
•·· Dr.Raddy'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 
IlponKT: l(erooon® 3Kcnpecc (KerooonaK) ra6neTKH, n11cneornnver.1Me e nonocTH nTa, 10 Mr 

Market / PLIHOK : Russia I Pocc1rn 
Batch No/ : V2600386 

Batch Quantity / 36,00,000 tab/ 

Cep1U1.N'!! O6LeM ceo11u 36,00,000 Ta6 

Analytical Report No/ : 040003301354 
Date of Analysis / 28.02.2026 

AmtJJ1tT11•1ecKHn OT'leT .N!! llara aaanu1a 
Date of Manufacture/ : 01/2026 

Date of Expiry / 12/2027 
llara npo11JBoJJ.cTea roneu no 

Mfg. License No. / MA number:/ 
IlpOH3B0.l(CTBCHH8H : MNB/05/263 HoMepPY 

: JIII-.N2(004669)-(Pr-RU) 
JIHQeH3HR .N'!! 

Analysis performed according ND:/ Ananu3 npoee.l(eu no~: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / liHCTPYK1.tm1 VTBep,ime11a: 21.04.2025 

Pa~e 1 of 11 / CTp 1 H3 ll 
No Test I Il0Ka1nen1> Results / Pe1yn1>TaT1>1 Specification / HopMa 
1(2 

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with " /" 
tablets with " /" debossed on one debossed on one side. / Kpyrm,1e IJJI0CKHe 
side. / Kpyrm,1e nnocK1-1e Ta6neTKH c ct>acKofi, CBeTJI0-lKeJITOro UBeTa C 

Ta6neTKH c q,acKoif, caerno- rpaeupoBKOH «I» Ha o,nHow cTopoHe. 

)l{eJIT0f0 uaera C rpaeHpOBK0li 
«I» Ha OJIH0f.t cropone. 

2 Identification/ H.neHrn<t>nKaunH 

Ketorolac I KemopollaK Complies / CoorseTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 run). / Y<I>-
cneK-rpbl IT0f'JIOUJ.eHJ.Ul HCilbl'f)'eMoro paCTBopa H 
pacreopa CT8Hll8pTHoro 06pa1ua KeTOp0JiaKa 
-rpoMeTaMHHa JI0Jl)l(Hbl HMeTb M8KCHM)'Mbl npH 
OAHOJ.i H TOM )Ke .llJIHHe BOJ!Hbl (± 2 HM). 

l

jRemarks : The Product confinns to ND/ Conclusion : APPROVED/ 
IIpliMC'laHHC: 11po,eyKT C00TBeTCTByer rpe6oaaHIDIM HJ]. 3atcJ110'leu11e: O}I:06PEHO 

Prepared by/ 

~;:;•""'""•' P,a1 

Date/ 
J].aTa: 28.02.2026 

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

nponepc110:Pardeep llpoeepeHo (AOK): O.no6peHo: O6ecneqeHHe Ka'-leCTBalOTBCTCTBeHHOe 

Kumar 

~ 
Ami l Kumar JI HUO: io1-,f/l ( UVV/ 1:i rl._ 

/"-~ <'._rj 

D ale/ D ate/ !Date/ J,. g-o 2- J.. Ol.l 
JJ,ara: 28.02.2026 f.laTa: 28.02.2026 JJ.ara: 

Resistered Office: 8-2-337, Road No. 3, Ba njara Hills, Hyderabad• 500034, Telansana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com 

CIN: L85195AP1984PlC004507 
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: +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIr>OJlYKT: KtlTOPOJJ® 3Kcnpecc (KeTOl)OJiaK) Ta6nenrn, JlHCDCDrHDVCMbre B DOJIOCTH PTa, 10 Mr 

Market / PbIHOK : Russia I PoccH.ll 

Batch No/ : V2600386 
Batch Quantity / 36,00,000 tab/ 

Cei:mn N!! O6'heM ce1m11 36,00,000 Ta6 
Analytical Report No/ : 040003301354 

Date of Analysis / 
28.02.2026 

AuaJinn1qecKHH OT'leT .N'!! llaTa auaJIH3a 
Date of Manufacture / : 01/2026 

Date of Expiry / 
12/2027 

1laTa TIPOll3BO~CTBa ro.QeH AO 
Mfg. License No. / 

MA number:/ 
IlpoH3B0JlCTBeHHruI : MNB/05/263 

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

JIH1'eH3HH .N'!! 
Analysis performed according ND: / AuaJIH3 npoBe,-eu no H)J;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / llncTPYKQHff yTeep)K.Qeua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 H3 11 
No Test / IloKaJaTeJJb Results/ Pe1ynbTaTbl Specification/ HopMa 
.N'9 

Complies / CoorneTCTByeT 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 BpeMll ynep)l(UBaHMll 0CH0BHoro n11Ka Ha 
xpoMarnrpaMMe HCITl,ITyeMoro pacTBopa 
JJ.0mt<H0 C00TBeTCTBOBaTb BpeMeHH 
yJJ.ep)l(HBaHHll OCHOBH0ro ITHKa Ha 
xpoMarnrpaMMe pacTBopa CT8HJJ.apTH0ro 
o6pa3u.a KeTOponaKa TpOMeT3MHHa (pa3JJ.en 
«Konw1ecTBeHttoe onpeJJ.enem1e» ). 

Remarks : The Product confim1s to ND/ Conclusion : APPROVED / 
npm,te'fam,e: npoJlyKT COOTBC'TCTDYCT TPC60R3HIUIM HA 3aKJUO'leHHe: O,[l:OliPEHO 

Prepared by/ 

Rana 
noJlr0T0BJJeHo: Pra?h 

Date/ 

}larn: 28.02.2026 

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

npoeepcno:Pardeep nponepe110 (AOK): OJJ.o6peHo: O6ecne'!emie Ka'ICCTBalOTBeTcTBeHHOe 

Kumar d--:- Amit·Kumar Jrnuo: _(()Kl L r.__vvvip,1?..__ 

/\--:- __ .l..v1 
Date/ Date/ 1 

IDate/ d_& -1) 1 -LtJ2.L 
l(aTa: 28.02.2026 ,l].ara: 28.02.2026 }lara: 

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 

CEPTH~HKATAHA.JIH3A 

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,nyKT: KeTopon® '.:hccnoecc (KeTOPoJiaic) Ta6neTICn, .nncoeornoveM1>1e e nonocTu nTa lOMr 

Market / P1,rnoK : Russia I Poccm1 

Batch No/ : V2600386 
Batch Quantity / 36,00,000 tab I 

CepnH .M! O6beM cepuu 36,00,000 Ta6 

Analytical Report No / Date of Analysis / 
28.02.2026 

AuanuTuqecKHH oTqeT .N'!! 
: 040003301354 .llaTa auanu3a 

Date of Manufacture / : 01/2026 
Date of Expiry / 

12/2027 
.llaTa DP0ll3B0ACTBa ro).(CII AO 
Mfg. License No. / MA number:/ 
IlpoH3BOACTBeHHaH : MNB/05/263 HoMepPY 

: .JIIl-.N'!!(004669)-(Pr-RU) 
JIHU,CH3HH .M! 
Analysis performed according ND:/ AnaJiul npoee.neu no 11,ll;: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVKI{HH yreep~ena: 21.04.2025 

Paec 3 of 11 / CTP 3 113 11 
No 
.Nl! 

Test I Ilo,caJaTCJJb Results/ PeJynbTaTbl Specification / HopMa 

Butylhydroxyanisole I 
5ymunzuopOKCUGHU30R 

Complies I 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-
buty lhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chr omatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y,nep)K1,rnamu1 nHKOB 2-
6yrHnrH,npoKcHaHH3ona H 3-
6yr11Jirn,npoKCHal1H30Jla Ha xpoMaTOrpaMMe 
HCn&tTyeMoro pacTBopa ,noJJ)l(HbI 
COOTBeTCTB0BaTb ilpeMeHaM y,nep)l(I-IBaHHJI 
llHK0B 2-6yTHJlrH,npoKCHaHH30Jla H 3-
6yrHJJrH,npOKCHaHH30J13 Ha xpoMaTorpaMMe 
pacTBOpa craHJJ.apTHoro 06pa3ua 
6yn mrHJJ,pOKCH3HH30Jla (pa3,UCJI «Co,nep)l(aHHe 
6yrm1n1.npoKCH3HH30Jla»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np,tMe'-laHHe: Tipo,nyKT COOTBeTCTByeT -rpe6oaam1J1M H.U 3aKnl0'1enne: O)l06PEHO 

Prepared by/ 

noJJJOTOBJlCHO: Pravesh 
Rana 

1 
'bate/ 
:.n:aTa: 28.02.2026 

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

TTposepe110:Pardeep nponepeHo (AOK): O.no6peHo: O6ecne'lem1e Ka'leCTDalOTBeTcTBeHHoe 

Kumar~ Amil Kumar JI HUO: 
. \ \..J,l-,1 L 

/\~- !(vv0;1!2_~ 

__ __ <_r-/ 

I Date/ Date/ 

'

'Date / •) r-v 1 --1 o) b 
: l-(aTit: 28.02.2026 )J.a1a: 28.02.2026 :An a: 

, /.....\ & .,,,., .,_ 

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 ~~J 
CERTIFICATE OF ANALYSIS 

CEPTil<I>HKAT AHAJlll3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel.: +919816656001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
10 Mr IlpOJl.YKT: KeTOPOJI® 3rccunecc (KeTODOJlaK) Ta6JJeTKH. }lHCHCDnmveMLIC B 0OJIOCTH DTa 

Market / P1,moK : Russia / Poccm, 

Batch No/ : V2600386 
Batch Quantity/ 36,00,000 tab / 

CepnH.N'!! 06beM CCPHII 36,00,000 Ta6 

Analytical Report No / : 040003301354 
Date of Analysis / 28.02.2026 

AuaJIHTH'leCKHH oT11eT .N'!! llaTa auaJiuJa 

Date of Manufacture/ : 01/2026 
Date of Expiry / 12/2027 

.l(aTa RJJ0H3B0JlCTB8 roJl,eH Jl,O 

Mfg. License No. / MA number:/ 
IlpOH3B0Jl,CTBeHH8H : MNB/05/263 

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

JlJJI(eU3HH .N'!! 
Analysis performed according ND:/ Auamo npoeeJl,eH no H,ll,: JIII-.N'2(004669)-(PI'-RU)-190224 
PIL version aooroved: / HucTDVK[(HR yrnep,KJ],ena: 21.04.2025 

Pae:c 4 of 11 / CTn. 4 H3 11 

No 
Test I IToKaJaTeJJb Results / PeJyJJbTaTbl Specification / HopMa 

J(g 

3 Average weight/ Cpe.nHHH 69.7 mg I 69,7 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr .no 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 

0.nHopo.nHOCTb MBCCbl 
Complies / COOTBeTCTByeT 18/20 Ta6neTOK - He 6onee ±IO%; 

2/20 Ta6J1eTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna,!laeMOCTb 

00 min 20 sec / 00 MMH 20 ceK Not more than 3 min. / He 6onee 3 MMH. 

5 Dissolution / PaCTsopen11e Unit-1 / Ta611- l 96% Not less than 75 % (Q) ofCuH13NO3•C4H1 1NO3 

Unit-2 / Ta6JI-2 98 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOponaKa 

Unit-3 / Ta6n-3 98 % 'IJ)OMeTaMMH) qepe3 15 MHH. 

Unit-4 / Ta611-4 97% 

Unit-5 / Ta611-5 99% 

Unit-6 / Ta6n-6 99% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
311Kmo'1c11ne: 0,[{0iiPEHO flp111~te'la1111e: llpo.nyKT coo-reeTCTByeT Tpe6oeaHHllM H,[{ 

'

Date/ 
.[laTS: 28.02.2026 

Checked by/ 
ll pooepe110 :Pardeep 
Kumar 

---k:-
I Date/ 
~aTS: 28.02.2026 

Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
npoeepeuo (AOK): OJlo6peHo: O6ccne'IeHHe 1<a'IecTBalOTBeTCTBeHHoe 

Amit Kumar n11u.o: 

IIDate/ 
llnaTa: 28.02.2026 

;: 0 N I l 1.-:::__v i0 --1 1 l t_ 

- <: v✓/ 

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 



•·· 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: +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
1lponv1n: KeTOJ)OJI® 3Kcnpecc (KeTODOJlaK) Ta6J1eTKD, ,llHCneprnnveMble 8 Il0JI0CTH PTa, 10 Mf 

Market / PbrnoK : Russia / Pocc11}1 

Batch No/ : V2600386 
Batch Quantity/ 36,00,000 tab / 

Cepun .M! 061.eM cep11H 36,00,000 Ta6 

Analytical Report No / 
: 040003301354 

Date of Analysis / 
28.02.2026 

AnamfTH'leCKHii OT'leT .N2 )(an auaJJnla 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

,ll;aTa np0U3BOACT83 roAeH )).0 

Mfg. License No. / MA number:/ 
IJp0H3B0)J.CTBeHH3H : MNB/05/263 

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

Jlltl.(CH3HH Jfg 
Analysis performed according ND:/ AnaJJHl npoee,lleH no H,ll;: Jill-Jf2(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPVKl.(IIH yTBep)l(Jleua: 21.04.2025 

Pa2e 5 of 11 / C-rp. 5 n1 11 
No 

Test I IloKaJaTeJ11> Results/ PeJyJ11,TaT1>1 Specification / HopMa 
.N"!! 
6 Particle size distribution / Complies / CooTBeTcTByeT A unifonn suspension passing through a 710 µm 

,n:ucnepCHOCTI, sieve is formed. I O6pa3yeTc.11 0)lHOpo.nHa.11 
cycneH3HJI, np0X0,ll,Jlll.18.11 CKB03b CHT0 
palMepoM OTBepcrnlt 710 MKM. 

7 Impurities/ IlpHMecn 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 60J1ee 0,5 %; 
ketorolac: / / HH)Ke npe.nena o6Hapy.)l(eHHJi 
1-rnn.poKcHaHanor (TIO= 0,0010 %) 
KeToponaKa 

1-keto analog ofketorolac / 0.06% not more than 0.8 %; / He 60J1ee 0,8 %; 
1-KeToaHaJIOr KeToponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e.11.HHWJHa.11 
HeH.neHTH«pMUHpOBaHHaJI 
npMMeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
C}'MMa npHMeceli 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpuMeqaune: Tipo.uyKT cooTBeTcTsyeT TPe6oeaHIDIM HA 3aKJIIO'leHHe: o,n:OliPEHO 

Prepared by/ Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
TTOJlfOT0DJJeHo: Pravesh 
Rana 

~ 
Dale I 
,ll.aTa: 28 .02.2026 

npoocpeuo:Pardeep Ilpoeepeuo (AOK): OA06pe110: O6ecne'1eH11e Ka'leCTBa/OTBeTCTBeHHOC 
Kumar Amit Kumar Jl HUO: (\Jr'll t'._vl'V'ft-,>L 

J-r ~ .-A- ~,,,../1 
--· • J 

Date/ Date/ !°ate / ,-)8/D )_. ,).. O'L-l 
,ll.aTa: 28.02.2026 J].a-ra: 28.02.2026 AaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : -1-91 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 

CEPTH~HKATAHAJilf3A 

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 
IlP0.!lYKT: KeTOl)OJJ® 3Kcnpecc (KeTOl)OJlaK) Ta6JieTKU, ~HcneoruoveMble s DOJIOCTH nTa. 10 Mr 
Market / PLmoK : Russia / PoccH.11 

Batch No/ : V2600386 
Batch Quantity/ 36,00,000 tab / 

Cermn.N"!! O61.eM cepnu 36,00,000 -ra6 

Analytical Report No/ : 040003301354 
Date of Analysis / 

28 .02.2026 
AnaJJHTH'ICCKHH OT'ICT X!! .llaTa a11ann1a 
Date of Manufacture / : 01/2026 

Date of Expiry / 12/2027 
.llaTa npOHJB0ACTBa roi:.e11 AO 
Mfg. License No. / MA number:/ 
Ilpon1eoi:.cTeen11an : MNB/05/263 HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
JUl~CU3HH N!! 

Analysis performed according ND:/ Auanu1 npoee.l(eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / H11cTPYKQHH yreep,KAeHa: 21.04.2025 

Pa2c 6 of 11 / CTP. 6 u1 11 
No Test / IloKaJaTenL Results/ PeJyJJLTaTbt Specification / HopMa 
.N'! 
8 Water content/ 2.4 % Not more than 7 .0 %. / 

CoJlepmaune B0.llbl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'IHbte opraHH'-1.CCKHe paCTB0pttTenu 

Isopropyl alcohol/ 9 µg/tab I Not more than 350 µg/tab . / 
I,faonponattoJI 9 MKr s Ta6JieTKe He 6onee 350 MKr e Ta6JieTKe. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
np11Me'laHue: ITpo.nyKT COOTBeTcTByeT TPe6oeaHHj[M H,!J; 3aKnto'le1111c: O~O6PEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
nonrorosneHo: Pravesh npooepe1w:Pardeep npoeepetto (AOK): O,uo6petto: O6ecne4ettHe Ka4ecTBa/OTBeTCTBettttoe 
Rana 1- Kumar Amil Kumar flHUO: 

__ (UNI!_ ~ UitV/ /7 ,Q d-c- /\~ __ f.vv] 

Date I Date/ 

II
Date/ 'Date/ ,-J. l -o !, -,.,-.J. if2), 

,[(a-ra: 28.02.2026 ,[(ani: 28.02.2026 ,[(am: 28.02.2026 ,[(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.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHCl>HKAT AHAJill3A 

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 
IIJJO,llVKT! KeTopoJJ® 3Kcnpecc (KeTOpOJJaK) Ta6JI.eTKH, ,llHCneprnoveMble e D0JIOCTH PTa, 10 Mr 
Market / PblHOK : Russia / Pocc1rn 
Batch No/ : V2600386 

Batch Quantity/ 36,00,000 tab I 
CepuH .N"!! O61>eM cemrn 36,00,000 Ta6 
Analytical Report No / : 040003301354 

Date of Analysis / 28.02.2026 
AnaJJHTH'lecKnii 0T'leT .N"!! )laTa anaJJHJa 
Date of Manufacture / : 01/2026 

Date of Expiry / 
12/2027 

)].aTa npOH3BOACTBa ro,ueu AO 

Mfg. License No. / MA number:/ 
Ilpou3so,ucreennan : MNB/05/263 

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

JI ii ll_CITJHH .N°!! 

Analysis performed according ND:/ AnaJJH3 npoee,uen no H,u:: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncrpyKl.{HH YTBep~eea: 21.04.2025 

Paec 7 of 11 / CTp. 7 H3 11 
No Test / IloKa3aTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
.N'! 
10 Microbiological purity*/ M111epo611onornlfecicaH lfHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count / o6mee lfHcno He 6onee 103 KOE/r; 
8:)p06HblX MHKpO-
opramt3MOB 

Total Combined Yeast and NA not more than 10' CFU/g; / 
mold count / o6mee lfHCJI0 He 6onee 102 KOE/r; 
.UpOl!OKeBb!X I{ nnectteBblX 
rpH60B 

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

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O)lHOpO,llHOCTb 

7.3 
IToKa38TeJJb npHeMJJeMOCTII (AV) .!I.On>KeH 6bJTb 

Jl,0311pOBaHHblX CJI,HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'fa1me: IJpo,nyK'T cooTeeTCTByeT -rpe6oaaHH.llM H,[( 3 aKJJ104e1111e: O)lOl>PEHO 

Prepared by/ 

n ow·oToMeHo: Pravesh 

Rana 1 
Date I 
)J.aTa: 28 .02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
npoocpe110:Pardocp npooepe110 (AOK): Ono6peuo:. 06ecne'lemi:e Ka 1-rncrna/OTBeTcTBeHttoe 
Kumar· Amit Kumar · nwuo: i,UNIC /:'vir'iflrz.___ 
~ t-~ b,-f 

Date/ Date/ !Date/ ,l_~---1) l' L Cfl C 
)J.aTa: 28.02.2026 J].aTit: 28.02.2026 }laTa: 

Registered Office : 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 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 

CEPTH<l>HKA T AHAJIB3A 

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 
IlDOJlVKr: l(eTOPOJJ® 31Ccnoecc (KeTOPOJlaK) Ta6JJeTKH, )lucoeonmve11-n,1e B nonocTH JJTa. 10 Mr 

Market / PhlHOK : Russia / Pocc1u1 

Batch No/ : V2600386 
Batch Quantity / 36,00,000 tab / 

Ccparn .M, O61,eM ceouu 36,00,000 Ta6 

Analytical Report No/ : 040003301354 
Date of Analysis / 

28.02.2026 
Auam1T11<1ec1mii 0T<teT .Nl! llaTa auaJ1u3a 

Date of Manufacture / : 01/2026 
Date of Expiry/ 

12/2027 
JI.am np0HJBOACTBa ro)leH )lO 

Mfg. License No. / MA number:/ 
IlpOH3B0)lCTBeHHBH : MNB/05/263 

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

JIHl.l,eH3HH .M! 
Analysis performed according ND:/ AuaJIH3 npoue)len no H)I.: JIII-.M,(004669)-(Pr-RU)-190224 
PIL vc.-sion aooroved: / H11cTnvicu,11e v-reep~ena: 21.04.2025 

Paee 8 of 11 / C1·p. 8 HJ 11 
No 

Test / 00K838TCJlb Results / PeJyJlbTaTbl Specification / HopMa 
.N"!! 
12 Assay / KonuqecTBCHHOe 10.1 mg/ 10,l Mr From 9.0mg to 11.0mg of 

onpe.11:eneHHe (100.9 %) C,sH13NO1•C4H1,NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .uo 11,0 Mr 
C1sHnNO1•C4H 11NO1 (KeToponaKa 
-rpoMeTaMl•lll) (oT 90,0 no 110,0 % OT 
3aaaneHHoro KOHH'leCTBa) a Ta6neTKe. 

13 Butylhydroxyanisole 0.1003 mg/tab/ Not less than 0.042 mg/tab. / 
content I Co,uep:iKa Hue 0,1003 Mr B ra6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJlnt,l{pOKCH3HM30Jla 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
0p11MC'lll 1Ute: ) lp0A)'KT C0OTBeTCTByeT 1pe60B8HI-UIM H,lJ; 3aKJIIOlfCHHe: O,AOliPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
now·oTOBJ1e110: Pravesh llpoaepeno:Pardeep TipooepeHo (AOK): O.no6pe110: O6ecne'-lem1e KB'-f6CTBalOTBeTCTBCHHOe 
Rana 1 Kumar Amit Kumar JJI-IUO: 

, __ (Ur-1/l ( V 1,,,1 / .1 r':_ 

J-:- .f'-~)_ ' ,1 _Lv- , 

Date/ Date/ Dace / 11Date / 1 & "1>) -1-0_ i 
.[lam: 28 .02 .2026 .[lara: 28.02.2026 .AaTa: 28.02.2026 I )laTa: 

Registered Ofiice: 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 

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 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT! KeTopoJI® 3Kcnpecc (KeTopo.llaK) Ta6JleTKH, JJ.HCneprnpyeMLle e D0JI0CTH PTa, 10 Mr 

Market/ PLIHOK : Russia / Poccm1 
Batch No/ : V2600386 

Batch Quantity / 36,00,000 tab / 
Ccpusi .N'!! O6'beM cep1rn 36,00,000 Ta6 
Analytical Report No / : 040003301354 

Date of Analysis / 
28.02.2026 

AeamtTH'teCKHH OT'leT .N'!! !la111 aeanuJa 
Date of Manufacture/ : 01/2026 

Date of Expiry / 12/2027 
.llaTa np0HJB0llCTBa ro,!leH /l0 
Mfg. License No,/ MA number:/ 
llpouleo.QcToeuuaH : MNB/05/263 

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

JIHQCll3IfH .N'!! 

Analysis performed according ND:/ AeaJIHl npoeeµ;eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyK1.uu1 y·reep)RJ.\eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 Hl 11 
No 

Test I IloKa3aTeJib Results/ Pe3yJ1bT8Tb1 Specification / HopMa 
.N'! 
14 Package description / JO tablets in a blister of 10 tablets in a blister of (PA/AUPE with 

OmtcaHHe ynaKOBKH (PAJAUPE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 
desiccanvHDPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. I no 10 Ta6neToK e 6m1crepe HJ 
information leaflet in a carton (TIA/AJ1/TT3 C enaronornonneneM/CT3B CT) 
pack. I rro 1-0 ra6neroK B QlOJibfH II (T13/AR) lj>OJJbnt. no 1 HJJH 
6m1cTepe 113 (TIA/ AJI/03 C 6JJHCTepa BMecTe C JJHCTKOM-BKJJa,ll,bllIJCM 
ena ronornoTHTeneMtn3Bn) natJ1<y KapTOHH)'lO. 
cponbrn II (TT3/AJI) qionbrn. no 
2 6n11cTepa BMeCTe C JIHCTKOM-
BKJI8D,l,IIlleM B natJKY 
KapTOHH)'IO. 

* When tl,e drug product ;s released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* TT pH BblllYCKe JICKapcTee,rnoro npenapaTa KOHTP0Jlb Ka'{eCTBa no ROK338TeJIIO «MHKp06HOJIOfH'ICCKaH 
'-IHCT0Ta» npOBOD.HTC.H D.JIB Ka,KD,oil 20-oit cepun, HJIH ll.JUI Oll.HOH cepHH B fOll., B 33BHCHM0CTH OT Toro, 'ITO 
H3CyYfiHT paHbWC. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'laHne: npo.nyKT C0OTBCTCTByeT Tpe6oeaAHlrM H)]. 3aKJ110<1eune: O.l(OiiPEHO 

.P repared by / 
n o.11rOT0BJJCHO: Pravesh 
Rana 1 
Date/ 
)].a7a: 28.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authori?.ed person / 
npoeepetm:Pardecp npoecpeHo (AOK): OD.o6peHo: O6ecnetJeH11e KatJecTBa/OrneTCTBeHHoe 

kumar ~ -
Amit Kumar JIHllO: <:uf--'1L f::_uvi-1 PY/_ ('~ ~ _ (11-1 

Date/ Date / IDate/ ,J_J1 _, 1> \ -J(J/_ l, 
,llaTa: 28.02.2026 ,l{ara: 28.02.2026 JI,ara: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 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 
CEPTU~HKATAHAJill3A 

Viii. Khot, 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 
Ilpo1.1yKT: KeTODOJl® 3Kcnpccc (KCT0l)OJlaK) Ta6nenrn, J.J.HCOCPnfPYCl\tblC s UOJI0CTU PTa, 10 Mr 
Market / P&IHOK : Russia I Pocc1-u1 
Batch No/ : V2600386 

Batch Quantity / 36,00,000 tab / 
CCJHUI .N'!! 06'heM cep1111 36,00,000 Ta6 
Analytical Report No/ : 040003301354 

Date of Analysis/ 
28.02.2026 

A11aJ1HTll'ICCKUU OT'ICT .N'!! .l(aTa auaJ1u1a 
Date of Manufacture/ : 01/2026 Date of Expiry / 12/2027 
)J.aTa Dl)0IIJDOJ.J.CTDa ro}lCII J.J.O 
Mfg. License No./ MA number:/ 
IlpOH3B0J.J.CTBCHHaH : MNB/05/263 

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

J111QCU3IIH N!! 

Analysis performed according ND:/ AuaJiu:1 npoeeJ.J,eH no H,ZJ;: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKIUIH y-rocp>KJ.J..eua: 21.04.2025 

Paee 10 of 11 / CTP, 10 H3 11 
API name/ HauMenoeauue At'()C: Ketorolac tromethamine / Ke,-oponaKa TP0MeTaMHH 
INN/MHH: Ketorolac / KCToponaK 
API manufacturer batch number/ ABSH003095 
HoMcp ceo1111 npOH3B0AHTeJJA AcJ>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTam•nn npoH:JBOJ.J.HTeJIH FESA00497 
rJic:1>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlponJBOARTCJib Atl>C, cTpana: ,U-p Pe,MH1C Jla6opaTOp11C JlTJ.J.., 11H,D,HJI 

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 
HaliMenoeamre, aApec, JIHQCH3HH J.J.JJH ,IJ;-p Pe,M11'c Jia6opaTOp11c Jh,n., 11Hmrn, Ilpo03so,D,cTBeHHoc 
Ilpou:mo.nc-rsenuaa nJim:QaJ.J.Ka / IlJioIQaJ.J.Ka no,D,pa3,D,eJieH11e-6, B0nn. Kxonh, Hanarapx PoyJ.J., EaMH, ,Zl;HcTpHKT 
K0UTP0JUI Ka'ICCTBa / IIJJo°"aAKa BblRYCKa ConaH, X.IT., ]73205, "1H.Ul1.II (mn.(CH3HSI H0Mep MNB/05/263) 

Declaration of certification: «I hereby certify that the above infonnation is authentic and accurate. This batch of 
product has beet, 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'laHHe: Ilpo,nyKT C00TflCTCTByeT rpe6oaaHIU!M H,U 3aKJ1to•1e11tte: Oll,OI.PEHO 

Prepared by/ 
IlOlll"0T08JleHO: Pravesh 
Ra na ! 
Date/ 
,D.aTa: 28.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilpoeepeuo:Pardecp IlpoeepeHo (AOK): O.uo6peHo: O6ecne11.em1e Ka11.ecTea/OTBeTCTBe1111oe 
Kumar _ p Amit Kumar m,uo: • 

~V/--JIL )(V""'((lYl _ - f r-A--<' (v •'/ 

Date/ Dale I !Date / ;~ ·---u L-J 152--6 
)J.a-ra: 28.02.2026 Jl,arn: 28.02.2026 ,[la-ra: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTH~HI<ATAHAJill3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAVKT: ICeTOl)OJJ® 3tccnpccc (KeTOPOJlaK) Ta6JieTKH, AllCllCDrHPVCMblC e Il0JI0CTH DTa, 10 Mr 

Market/ P1.rno1e : Russia / Pocc11J1 

Batch No/ : V2600386 
Batch Quantity/ 36,00,000 tab I 

Cepm1 .N"!! O6'beM cennn 36,00,000 Ta6 

Analytical Report No / Date of Analysis / 28.02.2026 
AH8JIUTH'ICCICUII 0T'ICT .N°!! 

: 040003301354 
)J.aTa anaJIH3a 

Date of Manufacture / : 01/2026 
Date of Expiry / 

12/2027 
llaTa npon3eo~cTea roAeH IJ.O 

Mfg. License No. / MA number:/ 
IlponJeo,.cTe·eunaR : MNB/05/263 

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

JrnlleU3HR N!! 
Analysis performed according ND: I AuaJIH3 npoee,-eu no 11,lJ;: JIII-.N"2(004669)-(Pr-RU)-190224 
PIL version approved: / H11cTPYKQHH YTBep~ena: 21.04.2025 

Page 11 of 11 / CTp, 11 H3 11 
3aKJIIO"leHHC o COOTBCTCTBHH: «HaCTORiIUiM $1 IlO.LJ.TBep»<.D.aIO, ':!TO npHBelleHHWf Bbillle KHQ)OpMaIJ.FHI R.BJJJieTCjJ 

,n;ocTOBepHOH H TO't!HOH. 3Ta cepm1 rrpO,!zyI<UB.li npOH3Be}leHa (BKmoqa,i yna.I<OBKY (MapKH.pOBKY) H KOH"rpOnb 

I<a~ecTBa) Ha Bl,]UJeyKaJaF_!HOH npOH3BO.ncTBeHHO~ IIJJOIUa,z:(I<e (nnorua.l{l(ax) B IlOJJHOM COOTBeT9TBHH c 

Tpe60DfilllUlMH TipaBHJI Ha,Qne»<ameu npOH3B0JlCTBe.HROH npaKTHlCH EBpa3B.HCKOro 3KOHOMli1ieCI<Oro COI03a H 

Tpe6oBaHRsrMH KOHTpOml Ka'-JeCTBa neKapcTBeRHblX cpe,nCTB, a Ta.K»<e e COOTBeTCTBHH co cneo..11<lJHKaUFUIMH, 

co;uepJI<a.Il(HMHC.il B perHCTpal(HOHHOM JlOCLC Cl'pam,T-HMnopTcpa. 3anHCH no npOH3B0,1.(CTBY, ynaKOBKe H aHaJIH3Y 

npoaepeHT,I, H ycTa.HOBneao HX COOTBeTCTBHe Tpe6oBaRH.iIM IlpaBHJl Ha,n;ne)l(ameH npoH3B0)1CTBeHHOH rrpaKTHKH 

Eapa3HHCKOro 3KOHOMH1ieCKoro COI03a». 

IIRemarks : The Product confinns to ND/ Conclusion : APPROVED / 
Ilp11Me'faH11e: TTpo,u;yKT C00TBeTCTByeT 'I'pe6oeaHM.IIM H.U 3aKJl10'fe1111e: O,l(OliPEHO 

Prepared by/ 
n0Ar0Toenc110: Pravesh 
Rana ·1 
Date/ 
JJ.a,·a: 28.02.2026 

Checked by/ Checked by {AQA) / Approved by: Quality Assurance/ Authorized person I 
n posepcHo:Pardeep npoeepe110 {AOK): OAo6peHo: O6ecne'leHHe Ka'lecrna!OTBeTcTeeHHOe 
Kumar Amil Kumar miuo: 

(LJNIL f(Vh-'f/JQ_ _ 
~ j\r"~ ,__.. .(vv/ 

Date/ Date/ Date/ 2--J~ ),_, -1.dl.(, 
)J.aTa: 28.02.2026 JJ.a-ra: 28.02.2026 na-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, ·Fax: +9140 4!~00 2999, Email: mail@drreddys.com 

CIN: l85195AP1984PLC004507 
www.drreddys.com 


