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

CEPTH<l>HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

Tel : +91 98166 56001-02 
'"""""' rl rr@ddvs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpOJ.J.YKT: KeTOl)011® 3Kcopecc (KeTOP011aK) Ta6JieTKH, J.J.HCnepnrnveMble B DOJIOCTH pTa, 10 Mr 
Market/ P1>rnoK : Russia / Poccm1 
Batch No/ 

: V2600013 
Batch Quantity / 36,00,000 tab/ 

Ceinrn .N'!! O61.eM cep1111 36,00,000 rn6 
Analytical Report No/ 

: 040003255657 
Date of Analysis / 

20.01.2026 
AuannTutJecKuii OTlfeT .M! 11.aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,l(aTa op0ll3B0J(CTBa fot1.eH AO 
Mfg. License No./ 

MA number:/ 
11pOH3B0.[I.CTBeHHaR : MNB/05/263 

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

1100:euJuR .N'!! 
Analysis performed according ND:/ Auanm np0Bet1.eu no H,l(: Jlll-.N'!!(004669)-(PI'-RU)-190224 
PIL version approved:/ BncTpYKU:HH yrsep,KJtena: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No Test/ lloKalaTeJJb Results I Pe1yJJbTaTbl Specification / HopMa 
.N'!! 

1 Description / Onncaune Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with"\" debossed on one debossed on one side. / Kpyrnb1e nJIOCKHe 
side. / Kpyrnh1e nnocKtte Ta6JieTKJ,J c cpacKOtt, CBeTJI0-)l(eJIT0fO useTa c 
Ta6JieTKH c cpacKOtt, CBeTJio- rpasHp0BK0tt «I» Ha 0,UH0H CT0p0He. 
)l(eJITOro usern c rpas11posKott 
«I» tta o,uttow crnpotte . 

2 Identification / 11,neuTn<l>uKaUHH 

Ketorolac I KemopoflaK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / YcfJ-
cneKTpbI nornomeHm1 11cnhnyeMoro pacrnopa 11 

pacrnopa cTaH,uapTHoro 06pa3ua KeTopoJiaKa . 
Tp0MeTaMHHa ,!l0Jl)KHbl HMeTb MaKCHMYMbl npH 
0,/lHOH J,J TOH )Ke ,llJIJ,JHe BOJJHbl (± 2 HM) . 

Remark • : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'!aune: Tipo,uyKT cooTBeTcrnyeT TPe6osamu1M H)]; 3aKJJtotJeune: O)J:06PEHO 

Prepared by I 
no.nrornaneH0: Pravesh 

rana { 
D ate/ 

AaTa: 20.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality A surance/Authorized person/ 

TTposepeHo: Pardeep nponepetto (AOK): O,uo6peHo: O6ecneqem1e Ka'lecrna/OrneTCTBeHHoe 

Kumar 

h 
AmitKumar I'\ mrno: 

(0],~ ~ _// 
I 

"

Date I Date / 

IIDate / <)___◊-CJ,.- '2-01,/4 
)lara: 20.01.2026 ,[(aTa: 20.01.2026 : )],a·ra : 

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

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

CEPTH~HKATAHAJill3A 

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. rre IVs.com d dd 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilp0JlYKT: KeTOf)OJt® 3KCDJ)ecc (KeTOf)OJlaK) Ta6neTKII, 1u1cnepruoveMble B IlOJlOCTH f)Ta, 10 Mr 
Market / PbrnoK : Russia / Poccirn 
Batch No/ : V2600013 

Batch Quantity / 36,00,000 tab/ 
Cep1rn .N'!! O6'heM CCf)llH 36,00,000 Ta6 
Analytical Report No/ 

: 040003255657 
Date of Analysis/ 

20.01 .2026 
Anam1Ttf'lec1euii or<teT .N'!! Jl.aTa anaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)],an op0H3BOACTBa ro.11.en JJ:0 

Mfg. License No./ 
MA number:/ 

IIpoHJBO.LJ;CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.M!(004669)-(Pr-RU) 
JlUQeH3HH .N'!! 
Analysis performed according ND:/ AnaJJu3 npoBe.LJ;eH no II,[(: Jill-.N'!!(004669)-(Pr-RU)-190224 
PIL version anoroved: / H ncTOVKUHH YTBCPiK,UeHa: 21.04.2025 

Page 2 of 11 / CTp. 2 HJ 11 
No 

Test I IloKa3aTem, Results/ PeJyJibTaTbl Specification / HopMa 
.N'!! 

Complies / CoorneTcrnyeT The retention time of the main peak on the 
chromatogram of te t o lut ion should corre pond 
to that on the chromatogram of ketorolac 

tromethamine standard olution _(A ay eclion). 
I BpeMl! yll.ep>KHBal-lMll OCHOBHoro m1Ka Ha 

xpoMaTorpaMMe HCOblTyeMoro paCTBOpa 
AOJl)l(HO COOTBeTCTBOBaTb speMeHw 
y JJ,ep)l(_H BaHHll OCHOBHOrO OHK8 Ha 
xpoMaTorpaMMe pacrnopa CTaHll.apTHoro 
06pa:1ua KeTOponaKa -rpoMeTaMrrna (pa3,ll.en 
«Kon11Yecrne•moe onpeJJ.eneAHe»). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpttMe'IaHne: TTpot1.yKT coorneTcrnyeT -rpe6oBaHJUIM H)]; 3aKJIIO'Ie•me: O.lJ:OliPEHO 

Prepared by I 
no.nroToeneHo: Pravesh 

rana { 
Date/ 
,r(aTa: 20.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
npooepeHo: Pardeep HposepeHo (AOK): Oll.o6peHo: O6ecneqem1e Ka'!ecrna/OrneTcTBeHHoe 

Kumar 

~ 
Amil Kumar nHuo: 

~~ I" _/'_./" 

Date/ 

II
Date/ 'Date/ 

?e--o\---'2-,-02--' ;D,aTa: 20.01.2026 )];am: 20.0 l.2026 ,r(aTa: 

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

Tel : +91404900 2900, Fax: +9140 4900 7.999, Email: mail@drreddys.com 

CIN: L8S19SAP1984PLC004507 

www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFI 

CEPTH<l>HKA T ABAJIH3A 

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 
.J .., • WWW.u,-- .s.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo,nyKT: Keropon® 3Kcnpecc (KeropoJ1aK) -ra6neTKII, AncneprupyeMLJe B noJiocru pTa, 10 Mr 
Market / PLIHOK : Russia / Poccmr 
Batch No/ 

: V2600013 Batch Quantity / 36,00,000 tab I 
Ceprrn .N'!! O6beM cepnu 36,00,000 rn6 
Analytical Report No / Date of Analysis / 
AuamtTU'ICCKUii OT'IeT .N'!! 

: 040003255657 
.ll,a-ra auanu1a 

20.01.2026 

Date of Manufacture / 
: 12/2025 Date of Expiry / 

11/2027 
.[(a-ra DJ)0H3B0.!lCTBa roaeu ,1:(0 

Mfg. License No./ 
MA number:/ 

IlpoH3BO.L(CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JUIUC11311SJ .N'!! 
Analysis performed according ND: I AuaJIH3 npoee.L(eH no II.[(: Jlll-.N!?(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKUHH VTBCPJKAena: 21.04.2025 

Page 3 of 11 / CTp. 3 u1 11 

Test / IloKaJaTeJib Results/ PeJyJI1>TaT1>1 Specification / HopMa 

.Butylhydtoxyanisole I 
EymuJ12uiJpoKcuaHU30ll 

Complies / CooTBeTc-reyeT The retention time of2-butylhydroxyani ole and 
3-butylhydroxyani ole peaks on the 
chromatogram of the le t olution should 
corre pond by the retention times to 2-
butylbydroxyani ole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyani ole tandard olution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y11.ep)Kl1BaHl1ll OI--IKOB 2-
6ynrnr11.11.pOKCl181:11130Jla 11 3-
6yrn11r11JlpOKCHaHH30J18 Ha xpoMaTorpaMMe 
11.cru,1ryeMoro pacn:1opa .11.omKHbI 
CO0TBeTCTBOSaTb apeMeHaM y.nep:>1rnsaHl1.ll 
ITHK0B 2-6yTHJlrHJlpOKCl1aI•I"130Jla 11 3-
6yTHJlrM.11.pOKC"1aHIOOJla Ha xpoMaT0rpaMMe 
pacTBopa craHn,apn,oro o6paJua 
6yrHJJrH,!lpOKCHaHM30Jla (pa3D.eJJ «Coaep)KaHHe 
6yrHJlrHllpOKCHaHH30Jla>> ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp11 1e4a111Ie: ITpollyKT cooTBeTcrnyeT TPe6oaaHID!M H.D: 3aK'J1104c1111e: 0,11.0liPEHO 

Prepared by I 
no,nroTOBJl eHo: Pravesh 

rana i 
1Date / 
1.L(arn: 20.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TiposepeHo: Pardeep TipoaepeHO (AOK): O)lo6peHo: O6ecrreqem1e Ka<1ecTaa!OTBeTCTee1rnoe 

Kumar Amit Kum/ JJl1UO: 

~~ ~ ~ --
Date/ Date/ I Date / ~--c ,~ '2.--e) 2 C 
Aarn: 20.01.2026 Aarn: 20 .01.2026 )].aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara HIiis, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 299ri, Email: mail@dr,eddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANAL YSI 

CEPTH~ID(ATAHAJilI3A 

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.drreddvs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlVl.:T: ReTODOJJ® 3 Kcnpecc (KeTopomuc) Ta6JIC-TKII, ,llllCnepnmveMbie B IT0JJ0CTII PTa, 10 Ml' 
Market / PhlHOK : Russia I Poccm1 
Batch No/ 

: V2600013 Batch Quantity / 36,00,000 tab I 
Cev1rn .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003255657 
Date of Analysis / 

20.01.2026 
AnaJ111T1fl1ec1Cnii 0T'leT .N'!! llaTa auaJiu1a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry/ 

11/2027 
)].aTa np0ll380JlCTBa roJ:J,ea J:J,o 
Mfg. License No./ 

MA number:/ 
IlpOH3BOJ:J,CTBeHHaH : MNB/05/263 

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

JJHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJJnl npoBeJ:J,eu no~: JTil-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVK~nH yrnepm,lleua: 21.04.2025 

Page 4 of 11 / CTp. 4 u1 ll 
No 

Test I IloKalaTeJJh Results/ PeJyJJhTaTbl Specification / HopMa 
.N"!! 

3 Average weight/ Cpe~HHH 69.7 mg/ 69,7 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr )lO 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablet· - not more than ± 10 %; 

Uniformity of wei0 ht / 
2/20 tablet - not more than :I: 20 %. I 

Complies / CooTBeTcTByeT 18/20 Ta6neTOK - He 6onee ± 10 %; 
0AHOpOAHOCTb M3CCbl 2/20 Ta6neTOK - He 6onee ± 20 %. 

4 Di integration time/ 
Pacnat(aeMoCTh 

00 min 29 sec / 00 MHH 29 ceK Not more than 3 min. / He 6onee 3 MttH. 

5 Dissolution / PaCTsopenne Unit- I / Ta6n- l 99 % Not less than 75 % (Q) ofC1sHuNO3•C4H1 1NO3 

Unit-2 / Ta6n-2 99 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sHuNO3•C4H1 1NO3 (KernponaKa 

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

Unit-4 / Ta6n-4 96 % 

Unit-5 / Ta6n-5 97% 

Unit-6 / Ta6n-6 97 % 

Rema1·ks : The Product confirms to ND/ Conclusion : APPROVED / 
OpnMe<tanue: Tipo)lyKT cooTBeTc-rayeT Tpe6osaHIDIM H)]; 3aKJJIO<teuue: 0.ll.OliPEHO 

Prepared by / 
n ollrOTOBJleHO: Pravesh 
rana 

i 
Date I 
)J:aTa: 20.01 .2026 

Checked by/ Checked by (AQA) I Approved by: Quality A surance/Authorized person/ 
npoeepe110: Pardeep n poeepeHo (AOK): ~:i:petto 06ecnea~0TaeTCTBeHHOe 
Kum ar 

c::l-::-
Amil Kumar 

~ _/---
I 

"

Date I Date / !Date/ <'),-0-C)··L-..el-i--G }la-ra: 20.01.2026 }lam: 20.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel ar1 gan a, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFIC TE OF ANALY IS 

CEPTH<l>HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt . Solan, H.P, 173 205, lNDiA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo1IVKT: Ke-ropoJI® 3Kcnpecc (KeToponaK) -ra6ne-rKu, AHCneprnpyeMble B noJJOCTH pTa, 10 Mr 
Market/ PhlHOK : Russia / Pocci,rn: 

Batch No/ 
: V2600013 

Batch Quantity / 36,00,000 tab/ 
Cepun .N"!! O6i.eM cepnu 36,00,000 rn6 
Analytical Report No/ 

: 040003255657 
Date of Analysis / 

20.01.2026 
A1tamn11•1ecic11ii OTlfeT .Mi ;ll,aTa attaJ1n1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
;ll,aTa npOll3BOACTBa roAeH A0 
Mfg. License No./ 

MA number:/ 
Ilpon1B0ACTBeHHaB : MNB/05/263 

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

JIHUeH3HB .N°!! 

Analysis performed according ND:/ Attanu1 npoeeAeH no H;ll,: JIIl-.N2(004669)-(Pr-RU)-190224 
PIL version approved:/ HnCTl>YK~nB yTeep~ena: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No 

Test / IloKaJaTem, Results/ Pe1yJ11,TaT1,1 Specification/ HopMa x~ 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

)lucnepcnocTb sieve is formed. I O6pa1yeTCH 0)].HOp0,11,HaH 
cycneHJ1rn, npOX0,11.HlUaH CKB03h CUTO 
paJMepoM OTBepcrntt 710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I I Hl•DKe npe,11.ena 
1-rn.n.poKcttattanor K0ntt'leCTBeHHOro onpe.nenettttH 
KeToponaKa (ITKO = 0,0032 %) 

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

unidentified impurity / 0,01% not more than 0.5 %; I He 6onee 0,5 % ; 
e,11.ttHH'IHaH 
Hett,11.eHTH~H~HpOBaHHaH 
IIpHMeCh 

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

!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
OpHMel.faHtte: ITpo.n.yKT C00TBeTCTByeT Tpe6oBaHHHM H,n: 3aKJ1101.1euue: 0,ll.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / A pproved by: Quality Assurance/Authorized person I 
n o;iroToeneHo: Pravesh 

rana j 
1
Date / 

1,[(aTa: 20.01.2026 

nposepeHo: Pardeep n poeepeHo (AOK): On.o6peHo: O6ecneqeHtte Kalfecrea/OTBeTc'.rne.1-1 Hoe 

K umar Ami l Kumar nirno: 

(\~~ ~ ~~ 
Da.te/ Date I ' !Date / ~ -o}---i.-e> LG ,[lam: 20.01.2026 ,ll;aTa: 20 .01.2026 ,ll;aTa: 

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 ~;• 
CERTIFICATE OF ANALY JS 

CEPm$HKATAHAJill3A 

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.drrPddvs.rnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo}ly1n: KeTopoJJ® 3iccnpecc (KeTopoJiaK) Ta6JieTKH, .uucner>nmveMLie B nonocTu pTa, 10 Mr 

Market/ PLrno1e : Russia / Poccm1 
Batch No/ 

: V2600013 Batch Quantity I 36,00,000 tab/ 
CepuH.N'!! O61>eM cep1rn 36,00,000 Ta6 
Analytical Report No/ 

: 040003255657 Date of Analysis / 
20.01.2026 Anamnnqec1rnii OT<JeT .N'!! l(aTa anaJIH3a 

Date of Manufacture / 
: 12/2025 Date of Expiry / 

11/2027 JJ:aTa DP0ll3B0JlCTBa ro)l:eH JlO 
Mfg. License No./ 

MA number:/ IlpoHJBOJlCTeeuuaH : MNB/05/263 
HoMepPY : JIIl-.N'!!(004669)-(Pr-RU) 

JIHUCH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe,neu no H,ll;: JIII-.N'!!(004669}-(Pr-RU)-190224 
PIL version approved: / HecTPYKUHH YTBep~eHa: 21.04.2025 

Page 6 of 11 / CTp. 6 uJ 11 
No 

Test/ Ilmrn1aTeJ1b Results / Pe1yJILTaTbI Specification / HopMa 
.N'! 

8 Water content/ 2.0% Not more than 7.0 %. / 
CoAep,KaHHe BOAbl He 6onee 7,0 %. 

9 Residual solvents/ OcraTOlfHblC opraunlfeCKHe pacTB0p1uen11 

Isopropyl alcohol/ 4 µg/tab / Not more than 350 µg/tab. / 
I-bonponaHoJI 4 MKf B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Conclusion : APPROVED / jRemarks : The Product confirms to ND/ 
1IlPHMe1Janue: ITpoAyKT coorneTcTayeT rpe6oBaHllilM HJ], 3aKJHOlfCHIIC: O)1,O6PEHO 

Prepared by / 
n on.roToBJ1eHo: Pravesh 
rana 

f 
Date / 
.D,arn: 20.01.2026 

Checked by/ Checked by (AQA) I Approved by: Quali1y A urance/ Authorized person/ 
TTpoaepeHo: Pardeep CTpoaepeHo (AOK) : OJlo6peHo: O6ecne'!em1e Ka 'leCTaa/OTBeTcrneHHOe 
Kumar Amit Kumar 

RHUO a •~ 
~ f _/~ 

Date/ Date I 'Date / ~-ol· -ui ?..£. }laTa: 20.01.2026 }lam: 20.01.2026 }laTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF A ALY IS 

CEPTH<l>HKA T AHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill . Khol, Nalagarh Road, Baddi, 
Distt . Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 
•" "W rlrr,:,rlrlvc: rom 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTOJ)OJl~ 3Kcnpec.c (teeTOPOJJaK) Ta6JJeTlrn, i..ncneprupyeMb(C s D0JI0CTH pTa, 10 Mr 
Market / PhlHOK : Russia / Pocc1u1 
Batch No I 

: V2600013 Batch Quantity/ 36,00,000 tab/ 
Cepmr .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003255657 
Date of Analysis / 

20.01.2026 AuaJJHTH'lecKnu OT"leT .N'!! .lJ:aTa auaJJH3a 
Date of Manufacture/ 

: 12/2025 Date of Expiry/ 
11/2027 .lJ:aTa nponJB0ACTBa roACII AO 

Mfg. License No./ 
MA number:/ 

1Ipon3BOACTBeunaH : MNB/05/263 
HoMepPY 

: JIII-.M,(004669)-(Pr-RU) 
JlllUCDJHH .N'!! 
Analysis perlormed according ND:/ AuaJIH3 npose.11.eu no H,n;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / .HncTDVKQHH yTeep~ena: 21.04.2025 

Pa2e 7 of 11 / CTJ>. 7 H3 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbt Specification / HopMa x~ 
10 Microbiological purity*/ Mnxpo611onorn"lecicaH 'lHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6ruee •rncno He 6onee 103 KOE/r; 
a3po6Hb!X M11Kpo-
opraHIBMOB 

Total Combined Yeast and NA not more than I 02 CFU/g; / 
mold count / o6ruee q11cno He 6onee 102 KOE/r ; 
APO)!()KeBblX 11 nnecHeBhIX 
rptt6os 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCYTCTBHe B 1 r . 

11 Uniformity of dosage units/ Acceptance value (AV) not more than J 5.0 
O.1).HOpO/l.HOCTb 

5.2 
IloKa3aTeJih np11eMJieMOCTl1 (AV) AOJJ)KeH 6h!Th 

.IJ.03Hp0B3HHblX e/l,HHH .. He 6onee 15,0 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMe'laHne: Ilpo.nyKT C00TBeTCTByeT Tpe6oBaHIDIM H,l], 3aKJIIO'leune: O)1,OliPEHO 

Prepared by / 
nonroTooneHo: Pravesh 

rana i 
:Date / 
)J.aTa: 20.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality As urance/Authorized person / 
nposepeHo: Pardeep npoaepeHo (AOK): Ot1.06petto: 0 6ecneyem1e Ka<1e~ TB OTBeTcTBeHHoe 
Kumar Amit Kumar 

JJ MUO: a~ d--:- ~~ 
Date / Date / !Date / ?<> ~ ) - 7..-0 -z.. ~ 
)J.ara: 20.01.2026 ,D;a-ra: 20.01.2026 )]:aTa: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te langana, Ind ia 
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 ANALY IS 

CEPTHcJ>HKAT AHA.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. rre IVs.com d dd 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;zyKT: l(eTOPOJl® 3Kcnpecc (KeTOl)OJlaK) Ta6JTCTKII, llllCneprnpyeMble e DOJIOCTH p-ra, 10 Mr 
Market/ PLIHOK : Russia I Poccirn 
Batch No/ 

: V2600013 Batch Quantity / 36,00,000 tab/ 
Cepun .N'!! O6beM cep11u 36,00,QQQ Ta6 
Analytical Report No/ 

: 040003255657 
Date of Analysis / 

20.01.2026 AnaJ111T11'lecK11ii OT'leT .M, 11.aTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 ,l{a.Ta DP0H3B0,IJ.CTBa ro11e11 ,11.0 

Mfg. License No./ 
MA number:/ 

IlpoH3BOJJ.CTBenttaH : MNB/05/263 
HoMepPY 

: Jlll-.N'!!(004669)-(Pr-RU) 
JIHUeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npose,11.eu no H)];: Jil1-.N'!1(004669)-(Pr-RU)-190224 
PIL version aooroved: / UHCTPYKUIIH YTBep)KJleua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test/ IloKaJaTenb Results/ Pe1yJ1LTaTbl Specification / HopMa 
.N'! 

12 Assay/ Kom1•1ecTse1111oe 9.9 mg I 9,9 Mr From 9.0mg to 11.0mg of 
onpeJJ.eJienue (99.2 %) C1 sH13NO3•C4H 11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JJ.O 11 ,0 Mr 

C1 sH13NQ3•C4H11NO3 (KernpoJiaKa 
TpoMeTaM.11H) ( OT 90,0 .n.o 110,0 % OT 
3a5IBJICHH0ro KOJIWiecrna) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0956 mg/tab I Not less than 0.042 mg/tab./ 
content I CoJlep'.IICanue 0,0956 Mr B rn6JieTKe He Mettee 0,042 Mr B rn6JieTKe. 
6yTH~rH)lpOKCHaHH30Jla 

R emarks : The Product confirms to ND/ Conclusion : APPROVED / 
Dpm,te'iattue: TTpOJlYKT cooTBeTcTayeT TPe6oaamrnM H}], 3aKJHO'ienue: O)J:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality A surance/ Authorized person/ 
Ilo.n.roTOBJieHo: Pravesh Dpoeepetto: Pardeep TTpoaepeHO (AOK): O1106pe1-10: O6ecneqem1e Ka'-leCT~ a/ :raeTCTBCH Hoe 
rana j Kumar 

~ 
Amit Kumar 

nHuo: ~ / 
f\ ~ .,..-

1
Date / Date/ Dale / !Date / r;_,,o -e' ~ '2..RJ 1-t 
}],am : 20.01.2026 }],a-ra: 20.01.2026 Aarn: 20.01.2026 t{aTa: 

Registered Office: 8-2-337, Road No. 3, Ban]ara Hills, Hyderabad - 500034, Telangan a, India 
Tel: +9140 4900 2900, Fax: +9140 •l900 2999, Email: mail@drreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALY I 

CEPTH <I>HKA T AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, Nalagarh Road, Baddi , 
Distt. Solan, H.P., 173 205, INDiA 

Tel : +91 98166 56001-02 
.. ,,.,.., tlrrPcltlvc; rnn, 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.nyicr: KeTopoJJ 3 iccnpecc (iceTopo11aK) Ta6JJeTKH, .nucoeprnoveMMe B noJIOCTH pTa, 10 Mr 
Market/ P1,rnoK : Russia I Pocc1-rn 
Batch No/ 

: V2600013 
Batch Quantity / 36,00,000 tab / 

Cepnn .N'!! O6neM cep11u 36,00,000 Ta6 
Analytical Report No/ 

: 040003255657 
Date of Analysis / 

20.01.2026 Aean11T11•1ecicr1ii oT'leT .N'!! .[(aTa a11am13a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11/2027 )].aTa npOJJJB0.nCTBa ro.a:eu )J;O 

Mfg. License No./ 
MA number:/ 

IIpoHJBOJJ:cTeeuuan : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeHJHH N!! 
Analysis performed according ND:/ AuaJJHJ npoeeJJ,en no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ M.11cTovicu.1rn YTBCp)KJ].e1rn: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test I IloicaJaTeJJh Results I PeJyJihTaThl Specification / HopMa 
.N'!! 
14 Package description / 10 tablets Ill a blister of 10 tablet in a blister of (PNAUPE with 

OnucaeueynaKOBKH (PNAL/PE with de iccant/HDPE) foil // (PE/AL) foi l. 1 or 2 
desiccant/HDPE) foil// (PE/AL) blister with patient infom1auon Leaflet in a 
foil. 2 blisters with patient carton pack. / n o 10 Ta6neTOK a 6ni-1crepe H3 

infonnation leaflet in a carton (IlA/AJl/n3 C 0naronorno-r1nener-.t/Il3 B n ) 
pack. I n o 10 Ta6neTOK 8 cj.JoJlbrH II ( IT3/AJ1) cponbrH. n o l 11J1 11 
6m1crepe H3 (IlA/AJJm C 6n11crepa aMecTe C n11cTKOM-BKJ1aJJ,bl WeM 
enaronornonneneM/113B ll) na'l KY KapTOHH)'IO. 
qion1, r11 II (03/ An) 1ponbn1. no 
2 6nHCTepa BMeCTe c nHCTKOM-
BKJiaJJ,bJUieM B na4KY 
KapTOHH)'IO. 

* When the drug product is released, the quality control for Microbiologic{(/ Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Ilpu Bhmycice JieicapcTeeueoro npenapaTa KOHTpOJih icaqecTBa no noicuaTemo «Muicpo6uoJioruqecicaS1 
'IUCTOTa» npoBOJ],UTCSI J],J]SI Ka)KJ:l_OH 20-oii cepuu, HJIU J],JIH OJJ,HOH cepuu B roJJ,, B JaBUCUMOCTU OT Toro, 'ITO 
HacTynuT paHbUJe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpuMe'laHue: IlpOJlYKT COOTBeTCTByeT rpe6oBaHIUlM H,[( 3aKJI10'lett11e: O,LJ:OliPEHO 

Prepared by/ 
TionrornsneHo: Pravesh 
rana 

l 
Date / 
}la-ra: 20.01 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality A urance/ Authorized person/ 
IlposepeHo: Pardeep TTposepeHo (AOK): OJlo6peHo: O6ecneqem1e Ka4ecrna/OrnercTBeHHoe 
Kumar Amil Kumar n11uo: ~# d-e- t---~ 
Da1e/ Dale / 'Date/ ~ ,-0"),-'2--01£i ,Uarn: 20.01.2026 ].:{ai-a: 20.01.2026 JJ.ai-a: 

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

CIN : L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 

ERTIFICATE OF ALYSIS Distt. Solan, H.P., 173 205, !NOIA 

CEPTH<l>HKAT AHAJIH3A Tel: +9198166 56001-02 
www.drreddvs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJU'KT: KeTOJ)OJJ® 3Kcnpecc (KeTOJ)OJlaK) Ta6JieTirn, ,u11cnepnmveIm,1e B D0JI0CTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2600013 Batch Quantity/ 36,00,000 tab I 
Cep1m.M, O6beM CCJ)IIH 36,00,000 Ta6 
Analytical Report No/ 

: 040003255657 Date of Analysis / 
20.01.2026 

AuaJIHTH'leCKHH OT'leT .M, .l{aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 Date of Expiry / 
11/2027 

,ll,aTa np0ll3B0Jl.CTBa ro,Aen AO 
Mfg. License No./ 

MA number:/ 
flpOH3B0Jl.CTBCHHaR : MNB/05/263 

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

JIHQCll3HR N2 

Analysis performed according ND:/ AttaJIHJ npoee,Aeu no H,ll,: Jill-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHR VTBCP)KJl,ena: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 HJ 11 
API name/ HauMettoeaune Act>C: Ketorolac tromethamine I KeTOponaKa TP0MeTaMHH 
INN/MHH: Ketorolac I KeToponru< 
API manufacturer batch number/ 

ABSH001785 
HoMep cepun npoHJBO.llHTeJIR A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepnu cy6cTaHQHH npoH3BOJlHTeJIR FESA00219 
r Jlct>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd. , India/ 
Ilpon3BOJI.nTeJih A«l>C, cTpaua: )];-p Pe)JJI.H1C Jla6opaTOpHC JlTA. , I1HAH~ 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd. , India, Formulation Unit-6, Vill. Khol, 
manufacturing site I Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HanMenoeauue, aJ1.pec, JIHQeHJHR ti;JIR )];-p PeMH' c Jla6oparnp11c JlTA, I1HAH~, TTpoH3B0ACTBeHHOe 
IlpouJBO)lCTBeHHaR UJI01IJ;aJ1.Ka / l1JIOIIJ;aJ1.Ka noApa3.D,enem1e-6, B11nn. Kxonh, Hanarapx Pay.LI, BaMH, ,l1;11cTpHKT 
K0HTJ)0JU1 KaqecTBa / IlJiomaJJ,Ka BbIRYCKa ConaH, x.n., 173205, l1H.LIMll (11Hue1-1JHS1 1-10Mep 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». 

Remark : The Product confirms to ND/ Conclusion: APPROVED/ 
OpuMe'lam1e: Tipo.nyKT coorneTcrnyeT Tpe6osaHID!M H,D; 3aKmo'le11ue: 0,ll;OliPEHO 

Prepared by/ 
no11.roTOsneHo: Pravesh 
rana t 

:,D;a-ra: 20.01.2026 
!Date/ 

Checked by / Checked by (AQA) I Approved by: Quality As urance/Authorized person/ 
nposepeHo: Pardeep nposepeHo (AOK): O)'.lo6peHo: O6ecneqem1e Ka"l ecTBa/O,-seTcl"Bem,oe 
Kumar AmitKum~ miuo: 

~~ ~ ~ --' I Date/ Date/ !Date/ ~-v)~"2.eU 
: )],aTa: 20.01 .2026 )J,a-ra: 20.01.2026 )];am: 

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

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

CEPTH<I>HKAT AHAJI1,J3A 

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

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

Tel : +91 93166 56001-02 
www drredclvs com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlDOJ.{YKT: KeTopon® 3Kcnpecc (KeTOUOJlaK) Ta6neTKH, ,IJ.HCoepnrnvel\tble e noJJ0CTH pTa, 10 Mr 
Market / PMuoK : Russia / Poccm1 
Batch No/ 

: V2600013 Batch Quantity / 36,00,000 tab/ 
Cepnn .N'!! O61>eM Cef)HII 36,00,000 Ta6 
Analytical Report No/ 

: 040003255657 Date of Analysis / 
20.01.2026 A11am1T11•1ecKnii oTqeT .N'!! .llaTa auanu3a 

Date of Manufacture/ 
: 12/2025 Date of Expiry / 

11/2027 .llaTa DD0ll3B0,IJ.CTBa ro,IJ.eH ,IJ.0 
Mfg. License No./ 

MA number:/ IlpoHJBO.IJ.CTBeuuaSI : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
J1HQeH3HSI .N'!! 

Analysis performed according ND:/ AuaJIH3 npoee,1J.eH no H)];: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version aoproved: / HnCTPYKUUH yrnep,KJJ.eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUO'lfeHne O COOTBeTCTBHIC <<Hac-r0Hm11M SI ITOD.TBep>I<.n:aro, l{TO npF1Be,UeBH8H Bhlllle HH<pOpMaUJrn 51BMeTC.sI. 

.D.OCTOBepHOH 11 TOt,JHOH. 3ra cep1u1 npo.uyKUliI1 np01i13Be,nena (BKJTIO~aK ynaKOBKY (MapKHpOBKY) 11 l<OHTJ)OJib 

Kal.J CTBa) Ha BbrmeyKa3aHHOH: npOF13B0l(CTBeHHOH TIJTOIUaJJ.I(e (rrnoma,u-Ka'{) B nommM COOTBeTCTBHI{ C 

Tpe6oBaHI15lM l-l TipaBHJI Hal(Jie)Kam;e1';i 11))0113l30,[(CTB HHOH apaI<THKM EnpaJHikKoro 3K0H0Mli'ieCK0ro COl03a YI 

Tpe6osamr.SIMH K0HTpomr Kaqecrsa rre1<apCTBeHHbJX cpencrn a TalOKe B C00TBeTCTBHli co crreuMcjH.iT<~H51MH, 

co.n:ep>I<alllHMl1CSI B penrctp~H0HH0M )l0Che CTpaHbl-HMTI0pTepa. 3amtCH no npoH3B0,UCTBy, yrraK0BKe 11 8Ha.JIH3Y 

nposepeHI,1 H ycTaH0BJTeH lfX C00TBeTCTBMe Tpe6oBaHI-rnM Ilpamur Ha)lJie)Kall(eM npOH3B0,UCTBeHBOi:i npaKTHKM 

EBpa:311.MCKoro 3K0H0MHqecKoro C01O3a». 

Remarks : The Product confirms to ND/ 

"

Conclusion : APPROVED / 
npnMe'fanue: Tipo,uyKT coorneTcrnyeT Tpe6oaamrnM H,ll; 3aKJUO'feHJ1e: 0)1:06PEHO 

Prepared by/ 
no.uroTOBJJeHo: Pravesh 
rana f, 
!Date/ 
:,[!,aTa: 20.01.2026 

Checked by/ Cbecked by (AQA) I Approved by: Quality As urance/ Authorized person / 
ITpooepeHo: Pardeep ITposepeHo (AOK): O.uo6peHo: 06ecne'-lem1.e KatJecrna/OrneTcTBeHHoe 
Kumar Amit Kumar Jll,IUO: (JA~/ ~ ~~.,-

I 

I Date I 
: JJ,aTa: 20.01.2026 I 

Date / 
,[J.aTa: 20.01.2026 

'Date I 
t];aTa: <)-o-o).--'2-02-b 

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