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Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
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CERTIFICATE OF ANALYSIS 
CEPTH ct>HKAT AHAJIH3A 

Viii. Kh oi, i',lalaga rh F1odci; Baci c1i, 

Distt. Solan, H.P., 173 205, ii\J Di.ti. 
Tel: +9J 981Gfi 55001-02 
'""" • rlr,-,:arH\,<: rorn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Il1>0AYKT: KeTopon® 3Kcnpecc (KeTopoJJaK) Ta6nenrn, .a:ucnepruoveMLie e noJI0CTH pTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm1 
Batch No/ : V2600596 

Batch Quantity / 36,00,000 tab / 
CepuH .M! O6oeM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003338524 

Date of Analysis/ 26.03.2026 
AnaJIHTH'leCKHii OT'leT .M! ,UaTa auaJiu1a 
Date of Manufacture / : 03/2026 

Date of Expiry / 02/2028 
,UaTa npOH3B0/l:CTBa ro.a:en Jl:O 
Mfg. License No./ MA number:/ 
Ilpou1eo.a:cTBennaH : MNB/05/263 

HoMepPY 
: JIIl-.M,(004669)-(Pr-RU) 

JIHD;eH3HH .N'!! 

Analysis performed according ND:/ Auanu1 npoee.l(en no H,U: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKD;HH yTeep)K,IJ,ena: 21.04.2025 

Page 10 of 11 / CTJ>. 10 01 11 
API name/ HauMenoeauue Act>C: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / ABSH005 l 55, ABSH003094 
HoMep cepuu npou1eo.a:uTeJIH Act>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanu;uu npou1eo.a:uTeJIH FESAOOS02, FESA00587 
rJict>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3eo.a:uTeJIL Act>C, cTpana: ~-p Pe,M111c Jia6opaTOp11c JlT,n., l1H,nm1 
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 I MNB/05/263) I 
HauMeuoeauue, a.a:pec, Jiuu;eu3uH Jl:JIH ~-p Pe,MH'c Jia6opaTOpHC JlT,n., 11H)],mI, npoH3B0,ACTBeHHOe 
Ilpou1eo.a:cTeeuuaH nJioiu;a.a:Ka / IIJioiu;a.a:Ka no,npa1)],eJiett11e-6, B11nn. Kxonb, Ha.rrarapx Poy,n, EaMH, ,a11cTpHKT 
KOHTP0JIH Ka'leCTBa / IIJIOID;a.a:Ka BbIDYCKa ConaH, x.n., 173205, 11H)],H51 (m11.-1ett3HH 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 / 
TipHMelfauue: ITpOAYKT cooTBeTcrnyeT Tpe6oBaHIDIM HA 3aKJ110lfeHHe: 0.ll:OliPEHO 

Prepared by / 
IToAroTOBJieHo: Anchal 

~ 
Date/ 
)]:am: 26.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITpoBepeHo:Pravesh ITponepeHo (AOK): OAo6peuo: O6ecneqem1e Ka"l.e:7JTBa/Oi: TCTBe HHoe 
Rana { Amit Kumar 1rnuo: ' ~ l3 V 

~~ 11 
Date/ Date I 

!
Date / 

\ "'\ ~ tD!?n 2,;b )];am: 26.03.2026 )];am: 26.03 .2026 )].aTa : - V / / 

Re r, Istered Office: 8-2-337, Road No. 3, B211Ja ra f-lili s, Hyderab;;d - 500034, Te: .c111gana , India 
Tel: -t 91 40 4900 2900, Fax: +9l 40 4900 2999, EmJi i: rnaii (,P ci rrcodciys.w rn 
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