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

CEPTII «I> HKA T AHAJIII3A 

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

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

Tel : +91 93166 56001-02 
d d I www. rre CiVs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market/ PM HOK : Russia / Poccm1 

Batch No/ : V2600014 Batch Quantity/ 36,00,000 tab/ 
CepuH .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003257826 
Date of Analysis / 

20.01.2026 
AuaJIHTH'leCKHH OT'leT .N'!! )laTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)laTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
llpott3BOACTBeuuaH : MNB/05/263 

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

JIHIJeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no 11,[1;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ H11CTPYKC(IIH yTeep~eua: 21.04.2025 

Paee 1 of 11 / CTp. 1 u3 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
X!! 

I Description/ Onucanue 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 IIJIOCKl1e 
side. / Kpyrnh1e n11ocK11e Ta6JieTKH c q>aCKOH, CBeTJIO-)KeJITOro u.sern c 
Ta6JieTKH c q>aCKOH, cserno- rpasupoBKOH «I» na o,nHow crnpoHe. 
)KeJITOro u.sern C rpaBHpOBKOH 
«I» Ha onnoi1 cTopone. 

2 Identification/ IbenTu4>uKau.1u1 

Ketorolac I KemoponaK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
c11eKTph1 11ornomenm1 11c11hnyeMoro pacTBopa 11 
pacrnopa CTaHAapTHOro o6pa3u.a KernponaKa 
TpOMeTaMHHa AOJJ)KHhl HMeTh MaKCHMyMbl npu 
OAHOH 11 TOH )Ke .nmrne BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp11Melfanue: ITpo,nyKT coorneTcrnyeT TPe6osan1U1M H).J; 3aKJJtOlfenue: O,ll,06PEHO 

Prepared by / 

ITo.nroTOBJJeHo: Pravesh 

Rana i 
IDate / 
:LI.an t 20.0 l.2026 

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

ITposepeno: Pardeep ITposepeno (AOK): O.no6peno: O6ecnelfeH11e Ka'-IecTBa/OrneTcTBeHnoe 

Kumar 

=4-:-
Amit Kumar m1u.o: 

~~ /\~~ 
I Date / Date I I Date/ ~ ·-0 ) ,-.1__12) '1----G 
: ,[{am: 20.01.2026 )J:arn: 20.01.2026 ,I(arn: 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CEPTHWHKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
\/ill. Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

d d www. rre dys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,l],y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, }J,HCUeprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia I PoccmI 

Batch No/ : V2600014 
Batch Quantity/ 36,00,000 tab I 

Cepun .N"!! O6beM cepnu 36,00,000 Ta6 
Analytical Report No/ : 040003257826 

Date of Analysis / 
20.01.2026 

AuaJIHTnqecKnii oTqeT .N"!! .II:aTa auaJIHJa 
Date of Manufacture/ 

: 12/2025 
Date of Expiry/ 

11/2027 
.II:aTa DPOH3B0}),CTBa ro,l],eH}J,O 

Mfg. License No./ 
MA number:/ 

fipOH3B0}),CTBeHH3H : MNB/05/263 
HoMepPY 

: JIIl-.N"!!(004669)-(Pr-RU) 
JIHl~eH3HH .N"!! 

Analysis performed according ND:/ AuaJIHJ npoBe,l],eu no H,ll;: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKQHH yTBepiK,l],eua: 21.04.2025 

Page 2 of 11 / CTp. 2 u1 11 
No Test/ IloKaJaTeJJb Results/ Pe3yJJbT3Tbl Specification/ HopMa 
.N"!! 

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 BpeMR y.nep)l{11Batt11J1 OCHOBHOro Ill1Ka Ha 
xpoMarnrpaMMe HCilbITyeMoro pacTBopa 
,UOJDKHO COOTBeTCTBOBaTb speMeHH 
y .uep)KHBaHHJI OCHOBHOfO IlHKa Ha 
xpoMarnrpaMMe pacrnopa CmH,n:apTHOfO 
06pa3ua KeToponaKa TpOMemMl1Ha (pa3,n:en 
«KoJIWiecTBeHttoe orrpe.nenetttte» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqaHue: TiponyKT cooTBeTcTByeT TPe6osattllilM HJ:( 3aKmoqeHue: O):(OliPEHO 

Prepared by I 
Tio,n:roTosnetto: Pravesh 

Rana 

! 
Date I 
):(am: 20.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepe1w: Pardeep TiposepeHo (AOK): O.rto6petto: O6ecrre1Iem1e KaIIecTBa/OTBeTCTBeHHoe 

Kumar Amit Kumar m1uo: 

~~ d-- V--
Date / Date / 'Date/ 

']....e>--v ) -- '1-0 M ,D;aTa: 20.01.2026 ):(ara: 20.01.2026 ):(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na laga rh Road, Baddi, 
Distt. So lan, H.P., 173 :ws, iNDiA 

Tel : +91 98166 56001-02 
d' www.drre dvs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJJ® 3 Kcnpecc (teeTOl}OJJaK) Ta6J1eTKJI, AHCneprupyeMble B DOJIOCTH PTa, 10 Mr 
Market / PbIHOK : Russia I Poccm1 
Batch No/ 

: V2600014 
Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! 

: 040003257826 
,l(aTa auanu3a 

20.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11 /2027 

,l(aTa DP0H3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuau : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npoeeAen no H,l(: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHst yrnep~eua: 21.04.2025 

Test/ IloKaJaTeJtb 

Butylhydroxyanisole I 
Eymw12uiJpOKCUQHU30J/ 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJ1bTaTbI 

Complies I CoorneTcrnyeT 

Pa2e 3 of 11 / CTp. 3 H3 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 ynep)l(1,rnamrn nHKOB 2-
6yr11nr11npoKcttaH113ona 11 3-
6yT11nrnnpoKc11aH113ona Ha xpoMarnrpaMMe 
HCilbITYeMoro pacrnopa lJ_Oll)l(Hbl 
COOTBeTCTB0BaTb BpeMeHaM ynep)l(HBamUI 
Ill1KOB 2-6yr11nrnnpoKCHaHl130na 11 3-
6yT11nrnnpoKCI1aHl130na Ha xpoMarnrpaMMe 
pacTBopa CTattnapTHoro o6pa3ua 
6yr11nrnnpoKcttaHH3ona (pa3nen «Conep)l(aH11e 
6yr11nrnnpoKcttaHH3ona»). 

IlpttMe'laHtte: ITpo.uyKT coorneTcrnyeT Tpe6osaHIDIM H,ZJ; I

IConclusion : APPROVED/ 
laKmo'-lenue: O,Ll;OliPEHO 

Prepared by I 
Tio.uroTOBneHo: Pravesh 
Rana 

J 
Date I 
J];aTa: 20.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
n posepe1-10: Pardeep TiposepeH0 (AOK): O.uo6peHO: O6ecneIJeH11e KaIJecna/~ T CTCTOeHH0e 
Kumar Amit Kumar 

flHUO ~1/ 
~ ~/'~ 

Date / Date I 'Date I 
J];aTa: 20.0 l.2026 )];am: 20.01.2026 7,,-6 ~,-- '1--0 '1-4. )];am: 

Registe red Office: 8-2-337, Road No. 3, Banja ra Hill s, Hyd erabad - 500034, Telarigana, Ind ia 
Tel: +91 40 4900 2900, Fa x: +91 40 4900 2999, Emai l: mail@drreddys .co m 

CIN : L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CEPTH <I> IIKAT AHAJIB3A 

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.drred cJvs. com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYIU: KeTopoJI® 3Kcnpecc (KeTopoJlaK) Ta6J1eTKH, AHCnenrnpyeMblC s DOJIOCTH PTa, 10 Mr 
Market / PLIHOK : Russia I Poccm1 

Batch No/ 
: V2600014 

Batch Quantity / 36,00,000 tab/ 
CepnH .N'!! O6'beM CePHH 36,00,000 rn6 
Analytical Report No/ : 040003257826 

Date of Analysis / 
20.01.2026 

AnaJJnTuqecKun oTqeT .N'!! llaTa anaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.ll:aTa DPOU3B0,[{CTBa roi.en AO 
Mfg. License No./ MA number:/ 
IlpouJBOACTBenuan : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 nposeAeH no H,.a:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH vTBeP;KAena: 21.04.2025 

Pa!:!e 4 of 11 / Crp. 4 u3 11 
No 

Test I IloKa1aTeJ1b Results/ Pe1yJ1bTaTbt Specification / HopMa x~ 
3 Average weight / CpeAHSIH 69.7 mg I 69,7 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr AO 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 Ta6neTOK - He 6onee ± 10 %; 
0AHOpOAHOCTb MaCCbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacnai:.aeMOCTb 

00 min 31 sec I 00 MHH 31 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopeHue Unit-I/ Ta6n-l 98 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 98 % rpoMeTaMI1H) tJ:epe3 15 MHH. 

Unit-4 / Ta6n-4 98 % 

Unit-5 / Ta6n-5 98 % 

Unit-6 I Ta6n-6 102 % 

Remarks : The Product confirm to ND/ Conclusion : APPROVED / 
IlpuMeqattue: Tip0AYKT COOTl3eTcrnyeT Tpe6oBaHHJIM H,n: 3aKJJIO'feHue: O,lJ.OliPEHO 

Prepared by / 
ITo.llrOTos11eHo: Pravesh 
Rana 

f 
Date / 
).'.(am : 20.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpoaepeHo: Pardeep ITposepeHO (AOK): Ono6petto: 06ecnetJ:emie KalfeCTB~ O BCTCTBeHH0e 

Kumar Amit Kumar 
mmo: ~ 1/' 

~ I'-: ,,,,,---
Date/ Date / IDare I 'J--o--o1,c--~-u. J];,na: 20.0 1.2026 J,:(aTa: 20.01.2026 ,ll.aTa: 

Registered Office: 8-2-337, Roa d No. 3, Banja ra Hills, Hyderabad · 500034, Te larigana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys co rn 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 

I 



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

CEPTH <I>HKA T AHAJIII3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,uucneprupveMble e DOJIOCTH pTa, 10 Mf' 
Market / PhlHOK : Russia / Poccm1 
Batch No/ : V2600014 Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003257826 Date of Analysis/ 

20.01.2026 
AuaJIHTH'leCKHH OT'leT .M! llaTa auaJiuJa 
Date of Manufacture / : 12/2025 Date of Expiry / 

11/2027 
l{aTa DPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,UCTBeHHaH : MNB/05/263 

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

Jim.i:enJHH .M! 
Analysis performed according ND:/ AnaJIHJ npoee,ueu no H,ll;: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnVKQHH yrnep)K,11:eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbT3TbI Specification / HopMa 
.N'! 

6 Particle size distribution / Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 
)]:ucnepcuocTb sieve IS formed. I O6pa3yeTc» o,uHopo,uHa» 

cycneH3H», npoxo.u»ma» CKB03h CHTO 
pa3MepoM OTBepCTHH 710 MKM. 

7 Impurities / IlpttMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; I He 6011ee 0,5 %; 
ketorolac: / / HmKe npe,ue11a 
1-rn,upoKcuaHanor KOJlH"lfecTBettttoro onpe,ueneHu» 
KeToponaKa (TIKO = 0,0032 %) 

1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / He 6011ee 0,8 %; 
1-KeTOaHanor KeTOponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6011ee 0,5 %; 
e,UHHH"lf Ha» 
Heu,ueHTH~H~HpOBaHHa» 
npHMeCh 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMettaHue: Tipo,uyKT CO0TBeTcTByeT Tpe6oBaHH»:M HJJ: 3aKJJtOtteuue: 0)1:0BPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTo.nroToanel-m: Pravesh 
Rana 

f 
Date/ 
,lla-ra: 20 .01.2026 

npoaepeHo: Pardeep TTpoaepeHo (AOK): O.uo6peHo: O6ecnet.Ietttte Ka•1eCTna/Orne1·CTnemt0e 
Kumar Amjt Kumar 

n•uo, (:..,i\~ 
~ ~~ 

Date / Date / IDate / 
~--0,~ ¼ )J;aTa: 20.01.2026 ,lJ;arn: 20.01.2026 .[(am: 

Registered Office: 8-2-337, Road No. 3, Ba njara Hills, Hyde rabad - 500034, Telar1gana, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Ema il : mai l@drreddys.com 

CIN : L8519SAP1984PLC004507 

www.drreddys.com 

C 

I 



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

CEPTH<I>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nal aga rh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDiA 

Tel : +91 93166 56001-02 
d dd www. rre -1 vs .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOJJ.YKT: .KeTOllOJJ® 3 tccnpecc (KCTOPOJiaK) Ta6Jienrn, JJ.HCneprupyeMhie B UOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 

Batch No/ : V2600014 Batch Quantity / 36,00,000 tab / 
Cepm1 .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No / : 040003257826 Date of Analysis / 20.01.2026 
AuaJIHTH'leCKHH OT'leT .M! .IJ:aTa anaJIH3a 
Date of Manufacture / : 12/2025 Date of Expiry / 

11/2027 
llaTa npon3BOJJ.CTBa ro)J.eH JJ.O 
Mfg. License No./ 

MA number:/ 
IlpoH3BOJJ.CTBeHHaH : MNB/05/263 

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

JIHQCH3HH .M! 
Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no H.IJ:: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQHH yrnepjKJJ.eua: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 u3 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 
.N'! 

8 Water content/ 1.9 % Not more than 7 .0 %. / 
Couep.Kauue BOllbl He 6oJiee 7 ,0 %. 

9 Residual solvents / OcTaTOtJHbte oprauu1.Jec1rne pacTBOpHTeJJH 

Isopropyl alcohol / 6 µg /tab I Not more than 350 µg/tab . / 
1'13orrporrauoJI 6 MKr B rn6JieTKe He 6oJiee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe<1auHe: Ilpo.L\yKT coorneTcrnyeT Tpe6osamrnM H,ll; 3aKJ110<1euHe: OJI:OiiPEHO 

Prepared by / 
nouroTOBJICHO: Pravesh 
Rana t 
Date/ 
,[(am: 20.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
nposepe1w: Pardeep Ilpos peHO (AOK): Ouo6peuo: O6ecnetJetttte KaYec~ a/ TBeTCTB 11uoe 
Kumar Amit Kumar 

n HUO a;,~ J-- (\. ___,, __ -
I 

Date / Date/ ' !Date/ 
Aa-ra : 20.0 1.2026 ,[(am: 20.01.2026 'J.,c--n1.--u1.,t ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyde rabad - 500034, Te langa na, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail @drreddys.com 

CIN: L85195A P1984 PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

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

Tel : +91 93166 56001-02 
d d I www. rre avs.co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,'J:YKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,'J;HCnepruoveMble e DOJIOCTH pTa, 10 Ml' 
Market / PhIHOK : Russia I Poccm1 

Batch No/ : V2600014 
Batch Quantity / 36,00,000 tab/ 

CepnH .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003257826 

Date of Analysis / 
20.01.2026 

AHaJIHTH'lecKnii OT'leT }f!! .lI:aTa anaJiu3a 
Date of Manufacture/ : 12/2025 

Date of Expiry / 
11/2027 

.Ll:aTa npOH3B0,'J;CTBa ro,'J;eH ,'J;O 

Mfg. License No./ 
MA number:/ 

IlponJBOJJ;CTBeeuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AeaJIH3 npoeeJJ;en no H)J;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HecTpyKQHH yTeepJK,11;eua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N'!! 
10 Microbiological purity*/ Mmcpo6uoJ1orn11ecKaH 11ucrnrn* 

Total Aerobic Microbial NA not more than 103 CFU/g; I 
Count I o6mee 11ucno He 6onee 103 KOE/r; 
a3po6Hb!X MHKpO- . 
opraHHJMOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee 1IHCJIO He 6onee 102 KOE/r; 
,!lpm!OI<eBbIX 11 nnecHeBblX 
rp1160B 

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

11 Uniformity of dosage units I Acceptance value (AV) not more than 15.0 
O.uuopo.uuocTb 

3.7 
floKa3aTenb np11eMJieMOCTH (AV) .UOfl)l(eH 6b!Tb 

)l03Hp0B8HHblX e.uuuuu. He 6oJiee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'-IaHHe: flpo.uyKT COOTBeTcTByeT rpe6oBaHID!M H,n: 3aKJIIO'leuue: O)1.Ol>PEHO 

Prepared by / 
Tio.n.roTOBJieHo: Pravesh 
Rana j 
Date I 
,n:arn: 20.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
flpoaepeHo: Pardeep flpoBepeHo (AOK): O.n.o6peHo: O6ecne11eHHe Ka•1ecr~a/ seTCTBeHHOe 
Ku.mar 

¾ 
Amit Kumar 

OHUO @
7 A~ 

Date / Date I !Date I 
~ .-o I ...... 2-e> u )J,aTa : 20.0 1.2026 .lJ:arn: 20.01.2026 )],am: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hill s, Hyderabad - 500034, Telangan a, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@ drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHcl> HK.AT AHAJill3A 

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

Tel : +91 93166 56001-02 

www. rre 1vs.com d dd 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCnepruoveMhie e DOJIOCTH pTa, 10 Ml' 
Market/ PLIHOK : Russia I Pocc1-rn 
Batch No I 

: V2600014 
Batch Quantity / 36,00,000 tab I 

CepnH .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003257826 
Date of Analysis / 

20.01.2026 
AuaJIHTH'leCKHH OT'leT .N'2 ,l(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,ll;aTa DPOH3B0ACTBa ro,neH AO 

Mfg. License No./ 
MA number:/ 

IIpouJBOACTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'2(004669)-(Pr-RU) 
JIH~eHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoeeAeH no H)l.: .J1II-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVK~HH yrnepm;:i:eua: 21.04.2025 

Page 8 of 11 / CTp. 8 u3 11 
No 

Test/ Iloica1aTeJib Results/ Pe1yJibTaTbI Specification/ HopMa 
.N'2 

12 Assay / KoJIH'IeCTBeHHoe 10,0 mg I 10,0 Mr From 9.0mg to 11.0mg of 
onpe,ll,eJiem1e (100.1 %) CI sH 13NO3 •C4H11 NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,ll,0 11,0 Mr 
C1sH13NQ3•C4H11NO3 (KeTOpOJiaKa 
TpoMeTaMHH) (oT 90,0 ,ll,0 110,0 % OT 
Ja51BJieHHOro KOJIH'feCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0965 mg/tab I Not less than 0.042 mg/tab./ 
content I Co.u:ep,icaH11e 0,0965 Mr B m6neTKe He Mettee 0,042 Mr B m6nerne. 
6yTHJiru,u:poKCHaHHJOJia 

'!Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
ITpuMe'laHue: Tipo,ll,yKT cooTBeTcrnyeT TjJe6oeaHH51M HA 3aKJHO\feHue: 0,/J,OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
no,ll,rOTOBJleHo: Pravesh TipoBepetto: Pardeep TipoaepeHO (AOK): O.L1,06pe1w: O6ecneqem-1e K8l1ecTaa~O1'. eTcTBeHttoe 
Rana 

t 
Kumar 

~ 
Amit Kumar 

n H~O: ~v 
I'~ 

Date I Date/ Date/ 'Date I 
}],am: 20.01.2026 ,l],aTa: 20.01.2026 }],am: 20.01.2026 ~~,- 2...-02--6 )]:am: 

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 .corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIM3A 

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

Tel : +91 93166 56001-02 
www.drre dd ,vs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOtWKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ti;ncneprunveMbie e UOJIOCTH PTa, 10 Mr 
Market / PLIHOK : Russia / PocCH.H 

Batch No/ 
: V2600014 

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

: 040003257826 
Date of Analysis / 

20.01.2026 
AuaJinTn<IecKnn OT<JeT .N'!! ,[(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[(aTa npOH380,UCTBa ro.ueu ,no 
Mfg. License No. / 

MA number:/ 
IIponJBOACTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJinJ npoee.neu no H.[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnvKQHH yrnep~eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 03 11 
No 

Test I IloKaJaTeJJh Results/ PeJyJJhTaThI Specification / HopMa 
.N'!! 
14 Package description / 10 tablets in a blister of 10 tablets in a blister of (P Al AL/PE with 

OnucaHue 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. / ITo 10 rn6neTOK B 6n11cTepe H3 

information leaflet in a carton (ITAi Afl/Il3 C BnaronornornTeneM/I138IT) 
pack. I ITo 10 Ta6neTOK B QlOJibrH II (I13/AJ1) !pOJibrH. ITo 1 IU]l,f 

6JIHCTepe 113 (ITAi AJ1/I13 C 6m1cTepa BMecTe C JIHCTKOM-BKJia,llhJWeM 
snaronornoTHTeneM/IT3B IT) na'IKY KapTOHH)'IO. 
cponhru // (113/ AJ1) cponhru. ITo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,llbIWeM B na'iKY 
KapTOHH)'IO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Ilpu BbmycKe JieKapCTBeHHOro npenapaTa K0HTpOJih Ka<ieCTBa no OOK33aTeJ1fO «MHKpo6HOJIOrH<ieCKaH 
<iHCTOTa» npOBO)),lffCH .1lJ1H Ka,KJJ,OH 20-oii cepHH, HJJH )J_J]H 0)1,HOH cepuu B r0.1l, B 3aBHCHM0CTH OT Toro, <(TO 
H3CTYOHT paHbUJe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
llpnMe<iaHne: CTpo.uyKT coorneTcrnyeT TPe6osaHIDIM H,lJ; 3aKJJfO<ieHHe: O)I:OliPEHO 

Prepared by / 
Ilo.uroToBnetto: Pravesh 
Rana 9 

,I 

~v 
'Date/ 
:,!l,aTa: 20.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilposepetto: Pardeep ITposepetto (AOK): 0.n:o6petto: 06ecne'ieHHe Ka'ieCTsa/OrneTcTBeHttoe 
Kumar Amit Kumar n11uo: 

~~~ ~ A 
,/\ 

_.,,/ -I Date/ Date/' IDate I 
2.--<' 'G> 1 ,..._7..-lJ L~ : JJ:aTa: 20.01.2026 JJ:arn: 20.01.2026 ,lJ;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

Viii, Khol, Na laga rh Road, Baddi, 
Distt. Solan, H.P , 173 205, INDiA 

Tel: +9193166 56001-02 
d d I www. rre c1vs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,1J;HcnepruoveML1e e noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Pocc1-rn 
Batch No I : V2600014 

Batch Quantity / 36,00,000 tab I 
CepuH .N"!! O6beM cepuu 36,00,000 rn6 
Analytical Report No I : 040003257826 

Date of Analysis/ 
20.01.2026 

AuaJIHTH':lecKuu OT'leT .N"!! .il:aTa auaJiuJa 
Date of Manufacture/ : 12/2025 

Date of Expiry / 
11/2027 

.il:aTa npOH3B0,IJ;CTBa ro,IJ;eH ,IJ;O 

Mfg. License No./ 
MA number:/ 

IlpouJeo,1J;cTeeunaH : MNB/05/263 
HoMepPY 

: JIII-.N"!!(004669)-(Pr-RU) 
JIUQeHJHH .N"!! 
Analysis performed according ND:/ AuaJiuJ npoee,1J;eu no H,a:: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / lfucToVKU.HH YTBep)KJ).eua: 21.04.2025 

Page 10 of 11 / CTp. 10 uJ 11 
API name/ HauMeuoeauue A<I>C: Ketorolac tromethamine / KernpoJiaKa TPOMeTaMHH 
INN /MHH: Ketorolac / KernpoJiaK 
API manufacturer batch number/ ABSH00l 785, ABSH002693 
HoMep cepuu nponJBOAHTeJIH A<I>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3B0,IJ;HTeJIH FESA00219, FESA00356 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlpouJeo,1J;nTeJIL A<I>C, cTpaua: ,ll;-p Pe;:mH'c Jla6oparnpttc JlTA., l1HAH51 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site I Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site I MNB/05/263) I 
HanMeuoeauue, a,[(pec, JiuQeHJHH AJIH ,ll;-p Pe;:mH'c Jla6opaTOpHC JlTA., I1H,[(H51, TipoH3B0,[(CTBeHHOe 
IlpouJeo,1J;cTeeunaH nJiomaAKa / IIJiomaAKa noApa3AeJieHHe-6, BHJIJI. KxoJih, Hanarapx PoyA, EaMH, ,ll;ttcTpHKT 
KOHTPOJIH Ka'leCTBa / IIJiomaAKa BblDYCKa CoJiaH, x.n., 173205, I1H,[(Hll (JIHI._\eH3H51 HOMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in 
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal 
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 
Economic Union is established». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMetJaune: TTpoJJ.yKT cooTBeTcTByeT TJ)e6osaHH51M HA 3aKJJIO'Ieune: 0,lJ.OliPEHO 

Prepared by / 
TioJJ.roTOBJieHo: Pravesh 
Rana 

{,, 
!D ate / 
:,l(a-ra : 20.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTposepeHo: Pardeep npoaepeHo (AOK): 0,11,06peHo: 06ecrretJemrn Ka4eCTB0Ja/0 TBeTCTBeHHoe 

Kumar A mit Kumar ••uo, ~~ 
d- ~/ / .-. 

I Date / Date / I Date/ 
k,()-o\•-i-ou : J].arn: 20.01.2026 )];am: 20 .01.2026 )];am: 

Registered Office: 8-2-337, Roa d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: 1-91 40 4900 2999, Em ai l: mai l@drreddys.co rn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTHcf>IIKAT AHAJIH3A 

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 
d www.drre dvs.co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoti,yKT: KeTopoJI® 3Kcnoecc (KeTODOJiaK) Ta6JieTKH, tl,HCneorHnVeMhle e UOJIOCTH DTa, 10 Mr 
Market / PLIHOK : Russia I Pocc1-rn: 

Batch No/ : V2600014 
Batch Quantity / 36,00,000 tab / 

CepttH .M! O6beM CeDHH 36,00,000 rn6 
Analytical Report No/ : 040003257826 

Date of Analysis / 
20.01.2026 

AHaJIHTnqecKHii oTqeT .N'!! Ll:aTa aHaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
Ll:aTa DPOH3B0tl,CTBa roti,eH tl,O 
Mfg. License No./ 

MA number:/ 
Ilpott3BOtJ.CTBeuuaH : MNB/05/263 

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

JIHIJ;eH3mI .N'2 
Analysis performed according ND:/ AuaJIH3 npoeeti,eu no HLt:: JIII-.N'!!(004669)-(Pr-RU)-190224 
Pil, version approved: / l:IHCTPYKUIUI yrnep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 Hl 11 
3a1rnroqeHHe O COOTBeTCTBHH: «HacTOSH.U:HM 5.1 rro.urnep)K,UaIO, qTo rrpHBe,UeHHa5.I BhIIIIe HH<popMaUH5.I 5.IBJI5.leTC5.I 

,UOCTOBepHOH H TQqHOH. 3m cepH5.1 npo.uyK.U:HH rrpOH3Be,neHa (BKJUOqa5.1 yrraKOBKY (MapKttpOBKY) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa.3aHHOH npott3BO.UCTBeHHOH TIJIOII.J.a,D,Ke (IIJIOII.J.a,D,Kax) B IIOJIHOM COOTBeTCTBifif C 

Tpe6oBaHH5IMif IlpaBHJI Ha,D,Jie)KaII.J.eH npott3B0,l],CTBeHHOH rrpaKTHKif EBpa.3HHCKOfO 3KOHOMHqecKoro COI03a If 

Tpe6oBaHH5.IMH KOHTPOJI5I KaqecTBa neKapCTBeHHhIX cpe,D,CTB, a TaK)l{e B COOTBeTCTBHH co crreumprrKaUH5.IMif, 

co.uep)KaII.J.HMHC5I B perncTpaurroHHOM .UOChe CTpam,I-IfMIIOpTepa. 3anHCH no npOH3B0,lJ,CTBY, yrraKOBKe H aHaJIH3Y 

npoBepeHbI, If ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHJI Ha,nJie)KaII.J.eii npott3BO.UCTBeHHOH rrpaKTHKH 

EBpa.3HHCKOrO 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-rnuue: TTpoAyKT coorneTcrnyeT Tpe6osamuiM HA 3aKJIIO'-leuue: 0)],0liPEHO 

Prepared by / 
TioAroTOBJieHo: Pravesh 
Rana 

1 
Date/ 
,n:arn: 20.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilp0Bepe1-10: Pardeep TiposepeHo (AOK): OAo6peHo: O6ecneqeH~He Ka•1eCTsa/OTBeTCTBCHHOe 

Kumar Amit Kumar JIHU0: 

=f ~ . ) / " ,_ 

Date/ Date/ I Date/ 
~-o)r-~U ,n:arn: 20.01.2026 ,D;arn: 20.01.2026 ,n:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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