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

CEPTH~IIKATAHAJIII3A 

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

Tel : +91 98166 56001-02 
- ·" rl rrPrl rlvc r-l">m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J;y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, 1lHCnepruoveMhle B IIOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2502514 
Batch Quantity/ 36,00,000 tab / 

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

: 040003249766 
Date of Analysis / 

12.01.2026 
AnaJiuTuqecKuii oTqeT .N'!! ,UaTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,UaTa IIPOH3B01lCTBa roJ];eH J.);O 
Mfg. License No./ 

MA number:/ 
Ilpou3B01lCTBenuaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 np0Be,1J;en no H,U: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKU:HH VTBep)KJ.);ena: 21.04.2025 

Page 1 of 11 / CTp. 1 u3 11 
No Test/ IloKaJaTeJ11, Results/ PeJyJ11,TaTbl Specification / HopMa x~ 
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 Kpynihle 11JI0CKJ1e 
side. / Kpynihle 11nocK11e Ta6JieTKl1 c cpaCKOH, CBeTJIO-)KeJITOro QBeTa C 
rn6neTK11 c cpacKow, cBerno- rpaBupoBKOH «I» ua 0.11.uow cTOpoHe. 
)KeJIT0ro UBeTa C rpaB11pOBKOH 

«I» Ha 0.11.How cTopoHe. 

2 Identification / lI.11.eHTHcj>ttKauuH 

Ketorolac I Kemopo!laK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<t>-
crreKTp1,1 11ornow,eH11H 11c111,nyeMoro pacrnopa H 
pacrnopa CTaH,napTH0ro 06pa31..1,a KeToponaKa 
TP0MeTaM11Ha .11.0Jl)KHl,l HMeTb MaKCHMYMbl 11p11 
0.11.HOH 11 TOH )Ke .11.JIHHe B0JIHl,l (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'taHue: Ilpo.11.yKT cooTBeTcrnyeT TPe6oBaHHHM HA 3aKJ110'leHtte: 0)1:0liPEHO 

Prepared by / 

ITo.11.roToBneHo: Pravesh 

Rana { 
Date / 
,[(am: 12.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITpooepeHo: Pardeep Tipoaepetto (AOI<): 0 JXo6peHo: O6ecrreIJem1e KaIJecrna/OrneTcTBeHHoe 

Kumar Amit Kumar / mmo: 

~ ~ ~ / 

Date / Date/ IDale / 
1 1-- -o\-t..-6 LG )].ara: 12.01.2026 ,!J;aTa: 12.01.2026 ,UaTa: 

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. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWIIKATAHAJIII3A 

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

Tel: +9198166 56001-02 
""' -,,,.,,1,.1,., rnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,rJ;ucneprupyeMhie B noJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2502514 
Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003249766 
Date of Analysis / 

12.01.2026 
AuaJIHTH'lecKuii OT'leT .M! )],aTa auaJIHJa 
Date of Manufacture / : 12/2025 

Date of Expiry/ 
11/2027 

,lJ,aTa npOH3B0,IJ;CTBa ro,IJ;eH ,IJ;O 
Mfg. License No./ 

MA number:/ IlpouJBO,IJ;CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee,rJ;eu no JUI:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH YTBepm,rJ;eua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 uJ 11 
No 

Test I IloKaJaTeJ11> Results/ PeJyJ11>TaT1>1 Specification/ HopMa 
.N"!! 

Complies / CooTBeTcTByeT 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» y.[(ep)l(1,mamrn OCHOBHOfO rmKa Ha 
xpoMaTorpaMMe HCIIhITyeMoro pacrnopa 
,[\OJI)l(HO COOTBeTCTBOBaTh BpeMeH11 
y.[(ep)l(ttBaHHH OCHOBHOro IIl1Ka Ha 
xpoMaTOrpaMMe pacrnopa CTaH.[(apTHOro 
06pa3ua KeToponaKa TPOMeTaMHHa (pa3,[(eJI 
«KOJIWleCTBeHHOe orrpe,[(eJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: IlpO.L\YKT cooTBeTcTByeT TPe6oBaHIDIM H)], 3aKJ110'leHue: O,l],OliPEHO 

Prepared by / 
IlonroTOBJieHo: Pravesb 
Rana 1 
Date / 
)],aTa: 12 .01.2026 

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

ITpoBepeHo: Pardeep [lp0Bepe1-10 (AOK): O;::i:o6peHo: O6ecne'leHue Kaqecrna/OrneTcTBeHHoe 

Kumar 

~ 
Amit Kumar JIHUO : 

~/ {'-· 
Date I Date I IDate I 
)],am: 12.01.2026 )],aTa: 12.01.2026 \ 1.------o \ ~ 7-0 'Lb )],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 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIH3A 

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.rl rrPr!rlv<. .r:om 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)],yin: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],UCDeprunveMbie B D0JI0CTU pTa, 10 Ml' 
Market/ PLIHOK : Russia / Pocciu1 
Batch No/ 

: V2502514 
Batch Quantity/ 36,00,000 tab / 

CepuH .M, O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis/ 
AuaJiuTuqecKuu: oTqeT .N'!! 

: 040003249766 
.[{aTa auaJiu1a 

12.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 )]:aTa np0U3B0)],CTBa ro)],eH )),0 

Mfg. License No./ 
MA number:/ Ilpou1B0)],cTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.M!(004669)-(Pr-RU) 
Jiuneu1uH .M! 
Analysis performed according ND:/ AuaJiu1 npose)],eu no H)]:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKIIHH yTBep,K}],eua: 21.04.2025 

Pa2e 3 of 11 / CTp. 3 u1 11 

Test/ Iloica1aTeJ1b Results/ Pe1yJ1bT3Tbt Specification / HopMa 

Butylhydroxyanisole I 
Eymw12udpoKcUaHU30ll 

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). / 
BpeMeHa y.11,ep)l(HBaHJUI IIHK0B 2-
6YTHllfH.11,pOKCHaHH30na H 3-
6YTHJ1m.11,pOKCHaHH30Jla Ha xpoMaTOrpaMMe 
HCIIbITyeMoro pacTBopa .11,0Jl)l(Hbl 
C00TBeTCTBOBaTb BpeMeHaM y.nep)l(HBaHH51 
IIHK0B 2-6yrnnm.11,poKCHaHmona H 3-
6yTttnrn.11,pOKCHaHmona Ha xpoMaTorpaMMe 
pacTBopa cTaH.11,apTHoro 06pa3ua 
6ynrnrn.11,poKcttaHmona (pa3.11,en «Co.11,ep)l(aHHe 
6YTttnrn.11,poKcttaHmona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMettaHtte: Ilpo.11,yKT cooTBeTcTByeT TPe6oBaHH51M H,U 3a1rnrotteHue: O.il:OliPEHO 

Prepared by / 
non.roTOonetto : Pravesh 

Rana 

i 
Date I 
.UaTa: 12.01.2026 

Checked by./ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
IlposepeHo: Pardeep Ilposepe1m (AOK): 0 )lo6pe1m: O6ecrre11eHtte Ka11ecTBalOTBeTCTBeHHoe 

Kumar 

~ 
Amit Kumar mIuo: 

~ /\_/' 

Date / Date / !Date / 
,llaTa: 12.0 1.2026 }].aTa: 12.01.2026 ~ 'L. ----o \~ '7..-e:>2-l )laTa: 

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

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

CEPTII <l>IIKAT 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 
u /1 ·"" ,1 ~,,..,../ ,I.,~ ~,..~ 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)],YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],HCnepruoveMbie B U0JIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Pocc1-rn 

Batch No I 
: V2502514 

Batch Quantity / 36,00,000 tab/ 
CepuH N!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003249766 
Date of Analysis / 

12.01.2026 
AuaJIHTH<tecKuu 0T<teT N!! ,l(aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
1IaTa np0H3B0)],CTBa ro)],eH )),0 
Mfg. License No./ 

MA number:/ 
IlponJBO)],CTBeuuaH : MNB/05/263 

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

JIHIIeHJHH N!! 
Analysis performed according ND:/ AuaJiuJ npoBe)],eu no H,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIucTpyKIIHH YTBep)K)],eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No Test/ II0Ka1aTeJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa 
.N'!! 

3 Average weight/ Cpe)],mm 70.4 mg I 70,4 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 %; 
2/20 tablets - not more than ± 20%. I 

Uniformity of weight/ 
Complies I CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10 %; 

0)1,HOpO)],HOCTb MaCCbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna)],aeMOCTb 

00 min 16 sec/ 00 MHH 16 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopeune Unit-I/ Ta6n-l 95 % Not less than 75 % (Q) of C1sH13NO3•C4H1JNO3 

Unit-2 / Ta6n-2 97% 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 96% TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 97% 

Unit-5 / Ta6n-5 97 % 

Unit-6 / Ta6n-6 97 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqaune: Tipo,uyKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKJ1IO<teune: O,LJ:OliPEHO 

Prepared by / 
no1rr0Toane1m : Pravesh 
Rana f_ 
Date / 
)];an: I 2.01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nposepeHo: Pardeep □poBepeHo (AOK): O,uo6peHo: O6ecrreqeHHe Kaqecrna/OrneTcrneHHoe 
Kumar 

~ 
AmitKu~ 

0 
JIHUO: 

~/ 
Dale / Date/ 'Date I 
)];aTa: 12.0 l .2026 )],am: 12.01.2026 l 1---o ,.- L--~ Lb ,[(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.com 

CIN: L8.519SAP1984PLC004507 

www.drreddys.com 

I 



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

CEPTH~MKATAHAJIH3A 

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

Tel: +9198166 56001-02 
.. --- ·-..I ...1...1 . rnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.r.yKT: KeTopon® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, i:.ucneprupyeMbJe e UOJIOCTU pTa, 10 Mr 
Market / PhlHOK : Russia / Pocci,rn: 
Batch No/ 

: V2502514 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003249766 
Date of Analysis / 

12.01.2026 
AuaJiuTu<JecKuu OT'leT .N'!! )(aTa auanu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)],.aTa npOU3BOACTBa ro.r.eu AO 
Mfg. License No./ 

MA number:/ 
Ilpou1eo.r.cTeeunaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND: I Auanu1 npoeei:.eu no H)],.: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH YTBepiKJlena: 21.04.2025 

Page 5 of 11 / CTp. 5 u1 11 
No 

Test I IloKaJaTeJib Results I Pe1yJibTaTbl Specification / HopMa 
.N'2 
6 Particle size distribution / Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 

,LJ:ucnepCHOCTb sieve lS formed. I O6pa1yeTc51 0.ll,HOp0.D,Ha51 
cycneHJH51, npox0Mma51 CKB03b CHTO 
pa3MepoM oTBepcrnw 710 MKM. 

7 Impurities / IlpuMecu 

1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / H1rn<e npe.ll,ena 

l-r11.D,poKc11aHanor KOn11'1eCTBeHHOro onpe.D,eneHH51 
KeToponaKa (ITKO = 0,0032 %) 

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

unidentified impurity I 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e.D,HH11'1Ha51 
HeH.ll,eHTl1~11U11pOBaHHa51 
np11MeCh 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqanue: Ilpo.D.yKT cooTBeTcTByeT Tpe6osaH1151M H,ll; 3aKJIIO'lenue: O,LJ:OliPEHO 

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

Tion roTOanetto: Pravesb 

Rana 1 
Date/ 

)];am: 12.01.2026 

Ilposepetto: Pardeep nposepeno (AOK): O.l1-o6petto: O6ecrreqett11e KaqecTBalOTBeTcTBeHttoe 

Kumar Ami t K umar m ,uo: 

~,/' ~ ~ 
} 

Date / Date / 'Date / l Q__ 'L) ,~ L--~ 2-b ,D,arn: 12.01.2026 JJ;aTIJ: 12.0 1.2026 ,[laTII: 

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

CIN: L8519SAP1984PLC004507 

www. d rred dys. corn 

C 

I 



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

CEPTM~HKATAHAJilI3A 

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

Tel: +9198166 56001-02 
ww1•I rlrrPrlrlvs..r:om 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)];yKT: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, )];HCneprupyeMble e UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502514 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6'LeM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003249766 
Date of Analysis/ 

12.01.2026 
AnaJIHTH<JecKuii OT<JeT .N'!! )l,aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,lJ:aTa npOH3B0,!J;CTBa ro,!J;eH )];O 
Mfg. License No./ 

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

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

JIHUeH3HH .N'!! 
Analysis performed according ND: I AuaJiu3 npoee,!J;en no H,ri:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MHCTPYKUHH yrnep,KJJ;ena: 21.04.2025 

Page 6 of 11 / CTp. 6 u3 11 
No 

Test/ IloKaJaTeJlb Results / PeJyJ1hTaTb1 Specification / HopMa x~ 
8 Water content/ 2.0% Not more than 7.0 %. / 

Co~ep,i.auue BO~bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'IHbie oprauuqecKue pacTBOpttTeJlH 

Isopropyl alcohol / 8 µg/tab / Not more than 350 µg/tab. I 
lfaorrporrattoJI 8 MKr B Ta6JieTKe He 6onee 350 MKr B Ta6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lattue: IlpO.ll.YKT coorneTcrnyeT TPe6oBaHIDIM H,n: 3aKJHO'letme: O,[(OliPEHO 

Prepared by / 
Ilo)].roTOBJietto: Pravesh 
Rana 

1-
Date I 
)],am: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlpoBepetto: Pardeep IlpoeepeH0 (AOK): O.u.o6peno: O6ecrre'lem1e Ka'lecrna/OrneTcTBeHHoe 
Kumar 

d--::-
Amit Kumar mrno: 

~ t_.,/ ~ 
Date/ Date / !°ate / 
)];am: 12.01.2026 }l_arn: 12.01.2026 I 2--o \- '"1.-e> ~ )l_a1o.: 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 
• •• \Al .J - - - .J .J • •• ,.,....., 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ:Yiff: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ:HCneprupyeMhie s DOJIOCTH PTa, 10 Mr 
Market / PhIHOK : Russia / Poccw51 
Batch No/ 

: V2502514 
Batch Quantity / 36,00,000 tab I 

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

: 040003249766 
Date of Analysis / 

12.01.2026 
AuaJIHTtt'leCKttii OT'leT .N'!! )J,aTa auaJ1u1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)J,aTa DPOH3BOJJ:CTBa roJJ:eH JJ:O 
Mfg. License No./ 

MA number:/ 
IlpOH3BOJJ:CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJitt3 npoBeJJ:eu no H)J,: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTnVKUHH VTBep,KJJ,eua: 21.04.2025 

Page 7 of 11 / CTp. 7 u1 11 
No 

Test/ IIotcaJaTeJlb Results / PeJyJ1bTaTbl Specification / HopMa 
.N'!! 
10 Microbiological purity*/ Mutcpo6uoJ1oruqecKaH 'IHCTorn* 

Total Aerobic Microbial Less than 10 CFU/g / not more than 103 CFU/g; / 
Count I o6w,ee quc110 MeHee 10 KOE/r He 6onee 103 KOE/r; 
a3p06HbIX MllKpo-
opraHU3MOB 

Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; / 
mold count I o6w,ee q11c110 MeHee 10 KOE/r He 6onee 102 KOE/r; 
J:lPO)IOKeBblX Ii rrnecHeBbIX 
rp1160B 

Escherichia Coli Absent in 1 gram I shell be absent in 1 gram. / 
OTcyTcTByeT B 1 r OTCYTCTBlie B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
OLi,HOpOL!_HOCTb 

6.5 
IloKaJaTeJih rrp11eMJieMocT11 (AV) J:lOJI)KeH 6hITh 

A03HpOBaHHblX eLl,UHHU, He 6011ee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'!aHue: Ilpo.nyKT COOTBeTcTByeT Tpe6oBaHli51M HJJ: 3aKJ110lfeuue: O,[(OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTonrorns11euo: Pravesh TiposepeHo: Pardeep Oposepeuo (AOK): OJ:(o6peuo: O6ecrreqett11e Ka'lecTBalOTBeTCTBeHHOe 
Rana 

1 
Kumar Amit Kumar m1uo: 

~ ~ ~/~ 
Date/ Date/ Date/ I.Date/ 
)laTa: 12.0 1.2026 ,UaTa: 12.0 1.2026 )],am: 12.01.2026 \ t")__ ---u\.-- '°1--b Lb )];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.com 

Cl N: L85195AP1984PLC004507 

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

CEPTH «l>HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho\, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

Tel: +9198166 56001-02 
I ...f ,,,._..._ .J ..J IC' ..-..-.-..-. 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo!];y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,/J;ncneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502514 
Batch Quantity I 36,00,000 tab/ 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003249766 
Date of Analysis/ 

12.01.2026 
AuaJiuTuqecKuii: oTqeT N2 ,ll;aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,ll;aTa IlPOH3B0,/J;CTBa ro!];eH )];O 
Mfg. License No. / 

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

: JIII-N2(004669)-(Pr-RU) 
JIHQeH3HH N2 
Analysis performed according ND:/ AuaJIH3 npoBe)];eu no II)];: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpyKQHH YTBepm)J.eua: 21.04.2025 

Page 8 of 11 / CTJ>. 8 HJ 11 
No Test/ Ilo1rnJaTeJ1b Results/ PeJyJlbTaTbl Specification/ HopMa 
.N'! 

12 Assay/ KoJ1tttJeCTBenuoe 10.2 mg I 10,2 Mr From 9.0mg to 11.0mg of 
onpeJJ.eJienue (101.7 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr )1.0 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TPOMernM11H) (OT 90,0 .uo 110,0 % OT 
3ajjBJ1eHH0ro KOJIJ1qecTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0989 mg/tab I Not less than 0.042 mg/tab./ 
content I CoJJ.epJKauue 0,0989 Mr B rn6neTKe He Meuee 0,042 Mr B rn6neTKe. 
6yTHJ1rUJJ.pOKCUaHUJOJ1a 

!Remarks : The Product confim1s to ND/ Conclusion : APPROVED I 
IIIp 11 Me'fam1e: n po.nyKT coorneTcrnyeT Tpe6osaH11.11M HJJ. 3aicmoqeuue: O.D:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.nroTOnne t-10: P rave h IlpooepeHo: Pardeep OpOBepeHo (AOK): OJJ.o6peuo: O6ecneqettue KaqecTBalOTBeTcTBettuoe 
Rana { Kumar Amit Kumar JIUll,O: 

~ ~ /\~ 
•Date I Date I Date I IDate / 
,D;arn: 12.01.2026 ,ll;arn: 12.01.2026 ,ll;arn: 12.01.2026 \ 1-~ I - "?-01--6 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: rnail@drreddys.com 

Cl N: L8.5195AP1984PLC004507 
www.drreddys.com 
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•·· 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 98166 56001-02 
""""' ,; rra,;,i.,., rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1:i:yKT: KeTopoJI® 3Kcnoecc (KeTOPOJiaK) Ta6JieTKH, ;::i;ucneoruoveMhle e DOJIOCTH DTa, 10 Mr 
Market / PLrnoK : Russia / Poccm, 

Batch No/ 
: V2502514 

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

: 040003249766 
Date of Analysis / 

12.01.2026 
AuaJIHTH'leCKHH OT'leT .N!! llaTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.IJ.aTa DPOH3B0ilCTBa ro;::i;eu ,11;0 

Mfg. License No. / 
MA number: I 

Ilpou3eo,11;cTeeuuaH : MNB/05/263 
HoMepPY 

: JIIl-.N2(004669)-(Pr-R U) 
JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu1 npoee;::i;eu no 11,[I;: JIII-.N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HHCTPYKU:HH VTBepJKJJ:eua: 21.04.2025 

Pa2e 9 of 11 / Cm. 9 03 11 
No 

Test I IloieaJaTeJlh Results/ PeJyJ1hTaThI Specification/ HopMa 
.N"!! 
14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 

OnHCaHueynaKOBKH (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 rn6nernK B 6m1cTepe m 
information leaflet in a carton (IIA/An/II3 C BnarorrornonneneMIII3BII) 
pack. I rro 10 Ta6neTOK B !pOJlbrH II (II3/AJ1) !pOJlbnl. Ilo 1 IU111 

6m1CTepe H3 (ITAi AJ1/II3 C 6nttcTepa BMeCTe C JlHCTKOM-BKna,nbIIIIeM 
BnarorrornoTttTeneM/II3B II) rra'!KY KapTOHH)'lO. 
cponbru // (II3/ AJI) cponbru. IIo 
2 6nHCTepa BMeCTe c JJHCTKOM-
BKna,nbIIIIeM B rra<IKY 
KapTOHHyIO. 

* 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 Bhmyciee J1eKapcTBeHHOro rrpenapaTa KOHTpOJih ieaqecTBa no noKaJaTemo «Muiepo6uoJioruqecieast 
qucTOTa» npoB0JJ:HTCSI )];JISI K8'.lKJJ,OH 20-ott cepuu, HJIH ilJlSI O)];HOH cepnu B ro;::i;, B 3aBHCHM0CTH OT Toro, qTo 

HaCTYDHT paHhllle. 

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

IlpnMeqaHue: IIpo;::i;yKT cooTBeTcrnyeT Tpe6oBaHIDIM H,ll; 3aiemoqeHue: O)1.OliPEHO 

Prepared by / 
flon.roToaneHo: Pravesh 
Rana 1 
Date / 
)];am: 12.01.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITpoeepe~m: Pardeeµ IIposepeHo (AOK): 0 1to6peHo: 06ecne<IeHtte Ka<Iecrna/OrneTcTBeHHoe 
Kumar 

~ 
Amit Kumar Jll{UO: 

~ f\/ ~ 
Date / Date I !Date / \ 1--o ,~ L-C> 2-6 naT3: 12.01.2026 ,[(aTa: 12.01.2026 )];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.com 

CIN: L85195AP1984PLC004507 
www. d rreddys. corn 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 ••· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

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

Tel: +9198166 56001-02 
w .. rl---~rh,. ~-...... 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOUYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uucneprupyeMbie B DOJIOCTH PTa, 10 Mf 
Market / PbIHOK : Russia I Poccm, 
Batch No/ 

: V2502514 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003249766 Date of Analysis / 
12.01.2026 

AuaJIHTH'lecKuii: OT'leT .N'!! .l(aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 Date of Expiry / 
11/2027 

.l(aTa DPOH3BOUCTBa roueu .uo 
Mfg. License No./ 

MA number:/ 
JlpOH3B0,UCTBeHHaH : MNB/05/263 

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

JIHl{eH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBe,ueu no HJ(: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / linCTPYKl{HH YTBep~eua: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 HJ 11 
API name/ HauMenoBanue A<l>C: Ketorolac tromethamine / KeToponaKa TpoMeTaMHH 
INN /MHH: Ketorolac I KeToponaK 
API manufacturer batch number/ 

ABSH001785 
HoMep cepuu npouJBO.UHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHl{HH npOH3B0,UHTeJIH FESA00219 
rJI<1>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpouJBO,UHTeJih A<l>C, cTpaua: )];-p Pe)JJ(H1

C Jla6opaTOpHC JlT;:i:., 11H,UH»: 
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,upec, JIHl{eHJHH ,UJIH )];-p PeMH'c Jla6oparnp11c JlT,u., 11H.UH»:, IlpoH3Bo,ucrneHHoe 
IlpoHJBO.UCTBeuuaH nJioll{a,uKa / IlJIOll{a,uKa no,upa3,uenett11e-6, Bwnn. Kxonh, Hanarapx Poy,u, EaMH, )];wcTpHKT 
KOHTp0JIH Ka'leCTBa / IlJIOll{a,UKa BhlDYCKa ConaH, x.n., 173205, 11H,UM»: (nm_\eH3M»: 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 / 
,npuMe'faHHe: Ilpo,11,yKT C00TBeTCTByeT Tpe6osamrn:M H,D, 3aKJIIO'feuue: O,.Q0.6PEHO 

Prepared by / 
ITo,11,roTosnetto:Pravesh 
Rana f 
Date / 
)].am: 12.0 l.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
IJponepeHo: Pardeep llpooepeHO (AOK): OJI06pe1m: O6ecne'!ett11e Ka'!ecrna/OrneTcTBeHHoe 
Kumar Amit Kumar nm.10: 

~ =1--:-- 1'/'-
Date I Date I !Date/ 
)],am: 12.01.2026 )];am: 12.01.2026 \ 'L-o\~7....bL6 )];am: 

Registered Office : 8-2-337, Road No. 3, Banjar" Hills, Hyderabad · 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: t91404900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· 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 

Tel: +9198166 56001-02 
.. ,1,,,_,l,l11c r""" 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)].VICT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )].HCnepruoveMhle e UOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm, 
Batch No/ 

: V2502514 
Batch Quantity / 36,00,000 tab I 

Cepua .N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003249766 
Date of Analysis / 

12.01.2026 
AnaJIHTHlfecKnii OTlfeT .N'!! ,[(aTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[(aTa DPOH3B0)].CTBa ro)].eH )].O 
Mfg. License No./ 

MA number:/ 
IIpou3BO)].CTeeuuaa : MNB/05/263 

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

JIHUeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoee)].eu no H,[I;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUHH VTBep,K)].ena: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKJIJOqCHHC O COOTBCTCTBHH: «HacTOXII.UiM .sr Il0.D:TBep)K,n:aIO, qTQ rrp1rne,n:eHHrul Bblllle HH<popMau;H.sr JIBmieTC51 

,UOCTOBepH0H 1-1 TQqHoH. 3m cepH.sr npo,n:yKu;HH rrp0H3Be.n:eHa (BKJUOqa5J: yrraK0BKY (MapKHpOBKY) 1-1 K0HTp0Jib 

Ka11ecrna) Ha BhIII.IeyKa:3aHHOH npOH3BO,UCTBeHHOH IIJI0II(a,n:Ke (mrnma,n:Kax) B IT0JIH0M C00TBeTCTBHH C 

Tpe6osaHHXMH ITpaBHJI Ha,UJie)KalI(eii npOH3BO,UCTBeHHOH npaKTHKH EBpa3HHCKOro 3K0H0MHl'.JeCK0ro COI03a H 

Tpe6oBaHHXMH K0HTporr.sr KaqecTBa neKapCTBeHHhIX cpe,UCTB, a TaK)Ke s C00TBeTCTBHM co crreu;H<pHKaU:HJIMH, 

co,n:ep)KalI(HMHC51 B perHCTpan;H0HH0M .D:0Cbe CTpaHbI-HMI10pTepa. 3arrHCH no rrp0H3B0,UCTBY, yrraK0BKe ll aHaJIH3Y 

rrpoBepeHbI, H ycTaH0BJieH0 RX C00TBeTCTBMe Tpe6oBaHmlM ITpaBMJI Ha.n:ne)Kameii rrpOH3B0.D:CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3K0H0MHqecKoro co1O3a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMel.faHne: ITpo)],yKT cooTBeTcrnyeT TPe6oBamrnM HA 3aKmotteune: 0)1.0liPEHO 

Prepared by / 
Ilo)],roTOBJieuo: Pravesh 
Rana 1 
Date / 
.D:ara: 12.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITposepeHo: Pardeep Ilposepeuo {AOK): O)],o6peuo: O6ecne'-lem1e Ka'-!ecrna/OrneTcrneuuoe 

Kumar 

=' Amit Ku(\/, 
JIHUO: 

~ ~ ,:; 

I ~ 
Date / Date I 'Date I 
LJ;aTa: 12.0 1.2026 ,n:arn: 12.01.2026 l 2---------v ' ,_ L--C> i~ .D: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 
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