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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd 

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

Tc!: ·:-919~166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOJJ.YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,[J.HCnepruoveMble B DOJIOCTH pTa, 10 Mr 
Market/ PblHOK : Russia I Pocc11J1 
Batch No/ 

: V2502234 
Batch Quantity I 36,00,000 tab/ 

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

: 040003197781 
Date of Analysis / 26.11.2025 

AuaJIHTH-IeCKHH OT-IeT .N'!! ,llaTa auaJIH3a 
Date of Manufacture/ 

: 10/2025 
Date of Expiry / 

09/2027 
,llaTa llPOH3BOJJ,CTBa ro.11.eu JJ,0 
Mfg. License No. / 

MA number:/ 
IIpoH3BOJJ.CTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.11:eu no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH YTBep~eua: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 03 11 
No 

Test I TioKaJaTe.llb Results I PeJy.11bTaTbI Specification / HopMa 
X!! 

1 Description / OnHcauHe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrm,1e IlJlOCKtte 
side. / Kpyrnb1e rrnocKtte Ta6JleTKl1 c <paCKOH, CBeTJJO-)l(eJJTOro UBeTa C 
Ta6JJeTKl1 c <paCKOH, CBeTJJ0- rpaBttpOBKOH «I» Ha O,UH0H CTOpOHe. 
)l(eJJTOro uaeTa C rpasHpOBKOH 
«I» Ha O,UHOH CTOpOHe. 

2 Identification/ H.LI.eHTH!lmKaUHSI 

Ketorolac I Kemopo.rnK Complies I CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (+ 2 nm). I Y<l>-
crreKTPbI rrornoruemrn: HCrrbnyeMoro pacTsopa H 
pacrnopa CTaH,UapTH0ro o6paJua KeToponaKa 
TpOMeTaM11Ha ,UOJJ)l(Hbl 11MeTb MaKC11MYMbI rrp11 
O,UHOH 11 TOH )Ke ,UJJHHe BOJJHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMeqauHe: Ilpo,D,yKT coorneTcrnyeT TPe6oaattIDIM H,l]; 3aKmoqeuue: O,ll,OliPEHO 

Prepared by I 
ITo.uroT0B11e1m: Voge h 

Chauhan ; ;: 
Date / 

,l],arn: 26. 11 .-025 

Checked by/ Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized person / 

ITpoaepetto: Pravesh IlpoBepeHo (AOK): O.uo6peHo: O6ecrreqem1e Kaqecrna/OrneTCTBeHHoe 

Rana f Amit Kumar \ JlllllO: 

~ I"~~ --
Date / Date/ IDate / J,-7-- 1 I- 2'6 ½.-
,ream: 26.1 1.2025 )];am: 26.11.2025 ,[.{am: 

Registered Office : 8-2.-337, Road No. 3, Banja ra 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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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Forrnulatio~ Unit-6 
Viii . Kho! , Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

kl : : 91 9816S 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpom'1n: KeTopoJJ 3.Kcupecc (KeTOpOJtaK) Ta6.11cnrn, ,a:ncneprnpyeMbie B noJI0CTH DTa. 10 Mr 

Market/ PhIHOK : Russia I Pocc1rn 

Batch No I 
: V2502234 

Batch Quantity/ 36,00,000 tab I 
CepnH .M! O6oeM cepun 36,00,000 rn6 
Analytical Report No/ 

: 040003197781 
Date of Analysis / 26.11.2025 

AuaJinTn<IeCKHH 0T'leT N!! ,llaTa auaJinJa 
Date of Manufacture/ 

: 10/2025 
Date of Expiry / 

09/2027 
,l(aTa DPOH3BOJJ,CTBa ro.11:en ,11;0 
Mfg. License No. / 

MA number:/ 
IlponJB0.11:CTBennaH : MNB/05/263 

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

JIHn:enJnH N!! 
Analysis performed according ND:/ Anamn np0Be,11;eu no H,ll: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aonroved: / HHCTPYKU:HH YTBep,K,1J;ena: 21.04.2025 

Page 2 of 11 / CTp. 2 HJ 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJ1bTaTb1 Specification / HopMa 
X2 

Complies I 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 BpeMJI y.uep)l(MBaHHJI OCHOBHOro DMKa Ha 
xpoMaTOrpaMMe HCCTbITyeMOrD pacTBopa 
,!lOJI)l(HO COOTBeTCTBOBaTb speMeHM 
y,uep)l(HBaHMJI OCHOBHOrD OMKa Ha 
xpoMaTOrpaMMe pacrnopa CTaHn,apTHOro 
o6pa3u.a KeTopoIIaKa TpoMeTaMHHa (pa3n,en 
«KOJIM'-leCTBeHHOe onpe,ueJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMC'-1a1rne: Ilpo,11,yKT COOTBeTCTByeT 1-pe6oaaHIDIM H,D; 3aKmoqeHne: Ofl:OliPEHO 

Prepared by/ 

Tio.11r oToBJietto: Y ogesh 

Cha ®an /;1 
Date / 

V" 

}],am: 26.11.2025 

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

npoaepeHo: Pravesh n poucpeHo AOK) : O,11,06pe Ho: O6ecneqemre Kaqecrna/OrneTCTBeHttoe 

R ana { Amit K umar mruo: ~ 
~~ ,---

'

D ate / Date / 'Date I 
):{am: 26.11.2025 JI;aTa: 26.11.2025 : ,D.aTa : 

J_,, ?.--/ Jr-U>~ 

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: L8519.5AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> HKAT AHAJIH3A 

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

-Tel . +91 93165 S6001 02 
www.drreddys .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJI® 3Kcnpecc (l~CTOPOJJaK) Ta6JJCTKH, JJ.IICl1CI}r11pyc~thle B D0JI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia I Poccm1 
Batch No/ : V2502234 

Batch Quantity I 36,00,000 tab / 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003197781 

Date of Analysis / 26.11.2025 
AnaJIHTH'leCKHH OT'leT .N'!! lla-ra auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2027 
,UaTa npOH3BOACTBa r oACH )lO 

Mfg. License No./ 
MA number:/ 

Ilpou3BOACTeeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHl~eH3HH .N'!! 
Analysis performed according ND: / AuaJIH3 nposeAeu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeepiK,LJ.eua: 21.04.2025 

Pa2e 3 of 11 / CTp. 3 03 11 

Test/ TioKaJaTeJib Results I PeJyJibTaTbl Specification / HopMa 

Butylhydroxyanisole I 
Ey mw1211opoKCllQHl130J/ 

Complies I 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). / 
BpeMeHa y.nep)l(HBamrn DHKOB 2-
6yTHnru.npoKCHaHH30na H 3-
6ynrnrn.npoKCl1aHH30Jlil mi xpoM::iTorp::iMMe 

11C0hITYeMoro pacnwpa ,1..1,UJl)KHhl 

COOTBeTCTBOBaTh speMeHaM y.n.ep)l(HBaHIDI 
0HKOB 2-6yTHnrH,11.pOKCHaHH30na J,f 3-
6yTHnrn.npoKCHaHH30fla Ha xpoMaTOrpaMMe 
pacrnopa crnH.napTttoro o6pa3~a 
6yrnnrn.npo1<cttaH1nona (pa3,11_en «Co.nep)l(aHHe 
6YTttnrn.n.poKcttattH3ona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipttMelfam1e: IlponyKT coorneTcrnyeT TPe6osaHIUIM H.[( 3aKJIIO'lenne: 0):t:OliPEHO 

Prepared by/ 
r!Oll.rDTOBJJel-IO'. oge h 
Chauhan 

f /1 
-Date I 

)];am: 26.11.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
IlposepeHo: Pravesh TiposepeHo AOK : O.no6petto: O6ecrrelfeHHe Kalfecrna/OrneTcTaeuHoe 
Rana i Amit Kum ar nuuo: ev( 

1'-~-- / 

D ate/ Date / !Date/ )--7.,..' / / Z--o v._; 
)];aTa: 26. l l .2025 )];am: 26.11.2025 )];am: 

Registe red Off ice: 8-2-3 37, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys. com 

CIN: L8519.5AP1984PLC004S07 
www.drreddys.com 

I 



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

CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
T.:i: : 91 98156 56001-02 
www.drreddys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOLlVKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, .i:i:ncnepr11pyeMble B D0JI0CTII pTa. 10 Mr 
Market / PhlHOK : Russia I PoccH51 

Batch No/ 
: V2502234 

Batch Quantity I 36,00,000 tab I 
CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003197781 
Date of Analysis / 

26.11.2025 
AuaJIHTH'ICCKHH 0T'leT .M! )laTa anaJiuJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2027 
)laTa np0H3B0)).CTBa ro)J.eH )).0 
Mfg. License No. / 

MA number:/ 
IlponJBO)J.CTBeuuaH : MNB/05/263 

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

JIHQCH3HH N!! 
Analysis performed according ND:/ AuaJin3 npoee)J.eu no H)l: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPVKQHH yTeep,KJJ.eua: 21.04.2025 

Page 4 of 11 / C'rp. 4 m 11 
No Test/ IloKa3aTeJib Results/ PelyJibTaTbI Specification / HopMa 
.N"!! 

3 Average weight / CpeLlHSUI 69.7 mg I 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr .no 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 CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
0,[lHOpO,[lHOCTb M3CCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 00 min 22 sec / 00 MHH 22 ceK Not more than 3 min. / He 6oJiee 3 MHH. 
PacnaL{aeMOCTb 

5 Dissolution/ PacTBopettne Unit-I I Ta6n-1 101 % Not less than 75 % (Q) ofC1sH13NO3•C4HllNO3 

Unit-2 / Ta6n-2 100% 
(ketorolac tromethamine) in 15 min. / He Mettee 
75% (Q) C1sH13NO3•C4H11NO3 (KeTopoJiaKa 

Unit-3 I Ta6n-3 99 % TpoMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 99% 

Unit-5 I Ta6n-5 101 % 

Unit-6 / Ta6n-6 101 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlµnMc<tu1mc. Ilµu,uy11.1 Luu1uc1Lrnyc1 1µcGu1lo1H1'1Jllv1 II,lJ; '.l.t11.J1tu•1t:u1n,; O.lJ.OorEno 

Prepared by / 

no~rOTOBJieH,, : ogesh 
Chauhan 

~ , 

Date / 
.D,aTa: 26.11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TipooepeHo: Pravesh IlpoaepeHo (AOK): O.no6petto: O6ecneqeHHe Kaqecrna/OrneTcTBeHHOe 
Rana 

1 
Amit Kumar JUIU:O: @ v~ -----

Date/ Date/ !Date I l-- 7,-' ,.,, Z,()K 
)laTa: 26.11.2025 ,lJ;arn: 26.11.2025 ,lJ;aTa: 

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

CIN: L8519.5AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTM <I> IIKAT AHAJill3A 

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

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

Tl=I . +91 981GG 56001 02 
www.drredd ys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) T36JJeTKll, AIICJTeprnpyel\tble B UOJIOCTH PTa. 10 Mr 

Market/ P1>IHOK : Russia I Pocc1-rn 
Batch No/ : V2502234 

Batch Quantity I 36,00,000 tab I 
CepuH.N'!! O61,eM cepuu 36 00,000 Ta6 
Analytical Report No/ : 040003197781 

Date of Analysis / 
26.11.2025 

AuaJJHTH'leCKHH OT'leT .N'!! l(aTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

l(aTa npOH3B0,[l;CTBa ro,[);eH AO 
Mfg. License No./ 

MA number:/ 
IIpoH3BOACTBeuuaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ Auamn npoBeJJ;eu no H,21;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / U:uCTpyKU.HH yTBep,K,1J.eua: 21.04.2025 

Pa2.e 5 of 11 / CTp. 5 03 11 
No 

Test I TioKaJaTeJib Results I Pe1yJ1bTaTbl Specification / HopMa 
.N°!! 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

,11.HcnepcHOCTb sieve lS formed. I O6pa3yeTCR O)lHOp0)],Ha51 
cycrreHJl151, rrpoX0)],51llJ.a51 CKB03b CHTO 
pa3MepoM OTBepcmH 710 MKM. 

7 Impurities/ TipHMecu 

I-hydroxy analog of 0.0039 % not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / 
1-rn)lpOKCHaHaJIOr 
KernponaKa 

1-keto analog ofketorolac / 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)lttHw-rnaR 
Hett)leHTH~11UHpOBaHHa51 
npHMeCb 

total impurities / 0.1 % not more than 1.0 %. I ue 6onee 1,0 %. 
Cy-MMa npHMecett 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
1
ITpuMe'laHHe: IlpoJlyKT cooTse-rcTByeT -rp 6osammM HL! 3aKJ110'Je1me: 0)],06PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized person / 
TToJJ,r0TOBrre·tto: Yogesh 

0 

Chauhan 

f/ 
Date / 
)l_aTa: 26.11.2025 

nposepe1m: Pravesh flp0Bepe1:10 (AOK): O,uo6peno: O6ecneqeHHe KaqecTBa/OTBeTCTBeHttoe 

i Rana Amir K umar JlHU,O : 

I'-__,/,---Ji 
Date I Date / ]Date/ 
)la1c1: 26.11 .2025 )lam: 26.11.2025 ,[(a-ra: 

Registered OHice : 8-2-337, Road No. 3, Banja ra 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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•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Te i : -c91 93166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
ITpom1cT: Ke-ropon - 3Kcnpecc (KeToponax) Ta6,1enrn, m1coepr11pyeMb1e B nonocT11 pTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No I 

: V2502234 
Batch Quantity / 36,00,000 tab/ 

CepuH.N'!! O6'beM cepon 36,00,000 rn6 
Analytical Report No I 

: 040003197781 
Date of Analysis / 

26.11.2025 
AnanuTuqecKHH oTqeT .N'!! JJ:aTa auann3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

JJ:aTa DPOH3BOJ];CTBa roJJ;eH JJ;O 
Mfg. License No. / 

MA number:/ IlpOH3BOJJ;CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHIJeH3HH .N'!! 
Analysis performed according ND:/ Anann3 nposet1:en no 11,[t:: JIII-.N°!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKIJHH YTBep,K,LJ;ena: 21.04.2025 

Page 6 of 11 / Crp. 6 m 11 
No 

Test/ IloKa3aTeJib Results/ Pe1yJ1bTaThl Specification/ HopMa 
.N"! 

8 Water content/ 2.5 % Not more than 7.0 %. / 
Co)J.ep,1.:auue BO)J.bl He 6onee 7,0 %. 

9 Residual solvents / OcTaTO'IHble oprauu'leCKHe paCTsopuTem, 

Isopropyl alcohol I l3 µg/tab / Not more than 350 µg/tab . / 
}13onponatton 13 MKf B Ta6JJeTKe He 6onee 350 MKr B rn6nerne. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMetta1mc: Ilpo.nyKT cooTBeTcTByeT Tpe6oBaHIDIM H,ll; 3aKJll-Ottem,e: OJJ.0 6 PEHO 

Prepared by / 

TTotu·oTos11e 11t::1 ogesh 
Chauhan 

I 

r ate / 
:.t{a1:a: 26.11.2025 

Checked b I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tiposepe110 : Prave b nposepeHo (AOK) : Ono6petto: O6ecneqeHHe Ka'-!ecTBa/OTBeTcTBeHHOe 
Rana f An:tit Kumar \ mw,o: ~ 

~~ / 

I Date / b ate/ 1Da1e / i, 7.-1 k ~-0'2--(' 
: ,ll;arn: 26.11.2025 )];am : 26.11.2025 ,[{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 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

Tel : : 91 '.J8165 56001-02 
www.drreddys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,l),yKT: KeTOPOJI® 3Kcnpecc (KeTOPOJI3K) Ta6JICTKD, ,lUIC JTepruo\'el\tbfC 8 DOJIOCTU pTa, 10 !\tr 

Market / PLIHOK : Russia I Pocc1151 
Batch No/ 

: V2502234 
Batch Quantity / 36,00,000 tab I 

CepnH N!! O6beM cepnn 36,00,000 rn6 
Analytical Report No/ 

: 040003197781 
Date of Analysis / 

26.11.2025 
AuaJinTn'leCKHii OT'IeT N!! )laTa auaJin3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2027 
)laTa npOH3B0,lJ,CTBa ro,l),CH ,l),O 
Mfg. License No. / 

MA number:/ 
IlponJBO,lJ,CTeeuuaH : MNB/05/263 

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

JIHUCH3HH N!! 
Analysis performed according ND:/ Auamn npoee;::i:eu no H,ll;: Jlll-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH yTBep~eua: 21.04.2025 

Page 7 of 11 / C-rp. 7 03 11 
No 

Test/ TToKa3aTeJ1b Results/ PeJyJ1bTaTb1 Specification / HopMa 
.N'!! 
10 Microbiological purity*/ MnKpo6noJ1orw1ecKasi qncToTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count/ o6mee 41-iCJio He 6oJJee 103 KOE/r; 
a3p06HhlX MHKpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee 4HCJIO He 6oJJee 102 KOE/r; 
npO)IOKeBbIX H nJJeCHeBblX 

rpH60B 

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

11 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than 15.0 
O/l.HOpO)lHOCTb IToKa3aTeJJb npHeMneMOCTH (AV) )lOJI)!(eH 6bJTh 
)l03ttpOBaHHblX e)lHHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: ITpo,nyKT cooTBeTcTByeT Tpe6oBamrnM H,ll; 3aKJ110qeuue: O.IJ:OJiPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
no.aroToaneHo: , gesh TiposepeHo: Pravesh TTpoBepe1-10 (AOK): Ono6peuo: O6ecne4euue Ka4ecTBa/OTBeTcTBe1-11-1oe 
Chauhan Rana j Amit Kumar nuuo: 

J+1) ;: ) 

~ ---

/ 

Date/ ~ Date / Oat I IDate I 
)lam: 26.1 I .2025 ,UaTa: 26.1 l .2025 ,ll;aTa: 26.11.2025 

l---7- f!,f ()1~ 
)];am: 

Registered Office: S-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telang3na, india 
Tel: +9140 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 

CEPTII<l>lf.KAT AHAJIIBA 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Kho!, Nal;igarh Road, Baddi, 
Disit. Solan, H.P., 173 205, INDIA 

T~l : +91 981GG 56001-02 
www.drreddys.con, 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKII, AIICUepnmYeMble B DOJJOCTII pTa, 10 Mr 
Market / PbIHOK : Russia I Pocc1rn 
Batch No I 

: V2502234 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6'heM cep1m 36,00,000 rn6 
Analytical Report No I 

: 040003197781 
Date of Analysis / 

26.11.2025 
AnaJJuTu'lecKun OT'leT .N'!! )laTa auaJJu3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

,ll;aTa npOH3B0ACTBa ro,[\eHAO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTeeuuaH : MNB/05/263 

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

JJHU.eH3HH .N'!! 

Analysis performed according ND:/ AnaJ1u1 npoeeAeH no H,ll;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKU.HH yTeepmJJ,eua: 21.04.2025 

Paee 8 of 11 / LTp. 8 03 11 
No 

Test I IloKa3aTeJib Results/ PelyJibT3Tbl Specification/ HopMa 
.N'!! 

12 Assay I KoJIH'-leCTBeuuoe 10.1 mg / IO.I Mr From 9.0mg to 11.0mg of 
onpeAeJieuue (101.4 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr AO 11,0 Mr 
C1sH13N03•C4H11N03 (KeTOponaKa 
TpoMeTaM11H) (OT 90,0 AO 110,0 % OT 
3alrnneHHOro KOfltt'!eCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0952 mg/tab I Not less than 0.042 mg/tab. / 
content I CoAepJKauue 0.0952 Mr B rn6neTKe He MeHee 0,042 Mr s Ta6neTKe. 
6yTHJirHApOKCH3HH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTp1tMC'-lam1e: IlpOAYKT coorneTcrnyeT TPe6osaHIDIM H.D: 3aKJ1IO'-lenue: 0)1,0liPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.o:roTOBJleHo: Yogesh flponepetto: Pravesh flpoaepeRo (AOK : 0.n.o6petto: 06ecne<JeHtte Kaqecrna/OTBeTCTBeHHoe 
Chauhan r;- Rana 

1 
Amit Kumar mru.o: 

~ y.--!' ,' -----
Date / - Date / Date I I Date/ J-7,. / /r?1)%.-
,llaTa: 26.11 .2025 Aa-ra: 26.11 2 02s ,)lam: _6 .11.2025 :,D;aTa: 

Registered Office: 8-2-337, Road No. 3, Banja ra 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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••• Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>RK T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vi:I. Khoi, Nalzigarh Road, B2ddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei: +9J. 901GG SG001-02 
www.drreddys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAVKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKII, .i.ncnepnmveMblC B UOJIOCTll pTa. 10 l\ff 

Market / PhIHOK : Russia / Pocc1rn 
Batch No/ 

: V2502234 
Batch Quantity / 36,00,000 tab/ 

Cepun .M! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003197781 
Date of Analysis/ 26.11.2025 

AnannTuqec1rnu oTqeT .M! )laTa auanu3a 
Date of Manufacture / 

: 10/2025 Date of Expiry / 09/2027 
):(aTa npOH3B0.l(CTBa roneu AO 
Mfg. License No. / 

MA number:/ 
IIpouJBOACTBeunaH : MNB/05/263 

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

nuuen3HH .M! 
Analysis performed according ND:/ Auanu3 nposeneu no H)I: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTpYKUHH yTBepiK,!J;ena: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

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

14 Package description / 10 tablets Ill 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. I ITo 10 rn6JJeTOK B 6m1CTepe 113 
information leaflet in a carton (ITAi AJ1/IT3 C snaronornonne11eM/f13BIT) 
pack. I ITo 10 Ta6JJeTOK B q>OJJbrvl II (IT3/AJ1) q>OJJbrH. flo 1 HJll1 
6JJHCTepe 113 (ITAi AJ1/IT3 C 6JJl1CTepa BMeCTe C Jll1CTKOM-BKJia)],b!llleM 
BJJaronornoT11TeJJeM/IT3Bil) na'-IKY KapTOHHyEO. 
q>OJJbrH // (IT3/ AJI) <pon brH. flo 
2 6mICTepa BMeCTe c Jll1CTKOM-
BKJia,Ab!WeM B na'-IKY 
KapTOHHyEO. 

* 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 BblDYCKe JieKapcTBeHHOro npenapaTa KOHTpOJib KatteCTBa no DOKaJaTemo «MHKpo6HOJIOrH'leCKaH 
'lHCTOTa» npOBO,AHTCH JJ:JIH KaiK,llOH 20-ou cepttu, HJIH JJ:JIH OJJ:HOH cepHH B ro.A, B 3aBHCIIMOCTH OT Toro, 'ITO 
HaCTyDHT paHbIIJe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMettaHue: ITpo.AyKT cooTBeTcTByeT Tpe6osaHIDIM H.ZJ: 3aicmotteuue: O.Ll:OliPEHO 

Prepared by / 
ITo,Arornanetto: y ogesh 
Chauhan 

I/ 
-Date I 

,ll;arn: 26.11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
npoaepeHo: Pravesh ITposepeHo (AOK): OAo6petto: O6ecne'-leH11e Ka'-!ecTBa/OrneTcTBeHHoe 
Rana j Amit Kumar JJHUO: '1fJ 

{\/~ I 

Date I Date I I Date I ?-7d /r ?- ~i{ 
.ZJ:arn: 26.11.2025 ,ll;arn: 26.11.2025 .ZJ: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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•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH«I>HKAT AHAJm:3A 

Vill. 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 
IlPOAYICT: KeTOPOJ1® 3KCnpecc (KeTOPOJlaK) Ta6JieTKH, /.1,IICrreprupycMble B UOJIOCTH PT~ 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2502234 Batch Quantity/ 36,00,000 tab / 
CepuH.N'!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003197781 
Date of Analysis / 26.11.2025 

AuaJ1uTu11ecKuii oT11eT N2 llaTa auaJiuJa 
Date of Manufacture / : 10/2025 Date of Expiry/ 09/2027 
llaTa npouJeo;::i;cTea ro;::i;eu ;::i;o 
Mfg. License No./ 

MA number:/ 
IlpouJeo;::i;cTeeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoee;::i;eu no 11,II:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKQHH yTeep,KJJ;eua: 21.04.2025 

Page 10 of 11 / CTp. 10 H3 ll 
API name/ HauMeuoeauue A«I>C: Ketorolac tromethamine / KeTopoJiaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / 

ABSH001414 
HoMep cepuu npou3eo;::i;uTeJIH A«I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3BOJJ;HTeJIH FESA00170 
r JI«I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
Ilpou3eo;::i;uTeJ1b A«I>C, cTpaua: .l];-p Pe,LUJ,H1

C Jia6opaTOpHc JlT,D,., l1H,D,HJI 
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 
HauMeuoeauue, a;::i;pec, JIHQeHJHH JJ;JIH .l];-p PeMH'c Jia6opaTOpHC JlT,D,., 11:H,D,HH, CTpo113B0,D,CTBeHHOe 
IIpoH3BOJJ;CTBeuuaH DJIOIQa;::i;Ka / llioina;::i;Ka no,D,paJ,D,eJieH11e-6, BHJIJI. KxoJih, HaJiarapx Poy,D,, naMH, ,l1;11cTpHKT 
KOHTPOJIH Ka'leCTBa / IlJIOIQa;::i;Ka BbIDYCKa CoJiaH, X.TI., 173205, 11:H,D,HJI (JIHQeH3HJI 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 : PPROVED/ 
npttM~•rnmrn: TTpnTTYKT c:ooTRen:rnyeT Tf)eOoR<1tt1u1M H,Tf, ~ar.mo<te1111e: OJJ OFiPEHO 

Prepared by I 
f10,nrorroa11ettol. · , gesh 
I Chauhan ;f 
Date / 
,Il;a-ra: 26.11.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ilponepetto: Provesh l1:po.aepe1-10 (AOK): OJlo6peHo: O6ecrreqem:1e KaqecTBa!OTBeTCTBeHHoe 
Rana j Amit Kumar 

/'-~)-
mruo: ${) 

D ate / Date / !Date / ?,-7--//rU)i-<:; 
)].aTa: 26.11 2025 )laTII : 26.11.2025 )),am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hil ls, 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 

CEPTM~HKATAHAJilI3A 

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

Tei . +91 9C1GG 56001 02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,[WKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKII, AIICUepnmveMble B DOJIOCTII pTa, 10 Mr 
Market / PbmoK : Russia I PocCJ1jl 
Batch No/ 

: V2502234 
Batch Quantity / 36,00,000 tab/ 

CepttH N!! O61>eM cepHH 36,00,000 Ta6 
Analytical Report No / 

: 040003197781 
Date of Analysis / 26.11.2025 

AnaJIHTHqecKHii oTqeT N!! )IaTa auaJittla 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

)IaTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIpott3BOACTBeuuaH : MNB/05/263 

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

JIH~en3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)I: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTDVKQHH yTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 u1 11 
3aKJIIOqeuue O COOTBeTCTBHH: «HacT05IlllJiM 5I 110,[J;TBep)KJ(aIO, ':ITO rrp1rne,LJ;eHHa5I BhUIIe 1rncpopMa~1-rn ~IBJUieTC5l 

,[J;OCTOBepHOH H TO':IHOH. 3m cepH5I rrpOJJ:YKU:HH rrpOH3Be;::i:eHa (BKJII0l-J:a5[ yrraKOBKY (MapKHpOBKY) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa3aHHOH IIpOH3BO)];CTBeHHOH IIJIOl..1(a;::i:Ke (IIJIOl..1(a;::i:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH IIpaBHJI Ha,LJ;Jie)I{al..1(eH rrpOH3BOJJ:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH':leCKoro COI03a H 

Tpe6oBaHH5IMH KOHTpOAA KaqecTBa JieKapcTBeHHhIX cpe.n:cTB, a TaK)Ke B COOTBeTCTBHH co crreu:mpHKa[(IUIMH, 

co.n:ep)I{al..1(HMHC5l B perHCTpaQHOHHOM JJ:OChe CTpaHbl-HMIIOpTepa. 3aIIHCH no rrpOH3B0JJ:CTBY, yrraKOBKe H aHanmy 

rrpoBepeHI,I, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM IlpaBHJI Ha;::i:Jie)I{al..1(eH rrpOH3BOJJ:CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'IaHue: Tipon.yKT COOTBeTcTByeT Tpe6osamrnM H,[( 3aKJIIO'Ienue: 0.ll:OliPEHO 

Prepared by I 

ITon.roTosneuol. Y gesh 
Chauhan 

/ 
Date / 

\/ 

)laTa: 26. 1 l .2025 

Checked by/ Checked by AQA / Approved by: Quality Assurance/ Authorized person I 
TTposepe1m: Pravesh TipoBepeHo (AOK : On.o6peso: O6ecne'-len11e Ka'-!ecTBa!OTBeTcTBeHHoe 
Rana 

1 
Amit Kumar JU!IJ.O: 

~ ) 

~ ~ 
Date / Dale / !Date / !J 7,1JrJ,Dg 
,UaTa: 26.11.2025 ,[(am, 26.11.2025 ,Uan: 

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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