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

CEPTH «l>MKAT AHA.Jill3A 

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

Tel : +91 98166 56001-02 
WWW drreddvs com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKu, ,uucneprupyeMhie B noJI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600736 

Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003359789 
Date of Analysis / 

13 ,04.2026 
AuaJIHTH'lecKuii OT'leT .N'!! l(aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)]:aTa npOU3B0,UCTBa ro.ueu ,uo 
Mfg. License No./ 

MA number:/ 
IlponJBO.UCTBenuaH : MNB/05/263 

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

JIHIJeH3HH ,N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe,ueu no II,[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKIIHH YTBepmtJ,ena: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No Test/ TI0Ka1aTeJJb Results/ Pe1yJJbTaTbl Specification / HopMa 
N2 

1 Description/ OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnb1e nJIOCKHe 
side. / Kpyrnhie nJIOCKHe Ta6JieTKH c <f>acKOH, CBeTJIO-)l(eJITOro usern c 
rn6JieTKH c <f>acKoJ:\, cserno- rpaBHpOBKOH «I» Ha 0,[(H0H CTOpOHe. 
)l(eJITOro usern C rpaBHpOBKOH 
«I» Ha O!lHOH cTopoHe. 

2 Identification / M,nenTu4>uKauusi: 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 run). I Y<I>-
cneKTpb1 nornomettHH 11cnb1TyeMoro pacrnopa H 
pacrnopa cmH.napTHOro 06pa3ua KeTopoJiaKa 
TpOMemMHHa AOJl)l(Hbl HMeTb MaKCHMYMbl npH 
0,[(HOH H TOH )Ke AJIHHe BOJ!Hbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMelfanue: ITpo,nyKT coorneTcrnyeT Tpe6osaHHHM HA 3a1cJJ10lfenue: O,ll.OliPEHO 

Prepared by / 

ITonroTOBJieHo: Shagun 

w 
Date I 
)];am: 13.04.2026 

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

ITposepeno:Pravesh ITposepetto (AOK) : O.D.o6petto: O6ecne11em1e Ka11ecrna/OrneTcrnenHoe 

Rana -j Amit Kumar JIMU,0 ~ · 1covJ yV-"\ ~ 

~ ~1/ 
Date I Date / rate/ 

,1~~'"2--.e>"l---6 )];am: 13.04.2026 ,[lam: 13.04.2026 )];am: 

Registered Office : 8-2-337, Road No. 3, Banjaril 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 ~;• 
CERTIFI S 

CEPTH 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www. rre IVs.com d dd 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyi-.-r: KeTopon® 3 Kcnpecc (KeToponaK) Ta6J1eTKII, JIUCneorupyeMble B noJiocTu pTa, 10 Mr 
Market / PhlHOK : Russia I Poccmi: 
Batch No I 

: V2600736 
Batch Quantity / 36,00,000 tab/ 

Cemrn .M! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003359789 
Date of Analysis/ 

13.04.2026 AuaJiuTu11ecKun 0T1JeT .M! )laTa auaJIH3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)],aTa DP0ll3B0JlCTBa ro}leD Jl0 
Mfg. License No./ 

MA number:/ 
IlpoHJBOJlCTBeuuaH : MNB/05/263 

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

JIHU.eH3HH .M! 
Analysis performed according ND:/ AuaJiu3 npoBeJleH no HJ],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH yTeep)K,11.ena: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No 

Test/ IlotcaJaTeJlb Results/ PeJyJlbTaTbI Specification/ HopMa 
}f!! 

Complies / CoorneTcrnyeT The retention time of the main peak on the 
chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeMj! y .nep))(ttBaHIDI 0CH0BH0fO ITHK3 Ha 
xpoMaTorpaMMe 11.CIThITyeMoro pacrnopa 
)lOn))(HO C00TBeTCTB0BaTb BpeMeHH 
y )lep))(1183HJ.UI 0CH0BHOfO mn<a Ha 
xpoMarorpaMMe pacreopa cra1mapTttoro 
o6pa3ua KeroponaKa TpOMeTaM HHa (pa3)len 
«Kon11Yecrnettttoe onpe.ne11ett11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11MC'l8H1te: Tipo,nyKT CO0TBeTcTByeT Tpe6oaaHHJIM H,[( 3aK.n10•1c11ue: O,ll,OliPEHO 

Prepared by / 

n o)lroToaneHo: Shagun 

7V 
Date/ 

,[(ara: 13.04.2026 

Cl1ecked by / Checked by (AQA) I Approved by: Quality A surance/ A uthorized person I 
D.poeepeHo:z· r vesb n poeepe110 (AOK) : O)lo6peHo: O6ecne1.Jem1e KatJecrna/OrneTcTBeHHOe 

Rana Amit Kumar n11uo : ~ \~VY'\~ /i 

~ .,,.,,-- ~~ 
D ate / ate / 

IIDate / r 1 -z, "1 -- 2-e> u ):lam: 13.04.2026 ,[(ara: 13.04.2026 JJ.ara: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2langana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM~l:IKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 
WI.,.., rlrrPrlrh,c; rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJl:YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucneprupyeMhie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocclrn 

Batch No/ 
: V2600736 

Batch Quantity I 36,00,000 tab/ 

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

: 040003359789 
Date of Analysis / 

13.04.2026 
AnaJIHTH<IecKuii OT'leT .N'!! ,II:aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,II:aTa npOH3B0Jl:CTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpoH3BO.UCTBennaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBe.ueu no H,n:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTpyKIIHH yTBep)K.ll:eua: 21.04.2025 

Page 3 of 11 / CTp. 3 H3 11 

Test/ IIoKaJaTeJJL Results/ PeJyJJLTaThI Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uopOKCUaHU30JI 

Complies I 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 y.uep)l<Ji!BaHirn IUIKOB 2-
6ynrnrn.upoKCHaHl130Jia 11 3-
6ynrnrn.upoKc1-mHH30Jia Ha xpoMaTOrpaMMe 
HCITbITyeMoro pacrnopa .UOJI)l{Hbl 
COOTBeTCTBOBaTb BpeMeHaM y.uep)l{HBaHmI 
IHIKOB 2-6ynrnrn.upoKCHaHH30Jia H 3-
6ynrnrn.upoKCHaHH30Jia Ha xpoMaTOrpaMMe 
pacTBopa cTaH.uapTHoro 06pa3ua 
6ynrnrn.upoKcHaHH30Jia (pa3_uen «Co.uep)l{att11e 
6yrnnrn.upoKCHaHH30Jia»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMellanne: Ilpo.uyKT coorneTcrnyeT TPe6oBamUIM HA 3aKJJto4enue: OAOl>PEHO 

Prepared by / 
ITo.uroTOBJieHo: Shagun 

1V 
Date I 
,n:arn: 13.04.2026 

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

1
av.esh n poeepeHo (AOK): O.uo6petto: O6ecne4e1.-11-1e Kaqecrna/OrneTCTBeHttoe 

Rana Amjt Kumar JlHUO: ~ l~ W'\ • 

{'/' ~~ 
I ~ 

Date I Date / IDate / ,1~ '1 ,- ~?,€, ,[laTa: 13.04.2026 )],am: 13.04.2026 .D,a-ra: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



•·· Dr. Raddy's ~;• 
CERTTFICATE OF ANALY IS 

CEPTH<I>ID<AT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kh ol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 
Tel : +91 98166 56001-02 
····\I rJ ---.J-h,r .._ ___ 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Il1>0JlYKT: I(eTOl}OJJ® 3Kcnpecc (KCTOll0JJaK) Ta6JJeTirn. ,mtcneonmveMhle B DOJJ0CTH !Ha, 10 Mr 
Market/ PLIHOK : Russia / Pocc1,rn 
Batch No/ 

: V2600736 
Batch Quantity / 36,00,000 tab/ 

Cepnn .N'!! O6'heM cep1111 36,00,000 Ta6 
Analytical Report No I 

: 040003359789 
Date of Analysis / 

13.04.2026 
AuaJIHTH1tecKnn OT'lCT .N'!! llaTa auaJJnJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll;aTa Of)OH3B0ACTBa roJl,eJJJ:(O 
Mfg. License No./ 

MA number:/ 
IlpoH3BOJI.CTBCHHaH : MNB/05/263 

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

JJHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJJHJ npoBeAeH no H,ll,: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / H11CTDVKunn y rnep)KJJ.eua: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJibTaTbI Specification / HopMa 
.N'! 

3 Average weight/ CpetJ.HHH 68 .2 mg/ 68,2 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0%). 
Macca OT 67,2 Mr ,ll,0 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10%; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20 %. I 

Complies / CooTBeTcTByeT 18/20 Ta6JieTOK - He 6oJiee ± 10%; 
OtJ.H0pOL1,HOCTb MaCCbl 2/20 rn6JieTOK - He 6oJiee ± 20 %. 

4 Disintegration time / 
PacnatJ,aeMoCTb 

00 min 48 sec / 00 MHH 48 ceK Not more than 3 min. I He 6oJiee 3 MHH. 

5 Dissolution / PacTBopeuue Unit-1 / Ta6JI-l 100 % Not less than 75 % (Q) of C1sHnNO3•C4H11NO3 

Unit-2 / Ta6n-2 100 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75% (Q) C1sH13NO3•C4H11NO3 ( KeTOpOJiaKa 

Unit-3 I Ta6JI-3 96% rpoMeTaMHH) qepe3 I 5 MHH. 

Unit-4 I Ta6n-4 102 % 

Unit-5 / Ta6n-5 102 % 

Unit-6 / Ta6JI-6 101 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe<tauue: 11po.n.yKT COOTBeTCTByeT rpe6oBaHHJ!M H.D; 3aKJJtO'leHHe: O)1:OliPEHO 

Prepared by / 
TTo.n.roTosnetto: Shagun 

r 
Date/ 
,[J;aTa: 13.04.2026 

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

~~; : epotto7 v• h 
TiposepeHo (AOK): O.no6peHO'. O6ecne•1eHHe Ka'-IeCTBa!OTBeTCTBeHHOe 
Amit Kumar nHuo:· ~ 1c_}.A.J, 1(0(.M V'V'I • ~ 

{\ _,.,.,,--, (J?i~ 
Date / 

I
IDare / !Date/ 

,D.a-ra: 13.04.2026 )J.aTa: 13.04.2026 ' I_!, -ti "' ~ '2--b ?.-.C. ,Uarn: 

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

CIN : L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJlli3A 

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 
"" ,,.., flr,nri rl .,e r ,.....,. 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJ.lYKT: KeTopoJ1® 3Kcnpecc (KeTopoJtax) Ta6neT1rn, A1tcnepnmveMb1e B noJiocTu PTa, 10 Mr 
Market / P1.rnoK : Russia / Pocc11JI 

Batch No/ : V2600736 Batch Quantity/ 36,00,000 tab I 
Cepm1 .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003359789 Date of Analysis/ 
13 .04.2026 

AuaJ1HTll'ICCK11ii oT11eT .N'!! J{aTa auaJIHJa 
Date of Manufacture / 

: 03/2026 Date of Expiry / 
02/2028 llaTa np0U3B0}1CTBa ro)leH AO 

Mfg. License No./ 
MA number:/ 

IlpoHJBOACTBeHHaH : MNB/05/263 
HoMepPY 

: J1Il-.N'!!(004669)-(Pr-RU) 
Jlllll,CHJIISI .N'!! 

Analysis performed according ND: I AnaJIUJ nposeAen no HJ{: JID-.N'2(004669)-(Pr-RU)-190224 
PIL version approved:/ H11cTllYK1'IU1 yTnep,KJJ.ena: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test/ IloKa3aTeJlb Results/ Pe3yJ1bTaTb1 Specification / HopMa .N'~ 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

)1,ucnepcttocTb sieve i s formed. I O6pa3yeTC.ll 0.llHOpo.n:Ha.ll 
cycrreHJH.ll, rrpoxoimmaH CKB03b ClifTO 
pa3MepoM OTBepcTHH 710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; I He 6onee 0,5 % ; 
ketorolac: I / HmKe rrpe.n:ena o6Hapy)l(emrn 
1-rn.n:poKcHaHanor (TIO= 0,0010 %) 
KeTOponaKa 

1-keto analog of ketorolac I 0.04 % not more than 0.8 %; / He 6onee 0,8 % ; 
1-KeTOaHanor KeToponaKa 

unidentified impurity / 0.01 % not more than 0.5 % ; I He 6onee 0,5 % ; 
e.n:HHW!Ha.ll 
HeH.n:eHTH$HU11pOBaHHa.ll 
rrpHMeCb 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpm,1e•rnttue: TTpo.n:yKT coorneTcrnyeT Tpe6osaHH.RM H,/J; 3aKJltO'-leuue: O)1,O6PEHO 

Prepared by/ Checked by / Checked by (AQA) / A pproved by: Qual i ty A surance/ A uthorized person / 

n o.n.rOTOBJICHO: Shagun 

~ 
Date/ 
,D.aTa: 13.04.2026 

TiposepeHo:Pravesh TiposepeHO (AOK): 0 .n.o6peHo: 06ecne•1em1e Ka'!ecna/OTBeTCTBeHHOe 
Rana t Amit Kumar ;rn uo: 

~\cov-Jw-- ~ v ~ (3; 7 

I

IDate / Date/ !°ate/ I 1s ~ '1 r-- "2---0 1-.C. )],ara: 13.04.2026 ,D.a-ra: 13.04.2026 }J.a-ra: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Em ail : mail@drreddys.co m 

CIN : 1.85195AP1984PLC004507 
www.drreddys.com 

C 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF A ALYSIS 

CEPTH<l>HKAT AHAJill3A 

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 
w1rnu ,frri>rlrhtc:: r-nrn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J.YKT: l(eT01>0JJ 3Kcnpecc (KeTOJ)OJlaK) Ta6J1eTJm, AHCneprnvveMble s IlOJlOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Pocc1ui 

Batch No/ 
: V2600736 

Batch Quantity / 36,00,000 tab I 
Cepun N2 O6'beM cepu 11 36,00,000 Ta6 
Analytical Report No/ 

: 040003359789 
Date of Analysis/ 

13.04.2026 Anamnu•1ecK11ii OT'teT N2 .llaTa auaJJHJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 ,ll;aTa 11P0H3BO~CTBa roAeH AO 
Mfg. License No./ 

MA number:/ IlpouJBOJJ.CTseuuan : MNB/05/263 
HoMepPY : JITI-N2(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 

Analysis performed according ND:/ Auamo npose11.eu no H,ll;: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / JIHCTDVKl.\lln YTBCP~ena: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 HJ 11 
No 

Test/ IlotcaJaTeJJb Results I PeJyJJbTaThl Specification I HopMa 
.N'! 

8 Water content/ 2.7% Not more than 7.0 %. / 
Co.nep'.llrnHHe B0/1.bl He 6onee 7 ,0 %. 

9 Residual solvents I OCTaTO'IHbJe oprauuqecKue pacTBopureJJu 

Isopropyl alcohol / 18µg/tab / Not more than 350 µg/tab. / 
J,faonponaHon 18 MKr B Ta6JJeTKe He 6onee 350 MKr s rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: TTpo.uyKT cooTBeTCTByeT Tpe6osaHJ.1j!M H,ll, 3atcJJIO'leuue: O,LJ:OliPEHO 

Prepared by / 
TioArOTOBJJeHo: Shagun 

c;v 
Date/ 
,Uarn: 13 .04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality A sura~ce/ Authorized person/ 
npoaepeHo:Pravesh ITpoBepeHo (AOK): OJlo6peHo: O6ecne~ett 11e Ka•1ecTOalOTse-rcTBeHHoe 

Ra11a ~ Amit Kumar m11.1,o : ~)OJ lC..0.VU vvi 

~0 ~ 
P ate/ Date / !Date / 

1"3:>-0'4 ..- ?-.f:>Ll ).J,aTa: 13.04.2026 ,D.aTa : 13.04.2026 J],ant: 

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

CIN : L8519SAP1984PLC004507 
www.drreddys.c:om 

I 



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

CERTIFICATE OF A ALYSJS 
CEPTD <I> HKAT AHAJIJI3A 

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

Tel : +91 98166 56001-02 
""'" rlrrorlrh1c ,.,_m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlJ)OllVKT! KeTOl)OJJ® 3Kcn1)ecc (KeTOl)0JJaK) Ta6JJeTKU, }lRCneprupyeJ\11,re B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2600736 Batch Quantity / 36,00,000 tab/ 
CePJrn .N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003359789 
Date of Analysis/ 

13.04.2026 AuaJJuTuqecKuii: oTqeT .M! J(aTa auaJiuJa 
Date of Manufacture/ 

: 03/2026 
Date of Expiry/ 

02/2028 
,U:aTa npomB0JlCTBa ro.a;eu }l0 
Mfg. License No./ 

MA number:/ 
IlpoHJBo,a;cTBennaB : MNB/05/263 

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

JlHUeH31UI .M! 
Analysis performed according ND:/ AnaJJuJ npone.a;eu no H,.a:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lluc-rovKUIIH yrsep)KJ).eua: 21.04.2025 

Pag:e 7 of 11 / CTp. 7 HJ 11 
No 

Test/ TToiea1aTeJJb Results/ Pe1yJJhTan,1 Specification / HopMa 
.N'2 

10 Microbiological purity*/ Mm.:po6HoJJornqecKaH lfHCTorn* 

Total A erobic Microbial NA not more than 103 CFU/g; / 
Count/ o6mee l!MCJJO He 6oJJee 103 KOE/r; 
a3p06HbIX M11Kpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee 411cno He 6onee 102 KOE/r; 
n.pm101<eBhlX 11 nnecHeBhlX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCYTCTBl-le B 1 r . 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15 .0 
O.!lHOpOAHOCTb 

7.8 
IToKa3aTeJlh np11eMneMOCTl1 (AV) .UOJl)KeH 6h!Th 

JJ,03Hp0B3HHblX e,lll1HHU He 6onee 15,0. 

R emarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11MelfauHe: ITpOAYKT coorneTcrnyeT Tpe60BaHJ1j!M H.Zl: 3aKJII0"leuue: O,l(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurnnce/Authorized per on / 
ITon.roToBneHo: Shagun TTpoeepetto:Pravesh TTpoBepetto (AOK) : O.uo6peHo: O6ecncqeHHe Ka'-leCTBa/OrneTCTBeHHoe 

Rana 1~ Amit Kumar JlH UO: ~ l~W"\ ~ 
1v ~ 0 

~-----

D ate I Date/ D ate I rate / 
' ~ -- "" - 2-e 'lJ JJ:arn: 13.04.2026 JJ:arn: 13 .04.2026 JJ:arn: 13.04.2026 :)],ara: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiii s, 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 ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

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

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

Tel: +9198166 56001-02 
"" ·"" rlrr<:>rlrl .. ~ rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J.y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JJeTKU, LJ.UCUeprupyeMble B DOJIOCTU pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm, 
Batch No I 

: V2600736 Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No I : 040003359789 Date of Analysis/ 

13.04.2026 
AuaJIUTU'ICCKHH OT'leT .N'!! .[(aTa auaJin3a 
Date of Manufacture/ 

: 03/2026 
Date of Expiry / 

02/2028 
)J,aTa DPOU3B0,[J.CTBa ro,[J.eH ,[J.O 
Mfg. License No./ 

MA number:/ 
Ilpon3BOLJ.CTBeuuaH : MNB/05/263 

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

JIUQeH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 npone,1J.eu no H,IJ;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQUH yTnep)K,l),eua: 21.04.2025 

Pag-e 8 of 11 / CTp. 8 03 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
N2 

12 Assay/ KoJiu'leCTBeuuoe 9.5 mg I 9,5 Mr From 9.0mg to 11.0mg of 
onpe,ueJieuue (95.4 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,uo 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TpoMeTaMHH) (OT 90,0 .ll,0 110,0 % OT 
JaflBJJeHHOro KOJJH'ieCTBa) s Ta6neTKe. 

13 Butylhydroxyanisole 0.0934 mg/tab I Not less than 0.042 mg/tab./ 
content I Co,uep,Kauue 0,0934 Mr B m6neTKe He Mettee 0,042 Mrs m6neTKe. 
6yTHJiru,up0KCHaHH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
lnpuMe'lauue: flpoAyKT coorneTcrnyeT Tpe6osamrnM HA 3aKJJIO'leHue: O,ll,OiiPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo,uroTOBJTeHo: Shagun TTposepe110:Pravesh TTposepeH0 (AOK) : OAo6peHo: O6ecne,1eH11~ Ka•1ec sa/OrneTcTsettHoe 

sv Rana 1 Amit Kumar nHuo ~l ~ 

~ 
Date I Date I Date/ IDate / (s --0 '1 - ?---6 1---£ )];am: 13.04.2026 )];am: 13.04.2026 )].am: 13.04.2026 LJ:am: 

Registered Office: 8-2-337, Road No. 3, Banjc1ra Hiils, Hyderabad - 500034 _. Telangana , India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

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

CEPTH~HKAT AHAJIB3A 

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

Tel: +9198166 56001-02 
,.11, 11., rlrrPrlrlv,; rom 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ;YKT: KeTopon® 3tccopecc (KeToponaK) Ta6neTKn, Ancnepr11pycMblC B noJIOCTH 1na, 10 Mr 

Market / PhIHOK : Russia I Poccm1 
Batch No/ 

: V2600736 
Batch Quantity/ 36,00,000 tab I 

Cemrn .N'!! O6i.eM cep1111 36,00,000 Ta6 
Analytical Report No/ 

: 040003359789 
Date of Analysis / 

13.04.2026 AuaJIHTH1Jec1euu OT'leT .N'!! )laTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 ,LI:aTa npOH3B0,/:{CTBa I'oAen AO 
Mfg. License No. / 

MA number:/ IlpoH3BOtJ,CTBeunaH : MNB/05/263 
HoMepPY : JIII-.M!(004669)-(Pr-RU) 

JIUl.(Cll'3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 np0Bet1,eu no H,ZJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnvKl.(UH vrnepiK,[leua: 21.04.2025 

Paee 9 of 11 / CTp. 9 uJ 11 
No 

Test/ IT0KaJaTeJ1h Results/ PeJyJihTaThI Specification / HopMa 
.M! 
14 Package description/ 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 

Onucauue ynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/AL) foil. I or 2 
d iccant/HDPE) foil // (PE/AL) blisters with patient information leaflet in a 
fo il. 2 blisters with patient carton pack. / no IO Ta6neTOK B 6m1cTepe H3 
infom1ation leaflet in a carton (TIA/ AJI/TI3 C snaronornornTeneM/TI3Bn) 
pack. I no 10 Ta6neTOK B cponbrn II (TI3/AJI) <j>OJ1brl1. no 1 MflM 

6nHcTepe H3 (DA/ AJI/IT3 C 6nttcTepa BMecTe C JIHCTKOM-BKfla)lbitlieM 
snaronornonJTeneMln3B n ) na1lKy KapTOHHyio. 
<j>OJibrl1 // (CT3/ AJl) cj)0Jlbnt. ITo 
2 6mtCTepa BMeCTe c JIHCTKOM-
BKJia)J,bllIIeM B na11Ky 
KapTOHH)'lO. 

* 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 BhmycKe JieKapcrseuuoro npenapaTa KOHTpOJib KalfeCTBa no noKa3aTeJIIO «MHKp06HOJIOrH'ieCK8SI 
lfHCTOTa» npOBOAHTCSI AJISI Ka:IK'J).OH 20-oii cepHH, HJIH AJISI OAHOH cepuu B rOA, B 38BHCHMOCTH OT Toro, lfTO 
uacrynttT paubrne. 

Remarks : The Product confirms to ND/ 

!!
Conclusion : APPROVED I 

npnMelfauue: Tipo)lyKT C00TBeTCTByeT rpe6oBaHWIM H,ll; 3aKJllO'lenue: O,lJ:OliPEHO 

Prepared by / 
no)lroToBneuo: Shagun 

iV 
Date I 
}].a111: 13.04.2026 

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

~::cpcHoP,aI 
TTpoeepeHo (AOK): O.uo6peHo: O6ecne4CH He Ka4eCTBa/OTBCTCT8eHHOe 
Amit Kumar n11uo: ~~ ~~ W1 ojJ}j 

(\~-- ~ 1/ 
Date/ Date/ !Date/ 
):{am: 13.04.2026 ,[l,aTa: 13 .04.2026 I 'S 'c, '1 .- ru> U )].am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034 .. Telangana, India 
Tel : +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 •·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKATAHAJIIl3A 

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

Tel: +9198166 56001-02 

"'' ... ·- ~,..-

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO/WKT: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, }lUcnepruoveMble B IlOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600736 

Batch Quantity/ 36,00,000 tab/ 
Cepus .M! O6neM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003359789 

Date of Analysis / 
13.04.2026 

AuaJIHTH'leCKHH OT'leT .N'!! .l(aTa auanuJa 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

.l(aTa npOH3BO}lCTBa ro}leH }lO 

Mfg. License No. / 
MA number:/ 

IlpouJBO}lCTBenuas : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
JIUUeH3HH .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBe}leu no H.ll:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ MncTDVKUHH YTBep)Ktl:ena: 21.04.2025 

Page 10 of 11 / CTP, 10 u3 11 
API name/ HauMenoBanue A<l>C: Ketorolac tromethamine / KeToponaKa TPOMeTaMHH 
INN /MHH: Ketorolac I KeTOponaK 
API manufacturer batch number/ 

ABSH006294 
HoMep cepuu npouJBOJlHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanuuu npon3BOJlHTeJIH FESA00536 

r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlpouJBO}lHTeJib A<l>C, CTpaua: ,[l-p Pe,!Ul.111c Jla6opaTOp11c JlT.n., I-fa.nm, 
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 
HauMeHOBauue, a}lpec, JIHUCH3HH }lJISI ,[l-p Pe.n1J.11'c Jla6opaTOp11c JlT.n., l1H.nm1, ITpoHJBO/J.CTBeHHoe 
IlpouJBO}lCTBeunaH nnom:a}lKa / Ilnom:a}lKa no.npa31].eJ1ett11e-6, Bmrn. KxoJib, HaJiarapx Poy.n, EaMH, ,[l11cTpHKT 
KOHTPOJISI K8'1CCTBa / Ilnom:a}lKa BblilYCKa CoJiaH, x.rr., 173205, HH.D.Hll (J1H1.(CH3HJI 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 spec_ifications in the Marketing Authorization dossier of the importing country. Production, 
packaging and testing records are verified and their compliance with Good Manufactming Practice of the Eurasian 
Economic Union is established». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMettaHne: Ilpo.D.yKT coorneTcrnyeT Tpe60Bamu1M H,[( 3aKJ1101.JeHHe: O,ll.OliPEHO 

Prepared by / 
Tio.D.rOT0BneHo: Shagun 

£jV 

Date I 
,ll.arn: 13.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
nponepe1,10:Pravesh ITpoBepeHo (AOK): O,11,06peHo: O6ecne'leHHe Ka'leCTBalOTBeTCTBeHHOe 
Rana { Amit Kumar JIHJJ.O: ~ ~tc.ovJ~~- ~ 

~ ' :.-------
Date I 

"

Date I I Date/ 
,ll.arn: 13.04.2026 ,ll.arn: 13.04.2026 ~~--a '1 ,- 2--0~ ,ll.arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034_. Telangana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~~• 
CERTIFICATEOF LY I 

CEPTll<J)HKAT AHAJlll3A 

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 ,,,,...i,11,<c ,.,....,... 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIl)OJl,)'KT: KeTOPOJI® 3Kcrrpecc (KeTODOJlaK) Ta6JJeTKH, JJ,llcneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Pocc11J1 

Batch No/ 
: V2600736 Batcb Quantity/ 36,00,000 tab I 

Cep,rn .M! O61>eM cepnn 36,00,000 Ta6 
Analytical Report No/ 

: 040003359789 
Date of Analysis / 

13.04.2026 A11aJ111TH•1ecKm1 0T'leT N2 JJ:aTa auaJIHJa 
Date of Manufacture / 

: 03/2026 Date of Expiry / 
02/2028 .l(aTa DP0ll3B0Jl,CTBa roJJ,Cll ,!l0 

Mfg. License No./ 
MA number:/ IlpOH3BOJl,CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-RU) 
JIHl.l,CH3HH N!! 
Analysis performed according ND:/ AuanuJ npoeeJJ,eu no H,ll;: JII1-N2(004669)-(Pr-RU)-190224 
PIL version armroved: / liHCTl>YKU.11.H YTBep~ena: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUO'leu11e O COOTBeTCTBJIH: «HacT05IlllJIM 5I rro.urnep)K,UaIO, '-ITO rrp1rne.ueHHa5I Bh!ille HmpopMan1rn 5IBJrneTC5I 

,[(OCTOBepHOH H TO'-IHOH. 3Ta cep1rn rrpo.uyKnHH rrpOH3Be,UeHa (BKJIIO'-la5I yrraKOBKY (MapKHpOBKy) H KOHTpom, 

Kal.J:ecrna) Ha BbIIIleyKa.3aHHOH rrpOH3B0.IJ:CTBeHHOH IlJIOIIJ;a.n;Ke (IIJIOIIJ;a,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,UJie)Kamett rrpOH3B0.IJ:CTBeHHOH rrpaKTHKH EBpa.3HHCKOfO 3KOHOMH'-leCKOro COI03a H 

Tpe6oBaHH5IMH KOHTpOM KaqecTBa JieKapCTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crrenHqmKanH5IMH, 

co,nep)KalllHMHC5I B perHCTpanHOHHOM .UOCbe CTpaHI,I-HMilOpTepa. 3aIIHCH no npOH3BO.IJ:CTBY, ynaKOBKe H aHamI3y 

npoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHJUIM TipaBHJI Ha,UJie)KameH rrpoH3B0,[(CTBeHHOH rrpaKTHKH 

EBpa.3HHCKOro 3KOHOMH'-leCKOro COI03a». 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHue: ITpo.nyKT C00TBeTcTByeT Tpe6oBaHJUIM HJ]; 3aKJIIO'leHtte: 0,[I.OliPEHO 

Prepared by/ 
n o.uroTODJleHo: Shagun 

71-

Date / 
,D.aTa: 13.04.2026 

Cl.Jecked by/ Cl.Jecked by (AQA) / Approved by: Qualtty Assurance/ Authorized per on / 
npoBepeHo:Pravesh ITpooepetto (AOK): O.no6peHo: O6ecne4CHHe Ka"leCTBa/OTBeTCT8eHHOe 
Rana { Amit Kumar Jl Hl..lO: 

~l~VY) 

~~ {\~ _,,/ 

Date / Date/ !Date / 
}].aTa: 13.04.2026 L(aTa: 13.04.2026 ,3~::1~u ,Uara: 

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