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

CEPTH~HKATAHAJilI3A 

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

Tei : +91 98166 56001-02 
v✓ww.dn·e d d ys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J,y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J,HCneprupyeMble B D0JI0CTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccmr 
Batch No/ 

: V2601076 
Batch Quantity/ 36,00,000 tab I 

CepnH .M! O6-beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003409074 
Date of Analysis / 

22.05.2026 
AuaJIHTH'leCKHH 0T'leT .N'!! .l].aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
.l].aTa np0H3B0)),CTBa ro)J,eH )),0 
Mfg. License No./ 

MA number:/ 
IlponJBO)J,CTBeHHaH : MNB/05/263 

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

JIHl.(eHJHSI .N°!! 
Analysis performed according ND:/ AuaJIHJ npose)J,eu no H.l].: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKl.(HH VTBep~eua: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

Test I Iloica1aTeJ1b Results/ Pe1yJ1bTaTbI Specification/ HopMa 
.N'2 
1 Description / Onucam1e 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 nJIOCKHe 
side. / Kpyrnhie rnIOCKHe Ta6JJeTKH c qiacKOH, CBeTJJO-JKeJJTOro usem c 
m6JJeTKH c <paCKOH, cserno- rpaBHpOBKOH «I» Ha O.llHOH CTopoHe. 
)l(eJJTOro UBem C rpaBHpOBKOH 
«I» Ha O.llHOH. CTopoHe. 

2 Identification/ ll,lleHTtt4'uicauusi 

Ketorolac I Kernopo1raK Complies I CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
CIIeKTpbl IIOrJJ0UleHlrn: HCIIbITyeMoro pacrnopa 11 

pacrnopa cmHnapTH0ro 06pa3ua KeTOpoJJaKa 
TPOMemM11Ha .ll0JllKHbl HMeTb MaKCHMYMbl npH 
0.llHOH. H TOH )Ke .llJIHHe BOJJHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMetJauue: flponyKT cooTBeTcTByeT TPe6oBaHJ.UIM H,ll; 3aicmoqeuue: O,l(OliPEHO 

1:=:::::=========;;;::======::;;========: 
Prepared by I 
TTonroTOBJJeHo: Ashish 

Kumar ~ 

Date/ 

)];am: 22 .05 .2026 

Checked by I 
flpoeepeHo: Rama 

Kant 

1/ 

Date / 

,lJ,an1: 22 .05.2026 

Checked by (AQA) / 

TTpoBepeHo (AOK): 

Ajay Kumar Srivastava 

~ 
Date/ 

)];am: 22.05.2026 

Approved by: Quality A ssurance/ Authorized person I 
Ollo6p~

0 

O6ecne•reH 11e Ka,recTBa/OrneTcTeeHHoe 

mmo: / ,~w (c.evJW"\ 

Date I 
,ll;aTa: 

Registered Offi ce: 8-2-337, Road No 3, Banj~ra Hil ls, Hyderabad - 500034 .. Telanga na, India 

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

CIN : L8519SAP1984PLC004507 

www drreddys.com 



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

CEPTH~IIKATAHAJIH3A 

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 
Ill>O'AYKT: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, 'AHCneprunveMhie s DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia I PoccH.si 

Batch No/ 
: V2601076 

Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis/ 
AuanuTuqecKHH oTqeT .N'!! 

: 040003409074 
llaTa anaJIHJa 

22.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,U:aTa DPOH3B0'ACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlponJBO'ACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposeAeH no Hl{: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKQHH VTBep)K,!J;eua: 21.04.2025 

No 
Test / IloicaJaTeJib Results/ Pe1yJJbTaTbl 

.M! 
Complies / CoorneTcrnyeT 

Remarks : The Product confirms to ND/ 
IlpnMelfattue: Tipo.11.yKT coorneTcrnyeT TPe6oBaHHHM HA 

1:==========:;~======::::;;:::========: 
Prepared by / 

Tio.11.roToBneHo: Ashish 

Kumar 

Date/ 
.[(am: 22.05.2026 

Checked by/ 

TipoBepetto: Rama 

Kant 

Date/ 
LI.am: 22.05.2026 

Checked by (AQA) I 
TipoeepeHO (AOK): 

Ajay Kumar Srivastava 

-h\ 
Date I 
)];am: 22.05.2026 

Page 2 of 11 / CTp. 2 HJ 11 

Specification/ HopMa 

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 BpeM.si y.11.ep)l{1,rnamrn OCHOBHOro mma Ha 
xpoMaTorpaMMe HCITbITyeMoro pacTBopa 
.11.0fl)l{HO COOTBeTCTBOBaTI, BpeMeHH 
y.11.ep)l{HBaHH.s! OCHOBH0ro ITHKa Ha 
xpoMaTOrpaMMe pacrnopa CTaH.11.apTH0ro 
06pa1ua KeToponaKa TP0MemMHHa 
«Konw:1ecTBeHHoe onpe.11.eneHHe») . 

Conclusion : APPROVED / 
laicmoqeuHe: 0)1,0liPEHO 

(pa1.11.en 

Approved by: Quality Assurance/ Authorized person / 

O.11.06p~ ?.6:c~ e'-!em1e KaYecrna/OTaeTcTBeHHOe 

1rnuo :( l ~ \~""-" 

Date/ 

)];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 : L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALY IS 
CEPTH<JHlKAT AHAJIHJA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJ.VKT: KeTopoJI® 3Kcnpecc (KCTOPOJiaK) Ta6JICTKU, J);HCneornpyeMblC B IlOJIOCTH pTa, 10 Mr 

Market / PLrnoK : Russia I Poccw.si 

Batch No/ 
: V2601076 Batch Quantity/ 36,00,000 tab I 

Cep1rn .N'!! O6'beM ceonn 36,00,000 ra6 
Analytical Report No I Date of Analysis/ 
At1am1-ruqecKntt or-1eT .N'!! 

: 040003409074 
.l(aTa auanu1a 

22.05.2026 

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

03/2028 
.l(aTa IlP0H380JlCTBa ro.uen AO 

Mfg. License No. / 
MA number:/ 

flpOH3BOJJ;CTBeHH3H : MNB/05/263 
HoMepPY 

: JIIT-.N'!!(004669)-(Pr-R U) 
J1HUCll3HH .N'!! 
Analysis performed according ND:/ AHaJIHl npose.ueH no HJ(: JD1-.N'2(004669)-(Pr-RU)-190224 
PIL version approved:/ HuCTPYKUHH yrsep)K,l{ena: 21.04.2025 

No 
.N'!! 

Test / IloKaJaTeJJb 

Buty/hydro>..yanisole I 
Eymul/2UOpOKCUGHU30J/ 

Remarks : The Product confirms to ND/ 

Results I Pe1yJJhTar1,1 

Complies / CoorneTcrnyeT 

Ilp11Me1JaH11e: Ilpo.11,yKT COOTBeTCTByeT -rpe6osaHllilM H,ll; 

Prepared by / Checked by/ Checked by (AQA) / 

TTo.nroTosn.etto: Ashish IlpoeepeHo: Rama nposepeuo (AOK) : 

Kumar Kant 

~t✓ 
Ajay Kumar Srivastava 

~ -h\__J-
Date/ Date/ Date/ 

)];aTa: 22.05.2026 )].aTa: 22.05.2026 ):{am: 22.05.2026 

Page 3 of 11 / CTp. 3 m 11 

Specification / HopMa 

The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peak on the 
chromatogram of the test olution should 
corre pond by 1he retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole tandard olution 
("Butylhydroxyanisole content" eclion). / 
BpeMeHa y.nep)l(118aHHSI nHKOB 2-
6ynU1rn,a.poKCl1a Hl130na 11 3-
6yr11JTn1,a.po.1<c11amnona Ha xpoMaTorpaMMe 
HCOblTyeMoro pacTBopa JlOJOKHbl 
COOTBeTCTBOBaTb epeMeHaM y.nepl:K11Ba1:11rn 
nHKOB 2-6yr1rnrn,a.poKCl10Hl130JTa 11 3-
6yrnnrn.np0Kc11a1-unona Ha xpoMaTorpaMMe 
pacTsopa crnH,a.apTHoro 06pa3ua 
6yr11nr11.npOKCMaH111ona (p33,uen <(Con.ep)l(am,1e 
6yrHJ1 ni,a.pOKCM0 H 11.JOJTa)>). 

Conclusion : APPROVED / 
3atcmo'let111e: OJJ:OliPEHO 

Approved by: Quality Assurance/ Authorized person / 

0,1106p~eHO' 06ecne'l eH11e KalfeCTBa/OTBeTCTBeHHOe 

JlliUO: f o .1.(U \C@..M\N'\ 

/J D\J r 
Date/ ( fl' k'l-',;_o v, 
):{am: ./ 

Registered Office: 8-2-3.37, Roan No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

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

www.drreddys.corn 



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

CEPTH<l>HKAT 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 
V✓Ww.drreddys .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)lyKT: KeTopon® 3tccopecc (KCTOPOJJaK) Ta6JieTKH, Jl,HCUepnmveMLle e IlOJIOCTU pTa, 10 Mr 
Market / PbIHOK : Russia I Poccm, 
Batch No/ : V2601076 

Batch Quantity/ 36,00,000 tab I 
Cep1rn .N'!! O6'beM cep1111 36,00,000 Ta6 
Analytical Report No/ : 040003409074 

Date of Analysis / 
22.05.2026 

Auamnuqec1rnu oT<1eT .N'!! ,lJ.aTa auann1a 
Date of Manufacture/ : 04/2026 

Date of Expiry / 
03/2028 

,ll.aTa DflOUlB0/1,CTBa ro)leH )lO 
Mfg. License No. / MA number:/ 
IIpou1eo11,cTeeunaH : MNB/05/263 

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

J1111.(CR3IIH ,N'!! 

Analysis performed according ND:/ Auanu1 npoee11,eu no H,ZJ;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKL(JUI yrneo~eua: 21.04.2025 

Page 4 of 11 / Orp. 4 01 11 
No Test/ IloKa1aTeJIL Results/ Pe1yJILTaTLI Specification / HopMa .M, 
3 Average weight/ Cpe11,HHH 70.5 mg I 70,5 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr /1,0 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 / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10%; O11,uopo11,HOCTb MaCCbl 

2/20 rn6neToK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna11,aeMOCTL 

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

5 Dissolution I PacTBopeuue Unit- I I Ta6n-1 102 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 95% 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sHnNO3•C4H11NO3 (KernponaKa 

Unit-3 I Ta6n-3 97% TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 97% 

Unit-5 I Ta6n-5 97% 

Unit-6 I Ta6n-6 97% 

Remarks : The Product confirms to ND/ 
npnMe<taHHe: TipoJJ,yKT C00TBeTCTByeT TPe6oBaHHHM H.D: 

Conclusion : APPROVED / 
3a1Cmo•1eH11e: O.Li:O6PEHO 

Prepared by/ 
Tio,11.roTosneHo: Ashish 
Kumar 

k 
Date I 
.D:aTa: 22.05.2026 

Checked by/ 
TipoBepeHo: Rama 
Kant 

Date/ 
.D:arn: 22.05.2026 

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

Date/ 
.D,arn: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 
0.no6peHo: O6ecrretJeHtte Ka'-!eCTBa/OTBeTcrneHHOe 

JIM_UO:~_wj teovdW\ 

Date / 
J].aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHA.JilI3A 

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.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 

Batch No/ 
: V2601076 

Batch Quantity/ 36,00,000 tab/ 

Cepust .M! O6-LeM cepnu 36,00,000 Ta6 
Analytical Report No/ 

: 040003409074 
Date of Analysis / 

22.05.2026 
AuaJIHTH'lecKuii OT'leT .N'!! )l.aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
.ll.aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
Ilpon3BOACTBenuast : MNB/05/263 

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

JIHQeH3HSI .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeAen no H)l.: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / ltuc-rpyKQJrn yTeep~eua: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 n1 11 
No 

Test/ IIoKaJaTCJlb Results/ PeJyJlbTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 
,ll;ncnepCHOCTb sieve rs formed. I O6pa3yeTc.H OJlHOpO)lHa.H 

cycrreu31,rn, rrpOX0Jl.HW.a.H CKB03h Cl1T0 C 
pa3MepoM OTBepcrn:w 710 MKM. 

7 Impurities / IIpnMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe rrpe.nena 06Hapy)l{eHID1 
1-rn,npOKCMaHaJIOr (TIO= 0,0010 %) 
KeTOpOJiaKa 

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

unidentified impurity I 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
eJ.J;l1Hl1'IHa.H 
HeM)leHTM~l1U11pOBaHHa.H 
IIpHMeCh 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMetfanue: Tipo,nyKT cooTBeTcTByeT TPe6oBaHH.HM H,[I, 3aKJ11oqeune: O,ll;OliPEHO 

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

Tio,nroTOBJieuo: Ashish 

Kwnar ~ 
.,.;.;.---

:)],aTa: 22.05.2026 
!Date/ 

TipoBepeuo: Rama TipoBepeuo (AOK): OJ106p~H • O6ecrre1.Jeu11e KatJecTBalOTBeTcTBeHHOe 

Kant 

~~t 
Ajay Kumar Srivastava JI 11 U.0: • ' I taM \,\.,\, 
~ /}~~ 

I Date I Date/ Date/ 
: ,l],arn: 22.05.2026 ,l],arn: 22.05.2026 )],am: 

Regi stered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys .com 
CIN : L851 95AP1984PLC004507 

www.drreddys.com 

~( 
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••· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Fo rmulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tei : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,z:i:y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,ll;HCneprHpyeMble B UOJIOCTH pTa, 10 Mr 
Market/ PhrnOK : Russia / Poccm1 
Batch No I : V2601076 

Batch Quantity/ 36,00,000 tab / 
Cepm1.N'!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003409074 
Date of Analysis / 

22.05 .2026 
AuaJIHTH'leCKHH OT'leT .N'!! J{aTa auaJIHJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,UaTa npOH3B0,ll;CTBa ro.z:i:eu ,z:i:o 
Mfg. License No./ 

MA number:/ 
IlponJBo,z:a:cTeeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,z:i:eu no H,u: JTII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnVKUHH yrnep~eua: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No Test/ IloicaJaTeJlb Results/ Pe3yJ1bTaTbI Specification / HopMa 
.N'2 
8 Water content/ 1.9 % Not more than 7.0 %. I 

Co,1J,epiKanue BO,ll,bI He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'IHbie oprauu1.1ecicue pacTBopttTeJJH 

Isopropyl alcohol / 9 µg/tab / Not more than 350 µg/tab. / 
l13orrporrattoJI 9 MKr s Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHtte: Ilpo.l(yKT COOTBeTCTByeT rpe6osaHIDIM H,n: 3aicmo1.1euue: O)1,OliPEHO 

Prepared by I 
Ilo.l(roTOBJJeHo: Ashish 
Kumar 

~ 
Date / 
)].am: 22 .05 .2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TipoaepeHo: Rama 11posepeHo (AOK): Q.l(o6peHo: O6ecne'-leHHe KaIJecrna/OrneTcrnettnoe 
Kant 

~4 
Ajay Kumar Srivastava JIHU~ !ctN0~ 

> /E,~_,( 
Date / Date / Date / \... \ -/-p ~'>.? 
}J;aTB: 22.05 .2026 ,l],arn: 22.05.2026 ,[(a Ta: 

✓ 

Registered Office: 8-2-3.37, Road No . 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax : +91 40 4900 2999, Email : mail@drreddys.com 
CIN: L85 195AP1984PLC004507 

www.drreddys .com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~lfl{ATAHAJIH3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,[{YKT: KeTopoJJ® 3Kcnpecc (KeT0pOJlaK) Ta6JJeTKII, )lncneprnoveMLie e DOJl0CTII pTa, 10 Mr 
Market / P1.rnoK : Russia I Poccm1 
Batch No/ 

: V2601076 Batch Quantity / 36,00,000 tab/ 
Cep1rn .N'!! O61.eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003409074 Date of Analysis / 
22.05.2026 AuaJJnTn'leCKnu oTqeT .N'!! ,l(aTa auaJIH3a 

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

03/2028 t(aTa npon3BOJlCTBa roJ).Clf JJ.O 
Mfg. License No./ 

MA number:/ 1IpoH3BOJJ.CTBeuuaSI : MNB/05/263 
HoMepPY : JIII-X2(004669)-(Pr-RU) 

Jlll~CH31f8 .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no 11):(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved:/ liHCTDVKUHSI YTBep'K)J.eua: 21.04.2025 

Page 7 of 11 / CTp. 7 01 11 
No 

Test / IloKaJaTem, Results/ Pe1yJ1hTaThl Specification / HopMa 
.N'! 

10 Mic1·obiological purity*/ Mm~po6uonor11•1ecKaH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee qttcno He 6onee J 03 KOE/r; 
a3po6HbIX MHKpo-
opraHHJMOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee qttcno He 6onee 102 KOE/r; 
.!I_pO>IOKeBhIX H ITJieCHeBhIX 
rpHfiOB 

Escher ichia Coli NA shell be absent in 1 gram. / 
OTCYTCTBHe B 1 r . 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
OL{HOp0JlHOCTh 

4.3 
IToKa3aTenh nptteMJieMOCTH (AV) JJ.On)l<eH 6h!Tb 

.IJ.03Hp0B3HHhlX e.u.nHUU He 6onee 15 0 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe<Jauue: TTpoJJ.yKT C00TBeTCTByeT -rpe6oBaHHHM H,!l. 3a1CJ110•1eu11e: O,LJ:O6PEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality A ssurance/Authorized person / 

n on.roTOBJleHo: Ashish TTpooepeRo: Rama ITpoBepeHo (AOK): OJJ.06p~ 1 • O6ecne<1em1e KaqecTBa!OTBeTcTBeHHOe 

Kum ar ~ Kant 

~~ 
Ajay Kumar Srivastava 1111uo: r ti 1aJ. \ca..,d"V) 

0-- ~~ f 
r 

Date/ Date / D ate I Date / 
\_ ' -~ ~'v~ 

Aara: 22.05.2026 ,!l.aTa: 22.05.2026 )J.aTa: 22.05.2026 )],am: 
./ 

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 

I 



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

CEPTII <I>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Di stt. Sol an, HP. , 173 205, INDIA 
Tei : +91 98166 56001.-02 
1,vww.dm:,ddys .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J,y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,ll,UCUeprupyeMble B DOJIOCTU pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2601076 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003409074 
Date of Analysis / 

22.05 .2026 
AuaJIHTH'lecKuii OT'leT .N'!! llaTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
.lJ:aTa npOH3B0,ll,CTBa ro.z:.eu ,IJ,0 
Mfg. License No./ 

MA number:/ 
flpOH3B0,ll,CTBeHHaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee.z:.eu no H.lJ:: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTDVKQHH VTBep;KAena: 21.04.2025 

No 
Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTb1 x~ 

12 Assay/ KoJ1H'feCTBenuoe 9.9 mg I 9,9 Mr 
onpe,1J,eJ1eHHe (99.4 %) 

13 Butylhydroxyanisole 0.0949 mg/tab I 
content I Co,ll,ep:acauHe 0,0949 Mr B rn6neTKe 
6yTHJlrH,ll,pOKCH8HH30J18 

Remarks : The Product confirms to ND/ 
IlpHMettaHHe: Ilpo.uyKT cooTBeTcrnyeT -rpe6osaHHllM H)]; 

Prepared by / 
Ilo.uroToBneHo: Ashish 

Kumar ~ 

Date I 
.[.laTa: 22 .05.2026 

Checked by/ 
Ilpoeepet10: Rama 

Kant 

Date/ 
)J;aTa: 22.05.2026 

Checked by (AQA) / 
IlpoaepeHO (AO K): 
Ajay Kumar Sriva tava 

Page 8 of 11 / CTp. 8 01 11 

Specification / HopMa 

From 9.0mg to 11.0mg of 
C1sHnNO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,IJ,0 11,0 Mr 
C1sHnNO3•C4H11NO3 (KernponaKa 
'fPOMeTaMHH) (OT 90,0 no 110,0 % OT 
3al!BJieHHOro KOJlH'IeCTBa) B Ta6JieTKe. 

Not less than 0.042 mg/tab. / 
He Mettee 0,042 Mr B rn6nerne. 

Conclusion : APPROVED / 
3a1<motteu11e: O,l],O6PEHO 

Approved by: Quality Assurance/ Authorized person / 

O.ll.o6p~ ? 6ecne'leHHe Ka'!eCTBa/OTBeTCTBCHHOe 

m 1 uo:r ' ~J.JJ-.t \ c_ci;u \.-v) 

Date/ 
,[l,aTa: 

Regi stered Office: 8-2-337 , Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email: ma il@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF A ALYSIS 
CEPTH~HKATAHAJUl3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Roc:1d , Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llPO.!J.VtCT: KeTOPOJJ® 3Kcnpecc (KCTOPOJiaK) Ta6neTKH, .!). llCOepn1pyel\lbfC B DOJIOCTH J)Ta, 10 Mr 
Market / PbIHOK : Russia I PoccH5l 
Batch No/ 

: V2601076 Batch Quantity/ 36,00,000 tab/ 
Cepm1 N!! O61>eM cepm-1 36,00,000 rn6 
Analytical Report No/ 

: 040003409074 Date of Analysis/ 
22.05 .2026 AuanuTnqecKuii oTqeT N!! llaTa auanuJa 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 JJ:aTa npOHJBO,UCTBa rotJ,eH .!).O 

Mfg. License No. / 
MA number:/ 

IlpottJBOtJ.CTBeuuaH : MNB/05/263 
HoMepPY : JIIl-N!!(004669)-(Pr-RU) 

JIHL{eH3llSI N!! 
Analysis performed according ND:/ AttaJinJ npoeetJ,eu no H)J,: JIO.-N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ BncTpyKQlU1 YTBep)KJ];ena: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test I Iloica1aTeJ11> Results I Pe1yJ1hTaThl Specification / HopMa 
.N'!! 

14 Package description / 10 tablets in a blister of 10 tablets m a bli ter of (P Al ALJPE with 
Onucauue ynaK0BKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foi l. 1 or 2 

desiccant/HOPE) foil// (PE/AL) blister with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / no l O Ta6ne-roK e 6mtcTepe 11.3 

information leaflet in a carton (OA/AJ1/il3 C enaronornonneneM/n3BTT) 
pack. I Tio JO rn6neT0K 8 <jl0JlbrH II (n'.)/AJl) ~)OJlbl'M. no 1 11m1 
6JrncTepe HJ (IlA/ Afl/IT3 C 6JJMCTepa BMeCTe C Jll1CTK0M-BKJ18.llblillC 1 

enaronornonrreneM/CT'.3B ll) na•11<y KapTOliHYIO. 
Ql0Jlbfl1 // (TT3/ AJl) cj>OJlhfl1. no 
2 6n11crepa BMeCTe C Jll,ICTK0M-
BJ<Jla}]_h!llleM B na"IKY 
KapTOHH)'lO. 

* 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. 
* IlpH Bbtnycice JleKapCTBeHHOro npenapaTa KOHTp0JJb KalfeCTBa no noKaJaTeJllO «MH1.:po6uoJ1orHlfeCKaH 
lfHCTOTa» npoB0/1,HTCSI /1,JIH Ka~oii 20-oii cepuu, HJIH /1,JlH 0/1,HOH cepHH B ro.n, B JaBHCHM0CTH OT Toro, 'ITO 
uacTynHT paHhUJe. 

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

HpuMe<tauue: TTpo,nyKT cooTBeTcrnyeT Tpe6oeaHIDIM H)J; 3aicmo'fem1e: O,ll.O6PEHO !===========;'.;:::=======::;.=========: 

2 
B 

Prepared by / 
TTo,nroTOBJleHo: Ashish 

Checked by/ 
Ilpoeepe110: Rama 

Checked by (AQA) / 
ITpoeepetto (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Kumar 

Date/ 
,l],arn: 22.05.2026 

O.llo6p;.~.0:/!6.ec_n::4eHHe Ka4ecrna/OrneTCTBeHHOe 
J111U,0:( ,~· (CCll.AAV\r\ Kant 

~ 

Ajay Kumar Srivastava 

~ 
Date/ Date I 
J,:(aTa: 22.05.2026 )];am: 22.05.2026 

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

CIN: L85195AP1984PLC004507 
www.drreddys .corn 



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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

Viii. Khol, f\Jalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,!J,YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!J,HCnepruoveMbie B DOJIOCTH pTa, 10 Ml' 
Market / PbIHOK : Russia I Pocc1,rn 
Batch No/ 

: V2601076 
Batch Quantity / 36,00,000 tab I 

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

: 040003409074 
Date of Analysis / 

22.05.2026 
AuaJIHTH'lecKuii OT'leT .N'!! .Ll:aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
.L(aTa npOH3B0,!J,CTBa ro,!J,eH ,!J,O 
Mfg. License No./ 

MA number:/ 
IlpouJBO,!J,CTBeuuaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,1J,eu no H.L(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MHCTPYKU:HH YTBep,K,!1,eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HauMeHOBauue Awe: Ketorolac tromethamine I KernpoJiaKa TpoMernmrn 
INN /MHH: Ketorolac I KernponaK 
API manufacturer batch number / 

ABSH006408 
HoMep cepuu npouJBOllHTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu:uu npoH3BO,!J,HTeJIH FESA00588 
r.Jiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpOH3B0}lHTeJib Awe, CTpaua: ,l];-p PeMH1

C Jla6opaTOpHC JlT}l., 11H}lH51 
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 
HauMeHOBauue, a,!1,pec, JIHU:eH3HH }lJIH ,l];-p PeMH'c Jla6opaTop11c JlT}l., 11H}lH51, I1pOH3BO}lCTBeHHOe 
IlpouJBO,!J,CTBeuuaH nJioIUa,!J,Ka / IlJioIUa,!J,Ka nOJlPa.3llenett11e-6, BHnn. Kxonh, Hanarapx Poyll, EaMH, ,l1;11cTpHKT 
KOHTPOJIH Ka'leCTBa / IlJioiu:a,1J,Ka BhrnycKa ConaH, x.rr., 173205, 11H}lH51 (nm~eH3ml 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 I 
IlpHMe'Ianue: Ilpo,nyKT coorneTcrnyeT Tpe60BaHIDIM HA 3aKJIIO'Ienne: O.11:OEPEHO 

I;:::::=========:;:::=======:::;-;::=========: 
Prepared by / 

ITo.D:roTOBJieHo: Ashish 

Kumar ~ 

Date / 
,n:arn: 22.05.2026 

Checked by/ 
OpoaepeHo: Rama 
Kant 

Date/ 
LJ:arn: 22.05.2026 

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

~ 
Date / 
.lJ:aTa: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6pe1-10: 06ecneqem1e Kaqecrna/OrneTcTBeHHoe 

m1uo: ~ W \CQLM"""1 

Date / 
JJ: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: l.85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH~IIKATAHAJIH3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi:.yKT! KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, i:.ucneprupyeMble e DOJIOCTH pTa, 10 Mr 
Market/ PLrnoK : Russia / Poccm1 

Batch No/ 
: V2601076 

Batch Quantity / 36,00,000 tab/ 

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

: 040003409074 
Date of Analysis / 

22.05.2026 
AuaJinTuqecKuii oTqeT .N'!! ,UaTa auaJIHJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,UaTa npoUJBOACTBa roi:.eui:.o 
Mfg. License No./ 

MA number:/ 
IlponJBOACTeeuuaH : MNB/05/263 

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

JIHI~eHJHH ,N'!! 
Analysis performed according ND:/ AuaJiuJ npoeei:.eu no H)I;: JIII-.N'!,(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKQHH yTeepiK,JJ;eua: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKJUoqeHHe O COOTBeTCTBHH: «HacTOXIIJJIM 51 IIO,D;TBep)I(,[(aIO, lJTO rrp1rne,n:eHHax BbIIIIe 1rncpopMau1rn 51BJI51eTC51 

,D;OCTOBepHOR II TQqHoR. 3m cep1rn rrpo,n:yKUIUI rrpoII3Be,n:eHa (BKJIIOtiax yrraKOBKY (MapKIIpOBKy) If KOHTpOJib 

Katiecrna) Ha BbIIIIeyKa.3aHHOR rrpOII3BO,D;CTBeHHOR IIJIOIUa.n:Ke (rrrroiua,n:Kax) B IIOJIHOM COOTBeTCTBHII C 

Tpe6oBaHH51Mll ITpaBIIJI Ha,n:Jie)KaiueiI rrpOH3BO,D;CTBeHHOR rrpaKTHKil EBpa.3HRCKOro 3KOHOMIItJeCKOro COI03a If 

Tpe6oBaHII51Mll KOHTporrx Kaqecrna rreKapCTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBilll co crreuHq>IIKaUIIXMH, 

co,n:ep)KaIIJ;HMIICX B perHCTpaUHOHHOM ,n:ocbe CTpaHbl-IlMIIOpTepa. 3aIIHCil no rrpOH3BO,D;CTBY, yrraKOBKe II aHaJIH3Y 

rrpoBepeHbI, Ii ycTaHOBJieHO MX COOTBeTCTBHe Tpe6oBaHH51M IlpaBHJI Ha,n:Jie)Karn;eH rrpoH3B0,ll;CTBeHHOH rrpaKTHKH 

EBpa.3IIRCKoro 3KOHOMIItiecKoro coio3a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe'laHtte: IlpOAYKT C00TBeTCTByeT Tpe6oBaHIUIM H)J. 3aKmo'leuue: 0.11:0l>PEHO 

Prepared by / 
TioAroTOBJJeuo: Ashish 

Kumar 

~ 
Date I 
)J.arn: 22.05.2026 

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

TipOBepeuo: Rama rlpoBepeuo (AOK): OA06pe110: O6ecne'leHne Ka•1ecrna/OrneTCTBeuuoe 

Kant 

~~ 
Ajay ·Kumar Srivastava JlMl.(O:~J..OJ. \_~VV\ 

~ /)c \J} .[ 
Date / Date / Date/ ( f'i-v'l,:,~),P 
)J.aTa: 22.05.2026 )J.aTa: 22.05.2026 )J.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 


