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

CEPTM$IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, \NOIA 

Tei : +91 98166 56001-02 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO.llYICT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,llHCOepruoveMble B IlOJIOCTH pTa, 10 Mr 
Market / PblnoK : Russia / Poccm1 
Batch No/ 

: V2600196 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! 06-LeM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003276507 
Date of Analysis/ 

13.02.2026 
AnaJIHTH'leCKHii OT'leT .N'!! llaTa anaJIH3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
.L(aTa np0113B0,llCTBa ro,lleH .llO 
Mfg. License No./ 

MA number:/ 
Ilpou3BO.llCTBennaH : MNB/05/263 

HoM~pPY 
·: JIII-.N'!!(004669)-(Pr-RU) 

JIHU.eH3HH .N°!! 
Analysis performed according ND:/ AnaJIH3 npoBe,llen no H.L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTpyKU.HH vrneo~eua: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

Test I IloKaJaTem, Results/ PeJyJibTaTM Specification / HopMa 
.N'! 

1 Description/ Onucauue 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 ITJJOCKHe 
side. / Kpyrnhle rrnocK11e Ta6neTKH c qiacKOH, CBeTJJO-)KeJJTOro UBeTa C 
Ta6JJeTKH c q>aCKOH, CBeTJJo- rpaB11poBKOH «I» tta o.nttofi: CTopoHe. 

)KeJJTOro l..{Bern C rpaBHpOBKOH 
«I» Ha OtJ:HOH CTOpOHe. 

2 Identification / 11.lleHTH<PHKaUHSI 

Ketorolac I Kemopo11aK Complies/ CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-

cneKTphI nornomeHm1 11cnhnyeMoro pacTBopa 11 

pacTBopa CTaH.napTHOro 06pa1ua KeToponaKa 
TpOMeTaMJ1Ha .UOJJ)l(Hbl HMeTb MaKCHMYMhl rrp11 

O,UHOH 11 TOH )Ke .UJJJ1He BOJ!Hhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
IlpHMetfaHHe: Tipo.nyKT COOTBeTCTByeT Tpe6oBaHlli!M H,ll; 3aKJ11-0lfCH11e: O)].OEPEHO 

Prepared by/ 

no.ArOTOBJJetto: Shivani 

,I 
1)1 

:,O:ant: 13.02.2026 
IDate / 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
npoaepeF10: Rama nposepeHo (AOK): O.no6peHo: 06ecrre'!eH11e Ka'!ecTBa!OTBeTcTBeHttoe 

Kant Amit Kumar msuo: 

~ ~/ ~ ,,_-

I Date/ Date / IDate / 
'~---0 i-- '2--0 ~ : ,n:aTa: 13.02.2026 JJ:arn: 13.02.2026 )];am: 

Registered Ofiice : 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<I>HKAT AHAJIH3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IJpOAYin: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKU, AHCneprupyeMbie B UOJIOCTU pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1rn 
Batch No/ 

: V2600196 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003276507 
Date of Analysis / 

13.02.2026 
AuaJiuTuqecKuii oTqeT .M! ,[(aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
,[(aTa npOU3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIponJBOACTBeuuaH : MNB/05/263 

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

JIUU.eH3UH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBeAen no HJI:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKIJ.HH YTBep:>K,1J;eua: 21.04.2025 

Page 2 of 11 / CTp. 2 uJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa ,N'g 

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 BpeM.H y.l(ep)l{HBaH1rn OCHOBHOro mma Ha 
xpoMarnrpaMMe HCIThITyeMoro pacrnopa 
.l(OJI)KHO COOTBeTCTBOBaTb speMeHH 
y.l(ep)l{HBaHml 0CHOBHOro ITHKa Ha 
xpoMarnrpaMMe pacrnopa cmH.l(apTHOro 
06pa1ua KeTOp0JiaKa TpoMemMHHa (pa1.l(eJI 
«KoJ111qecTBeHHoe orrpe.l(eJieH11e»). 

Remarks : The Product confirms to ND/ 

!
Conclusion : APPROVED / 

Ilp11Me'!auue: Ilpo.l(yKT COOTBeTcrnyeT Tpe6osaHH.HM H,[( 3aKJIIO'!euue: 0,1],0liPEHO 

P repared by / 

Do.llrOTOBJ1e1-10: hivani 

~( 

Date I 
,[(am: 13.02.2026 

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

Ilpoaepetw: Rama TTpoeepeHO (AOK): O.l(o6peuo: O6ecrreqem1e Kaqecrna/OrneTCTBeHHoe 

Kant. 

~1 
Amil Kumar JIHUO: 

~~ {\~ 
Date I Date I IDate / \ '> l""l) 7__,-ruJ 1--~ ,[(am: 13.02.2026 ,[(am: 13.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, 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 <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Kho\, Na\agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei: +9198166 56001-02 
www drreddys com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpotJ,y1n: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, tJ.HCneprupyeMble B DOJIOCTH PTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No/ 
: V2600196 

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

: 040003276507 
,ll.aTa auaJiuJa 

13.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
12/2027 

,ll.aTa DPOH3B0t).CTBa rotJ,eH tJ.O 
Mfg. License No./ 

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

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

JIHU,eH3HH .N'!! 
Analysis performed according ND:/ AuanuJ np0Bet1.en no H,11;: .JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKU.HH vrnep,KJJ.eua: 21.04.2025 

Page 3 of 11 / CTp. 3 HJ 11 

Test I IloKaJaTem, Results I PeJyJihTaTbt Specification/ HopMa 

Butylhydroxyanisole I 
EymuJ12uopoKcuaHu30J1 

Complies / CooTBeTcTByeT 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). I 
BpeMeHa y.nep)KHBamrn: IlHKOB 2-
6YTHJirH,npOKCHaHH30Jia H 3-
6yTHnrn.npoKCHaHH30Jia Ha xpoMaTOrpaMMe 
HC!lhITyeMoro paCTBOpa .ll_OJI)KHbl 
COOTBeTCTBOBaTb BpeMeHaM y.nep)KHBaHlrn 
IlHKOB 2-6yTHJirH.ll_pOKCHaHH30Jia H 3-
6YTHJirn,npOKCHaHH30Jia Ha xpoMaTOrpaMMe 
pacTBopa cTaH.napTHoro 06pa3ua 
6yTttnrn.npoKcttaHH3ona (pa1.nen «Co.nep)KaHHe 
6YTttnrn.npoKcttaHH30Jia» ). 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe'IaHHe: Ilpo.nyKT COOTBeTCTByeT Tpe6oBaHIDIM H).]; 3aKJIIO'Ieuue: O,ll.OliPEHO 

Prepared by I 
[lo.nroTOBJieHo: Shivani 

/2, 
IDate / 
1).];arn: 13.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
nposepe,m: Rama TT posepeHo (AOK): O.no6peHo: O6ecrre'-!em1e Ka'-!eCTBalOTBeTCTBeHHoe 

Kaai 

~J.l)/ 

Amil Kumar 

{' ~ 
m1uo: 

~ 
Date I Date / IDate / ' 1 ---0 ~ ~- '2-0 u )Xarn: 13.02.2026 Jl,aTa: 13.02 .2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, 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<l>HKAT 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 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i:ucnepruoveMble e noJJOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc11.11 
Batch No/ 

: V2600196 Batch Quantity/ 36,00,000 tab I 
CepttH .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003276507 Date of Analysis / 
13.02.2026 

AuaJIHTH<teCKHH OT<teT N!! J(aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
J(aTa npOH3B0;:J:CTBa ro.ueu ;::i:o 
Mfg. License No./ 

MA number:/ 
Ilpott3BO,LJ;CTBeunaH : MNB/05/263 

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

JIHIJeH3HH N!! 
Analysis performed according ND:/ AnaJitt3 npoee;::i:eu no HJ(: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH yTeepm;::i:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test/ Iloiea1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa 
.N"!! 

3 Average weight / Cpe;::i:us1H 70.3 mg I 10,3 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4 .0 %). 
Macca OT 67,2 Mr .llO 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 / CooTBeTcTByeT 18/20 Ta6JJeTOK - He 6onee ± 10%; 
0;::i:uopo;::i:HOCTb M8CCbl 

2/20 rn6neTOK - ue 6onee ± 20 %. 

4 Disintegration time I 
Pacna;::i:aeMOCTb 

00 min 27 sec/ 00 MHH 27 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopeuwe Unit-I / Ta6n-l 100 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 103 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1 sHnNO3•C4H11 NO3 (KeToponaKa 

Unit-3 / Ta6n-3 103 % TpoMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 99% 

Unit-5 I Ta6n-5 98 % 

Unit-6 / Ta6n-6 97 % 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
IlpHMe'laHHe: ITpo;::i:yKT C0OTBeTCTByeT rpe6oBaHJ,rn:M H,[( 3aKmo•1e1-rne: 0)1,0liPEHO 

P repared by I 
no.urOT0BJJeH0: Shivani 

br 
D ate/ 
}:tarn: 13.02.2026 

Checked by/ Checked by (AQA) I Appr0ved by: Quality Assurance/ Authorized person/ 

OpoBepeHo: Rama TTpoeepeRo (AOK): Oao6peHo: O6ecrre'IeHHe Kaqecrna/OrneTcTBeHHoe 

Kant 

~~ 
Amit K umar m1uo: 

~ (\ ~ 
Date / Date I IDate / (s ---n 2--,--~ u ,Uara: 13.02.2026 ,Uani: 13.02.2026 ,[(ara: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM<l>MKAT AHAJIB3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK :Russia/ Poccm1 
Batch No/ 

: V2600196 
Batch Quantity/ 36,00,000 tab I 

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

: 040003276507 
Date of Analysis / 

13.02.2026 AnaJIHTuqecKuu oTqeT N2 )laTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 .lJ:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBenuaH : MNB/05/263 

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

Jiui_.euJHH N!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H,I:(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MucTnvKi_.uH YTBep,KAeua: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 HJ 11 
No 

Test I IToica1aTeJ1h Results / Pe1yJ1hTaThI Specification / HopMa ,N'g 

6 Particle size distribution / Complies/ CoorneTcrnyeT A uniform suspension passing through a 710 µm 
tJ:ucnepcHOCTh sieve is formed. I O6pa1yeTCR 0.llHOpo.nHaR 

cycneH3HR, npoxo.nmu.aR CKB03b CHT0 
pa3MepoM ornepCTHH 710 MKM. 

7 Impurities/ ITpuMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032%) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe npe.nena KOflH'IeCTBeHHOro 
1-rn.npoKCHaHMOr onpe.neneHHR (TTKO = 0.0032 %) 
KeToponaKa 

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

unidentified impurity I 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,nHHH1IHaR 
HeH,neHTH~H~HpOBaHHaR 
rrpuMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa rrp11Mece11 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
ITp11Me'-1aH11e: TTpo,nyKT COOTBeTcTByeT Tpe6oBaHHRM H,l], 3aicmo'-leHue: OtJ:OliPEHO 

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

f <( 

Date / 
,Uarn: 13.02.2026 

np0Bepe1-10: Rama TTpoBepeHo (AOK): OJJ,06pe1-10: O6ecne4eH«e Kaqecrna/OrneTCTBeHHoe 

Kant~~ 
Amit Kumar m1uo: 

~/ [\~;-
Date I Date I IDate / ,~~ 1--~ '?..-0 ~ ,l],arn: 13.02.2026 ,l],arn: 13.02.2026 ,l],arn: 

Registered Office: 8-2-337, Road No. 3, Banjar;:, Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 

I 



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

CEPTM <I> MKAT AHAJIII3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::w1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, /1,HCneprupyeMbie B noJI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600196 
Batch Quantity/ 36,00,000 tab/ 

CepuH N!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003276507 

Date of Analysis / 
13.02.2026 

AuaJiuTuqecKuii oTqeT N!! llaTa auaJiu3a 
Date of Manufacture / : 01/2026 Date of Expiry/ 

12/2027 
.[{aTa np0H3B0/J,CTBa ro/1,eH /1,0 
Mfg. License No. / 

MA number:/ 
Ilpou3BO/J,CTBeuuaH : MNB/05/263 

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

JIHIIeH3HH N!! 
Analysis performed according ND:/ AuaJin3 npoBe/1,eu no 11,[t:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKIIHH YTBep)K/1.eua: 21.04.2025 

Paee 6 of 11 / Crp. 6 u3 11 
No 

Test/ IloKa3aTeJib Results/ PeJyJibTaTbI Specification / HopMa 
.N"2 

8 Water content/ 2.1 % Not more than 7 .0 %. / 
Cot1,ep,i.aune BOLi.bi He 6oJJee 7 ,0 %. 

9 Residual solvents / OcTaToqHbie opraunqecKne pacTBopnTeJIH 

Isopropyl alcohol / 4 µg/tab / Not more than 350 µg/tab. / 
lfaonponaHoJJ 4 MKr B m6JJeTKe He 6oJJee 350 MKr B m6JJeTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: Ilpot1,yKT coorneTcrnyeT rpe60BaHIDIM H,ll; 3aKmoqeune: O,l];OliPEHO 

Prepared by I 
Ilot1,roTOBJ1eHo: Shivani 

;81 
Date / 
)];aTa: 13.02.2026 

Checked by/ Ch eked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITpoBepeHo: Rama TTpoBepeHo (AOK): OLJ,o6petto: O6ecneqemi:e K8'1ecTBa!OTBe-rcrneHH0e 
Kant 

~ 
Amit Kumar ,muo, ~ 

~~--- ' 
Date / Date/ IDate / \1 "G> 2..--~ '7-D 1,,.-~ Aa,-a: 13.02.2026 )];am: 13.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara rlills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC00450l 
www.drreddys.com 

I 



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

C •RTI •!CATE OF ANALY I 
CEPTH<l>HKAT AHAJIH3A 

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 
Ilr>OJJ.YICT! KeTOJ)OJI® 3KCIIJ)C.CC (KeTOr>OJiaK) Ta6neTKII, ,ancnepruoveMblC e DOJlOCTU l)Ta, 10 Mr 
Market / PblHOK : Russia / Pocc1,u1 
Batch No/ 

: V2600196 Batch Quantity / 36,00,000 tab/ 
Cepnn .M! O6'heM cepun 36,00,000 rn6 
Analytical Report No/ 

: 040003276507 
Date of Analysis / 

13.02.2026 AuanuTuqecKnii oTqeT .N'2 JlaTa auanu3a 
Date of Manufacture/ 

: 01/2026 
Date of Expiry/ 

12/2027 
)].a-ra np0ll3B0.IICTBa roJJ.CH JlO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)J;CTBeHH3H : MNB/05/263 
HoMepPY 

: JIIl-.N'2(004669)-(Pr-RU) 
JlUl~eH3UH .N'2 
Analysis perlormed according ND:/ AuaJim opoee)J;eu no H,[I;: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQHSI YTBCp,K,!J.eua: 21.04.2025 

Page 7 of 11 / CTp. 7 u3 ll 
No 

Test I l1oKa3aTMb Results/ PeJyJibTaTbl Specification/ HopMa 
.N'!! 
10 Microbiological purity*/ Mm~po6110JiorH<-1ecicasi 'I.HCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee tJHCJIO He 6onee 103 KOE/r; 
a3p06HbIX M11Kpo-
opraHIUMOB 

Total Combined Yeast and NA not more than I 02 CFU/g; / 
mold count/ o6mee tJ11cno He 6onee 102 KOE/r; 
JlPO)IOKeBb!X H IlJieCHCBbIX 
rp1160B 

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

11 Uniformity of dosage units I Acceptance value (AV) not more than 15.0 
O)lHOp0/lHOCTb 

7.7 
TToKa3aTeJ!b rrp11eMJ1eMOCTH (AV) /lOJI)l(eH 6bITb 

)l03Hp0B3HHblX C/lHHHU He 6onee 15,0. 

!Remarks : The Product confirms to ND/ 

I
ICondusion : APPROVED / 

,TipHMe'laHne: Ilpo,uyKT COOTBeTcrayer rpe6oBaHIUIM H)l 3aKJIIO'l.eHue: O.IJ:OEPEHO 

Prepared by / 
no.11roTOBJteHO: Shivani 

!> r 
Date/ 
.[(an: 13.02.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Ilposepe1m: Rama OpoeepeHO (AOK): O,uo6peHo: 06ecrreqett11e Ka'lecrna/OrnercTBeHHOe 

Kmt ~ 
Amit Kumar JHll.(O: 

~/ (\· 

II
Date / Date / !Date I ~ i; ---0 '2-r-- 'U> 1.--b ):(am: 13.02.2026 )lam: 13.02.2026 ,[{ara: 

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

CIN: L85195AP1984PLC00450l 
www.drreddys.com 
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••· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJilI3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.1w1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, 11:ucnenrunveMbie B noJIOCTH DTa, 10 Mr 
Market / PLIHOK : Russia I Poccm1 
Batch No/ 

: V2600196 
Batch Quantity/ 36,00,000 tab/ 

Cepun .N'!! 06'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003276507 
Date of Analysis / 

13.02.2026 
AnaJIHTH<JecKuu OT'leT .N'!! .11.aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
.11.aTa npOU3B0,!J;CTBa ro11:eu ,!J;O 
Mfg. License No./ 

MA number: I 
IlpouJB0/1:CTBeuuaH : MNB/05/263 

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

JIUD;eH3UH .N'!! 
Analysis performed according ND:/ AuaJIU3 np0Be11:eu no H.11.: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTDYKU:HH YTBepm,1J;eua: 21.04.2025 

Pa2:e 8 of 11 / CTo. 8 03 11 
No 

Test/ IloKaJaTeJlb Results / PeJyJ1bTaTbl Specification / HopMa 
,N'Q 

12 Assay/ KoJ1H'leCTBeHHOe 9.9 mg I 9,9 Mr From 9.0mg to 11.0mg of 
onpeJieJ1euue (99.1 %) C1sH13N03•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TPOMeTaMirn) (OT 90,0 )10 110,0 % OT 
JajjBJieHH0ro KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0971 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJiep:iKauue 0,0971 Mr B rn6neTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJ1rH)lpOKCHaHtt30Jla 

Remark : The Product confirms to ND/ Conclu ion : APPROVED / 
Hp11Me'lattue: IIpoAyKT coorneTcrnyeT Tpe6oBamrnM H)]; 3aKmO'le1rne: O.LJ:Ol>PEHO 

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

IIo,nroTOBJieHo: Shivani IIpoBepeHo: Rama IIpoBepeHo (AOK): ~:::p,ao: 06ec~ 0TBCTCTSOHHOC 

)>1 
Kant 

~ 
Amit Kumar 

f\ ----Date I 

'

'Date I Date I IDate / 
' ~ ~ '2.-.- 1-(J 2.-b )];am: 13.02.2026 )];am: 13.02.2026 )];am: 13.02.2026 ,[{ara: 

Registered Office: 8-2-337, Road No. 3, Banjarc. 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 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,!J,YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,lJ,HCneprunveMhle e UOJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm, 

Batch No/ 
: V2600196 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJittTtt<IecKuii OT<IeT .N'!! 

: 040003276507 
.[{aTa auaJiu1a 

13.02.2026 

Date of Manufacture/ 
: 01/2026 

Date of Expiry/ 
12/2027 

.[{aTa DPOH3B0,lJ,CTBa ro,lJ,eH ,!J,O 
Mfg. License No./ 

MA number:/ 
1Ipott3B0,lJ,CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoee,1J,eu no H.[{: JIIT-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeepm,1J,ena: 21.04.2025 

Page 9 of 11 / CTp. 9 u1 11 
No 
x~ Test I IloKaJaTeJib Results I PeJyJibTaTM Specification / HopMa 

14 Package description / 
Onttcautte ynaKOBKH 

10 tablets in a blister of 
(P Al AL/PE with 
desiccant/HOPE) foil// (PE/AL) 
foil. 2 blisters with patient 
information leaflet in a carton 
pack. / Ilo 10 Ta6JieTOK B 
6m1cTepe 1B (TIA/ AJI/I13 c 
BJiaronornornTeJieM/I13BII) 
qiomrn: // {I13/ AJI) q>OJibrn:. Ilo 
2 6m1CTepa BMeCTe C JIHCTKOM­
BKJia,[(bIIIIeM B na11Ky 
KapTOHH)'IO. 

10 tablets in a blister of (P Al AL/PE with 
desiccant/HOPE) foil // (PE/ AL) foil. 1 or 2 
blisters with patient information leaflet in a 
carton pack. / IIo 10 rn6JieTOK B 6m1cTepe 113 

(ITAi AJI/I13 c snaronornoTHTeJieM/TI3B II) 
qionbrn: // (I13/ AJI) <pOJihrn. IIo 1 HJIH 2 
6JIHCTepa BMeCTe c JIHCTKOM-BKJia.[(bIIIIeM B 
na11Ky 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. 
* Ilptt BbrnycKe JieKapcTBeuuoro npenapaTa KOHTpOJib Ka'leCTBa no noKaJaTemo «MttKpo6ttoJiortt'lecKast 
'IHCTOTa» npOBO).I.HTCSI ).I.JISI Ka,K,L{OH 20-oii ceptttt, HJIH ).I.JISI 0).1.HOH ceptttt B ro).I., B 3aBHCHMOCTH OT Toro, 'ITO 
uacTynttT paHbllle. 

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

IlpttMe'laHtte: Ilpo,nyKT COOTBeTCTByeT -rpe6oBaHIDIM H)]; 3aKmoqeutte: O)1:OliPEHO 

Prepared by I 
Ilo,nroTOBJieuo: Shivani 

!f( 

!°ate / 
:}],aTIJ: 13.02.2026 

Checked by I Checked by (AQA) / Apprnved by: Quality Assurance/ Authorized person / 
n poeepetto: Rama IlpoBepetto (AOK): 0Ao6peHo: 06ecrre11eHHe Ka11ecrna/OrneTcTBeHttoe 
Kant 

~ 
Amit Kumar mu.to: ~ 

(\/"'~ l 1/ 
I Date / Date / I.Date / 

\ ~ -0 '1- - '"2..-e> 'b6 : }],aTa: 13.02.2026 ,[(am: 13.02.2026 )J,aTa: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

C\N: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANAL I 
CEPTli«l>ID<AT AHAJill3A 

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 
Iloo.nv1n: KeTOPOJJ® 3Kcopecc (KeTOPOJlaK) Ta6JJeTKH, )UICaepnsoveMble B U0Jl0CTH PTa, 10 Mr 
Market/ PhIHOK : Russia I Poccm1 
Batch No/ 

: V2600196 Batch Quantity I 36,00,000 tab/ 
Cepurr .N'!! O61>eM cepun 36,QQ,000 Ta6 
Analytical Report No I 

: 040003276507 Date of Analysis / 
13.02.2026 

AnaJJHTH'lecKun OT'leT .N'!! J(aTa auaJIHJa 
Date of Manufacture/ 

: 01/2026 Date of Expiry / 
12/2027 

J(aTa fll)OU3BOJ).CTBa ro.ueu AO 
Mfg. License No. / 

MA number: I 
Ilpou3BOJJ.CTBeHnaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ Anam1J npoBetJ,eu no II)]:: JID-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / liHCTPVKl-'HH V'fBCl},tCJ\eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ Hamueuoeam,e A<l>C: Ketorolac tromethamine I Ke-roponaKa TP0MeTaM MH 
INN /MHH: Ketorolac I KeToponaK 
API manufacturer batch number/ 

ABSH002693 
HoMeJJ cep11u npOH3B0,nnTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepm1 cy6cTanu;nu nponJB0JJ.HTeJIH FESA00356 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3BOJJ.HTeJih A<l>C, CTpana: Ll:-p PeMH1C J1a6opaTOpHC JlT)].. , l1H)].Hjj 
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 
HanMeHOBanne, a.upec, JIHQeH3HH J).JIH Ll:-p PeMH'c J1a6opaTOpHC J1T)J.. , l1H)J.Hjj , I1pOH3BO,ll.CTBeHHOe 
IlpouJoottcTeeHnarr nJioll.(aJJ.Ka / IlJIOII.(aJJ.Ka no,ll.pa:3)].enettHe-6, Bmrn. KxoJib, Hrurnrapx PoyA, EaMH, Ll:HcTpHKT 
ICOHTpom1 Ka'leCTBa / Il.rioll.(aJJ,Ka BhlDYCICa ConaH, x.rr., 173205, 11HD.I-UI (JIHQeH3Hjj 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/ Conc.lusion : APPROVED I 
OpuMe'lauue: TTpo.nyKT co oTBeTCTByeT Tpe6oaaHH51M HA 3aK IO'lettue: 0,l(OliPEHO 

Prepared by / 
□on.roTosneHo: Shivani 

) r 
'Date / 
:,[lani: 13.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepeHo: Rama TTpoaepetto (AOK): On.o6peHo: 06ecneqettue Kaqecrna/OrneTcTBeHHoe 
Kant 

~~ 
Amit Kumar m1u.o: 

~/ ~~~ 
I Date / Date / !Date/ )~,-z:,?.-,-~'2.-(, : .IJ;arn: 13.02.2026 ,ll,arn: 13.02.2026 ,ll.arn: 

Registered Office : 8-2-3 37, Road No. 3, Banjarc1 Hills, Hyderabad · 500034, T2langana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys. com 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF A ALY IS 

CEPTH (I) lIKA T AHAJIH3A 

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.L{YKT: KeTopo.f1® 3Kcnpccc (KeTopoJiaK) Ta6JieTKU, JJ.UCneprllJ>Vel\lble e UOJIOCTH pTa, 10 Mr 
Market / PLIHOK'. : Russia / Pocci,rn 
Batch No/ : V2600196 Batch Quantity / 36,00,000 tab/ 
Cepust .M! O6'beM cepm, 36,00,000 rn6 
Analytical Report No/ : 040003276507 

Date of Analysis / 
13.02.2026 

AnaJIHTuqecKHH oTqeT .M! ,U:aTa auaJIHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
.l(aTa npOH380.L{CTBa ro,uen J).0 
Mfg. License No./ 

MA number:/ 
fipOH3BOJJ.CTBeHH8H : MNB/05/263 

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

JI HUCIIJIISI .N'!! 
Analysis performed according ND: I AuaJIH3 npoBeJJ.eH no H,u:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ .HHCTPYKlUUI YTBCp)KJ.leHa: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUoqeHHC O COOTBCTCTBHH: «HacT051lllJIM 51 IIO)].TBep)K)].aIO, qTo np1rne,n:eHHa51 BbHIIe IlH<pOpMaI.IJ151 51BJrneTC51 

,[(OCTOBepHOH H TQt.U-IOH. Ta cepm1 npo,nyKUHH rrpmi3Be,u:eHa (BKJ.IIO"lJa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJ.Jb 

Kaqecrna) Ha BbIJlieyKa3aHHOH rrpOR3B0,llCTBeHHOH. nnom;a.uKe (nnomanKax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBamrnMM ITpaB:Hlr H8)].Jie)Ka:meia rrpOM3BO)].CTBeHHOH. rrpaKTHKH EBpa3MHCKOro JKOHorvrnqecKoro COI03a H 

-rpe6osa1nrnMR KOHTpOJIH Kat.Jecrna neKapCTBeH HbTX cpe)],CTB, a TaK)Ke B COOTBeTCTBlill co crrell,H!pHI<a:IlH5lM.J,I, 

co.n.ep)Ka:mHMHC51 B perHCTpau;uoHHOM )],OCbe CTpaHbI-liMilOpTepa. 3arrucu no npoff.3BQ)].CTBY ynaKOBKe 0 aHaJJH3Y 

npoBepeHbI, H ycTaHOBJTeHo HX COOTBeTCTBHe -rpe6oBaHIUIM ITpaBHJI Ha,n:Jie)Ka.IT(eM apO0.3BO.UCTBeHI-lOH npaKTKKH 

Espa3HHCKoro 3KOHOMK1-1ec1<0ro coI03i:l». 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
[1 p11 1etJa1111e: IlpOll.YKT C0OTBeTcTByeT Tpe6oaaHJ.UIM H,[( 3aKJ110tJe1rne: O,U:OJiPEHO 

Prepared by/ 
Ilo)lrOTOanetto: Shivani 

)>'1 
!Date / 
1AaTa: 13 .02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilpoeepetto: Rama nposepetto (AOK): O)lo6petto: O6ecnet.JettHe Ka•recTBa/OTeeTcTBemme 
Kant 

~ 
Amit Kumar ••"o ~/ 

~J~ 
Date / Date / !Date/ 

' 3,·a 2-- "Ui u. )],ara: 13.02.2026 )],a-ra: 13.02.2026 )],ara: 

Registered Office: 8-2-337, Road No. 3, Banjard Hills, Hyderabad· 500034, T2langana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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