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

CEPTH~HKATAHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Read, 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 
Ilpot1.y1u: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6J1euc11, t1.ncneprupyeMh1e B noJIOCTH pTa, 10 Mr 
Market / PhIHOK :Russia/ Pocurn 
Batch No/ 

: V2600387 
Batch Quantity/ 36,00,000 tab / 

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

: 040003313377 
Date of Analysis / 

13.03.2026 
AuaJiuTn'lecKnu OT'leT .N'!! .l(aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

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

MA number:/ 
IlponJBOtJ.CTBenHaH : MNB/05/263 

HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 
JIUQeHJUH .N'!! 
Analysis performed according ND:/ AttaJiuJ npoBeAeH no H.l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH yTeep)K)J;eua: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No 

Test I TioKaJaTeJib Results I PeJyJibT8Tbl Specification / HopMa 
.N'!! 

1 Description/ OnttcaHHe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnhie ITJIOCKJ.1e 
side. / Kpyrnble rrnocKtte Ta6JieTKJ.1 c <paCKOH, CBeTJIO-)KeJITOro 11,BeTa C 
Ta6JieTKJ.1 c qiacKOH, CBeTJIO- rpaattpOBKOH «I» Ha o.n.Holi crnpotte. 
)KeJITOro 11,BeTa C rpaa11pOBKOH 
«I» Ha o.n.ttoi\ CTopoHe. 

2 Identification / M.n.eHTml>ttKau,11si 

Ketorolac I KemoponaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Y<D-
crreKTphl rrornomemrn 11crrb1TyeMoro pacTBopa tt 
pacrnopa CTaH.n.apTHOro 06pa311,a KeToponaKa 
TPOMeTaMHHa .1l.0Jl)l(Hbl HMeTb MaKCHMYMbl rrptt 
0.1I.HOH J.1 TOH )Ke .1l.JIJ.1He BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ onclusion : APPROVED/ 
TipttMe'laHtte: TTpo.n.yKT coorneTcrnyeT Tpe6oaaHIDIM HA 3aKJ1t-0'-leHtte: O,l(OEPEHO 

Prepared by / 

TTo.n.rornaneel o: ogesh 
Chauhan 

/ 
D ate I 

,._,. 

}lam: 13.03.2026 

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

TiponepeHo:Rama Kant TTpoaepeHo (AOK): O.ll.oopeH0: 06ecneqem1:e KaLiecrna/OrneTcTBeHHoe 

~ 
Ajay Kumar m1uo: 4' Srivastva 

~ 
Date/ Date / IDate I 
/lam: 13.03.2026 )],a-ra: 13.03.2026 /1--ti1,~1,( )];am: 

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

CIN: L85195AP1984PLC004507 
www.dneddys.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, 
Di~tt. Solan, H.P., 173 205, INDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uy1-.-r: ICeTopoJJ® 3Kcupecc (KeTopoJJaK) Ta6J1eT1m. JJ.UCne1Jnmvc1m.1e B nonocTu oTa, 10 Mr 

Market / PhlHOK : Russia / Pocorn 

Batch No/ 
: V2600387 

Batch Quantity / 36,00,000 tab I 
CepuH .M! O6beM ceouu 36,00,000 Ta6 
Analytical Report No/ : 040003313377 

Date of Analysis / 
13.03.2026 

AuaJJHTH'leCKHH OT'leT .N'!! .lI:aTa auanu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
.lI:aTa DDOH3B0JJ.CTBa ro.ueu JJ.O 
Mfg. License No./ 

MA number:/ 
IlpouJBOJJ.CTBettnaH : MNB/05/263 

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

JIHQeH3HH .N°!! 
Analysis performed according ND:/ Auanu3 npoBe.uen no H)].: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKI.\HH VTBep,K,!J;ena: 21.04.2025 

Pai!e 2 of 11 / CTp. 2 u3 11 
No 

Test I Il0Ka1anm. Results/ Pe1yJ1bTaTbl Specification / HopMa x~ 
Complies / CoorneTcrnyeT The retention time of the main peak on the 

chromatogram oftest solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeMjl y)lep)l{HBaHirn 0CHOBHOr0 CTHK3 Ha 
xpoMaTorpaMMe HCilhITyeMoro pacrnopa 
)l0Jl)l(H0 COOTBeTCTBOBaTb BpeMeHH 
y )lep)l{HBaHHn OCHOBHOro nHKa Ha 
xpoMaTorpaMMe pacrnopa CTaH)lapTH0ro 
06pa3ua KeToponaKa TP0MeTaMHHa (pa3)len 
«Konl1'4ecrneHHoe onpe)leneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHue: TTpoJlyKT coorneTcrnyeT Tpe60Batt11nM H)]; 3aKJIIO'leHue: 0,/J.OliPEHO 

Prepared by / 

g~:=MOHOCW 

Date / 
,[laTa: 13.03.2026 

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

npoaepeuo:Rama Kant TTpoeepe1-10 (AOK): On.06peH0: O6ecneqeH11e Kaqecrna/OrneTcrne1rnoe 
. . 

Ajay Kumar 

~~ 
JlHUO: 

c@IP Srivastva \y-
Dale/ Date / IDate / I {"ro1--261-i 
,D;aTa: 13.03.2026 ,[laTa: 13 .03.2026 )];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.Raddy's~~• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIH3A 

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

Tel: +9198166 56001-02 

d wv,:w.drred 1vs.com 
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpollv~,: KeTopoJ1® 3iccnpecc (KeTopoJ1aK) Ta6J1CTKH, ~HcneprupveMble B DOJlOCTH DTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 

Batch No I : V2600387 
Batch Quantity/ 36,00,000 tab/ 

CepnH .M! O6beM CC()HH 36,00,000 rn6 
Analytical Report No / Date of Analysis / 
AuaJIHTH'leCKHH OT'IeT .N'!! 

: 040003313377 ,l(aTa auaJIHJa 
13.03.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

l{aTa IlPOH3BOACTBa roACH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIH~eHJHH .N'!! 
Analysis performed according ND:/ AnaJIHJ npoBeAeH no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTnVKU.HH yrnepmJJ,eua: 21.04.2025 

Pai!e 3 of 11 / CTp. 3 uJ 11 

Test/ IloKaJaTeJlb Results/ PeJyJ1bT3TM Specification / HopMa 

Butylhydroxyanisole I 
EymunzuopoKcuaHu3ofl 

Complies / CoorneTcrnyeT The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section) . / 
BpeMeHa ynep)KI1BaHH.ll IlHKOB 2-
6yTHJJfHllpOKCHaHH30JJa H 3-
6ynrnrnnpoKCHaHH30JJa Ha xpoMaTorpaMMe 
HCilbITyeMoro pacrnopa llOJJ)KHbl 
COOTBeTCTBOBaTb BpeMeHaM y,nep)KHBaHH.ll 
IlHKOB 2-6ynrnrn,npOKCHaHH30JJa H 3-
6yTHJlrHllpOKCHaHH30JJa Ha xpoMarnrpaMMe 
pacTaopa cTattnapTttoro o6pa3ua 
6yrttnrnnpoKcttattmona (pa3,nen «Co,nep)KaHtte 
6yrttn rnnpoKcttattmona») . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqantte: ITpo,nyKT cooTBeTcrnyeT Tpe6oaaHH.IIM HA 3aKJIIO'leHue: o,n:OliPEHO 

Prepared by/ 
TionroToBJJetto: Y gesh 
Chauhan 

1/ 
Date I 
,ll;arn: 13 .03 .2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepetto:Rama Kant npoaepeHo (AOK): O,no6petto: O6ecnet:JeH11e Kat:JecTBalOTBeTcTBettttoe 

~ 
Ajay Kumar JJHUO: §P Srivastva 

~ -
Date/ Date/ I Date/ 1i>o1.,. 'UJU 
,ll;arn: 13.03.2026 }];ant: 13.03.2026 ,ll;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 LL900 2900, Fax: +9140 4900 2999, Email : mail@drred dys com 

CIN: L85195AP1984PLC004507 
www.d rreddys. com 

I 



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

CEPTH~HKATAHAJIU3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Read, 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 
IlpOHVKT: KeTOPOJt® 3tecopecc (KeTOPOJtaK) Ta6JieTKH, JlHCneprupyeMble u DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia I Poccm1 
Batch No/ 

: V2600387 
Batch Quantity/ 36,00,000 tab I 

Cepun .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003313377 
Date of Analysis / 

13.03.2026 
AuaJIHTH'leCKHii OPieT N!! ,!I:aTa auanu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,!I:aTa DPOH3BOACTBa ro.z:.eu AO 
Mfg. License No./ 

MA number:/ 
IIpou3BOACTBeuuan : MNB/05/263 

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

JIH .. eH3HB .N'!! 
Analysis performed according ND:/ Auanu3 npoee.z:.eu no H,n:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HucTOVKQHB YTBep~eua: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test I IloKa3aTeJlb Results/ PeJyJ1bTaTb1 Specification / HopMa 
.N'!! 

3 Average weight/ CpeJlHSUI 69.4 mg I 69,4 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr JlO 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 / CooTBeTcrnyeT 18/20 rn6neTOK - He 6onee ± 10%; 
0JlHOp0.llHOCTb M3CCbl 2/20 rn6nernK - He 6onee ± 20 %. 

4 Disintegration time / 
PacnaJJ.aeMOCTb 

00 min 18 sec/ 00 MHH 18 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PaCTsopeune Unit-I/ Ta6n-1 98 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

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

Unit-3 / Ta6n-3 97 % TpOMeTaMHH) 1iepe3 15 MHH. 

Unit-4 / Ta6n-4 97% 

Unit-5 / Ta6n-5 98 % 

Unit-6 / Ta6n-6 98 % 

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

IlpHMC'-13HHe: Ilpo.ayKT COOTBeTcTByeT Tpe6osamrn:M H~ 3aKJHO'-leHne: O,ll.OliPEHO 

Prepared by / 

no)].roToB.rreH,l : Y gesh 
Chauhan 

// 
!Date I 
jAarn: 13.03.2026 

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

Ilposepetto:Rama Kant TTpoBepetto (AOK): 0.ao6petto: 06ecne'iett11e Ka'iecTBa/OrneTcTBeHHoe 

J Ajay Kumar nm.1.0: 

~ ~ Srivastva 

~ 
Date I Date I I Date I /f'r-(J'~~ 'MU 
Aarn: 13.03.2026 Aarn: 13.03.2026 p:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telang,m a, 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>HKAT AHAJIIBA 

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;::wKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK} Ta6JieTKH, ,11;ncneprnoveMhie s U0JI0CTH PTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600387 
Batch Quantity I 36,00,000 tab/ 

CepnH .N'!! O6beM cepnu 36,00,000 rn6 
Analytical Report No/ : 040003313377 

Date of Analysis / 13.03.2026 
AuaJiuTnqecKHH oTqeT .N'!! .z:t:aTa auaJiu3a 
Date of Manufacture / : 01/2026 

Date of Expiry / 12/2027 
.l(aTa np0H3B0)J;CTBa ro,11;eu ,11;0 
Mfg. License No./ 

MA number:/ 
Ilpon3so,11;cTBenuaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,11;eu no H,n:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKU:HH yTsep)KJJ.eua: 21.04.2025 

Pa2e 5 of 11 / CTP. 5 H3 11 
No 

Test/ noicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N'! 

6 Particle size distribution/ Complies / CoorneTcrnyeT A unifom1 suspension passing through a 710 µm 
,n:ucnepcHocTb sieve is formed. I O6pa3yeTCJ1 O)lHOpO)lHaJI 

cycneH3HJI, rrpoxo.nmuaJ1 CKB03b CHTO 
pa3MepoM ornepcn1tt 710 MKM. 

7 Impurities / IIpnMecn 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I / HmKe rrpe)leJia o6Hapy)KeHJilll 
1-rn,npOKCJilaHaJIOf {TTO = 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.10 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOaHanor KernponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e)llrnwmaa 
HeJil)leHTJil~HUHpOBaHHall 
rrpHMeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
CYMMa rrpnMecei1 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
1ITpnMe11aHne: TTpo)lyKT coorneTcrnyeT Tpe6oBaHIDIM H,O: 3aKJIIO'leHne: 0.Ll:OliPEHO 

Prepared by/ Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
no)lfOTOBJleHo: Yogesh 

Chaubin & 
Date / 
;nara: 13.03.2026 

TTposcpetto:Rama Kant 11poeepeHO (AOK): O)lo6peHo: O6ecrre'-!em1e Ka'-leCTBa/OrneTcTBeHHOe 

~# 
Ajay Kumar J!IHJ,O: 

Sriva tva ':>-
Date / Date/ I.Date/ 
LI.am: 13 .03.2026 ,U:a-ra: 13.03.2026 ,O: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 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

1i 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIH3A 

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

Tel : +91 98166 56001-07 
www drreddys com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlponvKT: KeropoJJ® JKCOpecc (KCTOPOJJaK) Ta6JJCTKl1, JJ,llcneprnpyeMblC s OOJIOCTH pTa, 10 Mr 
Market/ P1,rnoK : Russia / Pocc,rn 

Batch No/ 
: V2600387 

Batch Quantity/ 36,00,000 tab I 
Cepun .M! O6'beM cepnu 36,00,000 rn6 
Analytical Report No/ 

: 040003313377 
Date of Analysis / 

13.03.2026 
AnaJJHTH'leCKHH OT'leT .M! ,[(a-ra auaJJuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
J(ara npOH3BOACTBa roneu JJ.O 
Mfg. License No./ MA number:/ 
Ilpon3BOJJ.CTeeuuan : MNB/05/263 

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

JIHQCH3HH .N'!! 
Analysis performed according ND: I AuaJJH3 npoeeJJ,en no 11,l],: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDYKUHH yrnep,KJJ.eua: 21.04.2025 

Pai:ze 6 of 11 / CTp. 6 H3 11 
No 

Test I IloKaJaTeJ11> Results/ PeJyJ11>TaThl Specification / HopMa 
.N'! 

8 Water content/ 2.6% Not more than 7 .0 %. / 
CoaepiKauue BOLlbt He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTOlfHbJe opraHHlfeCKHe pacTBOpHTeJlH 

Isopropyl alcohol / 24 µg/tab I Not more than 350 µg/tab. I 
lbonponaHon 24 MKr s Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipHMelfattue: Ilpo.uyKT COOTBeTCTByeT Tpe6oBaHWJ.M H,n: 3aKJ1tolfeHue: O,LJ:OliPEHO 

Prepared by / 

IloaroTosneHol. Y esh 
Chauhan 

1// 
Date/ 
JJ;arn: 13.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepeHo:Rama Kant TiposepeHo (AOK): OJ106peHo: O6ecnelfeHMe KalfecTBa/OrneTcTBeHHOe 

w Ajay Kumar m1uo: 

4! Srivastva 

0--
Date/ Date I 'Date I J .frlJJ, 'J-0~( 
.I(arn: 13.03.2026 ,n:arn: 13.03.2026 )];aTa: 

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

CERTIFICATE OF ANALYSIS 
CEPTM <I> MKAT AHAJilI3A 

Viii. Khol, Nalagilrh Road, Baddi, 
Di~tt. Solan, H.P., 173 205, INDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)lyKT: KeTopoJJ® 3Kcnpccc (KCTOPOJlaK) Ta6JICTKII, .!\HCneprupyel\1ble e UOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccmr 

Batch No I : V2600387 Batch Quantity / 36,00,000 tab/ 
CepHH .M, O61.eM cepHH 36,00,000 Ta6 
Analytical Report No I 

: 040003313377 
Date of Analysis / 

13.03.2026 
AuaJJHTH'leCKHH OT'leT .M, llaTa auaJJu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)];aTa DPOH3B0/l:CTBa roll:eH /l:O 
Mfg. License No. / 

MA number:/ 
IlpOH3B0/l:CTBeHH3H : MNB/05/263 

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

JlHQCH3HH .N'!! 
Analysis performed according ND:/ AuaJJH3 npoeell:eH no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPVKQHH VTBep)Kll:ena: 21.04.2025 

Page 7 of 11 / CTp. 7 H3 11 
No 

Test I TioKaJaTeJlb Results I PeJyJ1bTaTb1 Specification/ HopMa 
N2 

10 Microbiological purity*/ MnKpo6noJ1on1qecKasi lfHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6ruee lfttcno He 6onee 103 KOE/r; 
a1po6HblX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee q11cno He 6onee 102 KOE/r; 
JJ.PO)IOKeBb!X H ruJeCHeBbIX 
rptt60B 

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

11 Uniformity of dosage units I Acceptance value (AV) not more than 15.0 
O)].HOp0,!1.HOCTb 

9.4 
IloKa3aTeJib rrpneMJieMOCTH (AV) )].OJI)KeH 6bITb 

)].03Hp0BaHHblX C)].HHHI.( He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipnMelfaHne: IlpoJJ.yKT coorneTcrnyeT Tpe6osaHlli!M H,ll. 3aKJ1t0lfeHne: O,ll.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TToAroTOanetto: Yogesh TTpoaepeHo:Rama Kant TiposepeHo (AOK): 0)lo6petto: 06ecrre'leHtte Ka'leCTBa!OTBeTCTBCHHOe 
Chauhan 

l/ ~\$ 
Ajay Kumar JJHl..{O: 

~ Srivastva 0---
Date/ Date / Date I 'Date/ J ['rtJ'J,r'M').,6 
)J,ara: 13.03.2026 }J,[rra: 13.03 ,2026 ,LI.am: 13.03.2026 )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Read, Baddi, 
Di~tt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
w\vw.d rreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.Y(..:T: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.HCneprupyeMb(e B DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600387 
Batch Quantity/ 36,00,000 tab/ 

Cepm1.N'!! OfrheM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003313377 
Date of Analysis / 

13.03.2026 
AuaJiuTu<JecKnii OT<JeT .N'!! ,UaTa anaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
,UaTa npOH3BOJJ.CTBa roJJ.eH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOJJ.CTBenuaH : MNB/05/263 

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

JIHQeH3UH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeJJ.eu no H,u: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQHH yrnep)KAeua: 21.04.2025 

Page 8 of 11 / CTp. 8 03 11 
No 

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

12 Assay/ KOJlHlfeCTBeHHOe 10.l mg/ 10,1 Mr From 9.0mg to 11.0mg of 
onpeJJ.eJ1euue (101.1 %) CI sH 13NO3 •C4H 11 NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TpoMeTaMHH) (OT 90,0 .no 110,0 % OT 
3a.irnneHH0ro KOJlw-IeCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0934 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJJ.ep,teauue 0,0934 Mr B rn611eTKe He MeHee 0,042 Mr B Ta6neTKe. 
6yTHJlfHJJ.pOKCHaHH30Jla 

R emar·ks : The Product confirms to ND/ Conclusion : APPROVED / 

npuMelfaHue: Ilpo.n:yKT C00TBeTCTByeT rpe6oeam1.11M H,ll; 3aKJ110lfenue: OLJ:OEPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality As urance/Authorized per on / 
nonrorneneHo: Yoge h IlpoBepeHo:Rama Kant IlpoBepeHo (AOK): On.o6peHo: O6ecne•1eH1•1e Ka4eCTBa/OTBe·rcTBeHHOe 
Chauhan & ~:t 

Ajay Kumar JHLUO: 
(ill> Srivastva 

~ 
Date/ Date/ Date / !Date/ Jr r(J '1. r U 2-t 
,l(arn: 13 .03.2026 ,l(arn: 13.03.2026 )],am: 13.03.2026 )];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: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
I/ill. Khol, Nalagarh Read, Baddi, 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYin: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble B IlOJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No/ 

: V2600387 
Batch Quantity/ 36,00,000 tab I 

Cepun .Mi O6-beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003313377 
Date of Analysis/ 

13.03.2026 
AnaJIHTH1IecKuii OT1IeT .M! ,LI:aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,LI:aTa npOH3B0ACTBa roAeHAO 
Mfg. License No. / 

MA number:/ 
IlpouJBOACTBennaH : MNB/05/263 

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

JIH .. eHJHH .N'!! 
Analysis performed according ND:/ AnaJiuJ npoBeAen no H,LI:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncTpyK .. HH YTBep~eua: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test I 1Ioica1aTeJJb Results/ Pe1yJJhTaTbI Specification / HopMa 
.N"!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (P Al AL/PE with 
Onucauue ynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/ AL) foil. 1 or 2 

desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / Ilo 10 rn6JieTOK B 6n11cTepe 113 
information leaflet in a carton (ITAi AJI/I13 C BJiarorrornornTeJieM/I13B TT) 
pack. I ITo 10 Ta6JieTOK B !pOJlbrtt II (IT3/AJ1) cponbrtt. Ilo 1 11Jll1 
6n11cTepe 113 (ITAi AJI/I13 C 6n11cTepa BMeCTe C Jll1CTKOM-BKJia.LJ_blllleM 
BnaronornoT11TeJieMIIl3Bil) rra'IKY KapTOHHylO. 
QJOJibrn II (IT31 AJ1) qio11brn. Ilo 
2 6n11cTepa BMeCTe C Jll1CTKOM-
BKJia.LJ_bJllleM B na4KY 
KapTOHHYfO. 

* 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 BblilYCKe JJeKapCTBeHHOfO npenapaTa KOHTpOJJb icaqecTBa no noKa3aTemo «MHKp06HOJJOfHlfeCKaH 
lfHCTOTa» npOBO,llHTCH ,llJJH Ka,K.ll-OH 20-ou cep,rn, HJJl1 JlJIH O,llHOH cepHH B ro,ll, B JaBHCHMOCTH OT Toro, lfTO 
nacTynuT paubrne. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMelfaHHe: IlpoJlyKT coorneTcrnyeT Tpe6osaHIDIM HA 3aKJ110lfenue: O)I:OliPEHO 

Prepared by / 
noArOToaneHo: Yogesh 
Chauhan f; 
Date I 
,ll;arn: 13 .03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpoaepeHo:Rarna Kant npouepeuo (AOK): 0.L1-06peuo: 06ecrretJeH11e Katiecrna/OrneTcTBeHttoe . . 

~ 
Ajay Kumar n11uo: 

~ Sriva tva ~ - -
Date / Date / 'Date I /rr{)'!,r~').6 
Ami: 13.03.2026 Aara: 13.03.2026 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad· 500034, Telang,rna, India 
Te l: +9140 4900 2900, Fa x: +9140 4900 2999, Ema il : mail@drreddys .com 

CIN: L8s1gsAP1984PLC004507 
www.drreddys.com 
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••· Dr.Reddy's ~;• 
Dr. Reddy 's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJilI3A 

Viii. Khol , Nalaga rh Re ad, Baddi, 
Distt . Solan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
www.drreddys.co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: I(eTopon® 3Kcnpecc (KeTOPOJJaK) Ta6JieTKH, .i:i:ucneprupveMble B DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600387 Batch Quantity / 36,00,000 tab/ 
CepuH .M! O6neM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003313377 Date of Analysis / 
13 .03.2026 

AuanuTHlfecKuii 0TlfeT .N'!! ,[(aTa auanu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,[(aTa DPOH3B0,ll;CTBa ro,ll;eH):.10 
Mfg. License No. / 

MA number:/ 
IIponJBO/l:CTBeuuan : MNB/05/263 

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

JIUQeH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoee)J.eu no H,[(: JIII-N!!(004669)-(Pr-RU)-190224 
PlL version approved: / l111cTDV.K1.urn yTSep~eua: 21.04.2025 

Page 10 of 11 / CTP, 10 H3 11 
API name/ HauMeuouauue A<I>C: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeToponaK 
API manufacturer batch number/ 

ABSH003095 
HoMep cepuu npon3BO/l:UTeJIH A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTa11quu npouJBOJ:IUTeJIH FESA00497 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IIpou3BOJJ.HTeJih A<I>C, CTpaua: JJ:-p PeMH'c na6opaTOpHc JlT.D.., 11H.ll.H51 
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 
HauMeuoBauue, a.i:i:pec, nuqeu3HH JJ.JIH ,D:-p Pe,!J.,!J.H'C na6opaTopHC flT.[( ., 11H,!J.1151, TipoH3B0,[(CTBeHHOe 
IIpou3BOJJ.CTBeuuan nnom:a.LJ.Ka / IInom:a.LJ.Ka no,ll,pa3,ll,eJ1eHHe-6, Btt1111. KxoJih, HaJiarapx Poy.D:, EaMH, ,D:HcTpHKT 
KOHTpOJIR Ka'-leCTBa / IIJiom:a.LJ.Ka BblDVCKa CoJiaH, x.n., 173205, 11H)],H51 (JIH~eH3H51 HOMep MNB/05/263) 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe•rnuHe: Ilpo,uyKT cooTBeTcTByeT Tpe6osaHHRM H,D; 3aicmot.teHHe: O,L(OliPEHO 

Prepared by / 
n o,ur0T0BneH0: Y h 
Chauhan 

1/ 
D ate/ -
)J;aTa: 13.03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
nposepeHo:Rama Kant n poaepeHo (AOK): O,uo6peHo: O6ecneqeHHe Ka'-!eCTBalOTBeTCTBeHHoe 

~ 
Ajay Kumar JlHl.(0: 

Srivastva ~ > ~ 
Date I Date / 'Date I ll r(J'!, '.-iou 
)];am: 13 .03.2026 JJ,arn: 13.03.2026 ,D;arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l: mai l@drreddys.com 

CIN: L85195AP1984PLC004507 

w ww.drreddys .com 

I 



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

CEPTH~HKATAHA.JilI3A 

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

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

Tel : +91 98166 56001-02 

www.drred cJys.com 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ill)O.UYKT: KeTOPOJJ® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .uucnepruoveMble B U0JI0CTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No I 

: V2600387 
Batch Quantity / 36,00,000 tab/ 

Cepm1.N"!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003313377 
Date of Analysis / 

13.03.2026 
AuaJIHTH'lecKuii OT'leT .N'!! .[{aTa auaJIHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
.[{aTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBeuuaH : MNB/05/263 

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

JIHQeHJHH N2 
Analysis performed according ND:/ AuaJIH3 npoBe.a:eu no H.[{: JIIl-N!!(004669)-{Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH VTBep,KJJ.eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUoqeHHe O COOTBeTCTBHH: «HacTOXIIlJfM H IIO.UTBep)K,UaIO, qTO rrp1rne,n:eHHM BhIIIle Irnq>opMaUHX XBJrneTC.H 

,n:OCTOBepHOH H rnqHoii. 3rn cep1rn rrpo,n:yKUHH rrpOH3Be,n:eHa (BKmoqax yrraKOBKY (MapKHpOBKY) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa3aHHOH npoH3BO.D:CTBeHHOH IIJlOIIIa,n:Ke (rrrroma,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHXMH ITpaBHJI Ha,UJie)KaIIIe:ii rrpOH3BO.D:CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHHXMH KOHTpOAA KaqecTBa rreKapCTBeHHhIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crreuHq>HKau1rnMH, 

co.uep)KaIIIHMHCX B perHCTpauHOHHOM ,n:oche CTpaHhI-HMIIOpTepa. 3arrHCH no rrpoH3BO.D:CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhI, H ycTaHoBrreHo Hx cooTBeTcTBHe Tpe6oBaHH.HM ITpaBHJI Ha,n:rre)KaIIIett rrpOH3BOJJ:CTBeHHOR rrpaKTHKH 

EBpa3HHCKOro 3KOHOMHqecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMetJaHne: flpo,nyKT COOTBeTCTByeT Tpe6oaaHHJIM H,!J; 3aKJitotJeHne: 0.L(06PEHO 

Prepared by / 

Tio.uroToB~eHol . Y e h 
Chauhan 

1/ 
Date/ 
,[(a·ra: 13.03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITpoaepeHo:Rama Kant flpoeepeHO (AOK): O.uo6peHo: O6ecne'!eHHe Ka'lecrna/OrneTcTBeHttoe 

~~ 
Ajay Kumar JJHU0: 

«;!f Srivastva 

~ 
Date/ Date I IDate I J~rC,~rUJU' 
,!J;aTa: 13.03 .2026 ,!J;aTa: 13 .03.2026 ,!J;arn: 

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

CIN : L851gSAP1984PLC004507 
www.drreddys.com 

I 




