBaHHJI 
nHKOB 2-6yTHnrHJJ.pOKCHaHH30Jla H 3-
6yTHJlrHJJ.pOKCHaHH30na Ha xpoMaTOrpaMMe 
pacTsopa cTaH.uapTHoro 06pa3ua 
6yrnnrn.upoKcHaHH30Jla (pa3.uen «Co.uep)l(aHHe 
6ynrnrHApOKCHaHH30Jla» ). 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
[IpuMe'laHue: Tipo.uyKT cooTBeTcTByeT Tpe6osaHUJIM HA 3aKJtlO'leHue: O,l(OliPEHO 

I!==========:::::::;;;::=========;,======~ 
Prepared by / 
noAroToBneHo: Ashish 

Kumar ~ 

1:=========: 
Date I 
.z:t:arn: 22 .05.2026 

Checked by/ 
nponepeHo: Rama 

Kant ~4= 
Date I 
)];arn: 22.05.2026 

Checked by (AQA) / 
IlposepeHo (AOK): 
Ajay Kumar Srivastava 

Date I 
.z:t:arn: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6~ _O6ecneqeHHe KaqecTB?IOTBeTCTBeHHOe 

JlHUO:( ' ~J~ \~""' 

Date/ 
,ti.am: 

( 
') 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984P LC004507 
www.drreddys.com 



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

CEPTM~HKATAHAJill3A 

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: KeTOPOJJ® 3Kcnpecc (KeTOPOJlaK) Ta6JieTirn, .i:.ucnepruoveMble e DOJIOCTH pTa, 10 Ml' 
Market / PLrnoK : Russia / Poccm, 

Batch No/ 
: V2601074 

Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O61:.eM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003402105 
Date of Analysis / 

22.05.2026 
AuaJIHTH'leCKHH OT'IeT .N'!! )laTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
1laTa DPOU3BOACTBa ro.r.eu AO 
Mfg. License No. / 

MA number:/ 
IlpoH3BOACTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee.i:.eu no H,n:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTpyKQHH yTeep~eua: 21.04.2025 

Pa!!e 4 of 11 / CTp. 4 HJ 11 
No 

Test/ Ilo1rnJaTeJ1b Results/ Pe3yJ1bTaTb1 Specification / HopMa 
.N'! 

3 Average weight/ CpeAHHH 69.6 mg I 69,6 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr .uo 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10 %; 

Uniformity of weight / 
Complies / CooTBeTcTByeT 

0,[J.HOpO,[J.HOCTb MaCCbl 

4 Disintegration time / 
Pacna,t1.aeMOCTb 

00 min 24 sec / 00 MHH 24 ceK 

5 Dissolution / PacTBopettHe Unit-I / Ta6n-1 102 % 

Unit-2 / Ta6n-2 101 % 

Unit-3 / Ta6n-3 101 % 

Unit-4 / Ta6n-4 100% 

Unit-5 / Ta6n-5 100 % 

Unit-6 / Ta6n-6 100% 

Remarks : The Product confirms to ND/ 
Ilp11Me•rnu11e: Ilpo.uyKT cooTBeTcTByeT TPe6osamu1M H,[( 

1:===========;:;:=======:::;;:::=========: 
Prepared by / 
Tio.urornsnetto: Ashish 
Kumar 

::=========: 
Date I 
,[(am: 22.05.2026 

Checked by / 
npoaepeHo: Rama 

K,ut ~1 
Date/ 
,[(am: 22.05.2026 

Checked by (AQA) / 
TTposepeHo (AOK): 
Ajay Kumar Srivastava 

Date I 
,[(am: 22.05.2026 

2/20 tablets - not more than ± 20%. I 
18/20 Ta6neTOK - He 6onee ± 10 %; 
2/20 rn6neTOK - tte 6onee ± 20 %. 

Not more than 3 min. I He 6onee 3 MHH. 

Not less than 75 % (Q) of C1sH13NQ3•C4HuNO3 
(ketorolac tromethamine) in 15 min. I He MeHee 
75 % (Q) C1sH13NO3•C4H11NO3 
TPOMeTaMHH) qepe3 15 MHH. 

Conclusion : APPROVED I 
3aKJ110tJen11e: 0)1,0liPEHO 

(KernponaKa 

Approved by: Quality Assurance/ Authorized person / 
O.uo6peHO: O6ecne<teHHe J<a'leCTBa!OrneTCTBeHHOe 

JIHUO: ~\CGw""l 

Date I 
,[(am: 

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

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys. com 
CIN: L85195AP1984PLC004507 

www.drreddys com 



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

CEPTH~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, 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 
Il1Jo~yKT: ICeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JlHCneprunveMble B IlOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia I Poccm1 
Batch No/ 

: V2601074 
Batch Quantity / 36,00,000 tab/ 

CepnH .M! O61,eM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003402105 
Date of Analysis / 

22.05.2026 
AuaJIHTH'lecKnn OT'leT .M! .lI:aTa auaJin3a 
Date of Manufacture / : 04/2026 

Date of Expiry/ 
03/2028 

.lI:aTa IlPOH3B0llCTBa ro)leH llO 
Mfg. License No./ MA number:/ 
IIpon3BOllCTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-Jfo(004669)-(Pr-RU) 

JIHQeH3HH .M! 
Analysis performed according ND:/ AuaJiu3 npoBe)leu no 11,lI;: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTDVKQHH yrnep)KJ:{eua: 21.04.2025 

Pa~e 5 of 11 / CTJl. 5 HJ 11 
No Test/ IloKaJaTeJlb Results/ Pe1yJ1bTaTbI Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies / CooTBeTcrnyeT A uniform suspension passing through a 710 µm 
,ll;ucnepcuocTb sieve lS formed . I O6pa1yeTc5l OAHOpOAHa5l 

cycneHJm1, np0X0.D:5IIUaH CKB03b CHTO C 
pa3MepoM OTBepCTHH 710 MKM. 

7 Impurities/ IIpttMectt 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe npet1,ena o6Hapy)!(eHlrn 
1-rnApOKCHaHanor (TIO= 0,0010 %) 
KeToponaKa 

1-keto analog ofketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOaHanor KernponaKa 

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,n:HHWIHa5l 
Hett,n:eHTH~HUttpoBaHHaH 
npttMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
cyMMa npttMeceil: 

Remarks : The Product confirms to ND/ 
IIpuMe"lauue: Ilpo.n:yKT cooTBeTcTByeT rpe6osaHH}IM H,A 

Conclusion : APPROVED I 
3aKJ110tteu11e: O,ll;OliPEHO 

Prepared by / 
Ilot1,roTosneHo: Ashish 
Kumar 

Date/ 
,D,arn: 22.05.2026 

Checked by / 
Dpoaepeuo: Rama 
Kant 

Date/ 
,D,arn: 22 .05.2026 

Checked by (AQA) / 
Tiposepeuo (AOK): 
Ajay Kumar Srivastava 

\ 
Date/ 
,Aarn: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 
Oao6peuo: O6ecneqeuue Ka"lecTBa/OTBeTcrneuuoe 

nMuo:~ W \C.OA..M""' 

Date/ 
,AaTa: 

~ ~ / 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Tel angana, India 
Tel: +91404900 2900, Fax : +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www drreddys.com 



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

CEPTHWHKATAHAJill3A 

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.a:v1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .a:ucneprupyeMbte B noJIOCTH PTa, 10 Mr 
Market / PLIHOK : Russia / Pocc1u1 
Batch No/ : V2601074 

Batch Quantity / 36,00,000 tab / 
CepuH N2 O61,eM cepuu 36,00,000 rn6 
Analytical Report No I : 040003402105 

Date of Analysis / 
22.05 .2026 

AuaJIHTn11ecKuii oT11eT N2 ,[t:aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
llaTa npon3BO.ll:CTBa ro.a:eu .a:o 
Mfg. License No./ MA number:/ 
IlpouJBOJl:CTBenuaH : MNB/05/263 

HoMepPY 
: JIII-N2(004669)-(Pr-RU) 

JIHqeH3HH .N'!! 

Analysis performed according ND:/ AuaJin3 npoBe.a:eu no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTpyKqnH yTBep,K,1J.eua: 21.04.2025 

Page 6 of 11 / CTp. 6 H3 11 
No 

Test/ IloKaJaTeJJb Results/ Pe1yJ1bTaTbl Specification / HopMa 
Jf!! 
8 Water content/ 2.0% Not more than 7.0 %. / 

Coi.ep~aHue BOJlbI He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHble oprauuqec1rne paCTsop1ne.rrn 

Isopropyl alcohol / 3 µg/tab / Not more than 350 µg /tab. / 
J,faonporrauon 3 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ 
IlpnMe'lauue: TTpoi.yKT coorneTcrnyeT TPe6oBaHIDIM H,ll; 

Conclusion : APPROVED / 
3a,rnio'leHue: O)l:O6PEHO 

Prepared by/ 
TToJJ.rOTOBJJeuo: Ashish 
Kumar 

Date / 
,[(am: 22.05.2026 

Checked by/ 
n poaepeuo: Rama 
Kan t 

Date / 
)].am: 22 .05.2026 

Checked by (AQA) / 
ITpoBepeuo (AOK): 
Ajay Kumar Srivastava 

('\ \ ..,,-:---
Date I 
)];am: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 

0M6p~ ?6ec~eye1rne Kal!ecrna/OTBeTCTBeHHoe 
JUI U0 :1 ~ ~ \~v,.,-, 

Date/ 
,D,arn: 

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

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drred dys.com 
CIN : L85195AP1984PLC004507 

www.drreddys .com 



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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJilI3A 

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.l).yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .l).HCDeprupyeMLJe B D0JI0CTH pTa, 10 Ml' 
Market / PLrnoK : Russia / Poccm1 

Batch No/ : V2601074 
Batch Quantity / 36,00,000 tab I 

CepnH .M! O6"LeM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003402105 

Date of Analysis / 
22.05.2026 

AuaJIHTnqecKnn oTqeT .M! llaTa auaJinJa 
Date of Manufacture / : 04/2026 

Date of Expiry / 
03/2028 

llaTa nponJBO.!J.CTBa ro.l).eH .1).0 

Mfg. License No./ MA number:/ 
IlponJBO.!J.CTBeuua» : MNB/05/263 

HoMepPY 
: JIII-.M!(004669)-(Pr-RU) 

JIHI.~eH3HH .N°!! 
Analysis performed according ND:/ AuaJIHJ npoBe.l).eu no H,1],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTOVKUUH yTBepif<J).eua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKa1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa 
.N'~ 
10 Microbiological purity*/ MnKpo6noJiornqecKaH 'IUCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11cno He 6onee 103 KOE/r; 
a1po6Hb!X M11Kpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee q11cno He 6onee 102 KOE/r; 
Jl.PO)IOKeBblX 11 nJiecHeBblX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCYTCTBtte B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O)lHOpO/lHOCTb 

4.1 
TioKa3aTeJib np11eMJieM0CTl1 (AV) Jl,OJI)l(eH 6b!Tb 

/l03HpOBaHHblX e)ll1HUU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'laH11e: TipOJl.YKT COOTBeTcTByeT Tµe6oBaHl1JIM H,ll; 3aKJIIO'leHne: O,l1,O6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
noJl,roTOBJJeHo: Ashish flpoeeper-10: Rama TTposepeHo (AOK): OJl.o6peri0: O6ecneqeH11e Kaqecrna/OrneTCTBeHHOe 
Kumar Kant 

~ 
Ajay Kumar Srivastava 1111uo:~J..,0.J. \~~ 

~ -Pn_).- ;0,J < ~ 
Date / Date I Date/ Date / I ' • ~ ~ ryD V' 
}laTa: 22 .05.2026 ,ll;arn: 22.05 .2026 ,ll;a-ra: 22.05.2026 )],arn: / 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 
CERTIFICATE OF A AL YSIS 

CEPTH~HKATAHAJil:13A 

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 
Ilp01IVKT: KeTopon® 3Kcnpecc (KeTOPOJlaK) Ta6J1eTKII, AHCnepruoveMble B D0JI0CTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 
Batch No/ 

: V2601074 
Batch Quantity I 36,00,000 tab I 

Cepm1 .N'!! O6'1,eM cep1111 36,00,000 Ta6 
Analytical Report No / 

: 040003402105 
Date of Analysis / 

22.05.2026 AuaJIHTH'leCKHH OT'leT .N'!! J(aTa auaJiu1a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 t(aTa npOH3B0,[{CTBa ro,[{ell AO 
Mfg. License No./ 

MA number:/ Ilpou1soACTBeHHaH : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JllH(eH3lHI .N'!! 
Analysis performed according ND:/ AuaJIHl npoBeAeH no II)];: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTpyrcuuH y-rnepiK;UeHa: 21.04.2025 

Paec 8 of 11 / CTp. 8 H3 11 
No 

Test / IloKaJaTeJib Results/ Pe1yJ1hTaTbl Specification/ HopMa 
.N'! 

12 Assay/ Konul.fecTeennoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0mg of 
onpe)leJieHue (99.8 %) C1sHuNO3•C4H1 1NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mf )lO 11,0 Mr 
C1sH13NO3•C4H1 1NO3 (KeTOpOJiaKa 
TpOMeTaMHH) (OT 90,0 )lO 110,0 % OT 
JaHBJieHHOf0 KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.1024 mg/tab I Not less than 0.042 mg/tab. / 
content I Co)lep'.lKaune 0,1024 Mr B rn6neTKe He Meuee 0,042 Mrs rn6neTKe. 
6yTHJlrH)lpOKCHaHH30Jia 

Remark~ : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMelfaHue: ITpoJlyKT cooTBercTByeT TPe6osaHIDIM H)]; 3aKJ110l.fe11He: 0..[1,0liPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Ilo)lroT0BJieHo: Ashish ITposepeHo: Rama IlposepeHO (AOK): O)lo6peHo: O6ecneqemie KaqecTBa/OrnercTBeHHoe 
K umar K ant 

~4 
Ajay Kumar Srivastava JIH~W\~W\ 

► ~ /;~~ A\( 
Date / 

II
Date / Date I D ate / I ' u y r(-1/ l'v'° 

,D;arn: 22.05 .2026 ,aa,-a: 22.05.2026 Jl.aTa: 22 .05.2026 )lam: ,,.,.r}}D 

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 : L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTM~IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalaga rh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYin: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm, 

Batch No/ 
: V2601074 

Batch Quantity/ 36,00,000 tab / 
CepuH .N"!! O6-LeM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003402105 
Date of Analysis / 

22.05 .2026 
AnaJIHTH'leCKHH OT'leT .N"!! llaTa anaJ1u1a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
llaTa npottlBOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlpoH3BOACTBeHHaSI : MNB/05/263 

_HoMepPY 
: JIII-.N"!!(004669)-(Pr-RU) 

JIHQeH3HSI .N"!! 
Analysis performed according ND:/ AuaJIH3 npoBeAen no H,11;: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPVKQHH VTBep~eua: 21.04.2025 

Page 9 of 11 / CTJ>. 9 01 11 
No 

Test/ IloKa3aTeJJb Results/ PeJyJJbT3Tbl Specification / HopMa 
.N"!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucauue ynaKOBKH (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. / Tio 10 rn6neTOK B 6m1cTepe H3 
information leaflet in a carton (TIA/ AJI/Il3 C BnaronornornTeneM/Il3Bil) 
pack. I Ilo 10 Ta6neTOK B <pOJibnl II (Il3/AJI) qJOJibrJL Tio 1 J,fJIJ,f 

6m1cTepe 113 (TIA/ AJ1/Il3 C 6m1cTepa BMeCTe C JIHCTKOM-BKJia,!lbIWeM 
BnaronornonneneM/Il3 BIT) na'IKY KapToHH)'IO. 
qioJJbru // (TI3/AJ1) <pOJJhrH. Ilo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJla,!lbIWeM B nat1Ky 
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. 
* Tipu BhmycKe JJeKapcTBeHHOro npenapaTa KOHTpOJJb Ka'leCTBa no IlOKaJaTemo «MuKp061IOJJOrH'leCKaH 
'lHCT0Ta» npoBO,!J.HTCH ,!J.JJH Ka'lK,LI0H 20-oii cepun, HJJH ,!lJJH 0,!lH0H cepnn B ro.u, B 33BHCHM0CTII OT Toro, 'ITO 
nacTynnT panhrne. 

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

IlpuMe'lanue: Tipo.uyKT cooTBeTcTByeT TPe60BaHID1M H,ZJ; 3aKmO"lenne: O,ZJ;OJiPEHO 
:=c=========.;::::::=========:::;-;::=========: 

2 
B 

Prepared by / 
Ilo.uroT0BJJeHo: Ashish 
Kumar 

Checked by/ 
TipoBepeHo: Rama 

Checked by (AQA) / 
TipoBepeHO (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Date I 
,ZJ;arn: 22 .05.2026 

Kant Ajay Kumar Srivastava 

Date/ Date/ 
,n:arn: 22.05.2026 ,n:arn: 22.05.2026 

O,1106peHo: O6ecne"leHMe Kat1ecTBa/OTBeTCTBeHHOe 

m1uo~ \C,OvJ.........-i 

Date / 

J(aTa: 

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 



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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIII3A 

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 
IlpotJ,yJn: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, J:).UCUeprupyeMhJe B U0JIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm, 
Batch No/ : V2601074 

Batch Quantity/ 36,00,000 tab I 
CepnH .M, 06'heM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003402105 
Date of Analysis / 

22.05.2026 
AuaJiuTn'leCKnii OT'leT .M! .U:aTa auaJinJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
.U:aTa npoUJBOJ:J,CTBa rotJ,eHJ:J,O 
Mfg. License No. I 

MA number: I 
IlponJBOJ:J,CTBeuuaH : MNB/05/263 

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

JIUQeHJHH .N'!! 

Analysis performed according ND:/ AuaJiuJ npoBetJ,eu no H,n:: JIII-.N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTpyKQHH yrnep)KJJ.eua: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 nJ 11 
API name/ HauMenoBauue AWC: Ketorolac tromethamine I KeToponaKa TpoMeTaMHH 
INN /MHH: Ketorolac I KeToponaK 
API manufacturer batch number / ABSH006408 
HoMep cepuu nponJBOllHTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npouJBOJJ:HTem1 FESA00588 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlponJBOJJ:HTeJih AWC, cTpatta: .[{-p PeM11'c na6oparnpwc llT.LJ.., HHAHH 
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) 173205, India (license No 
site/ MNB/05/263) I 
HanMeHOBaHue, aJJ;pec, JIHQeHJUH .l].JIH .[{-p PeMH'c na6opaTOpHC llT.l].., HHAHH, I1pOH3B0)],CTBeHHOe 
IlpouJBOJ:J.CTBeHHaH nJioIQatJ,Ka / IlJioIQatJ,Ka no.rJ.pa3.rJ.eJieHHe-6, B11nn. Kxonh, Hanarapx PoyA, EaMH, ,IJ;11cTpHKT 
K0HTpOJIH Ka'leCTBa / IlJIOIQaJJ;Ka BbIDVCKa ConaH, x.rr., 173205, HH)],1151 (nm.i;eH3H51 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'laHtte: Tipo,11,yKT cooTBeTcrnyeT rpe60BaHID1M H)]; JatcJIIO'leHue: O,L(OliPEHO 

1:===========;;;:::::======;:::;-;;;=======:: 
Prepared by / 
no.nroTOBJJetto: Ashish 
Kumar 

Date / 
)],aTa: 22.05.2026 

Checked by/ 
ITposepetto: Rama 
Kant 

Date/ 
,n:arn: 22.05.2026 

Checked by (AQA) / 
TTpoaepeHo (AO.K): 

Ajay Kumar Srivastava 

Date I 
J:l:aTa: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 
0 11.06~:~ 06ecne"!eHHe Ka"!ecrna/OrneTcTBeHHOe 
JI H llO\ J<a;J.l)J ~ Vv-\ • 

Date I 
,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol , Nalagarh Road, Baddi, 
Di stt. So lan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.co m 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Iloonvirr: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,a:ucnepruoveMLie B noJIOCTH pTa, 10 Ml' 
Market / PLIHOK : Russia / Pocc1rn 

Batch No/ : V2601074 
Batch Quantity / 36,00,000 tab I 

CepnH .N'!! O6beM cepuu 36,00,000 m6 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH'leCKHH OT'leT .N'!! 

: 040003402105 
llaTa auanu1a 

22.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry / 

03/2028 
,l(aTa npOH3B0.1':CTBa ro.a:eu ,a:o 
Mfg. License No./ 

MA number:/ 
IIpou1eo,a:cTeeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AnaJIHJ npoee,a:eu no H,l(: .JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH yrnep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 u1 11 
3aKJIIOl:feHHe O COOTBeTCTBHH: «HacTOHlllJ!iM H IIOJJ:TBep)KLJ:aIO, qTo rrp:irne;::i:eHHaH BbIIIIe 1rnqiopMau:1rn HBnHeTCH 

LJ:OCTOBepHOH n TQqHQH. 3Ta cepnx rrpo;::i:yKU:HH rrpomae.n.etta (BKJIIOqag yrraKOBKY (MapKHpOBKy) a KOHrpOnb 

KaqecTBa) Ha BbIIIIeyKa'.3aHHOH rrpOH3B0,lJ.CTBeHHOH m101u:a;::i:Ke (rrn01u:a;::i:Kax) B rronHOM COOTBeTCTBHli C 

Tpe6oBaHH:5IMH IIpaBI-rn Ha,n;Jie)Kaiu:eH rrpOH3BOLJ:CTBeHHOH rrpaKTHKli EBpa30.HCKOro 3KOHOM0.qecKoro COI03a If 

Tpe6oBaHH5IMif KOHTpo.rrn KaqeCTBa JieKapCTBeHHbIX cpe;::i:cTB, a TaK)Ke B COOTBeTCTB0]{ co crreu:H<pllKaU:H51Mlf, 

co;::i:ep)Kaiu:rrMHCH B perHCTpau:rroHHOM ,D;OCbe CTpaHbI-HMIIOpTepa. 3arrrrcrr no rrpOH:3BO.lJ:CTBY, yrraKOBKe ll aHanH3y 

rrpoBepeHbI, H ycTaHOBJieHO RX COOTBeTCTBHe Tpe6oBaHH5IM IIpaBHJI Ha,n;rre)Kaiu:eii rrpOH3B0,lJ.CTBeHHOH rrpaKTliKH 

EBpa3HHCKOro 3KOHOMifqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe•rnune: ITpoJlyKT coorneTcrnyeT rpe60BaH1rnM HJ]. 3aKmo•1eune: 0,11.0liPEHO 

I!=====:::::::::====::;-;::=======::::;;:;:========: 
Prepared by / 
ITo)lroTosneHo: Ashish 
Kumar 

~ 
Date I 
)].am: 22.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
0Jlo6peHo: 06ecneqeHne Kaqecrna/OrneTCTBeHHoe 

JlHU.O: ~_QoJ \a;uj'vv--, 
ITposepeHo: Rama ITpoaepeHo (AOK) : 
Kant 

~ ~ 
Ajay Kumar Srivastava 

\ 1/ 

Date / 
,UaTa: 22.05.2026 ,Uara: 22.05.2026 

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

Te l: +9140 4900 2900, Fax: +91 40 4900 2999, Emai l: mai \@drreddys.com 
CIN : L85195A P1984PLC004507 

www.drreddys.com 




