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

CEPTII <I> IIKA T AHA.JilBA 

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

Tel: +919816656001-02 

"".ww.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlllOJl.yKT: Kcrropon® JKCDl)ecc (KCTOOOJ1a1-:) Ta6JICTKH, ti:ncneoruoveMblC B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Pocc1-rn: 

Batch No I : V2601210 Batch Quantity / 36,00,000 tab/ 
CepnH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003430799 

Date of Analysis/ 
16.06.2026 

AnaJinTn11ecKnn OT'leT .N'!! .LJ:aTa anaJiu3a 
Date of Manufacture / : 05/2026 Date of Expiry / 

04/2028 
.LJ:aTa DPOH3B0Jl.CTBa ro/1,eH Jl.0 
Mfg. License No./ MA number:/ 
llpon3BO/J.CTBeunaH : MNB/05/263 

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

JIUI.(eH3HH .N'!! 
Analysis performed according ND:/ AuaJin3 npose.l(eu no H,n::: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version approved:/ H11CTPYKUIU1 yrnepm,1J,eua: 21.04.2025 

No 
Test/ IloKaJaTem, Results/ PeJyJibTaTbl 

.N'!! 
1 Description / Onncauue Light yellow round flat beveled 

tablets with "I" debossed on one 
side. / Kpyrnh1e rrnocK11e 
m6neTKH c cpacKOH, CBeTnO-
)l(enrnro UBem C rpaBHpOBKOH 
«I» Ha O,UHOH CT0p0He. 

2 Identification / Mt1.eHTtt<l>ttKaUHH 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT 

Remarks : The Product confirms to ND/ 

TTpttMe'-taHne: f1pot1,yKT cooTBeTcrnyeT Tpe6osaHHj[M HA 

Prepared by / 

Tionrornsneuo: Sarita 

Sharma 

Date I 
,[(am: 16.06.2026 

Checked by/ 

Tiposepeuo: Pardeep 

Date/ 

,[(am: 16.06.2026 

Checked by (AQA) I 
TipoBepeuo (AOK): 

Ajay Kumar Srivastava 

Date/ 

Aam: 16.06.2026 

Page 1 of 11 / CTp. 1H311 

Specification / HopMa 

Light yellow round flat beveled tablets with "I" 
debossed on one side. I Kpyrnh1e rrnOCKHe 
Ta6neTKH c cpacKOH, CBeTnO-)l(enToro UBem C 
rpaBHpOBKOH «I» ua o.uuol1: CTopoue. 

UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTpbl nornow,eHttJI 11crrh1TyeMoro pacrnopa 11 
pacrnopa cmu.uapTHoro 06pa3ua KernponaKa 
TpoMemMHHa .UOR)l(Hbl HMeTb MaKCHMYMbl rrpH 
O.UHOH 11 TOH )Ke )l,RHHe BORHhl (± 2 HM). 

Conclusion : APPROVED I 
3aKJ1to'-lett11e: 0,1],0JiPEHO 

Approved by: Quality Assurance/ Authorized person/ 

O.uo6peuo: O6ec11e4eu11e Ka'iecrna/OrneTcrneuuoe 

JIHUO: 

Date / 

.I(aTa: 

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

CERTIFICATE OF ANALYSIS Tel: +9198166 56001-02 
CEPTH«l>HKAT AH.A.JIH3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.a:y1n: KeTopoJI® 3Kcnpecc (KeTopoJJaK) Ta6JieTKH, .a:ucnepruoveMhle B noJJOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2601210 

Batch Quantity / 36,00,000 tab I 
CepuH N2 O6'beM cepuu 36,00,000 rn6 

Analytical Report No/ 
: 040003430799 

Date of Analysis/ 
16.06.2026 

AuaJIHTnqecKHH oTqeT .N'!! .lJ:aTa auaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,ll;aTa npOH3B0));CTBa ro.a:eu .a:o 
Mfg. License No./ MA number:/ 
IlpouJeo.a:cTeeunaH : MNB/05/263 

HoMepPY 
: Jil1-N!!(004669)-(Pr-RU) 

JJHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIHJ npoee.a:eu no H.lJ:: JJII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTPYKQHH yrnep,K));eua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No 

Test/ TioKaJaTeJJb Results/ Pe1yJJbTaTbI Specification / HopMa 
.N'2 

Complies / CooTBeTcrnyeT 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 BpeM51 y,uep)K11BaHl151 OCHOBHoro n11Ka Ha 
xpoMaTorpaMMe 11cnhnyeMoro pacrnopa 
JJ:OJI)KHO COOTBeTCTBOBaTh speMeH11 
y ,uep)K118aHH51 OCHOBH0ro n11Ka Ha 
xpoMarnrpaMMe pacrnopa CTaH,uapTHOro 
06pa1ua KernpoJiaKa YpOMeTaMHHa (pa1JJ:eJI 
«Konw-iecrneHHoe onpe,uenett11e» ) . 

Conclu ion : APPROVED/ 

3aKJJJO'fCHHe: 0)1.0GPEHO 
1:===========;;:::::::======:::;;:::=========: 

Remarks : The Product confirms to ND/ 

IlpHMe'laHne: flpoJJ:yKT coorneTcrnyeT Tpe6osaHH51M HA 

Prepared by I 
floJJ:roTOBJietto : Sarita 

Sharma 

V 
Date I 
,D;arn: 16.06.2026 

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

flposepetto: Pardeep flposepeHo (AOK): OAo6petto: O6ecnetJeH11e KatJecrna/OrneTCTBeHHoe 
Kumar Ajay Kumar Srivastava 

J_ -J\_-1-
11111.1.0: 

Date I Date I 
)];am: 16.06.2026 )];am: 16.06.2026 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH<l>liKAT AHAJilI3A 

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 
Ilp0/1.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, 11.ucnepruoveMble B D0JI0CTH DTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1-1.11 
Batch No/ : V2601210 

Batch Quantity I 36,00,000 tab/ 

CepuH .N'!! O6beM cepuu 36,00,000 rn6 

Analytical Report No/ Date of Analysis / 
16.06.2026 

AuaJIHTH'leCKHH 0T'leT .N'!! 
: 040003430799 )];aTa auaJiuJa 

Date of Manufacture / : 05/2026 
Date of Expiry / 

04/2028 
)laTa npouJB0/1.CTBa ro11.en /1.0 
Mfg. License No. / 
IlpoH3B0)1.CTBeHHaH : MNB/05/263 

MA number:/ 
HoMepPY 

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

Analysis performed according ND:/ AnaJIHJ npose11.en no H)];: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTnVKQHH yTsepm,a:ena: 21.04.2025 

Test/ IloKaJaTeJlb 

Butylhydroxyanisole I 
EymuJ12uopoKcuaHU30fl 

Results/ PeJyJlbT3TbI 

Complies/ CoorneTcTByeT 

Pai!e 3 of 11 / 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,nep)l(11BaH1rn: m1KOB 2-
6yrHnrH,npoKcHaHHJona H 3-
6yTHflrn,npoKCHaHH30fla Ha xpoMaTOrpaMMe 
HCTThITyeMoro paCTBOpa ll.0fl)l(Hbl 
CO0TBeTCTBOBaTh BpeMeHaM y ,nep)l(HBaHmI 
TTHKOB 2-6yTHflrn,npOKCl-laHH30fla H 3-
6ynrnrn,npOKCHaHH30fla Ha xpoMarnrpaMMe 
pacTsopa cTatt,napTHoro 06pa3ua 
6yTHnrn.npoKcHaHH3ona (pa3,nen «Co,nep)l(aHHe 
6yTHflrHll.POKCHaHH30fla» ). 

Conclusion : APPROVED / 
3aKJIIO'leHue: O)lOliPEHO 

1:===== ====;:;:::::::=======;-;::::=======:: 

Remarks : The Product confirms to ND/ 
IlpHMC'f3HHe: ITpo,nyKT COOTBeTCTByeT rpe6osaHHj{M H~ 

Prepared by/ 
ITo,nroTosnetto: Sarita 
Sharma 

Date/ 
)lam: 16.06.2026 

Checked by/ 
nponepe1w: Pardeep 

Kumar c:::,c ::::....Ji.---c.-~ 

Date/ 
)lam: 16.06.2026 

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

~ 
Date/ 
,JJ;am: 16.06.2026 

Approved by: Quality Assurance/Authorized person/ 
Oao6petto: O6ecnet.iem1e Kat.iecrna/OrneTcTBeHHOe 
mmo: 

Date / 
)],ara: 

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.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII<lllIKA T 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,llYKT: KeTopon® 3Kcnoecc (KeTOPOJiaK) Ta6JieTKH, ,llHCneorunveMhle B DOJIOCTH J)Ta, 10 Ml' 
Market / PhlnOK : Russia / Pocc,rn 
Batch No/ : V2601210 

Batch Quantity/ 36,00,000 tab I 
Cepusr .N'!! O6beM cepuu 36,00,000 rn6 

Analytical Report No I : 040003430799 
Date of Analysis / 

16.06.2026 
AnaJIUTuqecKHH oTqeT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / : 05/2026 

Date of Expiry/ 04/2028 
)J,aTa IlPOH3B0,llCTBa ro,lleH ,llO 
Mfg. License No. / MA number:/ 
IIpoH3B0,llCTBeHHaH : MNB/05/263 HoMepPY 

: JIII-.M!(004669)-(Pr-RU) 
JIHQeHJUH .M! 
Analysis performed according ND:/ AnaJIHJ npoBe,llen no H,U: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH vrnep,KAeua: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 nJ 11 
No 

Test/ TToKaJaTeJlb Results/ PeJyJ1bTaTbt Specification / HopMa 
N2 

3 Average weight/ Cpe,llHstst 70.5 mg I 70,5 Mr 67.2 mg to 72.8mg (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/ 
2/20 tablets - not more than ± 20%. I 

Complies I CooTBeTcTByeT 18/20 m6JJeTOK - He 6onee ± 10 %; 
O):{HOpO,llHOCTb MaCCbl 2/20 m6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
PacnaL{aeMOCTb 

00 min 33 sec I 00 MHH 33 ceK Not more than 3 min. I He 6onee 3 MHH. 

5 Dissolution/ PacTBopeuue Unit-I/ Ta6n-l 101 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 101 % 
(ketorolac tromethamine) in 15 min. I He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 101 % TpoMeTaMHH) Yepe3 15 MHH. 

Unit-4 / Ta6n-4 102 % 

Unit-5 / Ta6n-5 102% 

Unit-6 I Ta6n-6 101 % 

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

TTpuMe'faHue: I1pot1,yKT COOTBeTCTByeT Tpe6osaHmIM H)]; 3aKJHO'letrne: O,[(O.liPEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Tio.uroTOBJJeHo: Sarita TipoaepeHo: Pardeep npoBepeHo (AOK): O.uo6peHO: O6ecneYem1e KaYeCTsa/OTBeTCTBeHHOe 
Sharma V Kumar 

~ 
Ajay Kumar riva tava JllH(O: 

~~) Vl)J-J I 
-Pny (\ 

Date I Date I Date I Date / ~1~--?~2A, )];am: 16.06.2026 )];am: 16.06.2026 )];am: 16.06.2026 ,[{am: 
_, 

Registered Office: 8-7.-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS Tel: +9198166 56001-02 

CEPTII<l>HKAT AHA.Jlll3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ,yJn: KeTopoJI® 3KCUJ)ecc (KeTOPOJiaK) Ta6JieTKH, )J.HCUeprunveMble e UOJIOCTH DTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2601210 

Batch Quantity / 36,00,000 tab/ 
Cepun N!! O6oeM ceouu 36,00,000 rn6 
Analytical Report No/ : 040003430799 

Date of Analysis / 
16.06.2026 

AuaJIHTtt'leCKHii OT'leT N!! ,II,aTa auaJiu1a 
Date of Manufacture / : 05/2026 

Date of Expiry/ 
04/2028 

llaTa npott3BOJJ.CTBa roJJ,eH )1.0 
Mfg. License No./ MA number:/ 
IlpOH3B0)1.CTBeHHaH : MNB/05/263 

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

JIHQeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoeeJJ,eu no H,II,: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTPYKQHH yrneo,KJJ.eua: 21.04.2025 

Page 5 of 11 / CTp. 5 u1 11 
No Test/ Iloica3aTeJlb Results/ Pe3yJ1bTaTbI Specification / HopMa x~ 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

,ll,ucnepcttocTh sieve is formed. I 06pa3yeTCH 0,!l_HOpOJlHa» 
cycneH311H, npoxo.n»ma» CKB03b CHTO C 
pa3MepoM ornepcrni-i 710 MKM. 

7 Impurities / IlpuMecu 

1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe npe,uena K0JIH'leCTBeHH0ro 

l-nu1.poKc11aHanor onpe.ueneHHll (nKO = 0.0032%) 

KeTOponaKa 

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

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
e)IHHH'!Ha)I 

He11.neHT11~11uupoBaHHa,i 
rrp11MeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
CyMMa rrp11Mecei-i 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: TipoJiyKT coorneTcrnyeT Tpe6oBaHHHM H,l], 3aicmoqeuue: O,ll,OliPEHO ::==========;-:;::==========:;-;::::=======~ 
Prepared by/ Checked by/ 

TiposepeHo: Pardeep 

Kumar 

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

TTo,nroTOBJJeHo: Sarita 

Sharma 

D ate I 
f.J;arn: 16.06.2026 

Date/ 

,l],arn: 16.06.2026 

Tiposepetto (AOK): 0.no6petto: 06ecneqem,1e KaqecTBa/OTBeTcTBeHHOe 

Aj ay Kumar Srivastava nuuo: 

~ 
Date I 
,l],arn: 16.06.2026 

Date I 
,l],aTa: 

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.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>IIKAT AHAJIH3A 

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 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uncneornnveMhie B noJIOCTH DTa, 10 Mr 
Market / PhlHOK : Russia / Poccm, 
Batch No/ : V2601210 

Batch Quantity / 36,00,000 tab/ 
CepnH .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No / : 040003430799 

Date of Analysis / 
16.06.2026 

AuaJIHTnqecKHH oTqeT .N'!! llaTa auaJIHJa 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

)].aTa IIPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No. / MA number:/ 
IlponJBO.UCTBeuuan : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee.ueu no H,11;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lli1cTDVKUHH yTseo~eua: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No 

Test/ IloKa3aTeJib Results/ Pe3ym,TaTbI Specification / HopMa 
.N'2 
8 Water content/ 2.3 % Not more than 7 .0 %. / 

Coi.ep,icaune BOAbl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'IHble opraun'leCKMe paCTsopuTeJIM 

Isopropyl alcohol / Below LOQ (LOQ : 1.4 µg/tab / Not more than 350 µg/tab. / 
l130nponauon HmKe npenena K0JJHtfeCTBeHH0f0 He 6onee 350 MKr B m6neTKe. 

onpe.D,enemrn (TTKO: 1.4 MKr B 
rn6neTKe) 

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

IlpMMe'laHMe: TipO.D.YKT COOTBeTcTByeT rpe6oBaHIDIM H)]; 3aKJIIO'leuue: O,ll,OJiPEHO 

Prepared by I Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
no.uroTosneuo: Sarita TiponepeHo: Pardeep TTponepeHo (AOK): O.uo6peuo: O6ecne'lem1e KaqecTBa/OTBeTcTBeHHOe 
Sharma y Kumar 

* 
Ajay Kumar Srivastava m1.uo: ~ fl I VA>J) 

~_j_ ('\ 
Date/ Date/ Date/ Date/ 

\ \W,,tQ:6)9/l)o )];am: 16.06.2026 )];am: 16.06.2026 )];am: 16.06.2026 )];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 



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

CEPTII <I> IIKA T 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 
IlpoJJ,y1n: KeTopoJ1® 3Kcnpecc (KeTOPOJ1aK) Ta6J1eTKH, ,uucneprunveMble B noJ1ocTu pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm, 

Batch No/ : V2601210 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6'heM cepuu 36,00,000 rn6 
Analytical Report No I : 040003430799 

Date of Analysis / 
16.06.2026 

AuaJIHTH'lecKuii OT'leT N!! l{aTa auaJ1uJa 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

,l(aTa DPOH3B0}],CTBa ro,ueu }J,O 

Mfg. License No. / 
MA number:/ 

IlponJBO}J,CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
J1uu:euJnH N!! 
Analysis performed according ND:/ AnaJIHJ npose,ueu no H,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTPYKU:HH yTBep)K)],eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 u1 11 
No 

Test I IloKaJaTeJib Results/ PeJyJJbTaTbI Specification / HopMa 
.N'! 
10 Microbiological purity*/ MuKpo6uoJioru<tecKasi <fHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count / o6mee 1n1cno He 6onee 103 KOE/r; 
a3p06HblX M11Kpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee '111CJIO He 6onee 102 KOE/r; 
APO)IOKeBblX 11 illleCHeBblX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCYTCTBl1e a 1 r . 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
OAHOpOAHOCTb 

3.4 
IloKa3aTeJib np11eMJ1eMOCTl1 (AV) AOJI)KeH 6b!Tb 

A03Hp0B3HHblX e!{HHHU He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJito<teuue: OJl:O6PEHO 

1:==========;;:=======::::;-;:::======~ 

Remarks : The Product confirms to ND/ 
IlpuMelfaHHe: ITpOAYKT coorneTcrnyeT Tpe60BaH11~M H,l], 

Prepared by / 
flo.nroTOBJieHo: Sarita 
Sharma 

Date/ 
)],am: 16.06.2026 

Checked by I 
IlpoBepeHo: Pardeep 
Kumar 

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

~__j--
Date I 
)],am: 16.06.2026 

Approved by: Quality Assurance/Authorized person / 
O.no6peuo: O6ecne'leH11e Ka1Iecrna/OrneTCTBeHHOe 
JIHUO: 

Date / 
)laTa: 

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@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. :<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02 
CEPTH<l>HKAT AHAJill3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO/J.YICT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH . .uucneprunveMbie B DOJIOCTH PTa, 10 Mr 
Market / PhrnOK : Russia I PoccH51 

Batch No/ : V2601210 
Batch Quantity I 36,00,000 tab I 

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

: 040003430799 
Date of Analysis / 

16.06.2026 
AuaJIHTH'lecKuii OT'leT N!! ,UaTa auaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
.UaTa DPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ MA number:/ 
IlpouJBO.UCTBeuuaH : MNB/05/263 

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

JIHQeHJHH N!! 
Analysis performed according ND:/ AuaJiuJ npoBe,ueu no H,U: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpyKQHH yrnepm.ueua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test/ IloKaJaTe.flb Results/ PeJy.flbTaTbl Specification / HopMa x~ 
12 Assay/ KoJiu'-leCTBeuuoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0mg of 

onpe.ueJieuue (99.6 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .!lO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTopoJTaKa 
TpoMeTaMHH) (OT 90,0 .!l0 110,0 % OT 
3a51BJTeHHOro KOJIH'-leCTBa) B Ta6JieTKe. 

13 Bu tylh ydroxyanisole 0.0994 mg/tab I Not less than 0.042 mg/tab./ 
content I Co,llep:1Kauue 0,0994 Mr B Ta6JTeTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJ1rH,llpOKCHaHH30J1a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-!auue: ITpo,nyKT coorneTcrnyeT Tpe6osaHH51M H.l{ 3aKJUO'-leuue: O)(OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n0Jlr0Tosne1m: Sarita ITpoBepeHo: Pardeep TTposepeuo (AOK): O,no6peuo: 06ecne4eu11e Ka'-!ecrna/OrneTcTBeHHOe 
!Sharma V Kumar 

=f 
Ajay Kumar Srivastava mrn.o: g~,~~JJ I - ~.J- ('\ <r ...,_ 

Date/ Date I Date/ Date/ ( i ~~a't~ .l{arn: 16.06.2026 .l{arn: 16.06.2026 ,Uara: 16.06.2026 .l{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. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

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/J.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, /).HCneprunveMhie B D0JI0CTH PTa, 10 Mr 

Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2601210 

Batch Quantity / 36,00,000 tab/ 
CepnH .N'2 O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003430799 
Date of Analysis / 

16.06.2026 
AnaJIHTH'leCKHH 0T'leT .N'2 .l(aTa auaJIHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
.l(aTa np0H3B0/J.CTBa ro11.eu /).0 
Mfg. License No. / 

MA number:/ 
flpOH3B0/).CTBCHHaH : MNB/05/263 

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

JIHI-'eH3HH .N'!! 
Analysis performed according ND:/ Aua.JIH3 np0Be11.eu no H.l(: Jill-.N'2(004669)-(Pr-RU)-190224 
PIL version approved:/ JilnCTJ>VKUIUJ YTBepiK.Q:ena: 21.04.2025 

Page 9 of 11 / CTp. 9 H3 11 
No 

Test/ TioKaJaTeJib Results/ Pe1yJJbTaTbl Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/AL/PE with 
OnucaHue 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. / ITo 10 ra6neTOK B 6nucTepe m 
information leaflet in a carton (ITAi AJ1/IT3 C BJiaronornonneneM/IT3BIT) 
pack. I rro 10 Ta6JieTOK B q>OJihn1 II (IT3/AJ1) q>OJJhn1. no 1 HJHI 
6JIHCTepe 113 (ITAi AJI/IT3 C 6JIHCTepa BMeCTe C JIHCTKOM -BKJia.UhlllleM 
BJiaronornoT11TeJieM/IT3Bil) na'IKY KapTOHHYJO. 
qionhrn II (Il3/ AJI) qionhrn. no 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJJa.UhillleM B na'IKY 
Kap TO HHYJO. 

* 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. 
* Tiptt BhmycKe JJeKapCTBCHH0ro npenapaTa K0HTpOJJb Ka'leCTBa no UOKalaTeJJJO «Mtt1cpo6HOJIOrH'leCKaS1 
'IHCTOTa» np0B0/1.HTCSI /).JJSI Ka,K,!J.OH 20-ou cep,rn, HJJH /1.JJSI 0/1.HOH ceptttt B ro11., B 33BHCHMOCTH OT Toro, 'ITO 
HaCTynttT paHbIUe. 

Conclusion : APPROVED / 
3aKJJJO'leHtte: O,ll.O6PEHO 

1:=========::;-;:::=======::;-;==========: 

Remarks : The Product confinns to ND/ 
IlpuMe'laHue: TTpo.nyKT coorneTcrnyeT Tpe6oeaHHJIM HA 

2 
B 

Prepared by / 
TTo,urornBJietto: Sarita 
Sharma 

Checked by / 
npoeepe,m: Pardeep 
Kumar 

Checked by (AQA) / 
ITpoBepeHO (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Date/ 
,[{am: 16.06.2026 

cJ-z-
Ajay Kumar Srivastava 

Date/ Date/ 
,[{am: 16.06.2026 }:(am: 16.06.2026 

O.no6petto: O6ecneqem1e Ka'lecrna/OrneTcTBettttoe 
JIHl..(O: 

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: L8519SAP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

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: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, J],HCneprupyeMbie B DOJIOCTH PTa, 10 Mr 

Market/ PLIHOK : Russia / Pocciu, 
Batch No/ : V2601210 

Batch Quantity / 36,00,000 tab/ 
CepuH .M! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003430799 

Date of Analysis / 
16.06.2026 

AuanuTuqecKuii OT'teT .N'!! llaTa auanu3a 

Date of Manufacture / : 05/2026 
Date of Expiry / 

04/2028 
,L(aTa npOH3BOJJ,CTBa ro;::i;eu )J;O 

Mfg. License No. / 
MA number:/ 

IlpouJBOJJ.CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr -RU) 
JIHQeHJHH N!! 
Analysis performed according ND:/ AaanuJ npoBeJJ,eu no II)];: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnvK._HH yrnepiKJJ,eua: 21.04.2025 

Pa{!e 10 of 11 / CTP 10 03 11 
API name/ HauMenoBauue A<l>C: Ketorolac tromethamine / KeTopoJiaKa TP0MeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / ABSH006408, ABSH006409 
HoMep cepuu npottJBo;::i;uTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3BOJJ,HTeJIH FESA00588, FESA00589 
r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpouJBOJJ.HTeJih A<l>C, cTpaua: .Ll:-p Pe)J.)],H 1C Jla6opaTOpHC JlT.[(., J1H.[(WI 

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 
HanMenoBauue, aJJ,pec, JiuQeHJHH )];JIB .Ll:-p PeMH'c Jla6opaTOpHC JlT.[(., I1H.[(Hll, ITpoH3B0.[(CTBeHHOe 
IlpottJBOJJ.CTBeHHaH nno~aJJ,Ka / Ilno~aJJ,Ka no.[(pa3.[(eJiett11e-6, BHJIJI. KxoJI&, HaJiarapx Poy.[(, EaMH, .Ll:11cTpHKT 
KOHTPOJIH KaqeCTBa / IIJio~aJJ,Ka BhIDYCKa CoJiaH, x.n., 173205, I1H.[(Hll (1111u,eH3HlI H0MeP 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 / 
IlpnMe'-lauue: TTpo.nyKT cooTBeTcrnyeT TPe6osamrnM HA 3aKJJ10'-1euue: O.lJ:OliPEHO 

1:=============;===========:::;-;:::::=======~ 
Prepared by / 
TTo.nrornsneuo: Sarita 
Sharma 

Date I 
}].am: 16.06.2026 

Checked by/ 
npoaepeHo : Pardeep 

Kumar * 

Date I 
}].am: 16.06.2026 

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

~_l--
Date I 
}].am: I 6.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecne1.Jem1e KaT.Jecrna/OrneTcrnettttoe 
m1uo: 

Date / 
}].am: 

SifJVl~NI 

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

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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J;y1n: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, )J;HCneprupyeMbie B DOJIOCTH pTa, 10 Ml' 
Market / PhlnoK : Russia / Poccm1 
Batch No/ 

: V2601210 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003430799 
Date of Analysis / 

16.06.2026 AuaJiuTuqecKun oTqeT .N'!! J(aTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
)],aTa DPOH3B0,1J;CTBa ro)J;eH )J;O 
Mfg. License No./ 

MA number:/ IlpOH3BO)J;CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'2(004669)-(Pr-RU) 
JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 np0Be,1J;eu no HJ(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKIIHH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKmoqem1e O COOTBeTCTBHH: «HacT0511IlJ:IM 51 IIO.[{TBep)K.[{aIO, l.JTO rrp1rne.n;eHHa51 BhIIlle I:IHq>OpMaIII:151 51BJrneTC51 

.[{OCTOBepHOH I:I TOl.JHOH. 3m cepI:151 rrpo.n;yKIII:II:I rrpOI:13Be.[{eHa (BKJIIOl.Ja51 yrraKOBKY (MapKI:IpOBKy) I:I KOHTpOJih 

Kal.Jecrna) Ha BhIIlleyKa3aHHOH rrpOI:13BO.[{CTBeHHOH IIJIOIIIa.nKe (rrnoma,nKax) B IIOJIHOM COOTBeTCTBI:II:I C 

Tpe6oBaHI:151MI:1 IlpaBI:IJI Ha.n;Jie)Kameil rrpOI:13BO.[{CTBeHHOH rrpaKTI:IKI:I EBpa3I:1HCKOro 3KOHOMI:ll.JeCKOro COI03a I:I 

Tpe6oBaHI:151MI:I KOHTPOJI5I Kal.JeCTBa JieKapCTBeHHhIX cpe.n;CTB, a TaK)Ke B COOTBeTCTBI:II:I co crreIII:IqlI:IKaIIIUIMI:I, 

co,nep)KaIIII:IMI:IC51 B perI:ICTpaIII:IOHHOM .[{OChe CTpaHI:,1-I:IMIIOpTepa. 3arrI:ICI:I ITO rrpOI:13BO.[{CTBY, yrraKOBKe I:I aHaJII:13Y 

rrpoBepem,1, I:I ycTaHOBJieHO I:IX COOTBeTCTBI:le Tpe6oBaHIUIM ITpamrn Ha,[{Jie)Kameif rrpOI:13B0.[{CTBeHHOH rrpaKTI:IKI:I 

EBpa3I:IHCKoro 3KOHOMI:11.JecKoro coI03a». 

Conclusion : APPROVED I 
3aKJ110'fenue: O,ZJ.OliPEHO 

1:===========;.========:::;-;::::=========: 

Remarks : The Product confirms to ND/ 
IlpuMe'tauue: Ilpo,nyKT coorneTcrnyeT Tpe6osamrnM H.ZI. 

Prepared by / 
n o.nrornsnetto: Sarita 

harma v 
Date I 
.ZI.arn: 16.06.2026 

Checked by/ 
Ilposepetto: Pardeep 

Kumar d-r 

Date I 
.ZI.arn: 16.06.2026 

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

~ 
Date I 
.ZI.arn: 16.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.no6petto: O6ecnetJemrn KatJecrna/OrneTcTBeHHoe 
nm.,lo: 

Date/ 
}J:aTa: 

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

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

www.drreddys.com 




