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

CEPTII <l>HKA T AHA.JI.H3A 

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

www.drre:dciy~.co rn 

Product : l<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: l{eTOPOJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, ,[J,1tcnepruovc,u1,1e B OOJIOCTII DT!J, 10 11-rr 

Market / Pi,rnoK : Russia I Pocc1u1 

Batch No/ 
: V2502208 

Batch Quantity / 36,00,000 tab/ 
Cepu» .M! O61,eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

890001848433 
Date of Analysis/ 

27.11.2025 
AoaJJnTn'lecKnu oT11eT .M! llaTa auaJiuJa 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2027 
l{aTa npoiueo,[J,cTea ro.i:i:en ,[J,0 
Mfg. License No./ 

MA number: I 
IIpouJeo.i:i:cTeeuuaH : MNB/05/263 

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

J111u:enJHH .M! 
Analysis performed according ND:/ AnaJiuJ npoee.i:i:eH no H,LJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKU:HH yTeep'.lK,[J,eua: 21.04.2025 

Page 1 of 11 / CTp. 1 U3 11 
No Test/ IloKa1aTeJJ1. Results/ Pe1yJJ1.TaT1.1 Specification / HopMa 
.N"! 

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 Kpyrnhre nJlOCKHe 
side. / Kpyrnh1e nnocKtte Ta6neTKl1 c q>aCKOH, CBeTnO-)KenToro UBeTa C 
rn6neTKH c cpaCKoii., cserno- rpaBttpOBKOH «I» Ha O,'J.HOH CTOpoHe. 
)!(enToro usern c rpasupoBKOM 
«I» Ha OtJ.HOM cTopoHe. 

2 Identification/ l'IAeHTttq>ttKauusi 

Ketorolac I Kemopo.r,aK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
CITCKTPhI nornow:eHttH HCIThITyeMoro paCTBOpa 11 

pacTBopa CTaH,'I.apTHOrO 06pa3ua KeToponaKa 
TpOMeTaMHHa ,'J.Oll)!(Hbl HMCTb MaKCHM)'Mbl nptt 
O,LI_HOH H TOH )KC ,D_llHHC BOllHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHne: I1pOAYKT COOTBeTCTByeT TPe6oBaHttHM H.[( 3aKJIIO'leHue: O,ll,OliPEHO 

Prepared by/ 

TT0.o.r0Toa11cuo: Yq resb 

Chauhan 

(/ 
Date/ -
.[(aTa: 27. 11 .2025 

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

TTposepc1-t0: Pravesh TiposepeHo {AOK): OAo6peHo: O6ecneqeHtte KaqecTBa/OTBeTCTBCHHOe 

Rana AmitKum~ m1uo: 

~ ~ ,,:-i {': --_',/' 

Date/ Date / 

'

!Date/ n r-1 ' ,- l-0 vr .[(am: 27.11.2025 ,lJ,aTa: 27. 11.2025 .[(am: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddy:;.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagcirh Ro;:id, Baddi, 
Distt. Sol;in, H.P. , 173 205, li'IDIA 

Tei : ,-Si 92166 5600I-02 
www.drr~ddys.corn 

Product: :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpo)).yKT: .f{eTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6J1CTKJ1, AnCneorunveMblC- B nOJIOCTH PT~ 10 Mr 
Market / PLrnoK : Russia I Poccm1 
Batch No/ 

: V2502208 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! 06'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

890001848433 
Date of Analysis / 

27.11.2025 
AnaJIUTil'lecKuit: oTqeT .N'!! .l{aTa auaJiuJa 
Date of Manufacture / 

11/2025 
Date of Expiry / 

10/2027 
.l{aTa npOU:3B0,!J;CTBa r oACH /J,O 

Mfg. License No./ 
MA number:/ 

Ilpo11JBO)).CTBeuuaH : MNB/05/263 
HoMepPY 

: .JITI-.N'!!(004669}-(Pr-RU) 
JIUD;eH311H .N'!! 
Analysis performed according ND:/ AuaJ1113 npoBe)).eH no H.l{: .JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQUH YTBep,KJ\eua: 21.04.2025 

Pa2"e 2 of 11 / CTp. 2 HJ 11 
No 

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

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 BpeMR y.uep)l{l-!BaHHR OCHOBHOro n11Ka Ha 
xpoMaTOrpaMMe HC0blTyeMoro pacrnopa 
,UOJl)l{H0 COOTBeTCTBOBaTb epeMeHtt 
y.uep)KHBaH11R OCHOBHOro TIHKa Ha 
xpoMarnrpaMMe pacTBopa CTaH.uapTH0r0 
06pa3ua KeToponaKa TpoMeTaMHHa (paJ.uen 
«Kom1<IeCTeettttoe onpe.uenem1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpnMeqatttte: Ilpo.uyKT coorneTcrnyeT rpe6oeaHIDIM HA 3aKJUO'ICHUe: o,n:OliPEHO 

Prepared by / 

Ilo.uroToenettot : Y 0gesh 
Chauhan 

// 

Date/ 
7'aTtl'. ?7 11 7.())'i 

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

Ilpoeepetto: Pravesh Hposepe1-10 (AOK): O.uo6petto: O6ecneqetttte KaqecTBa/OrneTcTBeHHoe 

Rana 

✓j_ 
Amit Kumar JIHU.0: ~);Yr' {'-' / 

Date I Date/ IDate / 1 ~ ~r -w n 
7'arn: 27.11.2025 ,n:arn: 27.11.2025 Aarn: 

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.drreddvs.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFJC TE OF ANAL I 

CEPTH <I» HKAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. l<hol, Nalagarh Ro ad, Baddi , 
Dist t. Sol an, H.P. , 173 205, INDIA 

w w w.drrecidys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo~yKT: l{eropoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKH, w1cnepnmveMLte B noJJocTn llTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm1 

Batch No/ 
: V2502208 

Batch Quantity / 36,00,000 tab/ 
CepuH . .N'!! O6'heM cer,nrn 36,00,000 rn6 
Analytical Report No/ 

890001848433 
Date of Analysis / 

27.11.2025 
AuaJJuTu<JecKnii oTqeT . .N'!! lla-ra auaJIHJa 
Date of Manufacture/ 

11/2025 
Date of Expiry / 

10/2027 
J(aTa npOIIJBO)J;CTBa r o.Qcn J.\O 
Mfg. License No. / 

MA number:/ 
Ilpo11JBOtJ:CTBeuuan • MNB/05/263 

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

JIHU:eH311H .N'!! 
Analysis performed according ND:/ AuaJ1113 np0Be,1J;eu no HJ(: JID-. .N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncTDVKU:HH YTJ3ep~eua: 21.04.2025 

No 
N!! 

Test/ IlotcaJaTeJib Results/ PeJyJJbTaTbI 

Page 3 of 11 / CTp. 3 m 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymz1J12uopoKCUQHU30J/ 

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)KHBaHH51 nHKOB 2-
6YTHflfH.UpOKCMaHH30lla M 3-
6YTMnrn.upoKCMamnona Ha xpoMarnrpaMMe 
HCllhITyeMOfO pacrnopa )lOll)KHhl 
COOTBeTCTBOBaTh BpeMeHaM y,nep)KHBaHH51 
l1MKOB 2-6yTHnfH)lpOKCHaHH30lla H 3-
6YTMnrn.upoKCMaHH30lla Ha xpoMarnrpaMMe 
pacrnopa crnH.naprnoro 06pa3ua 
6yT0nrn.upoKc11att0Jona (pa3)len «Co.uep)KaHHe 
6YT1rnrn.np0Kc1-1amnona»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laH11e: ITpo.nyKT coorneTcrnyeT Tpe6oBaHH51M H,ll; 3aKmoqen0e: O,Ll;OliPEHO 

Prepared by / 

ITo.uro'fo.snenol: Yogesb 
Chauhan 

/ 
Date / 
,T(:nw ?7 . ] 1 7n?'i 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
rTpoaepe1m: Pravesh ITpoBepetto (AOK) : 0.no6petto: 06ecneqentte Kaqecrna/OrneTCTBettHoe 
Rana i Amit Kumar/ n0uo: 

\ );V' f ~ 
Date I IIDate / I Date/ vZ, .---'( f ~ Lo Y'("" 
,n;::nw ?7 11 ?O?'i ,Tl/mr .7.11.20 ;') :.n:aTa: 

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

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



•·· Dr. Reddy's ~;• 

I 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.Jfil3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H P., 173 205, INDIA 
le i : -: 91 9S 166 56001-02 
www.drrecidys corn 

Product : :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO.ll.VKT: EeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKII, .l).HCUeprupyeMble s DOJIOCTII PTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc1rn 

Batch No/ 
: V2502208 

Batch Quantity / 36,00,000 tab/ 
CepuH N2 O6neM cep1111 36,00,000 rn6 
Analytical Report No/ 

: 890001848433 
Date of Analysis / 

27.11.2025 
AuaJiuT11<1ecKHH OT'IeT N2 J{aTa auaJIHJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ 10/2027 

,UaTa npOlf3B0.l).CTBa roti:eH tJ:O 
Mfg. License No./ 

MA number:/ 
Ilpo11JBOtJ:CTBeuuaH : MNB/05/263 

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

JIHI~enJHH N2 

Analysis performed according ND:/ AuaJiu3 nposeti:eu no H,[1;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTBepJK,LJ;ena: 21.04.2025 

Page 4 of 11 I CTp. 4 HJ 11 
No 

Test/ IloKa1aTeJI1, Results/ Pe1yJI1,TaTbl Specification / HopMa 
.N"!! 

3 Average weight/ CpeAHSIH 69.3 mg I 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr AO 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 / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
0AHOpOAHOCTI, Macc1,1 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 00 min 26 sec / 00 MHH 26 ceK Not more than 3 min. / He 6onee 3 MHH. 
PacnaAaeMOCTh 

5 Dissolution / Pacrsopenue Unit-I / Ta6n-1 99 % Not less than 75 % (Q) of C1sH13N03•C4H11NO3 

Unit-2 I Ta6n-2 99% 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C15HnNO3•C4H11NO3 (KernponaKa 

Unit-3 I Ta6n-3 98 % TpOMeTaMHH) <Iepe3 15 MHH. 

Unit-4 I Ta6n-4 101 % 

Unit-5 / Ta6n-5 101 % 

Unit-6 I Ta6n-6 101 % 

Remarks : The Product confirms to ND/ :conclusion : APPROVED I 
TTpuMe'lanue: TipOAYKT cooTBeTcrnyeT TPe6oaaHIDIM H,ll; l3aKJI10•1eHue: 0.U,OliPEHO 

Prepared by/ 
TioJJ.rOTOBJieHo: Yogesh 

Chauhan {/ 

Date / 
J(arn: 27.11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
TipoaepeHo: Pravesh TTpoaepeHo (AOK): OAo6peHo: O6ecrre<IeHue Ka<IecTBa/OrneTCTBeHHoe 
Rana 1 Amit Kumar 1111u.o: ~, ~~~ /\ _/ ,,---
Date I Date/ !°ate/ r 
,ll;arn: 27.11.2025 ,ll;aTa: 27.11.2025 

}1, "1 ! ,- it" i~ 
,ll;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 

I 



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

CEPTH <l>IIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagzirh Road, Baddi, 

Di stt . Solan, H.P. , 173 205, INDIA 
- ' ,.... • ,.... ....... ,,- ,- ~ , -r,r--1 r-.--.. 
le / : •;- ~ 1 ~~ .lot :,ouu _!..-u ..::. 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIoo.zwKT: ReTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6neTJCH, )J. 11cnepn1 pyeMble B noJiocTn pTa, 10 Mr 
Market / Pi,rnoK : Russia / Poccm1 
Batch No/ 

: V2502208 
Batch Quantity / 36,00,000 tab I 

CepnH .N'!! O6"LeM cepnu 36,00,000 Ta6 
Analytical Report No/ 

890001848433 
Date of Analysis / 

27.11.2025 
AuaJinTu<JecKHH OT'IeT .N'!! )],aTa auaJiu3a 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
J(aTa DP003B0,!J;CTBa ro,-en AO 
Mfg. License No./ 

-

MA number:/ 
IlpOH3BO~CTBeHHaH • MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.z.eu no H)]:: .JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH YTBep~eua: 21.04.2025 

Pag-e 5 of 11 / C-rp. 5 m 11 
No 

Test/ IloKaJaTeJih Results/ PeJyJihTaThl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,l),ucnepcuocTh sieve is formed. I O6pa3yeTCH o,u.ttopo,u.tta». 

cycneHJHH, npoxo,u.».ma». CKB03h 
pa1MepoM ornepcrnw 710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of 0.0039 % not more than 0.5 %; / He 6oJJee 0,5 %; 
ketorolac: / 
1-rn.u.poKCIIaHaJJOr 
KeTopoJJaKa 

1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ue 6onee 0,8 %; 
1-KeTOaHaJJOr KeTOpOJiaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6oJJee 0,5 %; 
e,U.T1HH1-1HaH 
HeT1,U.eHTT1(pl1l.l,I1pOBaHHaH 
npHMeCb 

total impurities I 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa npHMecew: 

Conclusion : APPROVED / 
3aKJIIO'lenue: O,ll,OliPEHO 

1:=========:;-;:::::======::::;-;::=========: 

Remarks : The Product confirms to ND/ 
IlpuMeqauue: Ilpo,u.yKT coorneTcrnyeT Tpe6oBaHI-UIM H,ll; 

CT1TO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TI o.uroToBJJeHo: Yo 

bauban 

'

Date I 
lJ;::iT::i · 7.l l O 'i 

flpo Bepetto: Pravesh 
Rana 

1 
I Date / 
ft;:m -l: 27.11 .2025 

IlpoBepeHo (AOK): O.ao6peHo: O6ecne'leHue Ka'lecrna/OrneTCTBeHHOe 

Am.it Kum~ 

~ 

Date I 
.IT,ara: 27.11 .- 025 

1muo: 

b ate I 
,llaTa: 

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. drredd'{s.com 

C 



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

CEPTH<l>IIKAT AHAJIH3A 

Di". Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, f\lalagarh Road, Baddi, 
Distt. SolJn, H.P, 173 205, INDIA 

W'.VW.d rrecidys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO.AYKT: EeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKH, m1cnepnmveMb1e B noJJocTH JH a, 10 Mr 
Market / PhlHOK : Russia / PocCJ.-rn 
Batch No/ 

: V2502208 
Batch Quantity / 36,00,000 tab I 

Cep1rn N!! O6'beM cep1111 36,00,000 rn6 
Analytical Report No/ 

890001848433 
Date of Analysis / 

27.11.2025 
AnaJIHT1t'lecK11n oTqeT N!! )laTa anaJin3a 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2027 
)laTa DPOU3B0,ACTBa r oAeD AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTsennaH : MNB/05/263 

HoMep PY 
: Jll1-N!!(004669)-(Pr-RU) 

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AnaJJH3 npose,Aen no H,11;: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUJrn yrnep,K,[\eua: 21.04.2025 

Paee 6 of 11 / Crp. 6 H3 11 
No 

Test/ TioKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
.N'Q 

8 Water content/ 2.1 % Not more than 7 .0 %. / 
Co,nepman11e B0AbI He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'fHhJe oprau11qecK11e paCTsop11TeJJH 

Isopropyl alcohol / 29 µg /tab / Not more than 350 µg/tab . / 
l1Jonponatton 29 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip111ueqa u11e: Ilpo,nyKT coornercrnyer rpe600aH1U1M H,ll; 3aKmoqeune: O,ll;OliPEHO 

Prepared by / 

n o.nroTOBJie1m: r;·og h 
Chauhan 

·1/ 
IDale / 
.JJ;irrn ; 27 .11 .2 015 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flpoBepeHo : Pravesh nponepe110 (AOK) : O,a:o6peHo: O6ecneqem,1e Ka'-lecrna/OrnercTBeHttoe 
Rana i Amit K umar m1uo: 

l~~ )-X I'-_,/--

Date / Date / IDate / 91s, ...-(, ,_ it' 1.S-
,7\l'IT l'I ' ?7 11 707 ') ,Tl/mt· 77 11 ?()?') ,n:,nw 

Registered Office: 8-2-337,. Road No. 3, Banjara Hill s, Hyderabad - 500034, Te langan3, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Emciil : ma il@drreddys .com 

CIN : L85195AP1984PLC004S07 
v,,1ww.drred dys .co m 

. 
I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Vi ii. Kho l, Na lagarh Road, Baddi, 
Distt. Solan, H.P , 173 205, INDIA 

·1ei • +9 i % i 66 5600.i. -G: 
w ww.drreddys.com 

Product: :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: :KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, ,uucnepruoveMble B DOJIOCTH pTa. 10 Ml' 
Market/ PLIHOK : Russia / Pocc1,rn 

Batch No/ 
: V2502208 

Batch Quantity / 36,00,000 tab I 
Cepm1 .N!! O6neM cep1111 36,00,000 rn6 
Analytical Report No / 

890001848433 
Date of Analysis / 

27.11.2025 
AttaJ111T1PfecKnu OT<leT .N!! .l(aTa anaJinJa 
Date of Manufacture / 

11/2025 
Date of Expiry / 

10/2027 
,Il;aTa np0113B0J];CTBa roJ];eH J];O 
Mfg. License No. / 

MA number:/ 
l1pon3B0,UCTBeHHaH : MNB/05/263 

HoMepPY 
: .JIII-.N!!(004669)-(Pr-R U) 

JJHU.eHJHH X!! 
Analysis performed according ND:/ AnaJiuJ npoBeJJ:eH no H,IJ;: .JIII-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / llHCTPYKIIHH yTBep)KJJ:eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTCJib Results/ PeJyJJbTaTbI Specification/ HopMa 
.N'!! 

10 Microbiological purity*/ MuKpo6noJJornqecKaH quCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w.ee 1rncno He 6onee 103 KOE/r; 
a3po6HbIX MHKpo-
opraHHJMOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee lfncno He 6onee 102 KOE/r; 
,D_pO)!Of(eBblX Ii TTJieCHeBb!X 
rpn6os 

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

11 Uniformity of dosage units I 1.7 Acceptance value (AV) not more than 15.0 
O.uuopo,uuocTb TToKaJaTeJlb npneMJJeMOCTH (AV) .uomKeH 6bITb 
,U03Hp0B3HHblX CtJ,HHHIJ. He 6onee 15,0. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
n pnMeqaune: npo,uyKT CO0TBeTCTByeT Tpe6oBaHIUIM H)]; 3aKmo-.euue: O,LI:OliPEHO 

Prepared by / 
Ilo,D.rOTOBJJeHO: o esh 
!Chauhan 

u / 

Date / 
)];arn: 27.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nponepeHo: Pravesh TiposepeH0 (AOK): O1106peuo: O6ecne1Iett11e Kalfecrna/OrneTcTBeHHoe 
Rana 1- AmitKumar __,A 

f · ~ 
JILIIJ.O: ,,, ' 

1,· )ft~ 
Date I D ate / IDate / M, -( I - //V YJ 
)];aTI.1: 27.11.2025 ,l(ara: 27.11.2025 Jl;arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hi lls, Hydera bad· 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys. com 

CIN: L8519SAP1984PLC004507 
www.drre:ddvs.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM <I> IIKA T AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
.....-~! , n -1 ("I(" , 1 C t: C hnn 1 J)I 
1t:I 7::)..!.. ;) t_....!.U \. 1 . .J,..,v.._,_._ .._,._ 

w1Nw.cirrecidys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO/WKT: l(eTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6J1eTKH, ,r:i:ucneprunveMhle B noJIOCTH r>Ta, 10 l\tr 

Market/ PMHOK : Russia / Poccm1 
Batch No/ 

: V2502208 
Batch Quantity/ 36,00,000 tab / 

Cepuu .M! O6-beM cepuu 36,00,000 Ta6 
Analytical Report No / 

890001848433 
Date of Analysis / 

27.11.2025 
AnaJIHTH'f:ecKHH OT'teT .M! )(aTa auaJiu3a 
Date of Manufacture / 

11/2025 
Date of Expiry / 

10/2027 
)J:aTa IlPOll3B0,r:(CTBa ro,J:leH ,J:lO 
Mfg. License No./ MA number:/ 
Ilpon3BOACTBenuau : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe,r:i:eu no H)J:: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / lluCTpyKQHH yTBep~eua: 21.04.2025 

Page 8 of 11 / Cll). 8 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbT3Tbl Specification / HopMa 
1(2 

12 Assay/ Komt"leCTBeuuoe 10.0 mg I 10.0 Mr From 9.0mg to 11.0 mg of 
onpe,!l,eJJeune (100.2 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,!J,O 11,0 Mr 
C1sH13N03•C4H11N03 (KeTOponaKa 
TJ)OMeTaMHH) (OT 90,0 ,!J,O 110,0 % OT 
JaHBneHijOfO KOnH"leCTBa) s Ta6neTKe. 

13 Butylhydroxyanisole 0.0958 mg/tab I Nol less than 0.042 mg/tab. / 
content I Co,1J,ep1Kauue 0.0958 Mr B rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJJrH,!l,pOKCHaHH30Jl3 

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

IIpHMe'laHne: Tipo,n:yKT COOTBeTCTByeT -rpe6oBaHHJIM H,D; 3aKJJIO'leuue: O,U:OEPEHO 

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

Tio,1J,rOTOBJieHoot. Yo e b Tiposep HO: Pravesh rlposepe1:10 (AOK): O.uo6pe»o: 06ecne'-!eH11e Ka'-!eCTBa!OTBeTcTBeHHOe 
Chauhan Rana 1 

Amit Kumar JIMU,O : 

~)) ,/ t:~ / 

Date I Dale / Dale/ IDate / ~ ,--~q ,._ i-V YJ 
)];am: 27.11.2025 )];aTII: _ 7.11.2025 ,0:aTa: 27.J 1.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderaba d - 500034, Telan gana, india 
Te l: +9140 4900 2900, Fax : +9140 4900 2999, Emai l: ma il@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Ro;id, Baddi, 
Distt. So ic1n, H.P., 1.73 205, lr•IDIA 

CERTIFICATE OF ANALYSIS T2 i . '-SJ. 0,:-1;:;r:. c,r-:r101 -rP 

CEPTH<l>HKAT AHA.JIH3A '-' " ✓ '. ':.drie c,dys . com 

Product : J<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo/J,y1n: .f(eTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JICTKII, ,ll.llCDeprnnveMhlC B DOJIOCTII pTa, 10 Mr 
Market/ PbrnoK : Russia / Pocc1.u1 

Batch No/ 
: V2502208 

Batch Quantity I 36,00,000 tab / 
Cep1rn N2 O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

890001848433 
Date of Analysis / 

27.11.2025 
AnaJinTu<1ecKuu OT'teT .N'!! .Ll.aTa anaJiu3a 
Date of M~nufacture / 

11 /2025 
Date of Expiry / 

10/2027 
)laTa npolf3BO/J,CTBa roll.CH ,ll.O 
Mfg. License No. / 

MA number:/ IlpOU3B0,ll.CTBCHHaH : MNB/05/263 
HoMepPY 

: JIIT-N2(004669)-(Pr-RU) 
JlUIJ.CH3IIH .N'!! 

Analysis performed according ND:/ AnaJJuJ npoBe,ll.en no H,II;: JIIT-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKIJ.HH yTBep,KJJ.ena: 21.04.2025 

Page 9 of 11 / CTp. 9 03 11 
No 

Test/ IloKaJaTeJih Results/ PeJyJihTaThI Specification / HopMa 
N!! 

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

desiccant/HDPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / TTo IO Ta6JJeToK B 6m1CTepe u1 

information leaflet in a carton (TTA/ AJ1/TT3 C BJ1aronornornTe11eM/fl3BTI) 
pack. I TTo 10 Ta6JJeTOK B qJOJlbfl1 II {TI3/AJ1) qJOJlbfH. TTo I HJIH 
6JJHCTepe 113 (TTA/ AJI/TT3 C 6m1cTepa BMeCTe C JIHCTK0M-BKJla)lb[WeM 
BJJaronornoTHTeJJeM/TT3BTT) na'-!KY KapTOHHYJO. 
qioJJbrn II (TT3/ AJI) qioJJbrn. no 
2 6JJHCTepa BMecTe c JIHCTK0M-
B KJJa)lblllieM B na'-IKY 
KapTOHHyIO. 

* 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. 
* IlpH BhmycKe JieKapCTBeHH0ro npenapaTa KOHTpOJJb KatteCTBa no noKaJaTeJIIO «MuKpo6HOJJOrnttecKaH 
'IHCTOTa» npOB0,11.HTCSI ,11.JISI Ka'.lK)lOH 20-oil cepuu, HJJH )lJIH 0,11.HOH cepirn B ro,11., B 3aBHCHMOCTH OT Toro, 'ITO 
nacTynHT paubrne. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
JaKJJtottenue: O)J_OliPEHO IlpnMettauue: TipO.llYKT CO0TBeTCTByeT Tpe6oBaHHJIM H.ll: 

Prepared by / 

TTo,11.roToBJJeHo: Yoge h 
Chauhan ;1 

Date I 
,I(arn: 27.11.2025 

Checked by / 

npooepeHo: Pravesh 

Rana 

i 
Date / 

,n:arn: 27 .11.2025 

Checked by AQA) / 
ITpoBepe1-10 AOK) : 

AmitKumar 

Date / 
,l],ani: 27. I l .2025 

Approved by: Quality Assurance/ Authorized person / 

O)lo6peHo: O6ecne'-!em1e Ka'-lecrna/OrneTcTBeHHoe 

o vi 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyder;:i b.:id - 500034, Tcl.:ingunG, indiG 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail(i:Jdrreddys.com 

CIN: L85195AP1984PLC00,l507 

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDl.l\ 

Tel : +91 98166 56001-02 
1,vv-:w.d rreddys.corn 

Product : :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.VKT: f{'.eTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCneprupyeMble B DOJIOCTH pTa, 10 ]\ff 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502208 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 890001848433 

Date of Analysis/ 27.11.2025 
AnaJiuTu<1ecKnu oTqeT .N'!! llaTa auanu3a 
Date of M~nufacture- / : 11/2025 

Date of Expiry / 10/2027 
,LI:aTa npOlflBO,[(CTBa ro}].eH J].0 
Mfg. License No./ 

MA number:/ 
IIpon3BOACTBennaH : MNB/05/263 

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

JIHl(eH3HH .M! 
Analysis performed according ND:/ AuanuJ npoBeJJ.eH no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / llncTPYKUHH yTBep,KJJ.eua: 21.04.2025 

Pa2c 10 of 11 / CTp. 10 H3 11 
API name/ HanMenoBanue A<l>C: Ketorolac tromethamine / KeTOPOJiaKa TPOMeTaMHH 
INN/MHH: Ketorolac / KeTOPOJiaK 
API manufacturer batch number / ABSH001414 
HoMep cepuu npou3BOJJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHl(UU npOH3BOAHTeJIH FESA00170 
r .JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IIpou3BOJJ.HTeJib A<l>C, cTpaua: ,IJ;-p Pe,[IJJ,H1C Jia6opaTOpHC JlTA., Htt.n;m, 
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) 1 73205, India (license No 
site/ MNB/05/263) I 
HauMenoBanue, aApec, nuuen3HH JJ.JIH ,IJ;-p PeMH'c Jla6oparnpHc JlTA., 11HAHH, ITpoH3BOACTBeHHoe 
IIpou3BOJJ.CTBeuuaa nno[l(a}].Ka / IIno[l(aJJ.Ka no,n;pa3,n;eJieHHe-6, BHJIJI. KxoJih, HaJiarapx Poy.n;, BaMH, ,ll;HcTpHKT 
KOHTPOJIH KaqeCTBa / IlJIO[l(aJ].Ka BbIDVCKa CoJiaH, x.rr., 173205, 11HAH51 (JIHU,eH3HH 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 / 
IIp11Me':laHue: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHH51M H,D; 3aKJIIO'iCHHe: o,r:i:OliPEHO 

Prepared by I 
Ilo,nrornsrretto: Yogesh 

Chauhan / / 

Date/ 
.JJ:arn: 27.11.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
flpos_epetto: Pravesh nposepeHo (AOK): O,no6peHo: O6ecrre11eHHe Ka11ecTBa/OTBeTcTBeHHOe 
Rana Amit Kumar ~ 

{ 
Jllll.J;O: 

,}}>;-v~ \ 

Date/ Date / IDate / r· 
D,am: _7_1 (._Q25 .JJ:aTa: 27.11.2025 

'"Y3 --(I >- J/t) Y) 
,D;arn: 

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

CIN: L85195AP19S4PLC004507 
www.drreddys.com 
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•·· Dr. Reddy'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, IND IA 

Tc! • -:-91 S' 21Ef 56001-0'. 
v1ww.drrecidys .co rn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: f(eTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCnepnmveMble s DOJJ0CTII r>Ta, 10 Mr 

Market/ PhIHOK : Russia / Poccm1 
Batch No/ 

: V2502208 
Batch Quantity/ 36,00,000 tab I 

Cep1rn N!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 890001848433 
Date of Analysis / 27.11.2025 

AuaJiuTn'lecKHH OT'IeT N!! IlaTa auaJiuJa 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
)];aTa npOll3BOACTBa ro,D;eH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3B0.D;CTBeHHaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe,D;eu no H)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTPYKUHH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKJII01IeHHe O COOTBeTCTBHH: «HacTOjJI.IJ;RM jJ IIO.L(TBep)K.JJ:aIO, qTo rrpttBe.L(eHHaj{ Bbillle RH<pOpMau;1rn j{BJrneTCjJ 

.L(OCTOBepHOH l{ TOqHOH. 3Ta cep1rn IIpO.D:YKIIRR rrpOH3Be.r:i:eHa (BKJIIOqmr yrraKOBKY (MapKttpOBKY) H KOHTpOJib 

KaqecTBa) Ha BbillleyKa.3aHHOH rrpOH3B0.L(CTBeHHOH IIJIOI.IJ;a,L(Ke (IIJIOI.IJ;a.L(Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH.sIMH IlpaBHJI Ha.L(Jie)Karu;ett rrpOH3B0.L(CTBeHHOH rrpaKTHKH EBpa.3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH.sIMH KOHTpOAA KaqeCTBa JieKapCTBeHHbIX cpe,UCTB, a TaK)l{e B COOTBeTCTBRH co crre11H<pHKa1Ilfj{Mlf, 

co,uep)l<aI.Il;HMRCj{ B perncTpaIIHOHHOM ,UOChe CTpaHhl-HMIIOpTepa. 3arrHCH no rrpOH3BO,UCTBY, ynaKOBKe If aHaJIH3Y 

rrpoBepeHbl, l{ ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHj{M IlpaBHJI Ha,uJie)KaI.IJ;ett rrpott3B0,UCTBeHHOH rrpaKTHKR 

EBpa.3HttCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'-lanue: Tipo,ll,yKT cooTBeTcTByeT TPe6osaHIDIM H.lJ: 3aKJIIO'-leHne: O,ll.OliPEHO 

Prepared by I 
Tio,1J,roTOBJieHo: Yogesh 

Chauhan & 
1
Date / 
,lJ;arn: 27.11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nponepeHo: Pravesh ITposepetto (AOK): OAo6petto: O6ecrreqeHne riyecTna/OTBerc-mem1oe 
Rana 

i 
Amit Kumar JI HL\O '. y /\--:- '-

Date I Date I ID ate / )1s1 l ,... ll ~· 
,lJ;arn: 27.11.2025 ,lJ;arn: 27.11.2025 ,naTa: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hil is, Hyderabad - 500034, Telang,rna, lndi~ 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
w ww.drreddys.com 
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