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

CEPTH~HKATAHA.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 
wv.,,w.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
lfooJJ.y1n: KeTOpo11'» (Ke-roponaK) pacrnop ,n;;ui 01-1yrp1,rne1-11-1oro 11 BHYTPHMhIIIJe1rnoro BBe,n;ettm1., 30 Mr/Mn 

Batch No/ 
: V260007 Batch Quantity/ 454545 ampules / 

CepuH .M! O6neM cepuu 
: 

454545 aMnyn 
Analytical Report No I Date of Analysis/ 
AuaJIHTH<feCKHii OT<feT .N'!! : 890001857292 ,Z1;aTa auaJin3a : 09.01.2026 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

,Z1;aTa DPOH3BOACTBa ro,n;eu AO 
: 

Mfg. License No./ 
IlpouJBO.[ICTBeuuaH : MNB/05/263 MA number:/ : J1TT-N2(008888)-(Pf-RU) 
JIHQeHJHH .M! HoMep PY 

Analysis performed according ND/ AnaJiflJ npoBCAen no H,ll,: JITT-N2(008888)-(Pf-RU)-l 70225 
Pa2e 1 of 7 / CTp. 1 HJ 7 

.N'!! Test/ IloKaJaTeJlh Results/ PeJyJ1hTaTht Specification / HopMa 

1 Description / 0nucauue Clear colorless solution. / flpo3pa'I.HhIM Clear colorless to slightly yellow color 
6ecuseTHhIM pacTBop. solution. I flpo3pa11.tthIM paCTBOp OT 

6ecuseTHOro )lO CBeTJIO-)KeJITOrO UBeTa. 

2 Identification*/ l-l)lenTmt,uKa1.1,11S1* 

2a HPLC* I B3JKX* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the main peak in the 
standard solution. / BpeMH yJlep)KHBam-ui chromatogram of standard solution (Assay 
OCHOBHOro DHKa Ha xpoMaTorpaMMe section). I BpeMH yJlep)KHBaHHH 
HCUhITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro nttKa Ha xpoMaTorpaMMe 
speMeHH y)lep)KHBaHIDI 0CHOBHOro DHKa HCDhITYCMOrD pacrnopa )l0JI)KH0 

Ha xpoMaTOrpaMMe CTaH)lapTH0ro C00TBeTCTB0BaTh speMeHH y)lep)KHBaHll! 
pacrnopa. 0CH0BH0rD DHKa Ha xpoMaTOrpaMMe 

CTaH)lapTHOro pacTBopa (pa3)len 
«Konw1ecTBeHHoe onpe)leJieHHe» ). 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
IlpHMeqau11e: flpo)lyKT C00TBeTCTByeT Tpe6osaHIDIM H,[{ JaKJ110<1e1111e: 0)lO6PEH0 

Prepared by / 

flo)lroTosnetto: Ashish 

Kumar .--
Date/ 

,Uani: 10.01.2026 

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

nposepeHo: Pravesh TTposepeH0 (AOK) : person / O)lo6peHo: O6ecne'leH11e 

Rana 

f 
Amit Kumar Ka11.ecrna/OrneTcTBeHHOe n11uo: 

~~ ,_(; U ,-.JI L KVM /<lf2.... 
__ c:'.v~1 

Date / Date/ IDate / I l.-O)·J., CJ,..ti 
,l].arn: I 0.01.2026 )];am: 10.01.2026 ,[{am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJlyKT: KeTOPOJlol:O (KeTOPOJ18K) paCTBOP AJHI BHYfPHBeHHOrO H BHyrpHMbillle1rnoro BBe~eHH51, 30 MrlMJI 

Batch No/ 
: V260007 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lfeCKHH 0T<IeT .N'!! : 890001857292 ,[t:aTa auaJiu1a : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 11/2027 
,Ll;aTa npOH3B0)J,CTBa ro.ueu ,!lO 

: 

Mfg. License No./ 
IIpou1eo}lCTBeuuaH : MNB/05/263 

MA number:/ : J1TI-N!!(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJJHl npoee}leu no Hll: J1TI-N!!(008888)-(Pf-RU)-l 70225 
Page 2 of 7 / CTp. 2 01 7 

}fa Test I Iloica1aTeJ1b Results/ Pe1yJ1bT3Tbl Specification / HopMa 

2b UV- spectrophotometry* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Yc/J-cneKmpoq;omoMempuR * 
and the solution of the standard sample of and the solution of the standard sample of 
Ketorolac Tromethamine in the range from Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 200 to 400 nm should have absorption 
322 ± 2 nm. I Y<I>-cneKTpbI nornomemu1 maxima at 322 ± 2 nm. I Y<I>-cneKTphI 
11CIIbITYeMoro pacrnopa 11 pacrnopa nonrnmeH11H 11crrb1TyeMoro pacrnopa H 
CTaH,napTHOro 06pa1ua KeToponaKa pacrnopa CTaH,napTHOro 06pa1ua 
TpOMeTaMHHa B o6nacTH OT 200 AO 400 HM KeToponaKa TP0MeTaMl1Ha B o6naCTH OT 
11Me!OT MaKCHMYMbl nornomemrn np11 200 AO 400 HM A0JDKHbl HMeTb 
322±2 HM. MaKCHMYMbl nornomeHHH np11 322±2 HM. 

3 Clarity/ Ilp01pa<1nocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUHH npenaparn suspension I. / OnanecueHU11R npenaparn 
ne npeBbmrneT onanecueHUHIO cycneH3Hl1 He ,nom1rna npeBblIIIaTb onanecueHu11io 
cpaBHeHl1R I. cycneH11111 cpaBHeHHH I. 

4 Color/ l(BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
ITornomeHHe A0JI)l(H0 6hITb He 6onee 0,20 
np11 AJIHHe B0JIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 ,no 7,9. 

6 Particulate matter/ MexaHuIJecicue BKJ110<1eHHS1 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
BHAHMbJe qacTHUbl ,[l;OJI)l(Hbl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED f 
IlpuMe<1anue: ITpo,nyKT coorneTcrnyeT Tpe6oaaHHHM H,D; 3aKJ110<1et111e: O)].O6PEHO 

Prepared by I 
ITo,nroTOBJietto: Ashish 

Kumar ~ 

Date/ 

Aa-ra: 10.01.2026 

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

npoaepeAo: Prave b TTposepeHo (AOK) : person/ O,no6peHo: O6ecneqeH11e 

Rana i Amit Kumar Kaqecrna/OrneTcTBeHHoe 111111.0: 

f-/'/ (S' \Ji-JI L f:'.:V'r-'JP.fL 

-<.vv/ 
Pate/ Date/ I Date / I /---u/r:.(01-£ 
)Xa-ra: 10.0 1.2026 ));aTa: 10.01.2026 ,[l;aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM~lIKATAHAJilI3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOAYKT: KeTopon® (KeToponaK) pacrnop ;::i;m, BttyrpHBeHHOro H BHyrpHMbIWe1.rnoro BBe;::i;eHH51, 30 MrlMJl 

Batch No/ 
: V260007 

Batch Quantity/ 454545 ampules / 
CepuH .N'!! O6beM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHii or11eT .N'!! : 890001857292 ,ll;ara anaJiuJa : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

'llara np0HJB0JJ.CTBa ro)J.eH )J.0 : 

Mfg. License No./ 
IIpoHJBOJJ.CTseunaH : MNB/05/263 MA number:/ 

: J1TT-N2(008888)-(Pr-RU) 
JIH .. eHJHH .N'!! HoMep PY 

Analysis performed accordin2 ND I AnanuJ npose)J.en no Hll: J1TT-N°(008888)-(Pr-RU)-170225 
Page 3 of7 / CTp. 3 HJ 7 

.N'!! Test I IloKa1aTeJib Results/ Pe1yJibTaTbt Specification / HopMa 

6b Invisible particles / 
HeBIUU1Mbie lfaCTUUhI: 
1. Particles~ 10 µm / 10 not more than 6000 per ampoule; / 

lfacTuu pa1MepoM ~ He 6onee 6000 Ha aM□yny; 
10 MKM 

ii. particles ~ 25 µm / 1 not more than 600 per ampoule. / 
lfaCTHU pa3MepoM ~ He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ TTpuMecu 

Impurity A/ TipuMecb A 0.09 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TipuMeCb B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
TTPeJJ.ena 061rnpy)l{emrn (TTO = 0.014 %) 

Impurity C / ITpuMech C Below LOD (LOD = 0.010 %) I Hu)l(e not more than 0.50 % / He 6onee 0,50 %; 
npeJJ.ena 06Hapy)l{e1uu1 (ITO = 0.010 %) 

Impurity D / ITp11Mecb D Below LOD (LOD = 0.014 %) / Hm1<e not more than 0.20 % / He 6onee 0,20 %. 
npeAena o6Hapy)l(eHJrn (ITO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ EAHHHlfHaH 

Below LOQ (LOQ = 0.050%) / Hu)l(e 
HeHAeHTU~UUHpOBaHHa51 

npeJI.ena KOJJHlfecTBeHHoro onpeJI.eneHHH npuMecb 
(ITKO =0.050%) 

Total impurities/ C)'MMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
npuMeceii 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
lnpnMelfaHue: ITpOAYKT cooTBeTcrnyeT Tpe6osaHUHM H,D; 3aKJUOlfeHtte: O,ll,OliPEHO 

Prepared by / 
TioJI.roToaneHo: Ashish 
Kumar 

~ 
Date I 
,D;arn: 10.01.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
ITposepeHo: Pravesh ITposepeHo (AOK): person / O.no6peHo: O6ec□elfeH11e 
Rana 1 Amit Kumar KalfeCTBa/OrneTCTBeHHOe JIHUO: 

v / 
, _~Ur-J!l K\.Jl'--,\ P-t'c.._ 

VV1 
Date/ Date/ !Date I ) i--o,,-.< ◊).(, 
J(aTa: 10.01.2026 ,D;aTa: 10.01.2026 }].a-ra: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSI 
CEPTII<I> IIKAT AHAJilI3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.a,y1n: K eTOPOJld(> (KeTOPOJlaK) paCTBOP nm, BHyrpHBeH1-1oro H BHyrpHMbIWe<rnoro BBe)J.eHHSI, 30 MrlMJl 

Batch No/ 
: V260007 

Batch Quantity/ 454545 ampules / 
Cepmr N!! 06beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTnqecKuii oTqeT N!! : 890001857292 ,U:aTa auaJJuJa : 09.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

l,U:aTa npomso.ncTsa : 
ro,11;eu ,11;0 

: 

Mfg. License No./ 
IlpOH3B0,ll;CTBeuuaH : MNB/05/263 

MA number:/ 
: JITI-N!!(008888)-(Pf-RU) 

HoMep PY JJH .. eHJHH .N'!! 

Analysis performed according ND/ AuaJim npoee.net1 no H.r(: JITI-N!!(008888)-(Pf'-RU)-l 70225 
Page 4 of 7 / CTp. 4 HJ 7 

.N'!! Test/ IloKaJaTeJTb Results/ PeJyJTbTaTbl Specification/ HopMa 

8 Extractable volume* / 10.5 ml/ 10.5 MJI Not less than 10.0 ml (collectively 
1-hBJTeKaeMblH 06beM* measured volume of 10 ampoules)./ 

He Mettee 10,0 MJI (o6beM, 113MepeHHblH 
Ha 0CHOBaHHl1 06be,n:11HeHHOro 
co,n:ep)l(ttMoro 10 aMnyn) . 

9 Bacterial endotoxins / <=0. 725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJTbHbie /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H)l.OTOKCl1Hbl KeTOponaKa TJ)OMeTaMHHa. 

10 Sterility** / NA Must be sterile. I ,/:{OJJ)l(eH 6bJTb 
CTepHJibHOCTb ** CTepHJibHblM. 

11 Assay/ KoJTulfeCTBeuuoe 30.46 mg I 30,46 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,neJTeuue Trometamol per I mL. I OT 27,0 Mr .n:o 

33,0 Mr KeTOp0JJaKa TJ)0MeTaM0JJa B 1 MJJ. 

12 Ethanol content / 3TaHOJ1 11.88 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) ,11,0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ 

I

IConclusion: APPROVED/ 
IlpHMClfauue: Tipo,11,yKT cooTBeTcTByeT Tpe6oBaHIDIM H,[{ 3aKJIIOlfeHue: O,L(OliPEHO 

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

no.n:roToanetto: Ashish TipoBepetto: Pravesh ITposepeHO (AOK): per ·on/ 0,11,06peHo: 06ecne11ettue 

Kumar Rana 

f 
Am.it Kumar Ka4CCTaa/0TBeTCTBCHHOe JJHU0: 

~ f\_A.,.,--, 
($'v,-.11L k.Vltv1tfl,Z 

~ 
Date/ Date I Date/ ' !Date I l\rel~.t,o.U, 
J:{arn: 10.01.2026 ,[{arn: 10.01.2026 ,[{arn: I 0.01 .2026 ,[{am: 

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

CIN : L85195AP1984PLC004507 
www.drreddys .com 

I 



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

CEPTHcl>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 
www.drredciys.com 

Product:/ Ketoro1Q0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlooAVKT: KeTopoII® (KeTopoJiaK) pacrnop .[{Jljj BHyrpi,rneHH0fO H BHyrpHMhIWeqHoro BBe,UeHml, 30 MrlMJI 

Batch No/ 
: V260007 Batch Quantity/ 454545 ampules I 

Ceoun .N'!! 061>eM cepnu 
: 

454545 aMnyJI 
Analytical Report No/ Date of Analysis/ 
AuaJIHTnqecKun oTqeT .N'!! : 890001857292 ,ll,aTa auanHJa : 09.01.2026 

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

11/2027 
,ll,aTa DDOHJBOACTBa ro.,.-eH AO 

: 

Mfg. License No./ 
IlponJBO,UCTBeuuan : MNB/05/263 MA number:/ : JUl-N!!(008888)-(Pr-RU) 
JIHQeHJHH .N'!! HoMep PY 

!Analysis performed according ND/ Ananu3 rrpose.ueu no H,l(: J1TI-N~(008888)-(Pr-RU)-170225 

13 

Test/ IloKaJaTeJJb 

Packaging/ OnHcauue 
ynaK0BKH 

Results/ PeJyJJbTaTbt 

1 mL in class I light-shielding dark amber 
glass ampoules. A cut ring and point in the 
upper part of ampoule. A label is attached 
to ampoule. 
10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJI B aMnyJibl 113 CBeT03all.{HTHOro 
CTeKJia TeMHO-Kopwrnesoro useTa Knacca 
l. 8 Bepxuei-i 'iaCTH aMnyJihl HaHeCeHhl 
KOJibUO H TO'!Ka ,IT.JUI pa3JIOMa. Ha aMnyny 
HaKJieHBa!OT 3THKeTKy. 
no 10 aMnyJI BMeCTe C JIHCTKOM-
BKJia,11,hlllleM B nBX/anIOMHHHeBhIH 
6JIHCTep. no 1 6JIHCTepy s na'iKY 
KapTOHHYfO. 

Page 5 of 7 / CTp. 5 HJ 7 

Specification / HopMa 

1 mL in class I light-shielding dark amber 
glass ampoules. 
A cut ring and point are in the upper part 
of ampoule. A label 1s attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
no 1 MJI B aMnyJJbl 113 CBeT03all.{HTHOro 
cTeKJia TeMHO-Kopw-rnesoro usern Knacca 
I. B sepxHeH qacTH aMrrynhr HaHeceHhI 
KOJlhUO H TO'iKa MH pa3JIOMa. Ha aMnyny 
HaKJieHBa!OT 3THKeTKy. 
no 10 aMnyn BMeCTe c JIHCTKOM-
BKJJa,11,blllleM B nBXlan10MHH11esb111 
6n11CTep. no 1 6n11cTepy s rra'IKY 
KaprnHHYfO; iJnR cmalJUOHapoe: no 2, 3, 5 
6JIHCTepoB s rra'IKY KaPTOHHVIO. 

* Tests are not performed during the stability investigation./* I1cnhITaHHH He npoBO.UHT B xo.ue HccJie,1J.osaHHjj 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is canied out for every 15th batch./** TipH BhmycKe npenaparn 
KOHTpOJih Kaqecrna no IlOKa3aTemo npOBO,UHTCjj .[{Jljj Ka)K,l].OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conch1 ion : APPROVED / 
IlpHMe'fanue: npo,11,yKT coorneTcrnyeT Tpe6osaHHHM H.lJ: 3aKJHO'feHHe: O,lJ:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
no,11,roTOBJieHo: Ashish nposepeHo: Pravesh nposepetto (AOK): per on / O,11,06peuo: O6ecrre'!eHHe 

Kumar ~ Rana 

1 
Amit Kuma( Ka"teCTBa/OTBeTCTBeHHOe JIHL{O: 

~~ siVrJIL I<, u 1--1 KY'2._ 

~ 
Date/ Date/ Date / rate I I 1--0 r,.. J Hl 
.lJ:aTa: 10.01 .2026 .lJ:aTa: I 0.01.2026 .lJ:aTa: 10.01.2026 :,[(a Ta: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: t9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTM~IIKATAHAJIII3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilp0.!J.YKT! Ke'ropon® (KeToponaK) pacTBop )I.JI.SI BHyrp1-1seHJ-t0ro H BHYTPHMh1rnelrnoro sse.[(eHH.SI, 30 Mr/Mn 

Batch No I 
: V260007 

Batch Quantity / 454545 ampules/ 
Cepun .N'!! 061>eM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTHlfecKuii 0TlfeT N!! : 890001857292 )];aTa auaJiuJa : 09.01.2026 

Date of Manufacture/ 
12/2025 Date of Expiry / 

11/2027 
,Il;aTa DP0H3B0,!J,CTBa 

: 
ro,!J,eH ,1),0 

: 

Mfg. License No. / 

IlponJBO.!J.CTBeuuan : MNB/05/263 MA number:/ 
: J1IT-N!!(008888)-(Pf-RU) 

JIHQenJHH N!! HoMep PY 

Analysis performed accordin2 ND/ Auam13 npose)leu no H,ZJ,: J1TT-N2(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 HJ 7 

API name/ HauMeuosauue A<l>C: Ketorolac Trometamol I KeTOponaKa rpoMernMOJI 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0540925 

HoMep cepuu npottJBOtJ:HTe.rtsi A<l>C: 

FP Manufacturer API Batch number / 

HoMep cepuu cy6cTaHU,HH npOH3B0,/J;HTeJJSI FESA00529 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IlpoHJB0tJ:HTem, A<l>C, CTpaua: CaiiMe.n Jla6c JlHMHTe,n, I1H,nIDI 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 

manufacturing site/ Control site / Release 
site/ 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

HauMeHOBaHHe, 3,!l;pec, JJHU,eHJHSI ,/J;JJSI 
,[(-p Pe.n..n:w'c Jla6opaTOp11c JlT,!1;., l1H,/J;HR, flpo113so;:i:crneuuoe no;:i:pa3;:i:enett11e-6, 

IlpoHJBO,/J;CTBeuuaH IlJJOl.lJ.a,/J;Ka / IlJJOl.lJ.a,IJ;Ka 
B11nn. Kxonb, Hanarapx Poy;:i:, Ea.n..n:w, ,[(wcrpttKT ConaH, X.IT., 173205, I1tt;:i:11R 

K0HTp0JJSI Ka<teCTBa / IIJJOl.lJ.3,!l;Ka BblDYCKa 
(nm~eHJIDI N2 No 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». I 

3aKJJIO<teHHe O COOTBCTCTBHH: «HacTOJIW:HM SI no;:i:rnep)l(J.J:aJO, qTo npwse;:i:eHHaJI Bblllle HHcpopMaUHJI JIBJIJ!eTCJI ,/J;OCTOBepHOH 11 

Remarks : The Product confirms to ND/ onclusion : APPROVED I 
1IIpuMe<taHue: flpo;:i:yKT COOTBeTcTByeT Tpe6oBaHHRM H.[( 3aKJJIO<teuue: O,LJ:Ol>PEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
flo;:i:roTOBJietto: Ashish npoaepeHo: Prave h ITpoaepetto (AOK): person I O;:i:o6petto: O6ecneqettwe 

Kuma~ Rana 

i 
Amit Kumar Kaqecrna/OrneTCTBeHHOe JIWUO: 

~__/~ 
<.( l;NI L Kvv--1p.it _ 

AV'1 
Date I Date/ Date/ 'Date I 1/roh,(M-G 
,[(am: 10.01.2026 ,[(am: 10.01.2026 JJ:aTa: 10.01.2026 JJ:am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~IIKATAHAJIH3A 

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

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpo,!J,yKT: KeTopon® (KeTopoJiaK) pacrnop ,LI.JUI BHyrp11BeHHOfO Ii BHYfpl1MhillieYHOro BBe,[J,eHl151, 30 Mr/MJI 

Batch No/ 
: V260007 

Batch Quantity/ 454545 ampules I 
Cep1rn .N'!! O6beM cepHH 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTuqecKHH oTqeT .N'!! : 890001857292 ,Zl;aTa auaJIHJa : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

lllaTa nooHJBO,!J,CTBa ro,[J,eH ,!J,O 
: 

Mfg. License No./ 
llponJBO,!J,CTeeuuaH : MNB/05/263 

MA number:/ 
: J1TT-N~(008888)-(Pf-RU) 

JIH .. eH3HH .N'!! HoMep PY 

Analysis performed accordine ND/ AuaJIHJ npoee,1J,en no H,n:: J1TT-N~(008888)-(Pf-RU)-170225 

Page 7 of 7 / CTp. 7 HJ 7 
rnqHott. 3Ta cepm, rrpo.uyKUHH rrpomse.uetta (BKJUOqal! yrraKOBKY (MapKHpOBKY) J,f KOHTJ)OJih Kaqecrna) Ha BbllUeyKa3aHHOll 

rrpOH3B0,llCTBeHHOll rnrnma.uKe (rrnoma.uKax) B ITOJIHOM COOTBeTCTBHH C Tpe6osamrnMH TipaBHJI Ha,llJie)Kameil. rrpOH3B0,llCTBeHHOll 

rrpaKTHKH Espa3HHCKOro 3KOHOMH'-leCKOfO COl:03a J,f TPe6osaHHXMH KOHTpOJIX Ka<tecrna neKapcrneHHblX cpe)lCTB, a TaK)Ke B 

COOTBeTCTBJ,fJ,f co cneumtrnKaUHXMH, co.uep)KamHMHCX B perHCTJ)al.ll10HHOM )lOCbe CTpaHbl-HMnOpTepa. 3anHCH ITO npOH3B0)lCTBY, 

yrraKOBKe H attamny nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHXM TipaBHJI Ha)lJie)Kameil. npOH3B0,llCTBeHHOll 

rrpaKHIKH Espa3HllCKOro 3KOHOMH'-leCKoro COI03a». 

Remarks : The Product confirms to ND/ 

I

IConclusion: APPROVED/ 
IlpttMe'laHue: IIpo.uyKT coorneTcrnyeT Tpe6osaHHXM H,ll; 3aKJJIO'leHue: O)J,O6PEHO 

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

noitrOTOOJieHo: Ashish Tipoaepetto: Pravesh npooepeHo (AOK): per on / O.uo6petto: 06ecne<tett11e 

Kumar Rana ~1 Amit Kumar Ka1Iecrna/OrneTCTBeHHOe JIHUO: 

~ /"_,-A.r"" ~l;t--11/...... KvVV!(lr2..._ 
z --C. vj 

Date/ Date/ Date/ !Date/ I I "'L) r~ J.JJ .l.--~ 
)lam: 10.01.2026 )lam: 10.01.2026 )lara: l 0.01.2026 )la1c1: 

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 


