
•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formuiation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 
CERTIFICATE OF ANALYSIS Te!: +9198166 56001-02 

CEPTII<I>IIKAT AHAJIII3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,i::i:yKT! KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,i::i:ucnepruoveMhie s DOJIOCTH pTa, 10 Mf' 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2502495 
Batch Quantity/ 36,00,000 tab I 

Cepuu .N!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003242563 
Date of Analysis / 

29.12.2025 
AuaJiuTu-iecKnii oT11eT .N!! llaTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
l{aTa npoH3B0Ll:CTBa ro,i::i:eu Ll:0 
Mfg. License No./ 

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

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

JIHIIeH3HH .N'!! 
Analysis performed according ND: I AuaJIH3 npoBe,i::i:eu no H)I;: JITI-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlucTPVKIIHH VTBep,KJJ.eua: 21.04.2025 

Pa2e 1 of 11 / CTo. 1 m 11 
No Test/ IloKaJaTeJib Results/ Pe1yJ1bTaTbt Specification / HopMa 
.N'!! 

1 Description/ Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnh1e IlJIOCKJ1e 
side. / Kpyrnh1e nJiocK11e Ta6JieTKl1 c qiacKOH, CBeTJIO-)l(eJITOro UBeTa C 
m6JieTKl1 c qiacKOH, CBeTJIO- rpaB11pOBKOH «I» Ha O)lHOH CTopoHe. 
)l(eJITOfO UBem C rpaB11pOBKOH 
«I» Ha O.llHOtt crnpoHe. 

2 Identification / U,1J,eHTH4'ttKa11usr 

Ketorolac I KemopoRaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Y<l>-
cneKTPhI rrornomeH11.H 11crrhITyeMoro pacTBopa 11 
pacrnopa CTaH,llapTHOro 06pa1ua KeTopoJiaKa 
TPOMeTaM11Ha )lOJI)l(Hhl 11MeTb MaKC11MYMbl np11 
O)lHOH 11 TOH )Ke )lJil1He BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me1.JaH11e: IIpo.llyKT coorneTcrnyeT TPe60BaH11.HM H,[.{ 3aKJ1t0 11eH11e: O,ll,OliPEHO 

Prepared by I 

Rana 
Do.u.roTonneHo: Pravesf1 , 

1Date I 
}];am: 29.12.2025 

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

□poeepeHo: Pardeep npoaepe110 (AOK): 0)lo6peHo: 06ecneqeHHe Kaqecrna/OrneTcTBeHHOe 

Kumar Amit Kumar JlIIUO: 

~ /\-~ ~ 
Date/ 

I
Date / I Date / 2Cjr/J- .--2,,{)2,{ 

,[{am: 29.12.2025 ,[{am: 29.12.2025 }.J;ara: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabc1d - 500034, Tel,rngc1na, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2dclys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH (f>lIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Viii . Khol, Nalagarh Road, Bciddi, 

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

:2! : +91 98166 56001 -07 
v,1ww.d1-reddys.co 1n 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilp0,1lVKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,1lllCDepruoveMbie B D0JI0CTII pTa, 10 !\ff 
Market/ PLrnOK : Russia / Poccm1 

Batch No/ 
: V2502495 

Batch Quantity/ 36,00,000 tab I 
CepuH.N'!! O6beM cepHH 36,00,000 rn6 
Analytical Report No/ 

: 040003242563 
Date of Analysis / 

29.12.2025 
AnaJIHTH'"lec1rnii 0T'teT .N'!! .l(aTa auaJin1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa np0H3B0,1lCTBa ro,1leH ,1{0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0tl.CTBeHHaH : MNB/05/263 

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

JIHIJ,eHJHH .N'!! 
Analysis performed according ND:/ AuaJinl npone,1len no II.,lI;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKIJ,HH yTnep~eua: 21.04.2025 

Paj!e 2 of 11 / CTP, 2 m 11 
No 

Test I Iloica1aTeJ1b Results/ Pe1yJJbTaTb1 Specification / HopMa 
}(2 

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 BpeM51 y)leplKHBamrn OCHOBHOro TIHKa Ha 
xpoMaTorpaMMe HCilhITyeMoro pacrnopa 
./lOJilKHO COOTBeTCTBOBaTh speMeH11 
yJleplKHBaHH51 OCHOBHOro m,fKa Ha 
xpoMarnrpaMMe pacrnopa CTaH)lapTHOro 
06pa1ua KeToponaKa TpOMeTaMl1Ha (pa1)leJI 
«KomF1ecTBeHHOe orrpeJleJieH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMel.faHue: Ilpo)lyKT COOTBeTcTByeT Tpe6oBaH1151M H.lJ: 3aKJ110'1em1e: 0)1,0l>PEHO 

Prepared by/ 

n o.u:rorosneHo: Praveslb • 
Rana 

~ 

D ate / 
)J;aTa: 29 .12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
Ilposepetto: Pardeep Ilposepe1-10 (AOK): O}lo6peHo: O6ecrreqem1e Kaqecrna/OrneTcTBeHttoe 

Ku mar Amit Kumar llld.UO: 

~ ~~~ ---
IIDat e / 
:~aTit: 29. L.2025 

I Date/ 
: .lJ:ara: 29.12.2025 

I Date/ 
~am: 

~.q .--/ J ~ ttJ i,,s-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydei ab.id - 500034, TelJnga:ia, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drr2ddy,.com 

CIN: L8519SAP1984PLC004507 
w ww.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

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

Tel: +9198166 56001-02 
www.drreddys.com 

Product: K.etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uvKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,nucneprupyeMble s UOJIOCTU pTa, 10 Mr 
Market / Pi,rnoK : Russia / Poccm1 
Batch No/ 

: V2502495 
Batch Quantity/ 36,00,000 tab/ 

CepuH.N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No / Date of Analysis / 
AnaJiuTu'lecKuii oTqeT .N'!! 

: 040003242563 
.11:aTa auaJiu3a 

29.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

.11:aTa npOH3B0,[{CTBa ro,neu .no 
Mfg. License No./ 

MA number:/ 
IlpOH3B0~CTBeHHaH : MNB/05/263 

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

JIHI~eH3UH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,neu no H.lJ:: .JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IlncTpyK .. HH YTBep~eua: 21.04.2025 

No 
.N"!! 

Test/ Iloica1aTeJ1b 

Butylhydroxyanisole I 
EymzmzuiJpoKcllaHU30R 

Remarks : The Product confirms to ND/ 

Results / Pe1yJ1hTaTb1 

Complies I CoorneTcrnyeT 

Pag-c 3 of 11 / CTp. 3 H3 11 

Specification/ HopMa 

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)KHBaHJ,UI TTHKOB 2-
6yTHflfH,!lpOKCHaHH30na H 3-
6ynrnrn,upOKCHaHH3ona Ha xpoMaTOrpaMMe 
HCIIhITyeMoro pacrnopa ,!lOfl)KHbl 
COOTBeTCTBOBaTb BpeMeHaM y.!1,ep)KHBaHIUl 
IIHKOB 2-6ynmrH,upOKCHaHH30fla H 3-
6yrHnrH,!lpOKCHaHH3ona Ha xpoMaTOrpaMMe 
pacrnopa CTaH.!laprnoro 06pa1ua 
6yrHRrH.!lpOKCH3HH30na (p33.!len ((Co,uep;K3HJ,le 
6yrHnrn.npoKCHaHH30fla» ). 

Conclusion : APPROVED / 
IlpnMel.faHtte: ITpo.!lyKT cooTBeTcTByeT Tpe6oaam,rn:M HJJ: 3aKJ110l.feuue: O,ll.0.6PEHO 

Prepared by / 

flo.!l,roToeneHo: Praves?h , 
Rana 

,,,. 

Date I 
JJ:ara: 29.12.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITpoaepeHo: Pardeep CTposepeHo AOl O.!lo6peHo: O6ecrretJeH11e Kaqecrna/OrneTcTBeHHOe 
Kumar Amit Kumar JIHUO: 

t/!l ~ /\ _/' 
Date / Date / I Date/ 'J--9--- I;. r 2-<J~ 
,!J,aTa: _9 .12.2025 JJ:a-ra: 29.12. 025 JJ:ara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> IIKAT AHAJIU3A 

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

Tel: +91 38165 56001-02 
www.di-reddys.con. 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.r.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, i:.ucneprupyeMhle B DOJIOCTII pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No I 

: V2502495 
Batch Quantity/ 36,00,000 tab I 

CepuHN!! O6beM cep11u 36,00,000 rn6 
Analytical Report No I : 040003242563 

Date of Analysis / 29.12.2025 
AuaJiuTu-qecKuu oTqeT .N"!! )laTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

)laTa npOH3BOACTBa ro.r.eu AO 
Mfg. License No./ 

MA number:/ 
IlpouJBO~CTBeuuaH : MNB/05/263 

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

JIHU:CH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.r.eu no H)l: .JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTPVKU:HH VTBep,KJ:(eua: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 m 11 
No 

Test / IloKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 
.N'!! 

3 Average weight/ CpeJJ,usrn 70.2 mg I 70,2 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67 ,2 Mr .no 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10%; 

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

Complies / Coornercrnyer 18/20 ra611eroK - He 6011ee ± 10%; 
0JJ,HOpOJJ.HOCTb MaCCbl 2/20 ra611eroK - He 6onee ± 20 %. 

4 Disintegration time/ 00 min 48 sec I 00 MITH 48 ceK Not more than 3 min. / He 6011ee 3 MHH. 

PacnaJJ,aeMOCTb 

5 Dissolution/ PacTBopeuITe Unit-I/ Ta6n-1 100 % Not less than 75 % (Q) of C1sHuN03•C4H11NO3 

Unit-2 I Ta611-2 100 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NQ3•C4H11NO3 (KeroponaKa 

Unit-3 / Ta6n-3 100% rpoMeTaMITH) 1.fepe3 15 MITH. 

Unit-4 I Ta611-4 99 % 

Unit-5 I Ta611-5 89% 

Unit-6 I Ta611-6 99% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: Ilpo,nyKT COOTBeTcTByeT rpe6oBaHIT.!IM H,D. 3a,mioqeuue: O,[(OliPEHO 

Prepared by I 

Rana ./i 
Tlo.n.roToaneHo: Prav] sh 

Date / 
,D.ara: 29.12.2025 

!Checked by / Checked by (AQA / Approved by: Quality Assurance/ Authorized person / 
llpoeepeHo: Pardeep TipoeepeHo (AOK) : O.no6peHo: O6ecnelfemre Kalfecrna/OrneTCTBeHHOe 
Kumar Amit Kumar m1uo: 

~ cl,- I'<'~ 
Date I Date / 'Date / ?Pt·-/J-r toi~ 
,Uara: _9.12.2025 ,Uara: 29. 12.2025 AaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: m2il@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII<l>IIKAT AHAJIII3A 

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

Te! : -'-91 98166 56001-07 
www.drreddys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO!J.YKT: KeTopoJI® 3Kcnpecc (KCTOPOJiaK) Ta6JieTKII, !J.IICIIepr11pyeMhle B IIOJIOCTII pTa, 10 Mf' 
Market/ PMHOK : Russia / Poccm1 
Batch No/ 

: V2502495 
Batch Quantity I 36,00,000 tab/ 

Cep11HN!! O6'heM cepnu 36,00,000 Ta6 
Analytical Report No/ 

: 040003242563 
Date of Analysis / 

29.12.2025 
AnaJI11Tu-iecK11ii OPieT N!! .l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa npOH3B0)J.CTBa ro)J.eH !J.O 
Mfg. License No./ 

MA number:/ 
Ilp0113BO~CTBeHHaH : MNB/05/263 

HoMepPY 
: Jll1-N!!(004669)-(Pr-RU) 

JIHl.{eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npOBe)J.eu no H,ll,: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IluCTPVKUHH VTBep,K.Ueua: 21.04.2025 

Pa2c 5 of 11 / Crp. 5 m 11 
No 

Test / IloKa3aTeJ1b Results/ PeJyJlhTaTbt Specification / HopMa 
.N'! 

6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 
,ll,11cnepcHOCTb sieve IS formed. I O6pa3yeTCll 0,ll,HOpO,ll,Hall 

cycneHJHll, npOXO,ll,llll.\all CKB03b CHTO 
pa3MepoM OTBepcrni1 710 MKM. 

7 Impurities / Ilp11Mec11 

I -hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I I HmKe npe,ll,eJia 
1-rn,ll,pOKCHaHaJIOr KOJIWfCCTBCHHOro onpe,ll,eJieHHll 
KeToponaKa (IIKO = 0.0032 %) 

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

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
C,ll,IIHHlfHall 
HCI1,ll,CHTI1lpl1QI1pOBaHHall 
npHMeCh 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 % . 
CYMMa np11Mecei1 

Remarks ; The Product co11fums to ND/ Conclusion : APPROVED / 
Up111\1.e•rnm1e: Tipo.nyKT cooTBeTC1'syeT Tpe6oeaFrHJTM H;D. 3aKJ11oqeu11e: O,ll,OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality As, urance/Authorized person / 

Rana , 
Ilo,ll,roTOBJieHo: Prave.

1
h , 

:.L(a:ra: 29.12.2025 
IDate / 

npo'BepeHO: Pardeep CTpoeepeHO (AOK): Ono6peHo: 06ecne•1em1e i.:a<1ecna/OrneTCTBe1rnoe 
Kwnar Amit Kumar mruo: 

~ ) ~ I'-_,/--

I Date / Date / 'Date I f2_q ,-/J_r),()2,-S,." 
: ;l].aTI:1: 29.1 2.2025 .L(arn: 29.12.2025 .L(arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde1·abad - 500034, TelanganJ, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 

I 



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

CEPTII <I> IIKAT AHAJIIIJA 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 
Te[: +9198J.66 56001-Ql 

wvvw.d rred dys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO,!J.YKT: ReTopoJI® 3Kcnpccc (KeTopoJiaK) Ta6JieTKH, ,1J.11cneprupveMb1e B noJiocTu PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502495 
Batch Quantity / 36,00,000 tab / 

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

: 040003242563 
Date of Analysis / 

29.12.2025 
AnaJiuTu-.ecKuii OPieT .N'!! l{aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
l{aTa DPOH3B0.UCTBa ro.ueu ,!J.O 
Mfg. License No. / 

MA number:/ 
IlponJBO~CTBeuuaa : MNB/05/263 

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

JIHIJ,eHJHH .N'!! 

Analysis performed according ND:/ AuaJIH3 npone.ueu no H,l(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIucTPVKU.HH yTnep,tC,1J.eua: 21.04.2025 

Page 6 of 11 / LTp. 6 m 11 
No 

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

8 Water content/ 2.2 % Not more than 7.0 %. / 
Co.uep~am1e BO.Ubl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'iHble opraHH'iCCKue paCTBOpHTCJlH 

Isopropyl alcohol / 8 µg/tab I Not more than 350 µg/tab. I 
J13011ponaHoJI 8 MKr B rn6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMe'iaHue: ITpo.uyKT coorneTcrnyeT TPe6oBaHilllM H)]; 3aKJJIO'ICHue: O)];0:6PEHO 

Prepared by / 

Rana 
ITo.uroToBnetto:Prave? h 

!Date I 
)];am: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
□poBepetto : Pardeep ITpoBepeHo (AOK): O.uo6petto: O6ecrre'-!eHHe Ka'-!ecrna/OrneTcTBeHH0e 
Kumar Amit Kumar nm~o: 

~ ~ '-

/'-----------
Date I Date I !Date/ ') 1.--12-- ~ tc 2,,i 
)];am: 29.12.2025 )];am: 29.12.2025 )];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: mail@drr~dcJy,.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P, J 73 205, INDiA 

CERTIFICATE OF ANALYSIS ,£:I: +Sl 98156 56001 02 
CEPTII<l>IIKAT AHAJIII3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi.y1n: KeTopon® 3Kcnpecc (KeToponaK) Ta6neTKH, i.ucnepruoveMhle B nonocTu pTa, 10 l\ff 

Market / P1,moK : Russia / Pocclrn 
Batch No/ 

: V2502495 
Batch Quantity/ 36,00,000 tab I 

CepuH N2 O6beM cepuu 36,00,000 rn6 
Analytical Report No / : 040003242563 

Date of Analysis / 29.12.2025 
AuanuTu'lecKuii oTqeT N2 ,lI:aTa auanu3a 
Date of Manufacture/ : 12/2025 

Date of Expiry/ 11/2027 
,lI:aTa np0H3B0,IJ;CTBa roi.eu ,IJ;O 
Mfg. License No./ 

MA number:/ 
Ilpou3BO~CTBeHHaH : MNB/05/263 

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

JIHQeH3HJI .N'2 
Analysis performed according ND: I Auanu3 npOBei.eu no Iltl:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIncTPYKUHH YTBep~eua: 21.04.2025 

Page 7 of 11 / CTJ>. 7 03 11 
No 

Test/ IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
N! 

10 Microbiological purity*/ Mutcpo6uoJiornqecKasr 'IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee 1111cno He 6onee 103 KOE/r; 
a3p06HblX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee 1111cno He 6onee 102 KOE/r; 
)lp0)IOKeBblX H 11JleCHeBbIX 
rpu6oB 

Escherichia Coli NA shell be absent in l gram. I 
0TCyrCTBHe B 1 r. 

11 Uniformity of dosage units I Acceptance value (AV) not more than 15 .0 
O!).HOpOJJ.HOCTb 

3.4 
IToKa3aTeJih npHeMJieMOCTH (AV) )lOJDKeH 6b!Th 

JJ.031IpOBaHHblX e!).HHIIQ He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMel.fauue: ITpo,11,yKT cooTBeTcTByeT Tpe6osaHIDIM HA 3atcmo-ieuue: O,U:OliPEHO 

Prepared by/ 

flo)lr0Toni1etto: Pravesli 
Rana t, 

/ 

Date / 
,n:arn: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flponepeHo : Pardeep npoaepeHo (AOK): O)lo6peHo: O6ecneqeHHe Ka11ecTBa/OTBeTcTBeHHOe 
Kumar Amit Kumar J!Hl.(O: 

~ ~ f\ - ·' 
' ----I 

Date / Date/ !Date/ 2,-q--f 2- rl-tJJ-5, 
~ 

)].aTa: 29.12.2025 )].aTa: 29.12.2025 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : m2il@drr2ddys.com 

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

CEPTH~HKATAHAJIH3A 

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

Te!: -c9193 156 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
1Iponv1a: ReTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, nucneprupyeMLie B noJiocTn PTa, 10 Mr 
Market / f1,rnoK : Russia / Pocc1-u1 

Batch No I : V2502495 
Batch Quantity/ 36,00,000 tab / 

CepuHN!! O6-heM cepHH 36,00,000 rn6 
Analytical Report No I 

: 040003242563 
Date of Analysis / 29.12.2025 

AnaJIHTH-&1ecKHH oTqeT N!! llaTa auaJIHJa 
Date of Manufacture / : 12/2025 

Date of Expiry/ 11/2027 
llaTa np0lllBOJJ.CTBa roneu ,/1,0 

Mfg. License No./ 
MA number:/ 

IIponJBO~CTBennaH : MNB/05/263 
HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBeneu no HJ(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlucTpyKQHH yrnep,K}J,ena: 21.04.2025 

Page 8 of 11 / CTp. 8 m 11 
No Test/ Ilotea3aTeJib Results/ PeJyJibTaTbt Specification / HopMa 
.N'! 

12 Assay/ KoJ1tt1-teCTseuuoe 10.0 mg I 10.0 Mr From 9.0mg to 11.0 mg of 
onpet1,eJ1enue (100.4 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr tl,0 11,0 Mr 
C1sHuN03•C4H11N03 (KeTOpoJ1aKa 
TPOMeTaMJ,IH) (OT 90,0 tl,0 110,0 % OT 
Jruisneuuoro KOJlWieCTBa) B Ta6J1eTKe. 

13 Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. / 
content I Cot1.ep~auue 0.0934 Mr B rn6J1eTKe He Meuee 0,042 Mr B rn6J1eTKe. 
6yTHJ1rHt1,pOKCHaHH30Jia 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe1.tauue: ITpo,D,yKT coorneTcrnyeT TPe6oBaHIDIM H,D; 3ateJ1t01.teuue: O.ll:OliPEHO 

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

ITo,D,roTosneHo:Prav]esh • nposepe110: Pardeep ITposepetto (AOK): 0,D,o6petto: 06ecneqem-,e Ka'!ecrna/OrneTcTBeuuoe 

Rana ~-- K umar Amit Kumar mn-10: 
~ ' ~ j\_/~ ~ 

Date / Date/ Date/ IDate / ?--9 r I J. ~ 2e,.< 
na-ra: 29.12.2025 )];am: 29.12.2025 )];am: 29.12.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: m2il@drr2ddys.com 

CIN: L85195AP1984PLC004507 
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, INDiA 

T2l: ,91 92166 56001-02 
vvww.d rreddys.co1,, 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,IJ;yKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, ,IJ;HCneprupyeMble B DOJIOCTII pTa, 10 Mr 
Market / J>1,rnoK : Russia / Poccm1 
Batch No/ : V2502495 

Batch Quantity / 36,00,000 tab / 
Cep11H .N°!! O61>eM cepnn 36,00,000 rn6 
Analytical Report No I : 040003242563 

Date of Analysis / 29.12.2025 
AuannTn-tecKHH 0T'leT .N°!! .I(aTa auann1a 
Date of Manufacture/ : 12/2025 

Date of Expiry / 11/2027 
.I(aTa npOJl3B0,IJ;CTBa roi:.eu i:.o 
Mfg. License No./ MA number:/ 
Ilpou1eo)],cTBennaH : MNB/05/263 

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

JIHI~eu1nH .M! 
Analysis performed according ND:/ Auann1 npoBei:.eu no ff.I(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTpyKQHH yTeep,KJJ;eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 01 11 
No 

Test I Ilmca1aTem, Results/ Pe1yJJbTaTb1 Specification / HopMa 
.N'! 

14 Package description / 10 tablets m a blister of 10 tablets m a blister of (PA/ AL/PE with 
Onucau11e ynaicoBKH (PA/AL/PE with desiccant/HDPE) 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. / Tio 10 rn6neTOK B 6n11cTepe m 
information leaflet in a carton (TIA/ AJ1/TI3 C snarorrornonneneM/I13B TI) 
pack. I Tio 10 rn6neTOK B !pOJJbrtt II (I13/AJ1) !pOJJbrtt. Ilo 1 MJ111 

6m1cTepe 113 (TIA/ AJ1/IT3 C 6m1cTepa BMeCTe C Jll1CTKOM-BKJJa.Qb!WeM 
snaronornoT1tTeneM/I13BIT) rra'IKY KapTOHHylO. 
cpomrn // (TI3/ AJI) cponbrn. Tio 
2 6n11cTepa BMeCTe C JJHCTKOM-
BKJJa,UbIWeM B rratJKY 
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. 
* Ilpn Bbmycice neicapcTBeHHoro npenapaTa KOHTpOJJb Ka'leCTBa no noica1aTemo «Mtticpo6nonoruqecicast 
'-IHCTOTa» npOBO.UHTCSI .UJJSI Ka~oii 20-oii cepHH, HJJH .ll,JJSI O.ll,HOH cepuu B ro,u, B 3aBHCHMOCTH OT Toro, 'ITO 
HllCT}'UH'I' pam,UJC. 

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

npttMe'laH11e: Tipo,uyKT COOTBeTcTByeT Tpe6oBaHID!M H,IJ; 3aicmoqeuue: O,[lOJiPEHO 

Prepared by/ 

no.nroToenetto: Praveish. , 
Rana 

~ 

D te/ 
)J;aTa: 29.12.2025 

Checked by I :c hecked by AQA / Approved by: Quality Assurance/ Authorized person/ 
ITpoeepeRo: Pardeep npoeepeHo (AOK): O,no6peHo: 06ecrretJeHHe KatJecrna/OrneTcTBeHHoe 
Kumar Amit Ku.mar Jllil.J,O: 

Bk d--::- ;\----- ,;.--

Date / Date/ IDate / J-1, 12-~ ).<JJ[ 
,/),aTa: _9. l2.20_5 )],aTa: 29.12.2025 )];am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyde1 abad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTII 4> IIKAT AHAJilI3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi.yKT: ReTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, ,ll,HCneprupyeMble s nOJIOCTU pTa, 10 Mr 
Market / :P1>rnoK : Russia / Poccm, 
Batch No/ 

: V2502495 Batch Quantity/ 36,00,000 tab/ 
CepuH.N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003242563 
Date of Analysis / 29.12.2025 

AuaJiuTu-iecKuii OT'leT .M! )J,_aTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

)J,_aTa npOHlBOJJ,CTBa roJJ,eHJJ,O 
Mfg. License No./ 

MA number:/ 
IlpouJBo~cTseuuaH : MNB/05/263 

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

JIHQeHJHJI .M! 
Analysis performed according ND:/ AuaJIH3 nposeJJ,eu no H)J,_: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / JiucTPYKQHH yTsep~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HauMeuosauue A4>C: Ketorolac tromethamine / KeToponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / 

ABSH001605 
HoMep cepuu npouJBOJJ,HTeJIH A4>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3BOJJ,HTeJIH FESA00218 
rJI4>: 
API Manufactured by & country / Dr, Reddy's Laboratories Ltd., India / 
IlpouJBOJJ,HTeJib A4>C, CTpaua: ,[(-p Pe.u,nH'C J1a6opaTOpHC JlT,D,., 11H,D,HSI 
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 
HauMeuosauue, aJJ,pec, JiuqeuJuH JJ,JIH ,[(-p Pe.u,n11' C J1a6opaTOpHC JlT,D,., 11H,D,11SI, f1pOH3B0,ll,CTBeHHOe 
Ilpou3BOJJ,CTBenuaH nJioIQaJJ,Ka / IIJIOIQaJJ,Ka no,D,pa.3,D,enett11e-6, BHnn. Kxonh, Hanarapx Poy,D,, Ea.u,nH, ,ll;HcTpHKT 
KOHTPOJIH Ka'leCTBa / IIJIOiqaJJ,Ka BblDYCKa ConaH, x.rr., 173205, 11H,D,W1 (nm~eH3HSI H0Mep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurnte, This h::itch 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 
IlpuMe'laHue: Tipo,nyKT COOTBeTcTByeT -rpe6oBaHIDIM H)]. 3aKJIIO'leHue: O)].OliPEHO 

Prepared by / 

Tio,11,roToaneHo: Pravel h 
Rana 

~ 

Date/ 
)].am: 29 .12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITposepeHo: Pardeep TTposepeJ-Jo (AOK): O,no6peHo: O6ecne'-leHHe Ka'-lecTBa/OTBeTcTBeHHOe 
Kumar Amit Kumar m1uo: 

!$ ~ t I 

~ 

Date/ 

I 
Date / IDate / '2..c;,....12-~u~ 

)].am: 29.12.2025 )].am: 29.12.2025 )].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@dm,ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFI TE OF ANAL Y I 

CEPTH <I> lfKAT AHAJm:3A 

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

Te: : +91 381GG 56001 02 
www.drreddys .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAVKT: R'eTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AIICnepnmveMbJe B UOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2502495 
Batch Quantity/ 36,00,000 tab / 

CepnH N2 O6'beM cepuu 36,00,000 m6 
Analytical Report No/ 

: 040003242563 
Date of Analysis / 

29.12.2025 
AnaJiuTu-.ecKuu or-1eT N2 l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,ll;aTa npOH3B0ACTBa roAeH AO 
Mfg. License No./ 

MA number:/ Ilpou3B0,11.CTBennaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-R U) 
JIUQCH3UH .N'!! 

Analysis performed according ND:/ AnaJinl npoBeAeH no H,[I;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKQHH yTBep)K)];ena: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKJUoqeHue O COOTBeTCTBHH: «HacTO.SIII.lHM SI IlO,[(TBep)K,[{aIO, qTo rrpHBe.n:eHHa.sI BhIIIle HH!pOpMau:1-rn .sIBJI.sieTC.sI 

JJ:OCTOBepHOH H TQqHoH. 3m cepH.sI rrpo,z:i:yKU:llll rrpOH3Be,z:i:eHa (BKmoqa.sJ yrraKOBKY (MapKHpOBKY) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa.3aHHOH rrpOH:3B0,ll;CTBeHHOH rnrniu:a.z:i;Ke (rrrroiu:a.z:i;Kax) B IlOJIHOM COOTBeTCTBllll C 

Tpe6oBaHH.sIMH IlpaBHJI Ha,z:i:Jie)l(aiu:eil: rrpOH3BOJJ:CTBeHHOH rrpaKTHKll EBpa.3llHCKOro 3KOHOMnqecKoro COI03a ll 

Tpe6oBaHH.sIMll KOHTpOJI.sI Ka'IeCTBa JieKapcTBeHHhIX cpe,z:i:CTB, a TaK)l(e a COOTBeTCTBllll co crreu:nq>nKaU:H.sIMll, 

co,z:i:ep)l(aiu:MMHC.sI B penrcTpaunoHHOM JJ:OCbe CTpaHbl-llMilOpTepa. 3arrHCM no rrpOH3BOJJ:CTBY, yrraKOBKe ll aHaJIH3Y 

rrpoaepeHhl, H ycrnHOBJieHo HX COOTBeTCTBHe Tpe6oaamrnM ITpaBHJI Ha,z:i:Jie)Kaiu:eil: rrpOH3BOJJ:CTBeHHOli rrpaKTllKll 

Eapa.3HHCKOro 3KOHOMH'IecKoro co103a». 

'Remarks: The Product confinns to ND/ 

"

Conclusion : APPROVED I 
IlpttMe'-lauue: ITpo,11,yKT cooTBeTcTByeT -rpe6oaattIDIM H,lJ; 3aicmoqeuue: O,l],OliPEHO 

Prepared by / 
ITo,11,roToanetto: Pravesh ~ 

Rana l 
!Date / 
)];am: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
[]poaepetto: Pardeep IlpoaepeHo (AOK): O,11,06petto: O6ecnetJ:eHHe KatJ:ecrna/OrneTCTBettttoe 
Kumar Amit Kumar nmio: ~ ~ t--:-
Date/ Date / IDate / IJ.5].~/2~lMJ.~ 
,D;aTa: 29.12.2025 ,lJ;aTa: 29. 12.2025 j:,n;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +91 40 4900 2999, Email : m2il@dmiddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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