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

CEPTH~HKATAHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,LJ.yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCDeprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia I Poccm, 

Batch No/ 
: V2600772 

Batch Quantity / 36,00,000 tab I 
CepuH .N"!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003371981 
Date of Analysis/ 

22.04.2026 
AuaJiuTuqecKuu: oTqeT .N"!! ,UaTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,UaTa DP0H3B0)].CTBa ro,LJ.eH ).).0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0)].CTBeHHaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npone,LJ.eu no H,u: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKUHH yrnep,K)J,eua: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJihTaTbl Specification / HopMa 
.N'!! 

1 Description/ OnHcauue 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 rrnocKtte Ta6neTKH c cpaCKOtt, CBeTJlO-JKenToro UBeTa C 
m6neTKH c cpaCKOH, CBerno- rpasttpoBKOtt «I» Ha 0AHOtt cTopoHe. 
JKenrnro usem C rpaBttpOBK0H 
«I» Ha OAHOtt cTopoHe. 

2 Identification / lf)],eHTmJrnKaUttst 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Y<!>-
cneKrphI rrornow,eHtt» 11crrh1TyeMoro pacrnopa tt 
pacrnopa cmH)],apTHOfO o6pa3ua KeToponaKa 
TpOMeTaMHHa )],ORlKHhl HMeTh MaKCHMYMhl nptt 
0)],HOH J,j TOH JKe MHHe BORHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqaHue: IlpOAYKT coorneTcrnyeT Tpe6oBaHH»M H,[( 3aKmoqeHue: OLJ:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Oo)],roTOBneHo: Pravesh IlposepeHo: Ramakant IlposepeHo {AOK): Oao6pe1-10: O6ecrreqem1e Ka'lecrna/OrneTcTBeHHoe 

Rana f ~~ 
Amit Kumar 11 11uo: ~1...c( ~~'"-P, ~ 

~~ 
D ate / Date/ Date/ IDate / 'l.l-.-64.-).M-t 
,[(am: 22.04.2026 ,[(am: 22.04.2026 ,[(am: 22.04.2026 ,[(am: 

' ' I - u , ,. IHI 
I 



•·· Dr. Reddy's "llllli;• 

CERTIFICATE OF ANALYSIS 
CEPTM~IIKATAHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)],YI.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],HCneprupyeMbie e UOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1151 

Batch No/ 
: V2600772 

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

: 040003371981 
Date of Analysis / 

22.04.2026 
AuaJinTn11ecKnii OT'leT .N'!! .[(aTa auaJiu1a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
)laTa npOH3B0)],CTBa ro)],eH )],O 

Mfg. License No./ 
MA number:/ 

Ilpon1Bo)],cTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHI):eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu1 npoee)],eu no H,U: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTDVKIJ:HH YTBep,K)],eua: 21.04.2025 

Page 2 of 11 / CTp. 2 u1 11 
No 

Test/ Ilotca1aTeJ1b Results/ Pe1yJ1hTaTbI Specification/ HopMa 
.N'! 

Complies / CoorneTcrnyeT The retention time of the main peak on the 
chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeM51 y.uep)l(HBaHH51 OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe HCllbITYeMoro pacrnopa 
,UOJJ)l(HO COOTBeTCTBOBaTb BpeMeHH 
y.uep)l(HBaHH51 OCHOBHOfO IIHKa Ha 
xpoMaTorpaMMe pacrnopa cmH.uapTHOro 
06pa3u;a KeToponaKa TpOMeTaMHHa (pa3,UeJJ 
«KOJJWieCTBeHHOe orrpe.ueJJeHtte» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Op11Me•1aHne: Tipo.uyKT COOTBeTcTByeT Tpe6oBaHH51M H,[( 3aKJ110'!eu11e: 0)1,0liPEHO 

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

Tio.uroTOBJJetto: Pf ravesh Tiposepetto: Ramakant n pooepetto (AOK): <?JJ.06petto: O6ecrre'!eHHe Ka'!ecrna/OrneTcTBeHHOe 

Rana 

~~ 
A m it Kumar JIHU,O: rA'\A,1.,t { fket.1.A,u."1 $ ~---:. 

Date/ 

I 
Date/ Date/ 'Date/ ?,-)- --bl/ r 2-Mt 

,[(am: 22.04.2026 ,[(am: 22.04.2026 ,[(aTa: 22.04.2026 ,[(am: 
,. -

I 



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

CEPTH~HKATAHAJilf3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpol).y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, l).HcneprupyeMhle B noJI0CTH pTa, 10 Mr 
Market/ PbIHOK : Russia / Poccm1 

Batch No/ : V2600772 Batch Quantity/ 36,00,000 tab I 
Cepun .M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003371981 
Date of Analysis / 

22.04.2026 
AHaJinTnqecKnii oTqeT .M! J:l:aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
J:I:aTa np0U3B0/).CTBa rol).eH /).0 
Mfg. License No./ 

MA number:/ 
IlpouJBol).CTBeHHan : MNB/05/263 

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

JIHUeH3HH .M! 
Analysis performed according ND:/ AHaJIH3 nposel).eu no HJ:I:: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTDVKUHH YTBep~eua: 21.04.2025 

No 
}fo 

Test/ IloKaJaTeJJb 

Butylhydroxyanisole I 
EymuJ12uiJpoKcUaHU30ll 

Remarks : The Product confirms to ND/ 

Results/ PeJyJJbTaTbI 

Complies / CoorneTcrnyeT 

IlpHMe'laHne: ITpo,nyKT coorneTcrnyeT rpe6oBaHIDIM H,[( 

Prepared by/ Checked by I Checked by (AQA) I 
ITO.llrOTOBJI HO: Pravesh ITpoBepeHo: Ramakant ITpoBepeHo (AOK): 
Rana 1 ~4 

Amit Kumar 

~~ 
Date/ Date I Date I 
.U.arn: 22.04.2026 ,[(ara: 22.04.2026 ):(am: 22.04.2026 

Page 3 of 11 / CTp. 3 u3 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,neplKl:IBamrn IUIKOB 2-
6yrwnrw,npoKCHaHH30na H 3-
6yTwnrw,npoKcwamnona Ha xpoMaTorpaMMe 
HCilbITyeMoro paCTBOpa ,nOJJlKHbl 
COOTBeTCTBOBaTb BpeMeHaM y,neplKHBaHllil 
IlHKOB 2-6yTHnrn,npOKCHaHH30JJa H 3-
6yTHnrn,npOKCHaHH30na Ha xpoMaTOrpaMMe 
pacTBopa CTaH,napTHoro 06pa3ua 
6yrwnrn,npoKcHaHmona (pa3,neJJ «Co,neplKaHHe 
6yrwnrn,npoKCHaHH3ona» ). 

Conclusion : APPROVED / 
3aKJJIO'leHne: O)J:OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
O.L1.06peHO: 06ecrreye1,111e Ka•1ecTBa/OT8CTCTBCflliOC 

flHUOC J+..,.,-01 f t= 1if 

:)],am: 
!Date / ?--)_ ,- 0 l/ r 2-o'),(, 

'r "' , , 
I 



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

CEPTII <I> IIKAT AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i:ucneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia I Poccm1 
Batch No/ 

: V2600772 
Batch Quantity / 36,00,000 tab I 

CepnH N2 O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003371981 
Date of Analysis / 

22.04.2026 
AuaJIHTH'lecKnii OT'leT N2 ,[(aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
)l,aTa npOH3B0Jl:CTBa ro;::i:eu ;::i:o 
Mfg. License No./ 

MA number:/ 
IIponJBOJl:CTBeuuaH : MNB/05/263 

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

Jiun:euJHH N!! 
Analysis performed according ND:/ AuaJiuJ npoBe;::i:eu no H,[(: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKU:HH yrnep,KJ:J:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test I no,rnJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
.N!! 

3 Average weight/ CpeLJ.HHH 70.6 mg I 70,6 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr )),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 m6JJeTOK - He 6onee ± 10 %; 
0JJ;HOpO,llHOCTb M8CCbl 

2/20 m6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
PacnaLJ.aeMOCTb 

00 min 34 sec / 00 MHH 34 ceK Not more than 3 min. I He 6onee 3 MHH. 

5 Dissolution I PacTBopemte Unit-I I Ta6n-l 99% Not less than 75 % (Q) of C1 5H13NO3•C4H11NO3 

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

Unit-3 / Ta6n-3 99% TpOMemMHH) '-1epe3 15 Ml1H. 

Unit-4 / Ta6n-4 99 % 

Unit-5 / Ta6n-5 99% 

Unit-6 / Ta6n-6 100 % 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'-18HHe: Ilpo,uyKT C0OTBeTCTByeT Tpe6oBaHJ151M H)J; 3aKJIIO'-leHHe: 0,11,0liPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
IloL1,roTOBJ1eHo: Pravesh IlpoBepetto: Ramakant npoBepeHO (AOK): OLJ.o6peHo: O6ecrretJett11e Ka'-!eCTBa/OrneTcrneHHOe 
Rana i ~ 

Amit Kumar nwuo: ~¼., .£. ktu,w-o. $ ~~ 
Date/ Date/ Date/ IDate / ')_J_r(JL/~kJ,t 
)];am: 22.04.2026 )];am: 22.04.2026 )];am: 22.04.2026 )];am: 

.. .· •r ~ ' .. I 



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

CEPTII <I> IIKA T AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpOJ.J;YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, J.J;HCneprupyeMbie B DOJIOCTH pTa, 10 Mr 

Market / PhrnoK : Russia I Poccm1 

Batch No/ : V2600772 
Batch Quantity / 36,00,000 tab / 

CepuH .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003371981 

Date of Analysis / 22.04.2026 
AnaJIHTH'lecKuii OT'leT .N'!! ,[(aTa auaJiuJa 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,[(aTa np0H3BOJ.J;CTBa roJ.J;eH J.J;O 

Mfg. License No./ 
MA number:/ 

llpoH3BOJ.J;CTBeHuaSI : MNB/05/263 
HoMep PY 

: JIII-.N'!!(004669)-(Pr-RU) 
Jiu11enJuS1 .M! 
Analysis performed according ND:/ AnaJin3 npoBeJ.J;eu no H,II:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTPYKIIHSI yTeep~eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No Test I IloKaJaTeJlb Results/ Pe3yJlbTaThI Specification / HopMa x~ 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

.lJ:ucnepcuocTb sieve is formed. I O6pa3yeTcH 0.QHOpo.a:Ha)I 
cycneH3I-rn, npoxo,a:HmaR CKB03h CHTO C 
pa3MepoM OTBepCTHH 710 MKM. 

7 Impurities/ IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / H11'lKe npe.a:ena 06Hapy'lKett11H 
l-r11,a:p0Kc11aua.rror (ITO = 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHa.rror KeToponaKa 

unidentified impurity/ 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,a:HHWIHaH 
He11,a:eHTl1~11u11poBaHHaH 
np11MeCh 

total impurities / 0.0428 % not more than 1.0 %. I He 6onee 1,0 %. 
cyMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'iauue: Ilpo,a:yKT COOTBeTCTByeT Tµe6oBaHHHM H)J; 3aKJ1IO'ieuue: O,LI.OliPEHO 

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

no.a:r~TOBJJeHo: Pravesih nposepeHo: Ramakant npoaepeuo (AOK): O,a:o6petto: O6ecne'leH11e Ka'lecrna/OrneTcrneuttoe 
Rana 

~ 
Amit Kumar m1uo: ~vt ~ ~\; ~ 

~ --
Date/ Date/ Date I IDate / 7-J ~()Lf 'P.-0l-J 
)];am: 22.04.2026 )];am: 22.04.2026 JJ:am: 22.04.2026 )];am: 

, I I I' I l ' 

I 

I 



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

CEPTH$HKATAHAJIII3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlVI.:T: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, JlHCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm, 

Batch No/ 
: V2600772 

Batch Quantity / 36,00,000 tab I 
CepnH .M! 06beM cepnn 36,00,000 rn6 
Analytical Report No/ 

: 040003371981 
Date of Analysis / 

22.04.2026 
AuaJIHTH<JecKttn OT<JeT .M! lf:aTa anaJinJa 
Date of Manufacture/ 

: 04/2026 
Date of Expiry / 

03/2028 
lf:aTa npOH3B0,[J;CTBa ro;:i:eu AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoee;:i:eu no H,Il;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKIIHH VTBep,K)],eua: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No 

Test/ Iloi.:aJaTeJJh Results/ PeJyJJhTaThI Specification / HopMa x~ 
8 Water content/ 2.2 % Not more than 7.0 %. / 

CoJ:J.ep,Kanue BOLi.hi He 6oJTee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHhJe opranuqeci.:ue paCTsopttTeJJtt 

Isopropyl alcohol / 5 µg/tab I Not more than 350 µg/tab. I 
IfaonponattoJT 5 MKr B Ta6JTeTKe He 6oJTee 350 MKr B rn6JTeTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMeqanue: IlponyKT cooTBeTcTByeT Tpe6osamrnM H,n: 3aKJ1IO'feHtte: o,n:oEPEHO 

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

f!onroTOBJTeHo:Praves11 Il~osepeHo: Ramakant TTposepe1-10 (AOK): Ono6peHo: O6ecrreqeHue KaqecTBalOTBeTcTBeH1-1oe 
Rana 

~ 
AmitKu'mar miuo: A ~£ lvutvl..S\ ~ 

/\_,/\--

Date / Date I 

I 
Date I 'Date/ J-2-•-6 l{ r UJ 2-{ 

)],aTa: 22.04.2026 )],am: 22.04.2026 ,n:arn: 22.04.2026 )],am: 
) 

I' 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH '1> IIKAT AHA.JIH3A 

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 
IIpo,!],yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,ll.HCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm1 

Batch No/ : V2600772 
Batch Quantity / 36,00,000 tab / 

CepuH .. M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No / : 040003371981 

Date of Analysis / 
22.04.2026 

AuaJIHTH'leCKHii OT'leT ..N'!! .Li:aTa anaJiuJa 
Date of Manufacture/ : 04/2026 

Date of Expiry / 
03/2028 

,ll;aTa DPOH3B0,!l,CTBa ro,!),eH ,!J,0 
Mfg. License No. / 

MA number:/ 
IJpOH3B0,!J,CTBeHHaH : MNB/05/263 

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

JIHU:eH3HH ..N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,ueH no H,11;: Jill-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKU:HH yTBep~eHa: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
N _o 

Test/ IloicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N'!! 

10 Microbiological purity*/ MuKpo6uonorH"-1ecKaS1 '-IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee •u1cJio He 6oJiee 103 KOE/r; 
a3po6HblX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee qucJio He 6oJiee 102 KOE/r; 
.npm101<eBblX H 11JiecHeBb!X 
rpHfiOB 

Escherichia Coli NA shell be absent in 1 gram. / 
0TCYTCTBHe B 1 r. 

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

4.6 
IloKa3aTeJib npHeMJieMOCTH (AV) .uomKeH fihITb 

.U03Hp0B3HHblX e.UHHHJJ ne 6oJiee 15,0 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: Ilpo.nyKT cooTBeTcTByeT TPe60BaH11J1M H.D: 3aKmo'le1rne: O.lJ:Ol>PEHO 

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

TTo.uroTOBJietto: Pravet h n poaepeuo: Ramakant n poaepe 1-10 (AO K): O.no6pe1-10: O6ecne'!ett11e Ka'!ecrna/OrneTcTBeHHoe 

Ra na 

~ 
Am1 1 K umar m1uo: Jtw.i,-t g h~'1 

- ~ ~~-
Date / Date / Date I IDate I 'J_..2•-tJlfr 902.C 
,n:an1: 22.04.2026 }I_aTa: 22.04.2026 ,n:arn: 22.04.2026 .D:arn: 

Registe red OfficE: 8-2-337, Road No. 3, Banjara Hills, Hyde rabad - 500034, Telangana, l!ldia 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : ma il@drreddys com 

CI N: L85 195P,P1984P LC004507 
www.d rreddys.com 

I 



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

CEPTH~HKATAHAJill3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

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

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

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

Ilpo;::{YKT: KeTopoJI® 3iccn pecc (KCTOPOJlaK) Ta6J1eT1cu, AHCneprupyeMbie e UOJlOCTH PTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm1 
Batch No I 

: V2600772 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003371981 
Date of Analysis / 

22.04.2026 
AuaJIHTH'lecKuii OT'leT .N"!! ,Lt:aTa auaJiu1a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,[t:aTa npOH3B0ACTBa roAeH AO 
Mfg. License No./ MA number:/ 
IIpou1eoACTBennaH : MNB/05/263 

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

JIHU:eH3HH .N"!! 
Analysis performed according ND:/ AuaJiu1 npoBeAen no H,Lt:: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / l:lt1cTDVKI.\HH yrnep)K,1),ena: 21.04.2025 

Pa2e 8 of 11 / CTp. 8 01 11 
No Test/ IloicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N'!! 

12 Assay/ KoJiuqecTseuuoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0mg of 
onpe11.eJ1euue (99.6 %) C1sH13NQ3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOpOJiaKa 
rpoMeTaMHH) (OT 90,0 .no 110,0 % OT 
3a.srnJieHHOro KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0983 mg/tab I Not less than 0.042 mg/tab. / 
content I Co.nep,Kauue 0,0983 Mr s Ta6JieTKe He MeHee 0,042 Mr B rn6JieTKe. 
6yTnJ1rn11.poiccuauuJoJ1a 

Remarks : The Product confirms to ND/ onclu ion : APPROVED I 
TipuMe'!auue: TTpoAyKT cooTBeTcTByeT rpe6osaHIDIM HA 3aKJ1to•1e1rne: 0)1;0:liPEHO 

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

lloArOTOBJietto:Prave?1 Oposepe1:10: Ramakant HposepeH0 (AOK): O;«o6pe1-10: O6ecneqem1e Kaqec~sa/OrneTCTBeHHOe 
Rana 

~ 
Amit Kumar JIIHlO: -AwJ:t ~{{(JJ.)JvW.. € 0~~ 

!Date/ I Date/ Date / !Date / ~bL(.-UJU 
:):\aTa: 22.04.2026 : ):\aTa: 22.04.2026 ,!J;aTa: 22.04.2026 ,n:arn: 

.. Regl~tered vmce. 8·2-3j/ , Road No. 3, aanJara HIiis, Hyderabad - 500034, Telangana, inwa 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddvs.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~MKATAHAJill3A 

Dr. Reddy' s Laboratories Ltd . 
Form ulation Unit-6 
Viii. Khol, Nalagarh Road, Badd i, 
Distt . Sol an, H.P., 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbie B UOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Pocc1rn 

Batch No/ 
: V2600772 

Batch Quantity/ 36,00,000 tab/ 
CepnH .M, O6-beM cepnn 36,00,000 rn6 
Analytical Report No / 

: 040003371981 
Date of Analysis / 

22.04.2026 
AuaJiuTuqecKnn oTqeT .N!! ,ll.aTa auaJIH3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
):(aTa npOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlpoHJBOACTBeuuau : MNB/05/263 

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

JIHD;eH3HH .N'!! 

Analysis performed according ND: I AuaJIH3 npoBeAen no II):(: JIII-.N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKo;HH vrnep~eua: 21.04.2025 

Pag-e 9 of 11 I CTp. 9 HJ 11 
No 

Test/ IloKa3aTeJlb Results/ Pe3yJlbTaTbl Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucaune ynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / no 10 rn6neToK B 6nncTepe H3 
information leaflet in a carton (TIA/ AJI/I13 C snarorrornoTHTeJieM/TT38Il) 
pack. I ITo 10 Ta6neTOK B <ponhrn II (I13IAJI) qionhrn. ITo 1 HJIH 

6JIHCTepe H3 (ITAi AJ1/I13 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia)l.bIWeM 
snaronornoTHTeneM/I13BIT) rra'IKY KapTOHH)'l-0. 
Q>OJ1br11 // (03/ AJI) Q>OJihrH. TTo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia)l.hIWeM B rra'IKY 
KapTOHH)'l-0. 

* 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. 
* Ilpn BbIDYCKe JleKapCTeeuuoro npenapaTa KOHTpOJlb Ka\feCTB3 no DOKaJaTemo «MHKpo6HOJ10rH'leCK3H 
'IHCTOTa» npOBO,ll,HTCH ,ll,JlH KamJJ,OH 2O-ou cepuu, HJlH ,ll,JlH O,ll,HOH cepuu B rotJ,, B 3aBHCHMOCTH OT Toro, 'ITO 

H3CTYDHT paHbUJe. 

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

IlpuMe\faHue: TTpo.D,yKT COOTBeTcTByeT Tpe6oBaHID!M HJJ: 3aKJ110'lenue: O,[(OliPEHO 

2 
B 

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

Rana 
ITo.uroTosneHo: Prav1 h 

Date/ 
,ll;arn: 22.04.2026 

I1ponepe1-10: Ramakant ITponepetto (AOK): 0M6petto: 06ecnet.JeHJ.1e Ka'!eCTBa!OTBeTCTBeHHOe 

~~ 
Amit Kumar mmo: ,AWvJ:- !; 4,ew,\. ~ 

/\~ 
Date / Date I 'Date / 7-2.rb Lf •· 2-0 ?-( 
;QaTa: 22.04 .2026 )];arn: 22.04.2026 .[larn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, Ind ia 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mai l@drTerldys.com 

CIN: L8 5195M1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Heddy's Laborato ries l . .id 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. l<hol 1 Nalagarh Hoad, Baddi, 

Distt. Solan, rl.F,, 173 205, INDIA 
Tel: +91 98166 5600'.i-02 
www.drrec.idys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo1w1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,li,ucneprupyeMhle B DOJIOCTH PTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600772 Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003371981 Date of Analysis / 
22.04.2026 

AuaJiuTuqecKuii oTqeT N2 )];aTa auanuJa 
Date of Manufacture / 

: 04/2026 Date of Expiry / 
03/2028 

.l(aTa npOH3B0,!J;CTBa ro)];eH ,/1;0 
Mfg. License No. / 

MA number:/ 
IlpOH3BO)];CTBeHHaH : MNB/05/263 

HoMepPY 
: JII1-N2(004669)-(Pr-RU) 

JIHQeHJHH N2 
Analysis performed according ND:/ AuaJIH3 npoBe)];eu no H)];: JII1-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTBep)K)];eua: 21.04.2025 

Page 10 of 11 / CTp. 10 m 11 
API name/ HauMeuoBauue A~C: Ketorolac tromethamine I KeToponaKa TPOMeTaMHH 
INN/MHH: Ketorolac I KeTOponaK 
API manufacturer batch number/ 

ABSH006295 
HoMep cepuu npouJBO)];HTeJIH A~C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0,!J;HTeJIH FESA00537 
rJI~: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBO/J:HTeJih A~C, CTpaua: )];-p Pe.u,11,111c Jla6opaTOpHc JlT,r:i:., l1H,r:i:m1 
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 
HauMeuoBauue, a,!J;pec, JIHQeHJHH )];JIH )];-p Pe.u,11,H' C Jia6opaTOpHC JlT,r:i:., I1H,r:i:m1, I1poH3BOACTBeHHOe 
IlpouJBO.LJ:CTBeuuaH DJIOIQa.LJ;Ka / IlnoIQa)];Ka no,r:i:paJ,r:i:eneHHe-6, B111111. Kxonh, Hanarapx Poy,r:i:, BaMH, ,[{HcTpHKT 
KOHTPOJIH KaqecTBa / IlnoIQa,!J;Ka BhmycKa ConaH, x.rr., 173205, I1tt,r:i:m1 (m-IQeH3ml 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 / 
IlpHMeqauHe: TTpo,ll,yKT coorneTcrnyeT rpe6oBaHIDIM H,lJ; 3atcmoqeuHe: 0)1:0liPEHO 

Prepared by / 

TTo,ll,roToBnetto:Pravest 
Rana 

-
Date I 
p:arn: 22.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Dposepetto: Ramakant n poeepe,-10 (AOK): O)],o6petto: O6ecneqem1e Ka<Jecrna/OrneTcTBeHHoe 

~~ 
Amit Kumar mn.to: ~rv.., ... (J: ~ l\a,U.....st 4£ ~~ 

Date I Date I !Date I l,..'L.rtl(r J-OJ./ 
,lJ;arn: 22.04.2026 ,lJ;arn: 22.04.2026 ,lJ;arn: 

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 

Cir~: L8519':iAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIII3A 

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.drreddvs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,a:y1n: KeTOPOJJ® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,a:ucneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2600772 Batch Quantity/ 36,00,000 tab/ 
CepuH N!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003371981 
Date of Analysis / 

22.04.2026 
AnaJJHTH'leCKHH OT'IeT N!! ,L(aTa anaJJuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
)];aTa npOH3B0,ll;CTBa ro,a:eu il:O 
Mfg. License No./ 

MA number:/ 
IlponJBOiJ:CTBennaH : MNB/05/263 

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

J1m1enJuH N!! 
Analysis performed according ND:/ AnaJiuJ npoBe,a:eu no H)];: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKIIHH YTBep,KJJ:eua: 21.04.2025 

Pagellofll/CTp.llnJll 
3aKJIIoqeuHe O COOTBeTCTBHH: «HacT05IlllJIM 5I rro,n:TBep)K,n:aIO, qTO rrp1rne.n:eHHa5I BhIIIIe HH<pOpMa.[J;JUI 5IBJrneTC5I 

,n:OCTOBepHOH H TQqHoll. 3Ta cepH5I rrpo.n:yKUHH rrpOH3Be.n:eHa (BKJI1oqa5r yrraKOBKY (MapKHpOBKY) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa3aHHOH rrpOH3B0,/J;CTBeHHOH rrnoma.n:Ke (rrnoma.n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,n:ne)Kame0: rrpoH3BO)];CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOM0:qecKoro coI03a H 

Tpe6oBaHH5IMH KOHTPOJI5I KaqeCTBa neKapCTBeHHhIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crreumpHKaUH5IMH, 

co,n:ep)KaIUHMHC5I B perHCTpaUHOHHOM )];OChe CTpaHhI-HMIIOpTepa. 3arrHCH ITO rrpOH3BO)];CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH:5IM ITpaBHJI Ha,z:i;Jie)Kame:n rrpOH:3B0,/:(CTBeHHOM rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me4anne: IIpo.nyKT cooTBeTcrnyeT TPe60BaHID1M H.D: 3aKJJIO'lenne: o,n:OliPEHO 

Prepared by / 

Rana 
TTo,LIJOTOBJJeH0: Pravei h 

•Date / 
,[(am: 22.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
nponepeHo: Ramakant nposepe1-10 (AOK): O,1106pe1i0: O6ecneqeune Ka'-Iecrna/OrneTcrne1-1uoe 

~/ 

Amit Kumar m1uo: A \M.-;:,,{ g tvu,~ $ /\~~ 
Date / Date/ r ate / J_!). ~oLf,. 2~2(, 
)];am: 22.04.2026 .D:a1a: 22.04.2026 }],aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F<1x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 




