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

CEPTHWIIKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Vi ii. Kho\, Na\agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
d 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo}.J.y1u: KeTOpOJ14-0 (KeToponaK) paCTBOP )l.JHI BHyrp1rneHHOro M BHyrpMMbIWe1rnoro BBeAeHml, 30 Mr/MJl 

Batch No/ 
: V260085 

Batch Quantity / . 454545 ampules / 
CepnSJ .M! OfrLeM cepnn • 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJ1HTH1.Jec1rnii OT'-leT .N'!! : 890001861594 )];aTa auaJin3a : 03.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
: 12/2027 

llaTa npon3BO/l:CTBa ro,i::i:eu AO 
Mfg. License No./ 
Ilpon3BOACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npose}.J.eu no H.I(: JIIT-N!!(008888)-(Pf-RU)-170225 
Page 1 of7 / CTp. 1H37 

.N'!! Test/ IT0Ka1aTeJib Results/ Pe1ynhTaTbl Specification / HopMa 

1 Description/ Onucauue Clear colorless solution. / Ilp03pal.fHhIH Clear colorless to slightly yellow color 
6ecuBeTHhlH paCTBOp. solution. I flp03pal.fttb111 pacTBop OT 

6ecuBeTttoro no cBerno-)KeJ1TOro usern. 

2 Identification*/ H.!(eHTH$nKa1urn* 

2a HPLC* I B3}!()(* 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 mam peak m the 
standard solution. / BpeMx yAep)K1,rnamrn chromatogram of standard solution (Assay 
OCHOBHOro mfKa Ha xpoMaTorpaMMe section). I BpeMx y ,Aep)l(11BaHH.)! 

HCITbITyeMoro pacTBopa C00TBeTCTByeT 0CH0BHoro ITHKa Ha xpoMarnrpaMMe 
speMeHH ynep)KHBaHH.)! 0CH0BH0ro ITHKa HCIThITyeMoro pacTBopa .!(QJI)KH0 

Ha xpoMarnrpaMMe crnHnapTH0ro CO0TBeTCTB0BaTb BpeMeHH ynep)KHBaHH.)! 
pacTBopa. 0CH0BH0ro ITHKa Ha xpoMarnrpaMMe 

crnttnapTHoro pacTBopa (paJnen 
«Kon11l.fecTBeHHoe onpeneneH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
OpttMe'fattne: IlponyKT cooTBeTcTByeT rpe6osaHH.)!M H,[( 3a1m1o<teuue: O,[(OliPEHO 

Prepared by / 

Ilo~roToaneH?;;: ogesh 
Chauhan 

/ 

Date / 

,[(ara: 04.02.2026 

Checked by / Checked by (AQA) / A pproved by: Quality Assurance/ Authorized 

IlpoBepeHo: P1 vesh flpoaepetto (AOK): person/ OAo6petto : O6ecneqetttte 

Rana Amit Kumar Ka11ecTBa/OTBeTCTBeHHOe JIHU0: 

~ { ' UNIL t.:..u "1 I"' fL_ 

~ v") 

Date / Date/ !Date / 0 f:.-O}-./...(:,l..£ 

,[(ara: 04.02.2026 ,[(ara: 04.02.2026 ,[(ara: 

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.Raddy's ~;• 
CERTIFICATE OF ANALYSI 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

Viii. i<hol, Nalagarh Road, Baddi, 
uistt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

Product:/ 
Iloo.n.yKT: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Kernpo11

00 
{KeTOpo11a1<) paCTBOp .11.m1 BHYfpHBeHHOro 11 BHyrpHMb!We"IHOro BBe,D,eHJ151, 30 Mr/MJl 

Batch No/ 
Ceonn .Ni! 
Analytical Report No/ 
AuaJmTH'leCKHn OT'leT .N!! 

Date of Manufacture / 
aTa fll)OHJBO.Ll,CTBa 

Mfg. License No./ 
IlpoHJBOACTeeuuan 
JIHQeH3HB .N'!! 

: V260085 

: 890001861594 

: 01/2026 

: MNB/05/263 

Batch Quantity/ . 454545 ampules / 
06'heM ceDJm • 454545 aMnYJJ 

Date of Analysis / 
,[t;aTa auaJIHJa 

Date of Expiry / 
rop;en .n.o 

MA number: I 
HoMep PY 

03.02.2026 

12/2027 

J1TT-N2(008888)-(Pf-RU) 

Analysis performed according ND j AuaJIH3 npone.n.eu no H,1),: J1TT-.Ni!(008888)-(Pf-RU)-l 70225 
Page 2 of7 / CTp. 2 HJ 7 

,N'g Test/ Tioica3areJ1b Results/ Pe3yJibTaTbI Specification / HopMa 

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

Y</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<l>-crreKTJ)bI rrornow,eHl151 maxima at 322 ± 2 nm. / Y<l>-crreKTpbI 

11C11bITYeM0fO pacTBopa 11 pacTBopa rrornow,eHIDI 11crrhnyeMoro pacrnopa 11 
cmH.D,apTHOro 06pa1ua KeTOponaKa pacrnopa CTaH.D,apTH0ro 06pa3ua 
Tp0MemM11Ha B o6nacrn OT 200 )1,0 400 HM KeToponaKa Tp0MeTaM11Ha B o6naCTH OT 
11MeIOT MaKCHM)'Mbl rrorJiow,eHm1 rrp11 200 )1,0 400 HM )J,QJl)KHbl 11MeTb 
322±2 HM. MaKCHM)'Mbl rrornow,eHHH rrptt 322±2 HM. 

3 Clarity / Tipo3pa'IHOCTb The opalescence of the sample does not The opalescence of the sample should not 

exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHuttsi rrperraparn suspension I. / OrranecueHU11H rrperrapam 
He npeBbIWaeT orranecueHU11IO cycrreH3HH He .UOJI)l(Ha rrpeBbnuaTb onanecueHu1110 
cpaBHeHl1H I. cycrreH31111 cpaBHeH11H I. 

4 Color / UBeTHOCTb 0.05 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 

Tiornow,eH11e .D,0Jl)KH0 6bJTb He 6onee 0,20 
rrp11 )l,J111He B0JlHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9 . I OT 6,9 .D,o 7,9. 

6 Particulate matter/ Mexantt'feCKtte BKJI10'feH11H 

6a Visible particles / Complies I CooTBeTcrnyeT Should be absent. / 

B11.D,HMble 4aCT11Ubl P,on)l(Hbl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
HpttMe'faHtte: Tipo.D,yKT cooTBeTcrnyeT TJ)e6oBaHl1HM HA 3a1rn10<ientte: OJ:I:OliPEHO 

Prepared by / 

nonr0Toa11e1-10: Yogesh 

Chauhan (/ 

Date/ 

)],am: 04.02.2026 

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

npoaepetto: Pravesh TipoBepeHO (AOK): person I O.D,o6peHo: O6ecrre1IeH11e 

Rana 1 Amit Kumar KatJeCTBa/OTBeTCTBeHHOe n11uo: 

(\~.,,-- ~\)NI\_ [<_0N p.(,I,.__ 

.. ---- <r-? 
Date/ Date/ !Date/ () C--c 2.-J..o).,.G 
)],am: 04.02.2026 )],am: 04.02.2026 )],am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formu,ation Unit-6 
Vii i. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
............. drredd -

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.llYKT: KeTopon® (KeToponaK) paCTBOP JlJlJ! BHyrpirneHHOro 11 BHYTPHMbIUie•-rnoro BBe~eHH51, 30 Mr/Mn 

Batch No I 
: V260085 

Batch Quantity/ . 454545 ampules / 
Cep1rn .N'!! O6beM cepHH • 454545 aMnvn 
Analytical Report No I Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! : 890001861594 ,ll;aTa auaJinJa : 03.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
: 12/2027 

lllaTa nponJBO/J.CTBa ro;:i:eu /).0 

Mfg. License No./ 
IIponJBO/l.CTBeuuan : MNB/05/263 MA number:/ 

: JU1-N!!(008888)-(Pf-RU) 
JIHU:eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npose)J.eu no H,ll;: JUl-N!!(008888)-(Pf-RU)-170225 
Page 3 of 7 I CTp. 3 HJ 7 

.N'! Test/ IloKaJaTeJib Results/ PeJyJ1hTaTb1 Specification / HopMa 

6b Invisible particles / 
HeBH)UiMhle tJaCTHUhI: 
i. Particles 2:: 10 µm / 01 not more than 6000 per ampoule; I 

l.J.acrnu pa3MepoM 2:: He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles 2:: 25 µm / 00 not more than 600 per ampoule. / 
qacTm.i: pa3MepoM 2:: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpnMecu 

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

Impurity B / TTp11Mech B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpe,nena o6Hapy)KeHHJI (TTO = 0.014 %) 

Impurity C / TTp11Mech C Below LOD (LOD = 0.010 %) / HmKe not more than 0.50 % I He 6onee 0,50 %; 
rrpe,nena o6ttapy)KeHHJI (ITO= 0.010 %) 

Impurity D / TTp11Mech D Below LOD (LOD = 0.014 %) / HmKe not more than 0.20 % / He 6onee 0,20 %. 
npe,nena o6ttapy)l(eHHJI (TTO = 0.014 %) 

Individual unidentified 
impurity / E,nHHl.fqHaJI 

Below LOQ (LOQ = 0.050%) I HH)l(e Not more than 0.20 % / He 6onee 0,20 %. HeH,neHTM~HUHpOBaHHaH 
npHMeCh 

npe.nena K0Jil.fqecrneHHoro onpe.neneHHJI 
(TTKO = 0.050 %) 

Total impurities I CYMMa 0.1 % Not more than 1.50 % I He 6onee 1,50 %. 
rrp11Mecefi 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: llpo.nyKT coorneTcrnyeT rpe6osaHHJIM H,n: 3aiemoqeuue: O,ll,OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TTo.nroTosneuo: Yogesh TTposepeuo: Pravesh TTposepeHo (AOK): person/ O,no6peuo: O6ecneqeHHe 

Chauhan V 
Date / 
,n:aTa: 04.02.2026 

Rana f Amit Kumar Ka'lecrna/OTBeTCTBeHI·IOe JIHUO : 

I"' .J\ _(Ur-llL )(VNPI/?..__ 

,----/ ---- ___ <(VV) 

Date/ Date/ !Date/ ◊6'-o L-<U)-( 
,llaTa: 04.02.2026 )].aTa: 04.02 .2026 )].aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

Formu[ation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIH3A 

Vi ii. 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 
IfoOJJ.VJCT: KeTOpon® (KeTOponaK) pacrnop .U..Jut BHyrpJ,t13eHH0ro 11 BHyrpHMhillle•rnoro sse,D,emu1, 30 Mr/Mn 

Batch No/ 
: V260085 Batch Quantity / . 454545 ampules / 

CeonSI .N'!! O6neM cepuu • 454545 aMnvn 
Analytical Report No/ Date of Analysis / 
AuaJIHTHtJecKnii OT'leT .N'!! : 890001861594 J:(aTa auaJiuJa : 03 .02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
: 12/2027 

J:(aTa DDOH3BOJJ.CTBa ro)J.eH JJ.O 
Mfg. License No./ 
IlponJBOACTBeuuaSI : MNB/05/263 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
HoMep PY JIHQeH3HH .N'!! 

Analysis performed accordin2 ND/ AnaJiuJ npoee)J.eu no H)];: JITT-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / Crp. 4 03 7 

.N"!! Test I IloKaJaTeJib Results/ Pe3yn1,TaT1>1 Specification / HopMa 

8 Extractable volume* / 11.0 ml/ 11,0 MJI Not less than 10.0 ml (collectively 
l13BJJeKaeMhlH 061>eM* measured volume of 10 ampoules)./ 

He Mettee 10,0 MJI ( o6beM, H3MepeHHhIH 
Ha 0CH0BaHIU1 o6be,UHHeHHOro 
co.11.ep)l(HMoro 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJbHble /<=0. 725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
JHJJ.0TOKCHHbl KeTOponaKa Tp0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I ):i:OJI)l(eH 6b1Tb 

CTepHJJbHOCTb ** CTepHJibHblM. 

11 Assay/ Kontt'leCTBeuuoe 30.54 mg I 30,54 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,ll,eneuue Trometamol per 1 mL. I OT 27,0 Mr .11.0 

33 ,0 Mr KeToponaKa TJ)0MeTaM0Jia s 1 MJ!. 

12 Ethanol content/ 3rnuon 11.73 % 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 I 
IlpnMe'laHne: ITpo,ll,yKT coorneTcrnyeT -rpe6osaHH.l!M HA 3aKJJIO'leHne: O,LI:OliPEHO 

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

no.urOTOBJlew o: ogesb nponepeHo: Pravesh ITpoaepeHO (AOK): person/ O.uo6petto: O6ecneqemie 
Chauhan Rana { Amit Kumar Ka'! ecrna/OrneTcTBeHHoe mu.1_0: 

1/ "~ JUrJ ( I.... K.vr1p,12.____ 
_____,:::., V',1 

Date / Date I Date / 'Date / 0 C--v L --.1.. o 1---£ 
):i:arn: 04.02 .2026 Aarn: 04.02 .2026 Aarn: 04.02 .2026 ):i: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@drraddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM«l>HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii i. 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 
IlponyKT: KeTopon00 (KernponaK) paC'rnop Ami BH)'TPHBeHttoro 1-1 BHYTPHMhIWelrnoro BBeJJ.eHm1, 30 Mr/Mn 

Batch No I 
: V260085 

Batch Quantity/ . 454545 ampules I 
CepuH .N'!! O6beM cepuu • 454545 aMnyn 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001861594 ,[(aTa auaJIH3a : 03.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expjry / 
: 12/2027 

I llaTa npoHJBOACTBa roAeH AO 
Mfg. License No./ 
IlpoH3BOACTBCHHaH : MNB/05/263 MA number:/ : JUl-N!!(008888)-(Pf-RU) 
JIHQCH3HH .N'!! HoMep PY 

Analysis performed according ND I AuanuJ npoeeAeH no H,[(: JUl-N!!(008888)-(Pf-RU)-170225 
Page 5 of 7 / CTp. 5 u1 7 

.N'!! Test / IloicaJaTeJih Results/ PeJyJihTaTbl Specification/ HopMa 

13 Packaging/ OnHcaHHe 
ynaKOBKH 

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. 

1 mL in class I light-shielding dark amber 
glass ampoules. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
IIo 1 MJI B aMDYJibl 113 CBeT03alll,HTHOfO 
creKJia reMHO-Kopwrnesoro usern KJiacca 
I. B Bepxttei1: 'iaCTH aMnyJihl HaHeceHbl 
KOJibl.(0 H TO'!Ka )l.JUI pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
IIo 10 aMnyJI BMecre c JIHCTKOM-
BKJia,!l.bIWeM B IIBX/amoMHHHeBbIH 
6m1crep. IIo 1 6JIHcrepy a na•-JKy 
KapTOHHYJO. 

A cut ring and point are 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; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
IIo 1 MJI B aMDYJibl 113 CBeT03alll,HTHOfO 
creKJia TeMHO-Kopwrneaoro usern KJiacca 
I. B BepxHeii lJaCTH aMnyJihl HatteceHbl 
KOJibl.(0 H TOlJKa ,!l.JI.H pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
IIo 10 aMnyn BMeCTe c JIHCTKOM­
BKJia,!l.hIWeM a IIBX/an10MHHttesb111 
6JIHCTep. flo 1 6JrncTepy B natJKY 
KapTOHHYJO; ORR cmal,(UOHapoe: no 2, 3, 5 
6JIHCTepoB B na'iKY KapTOHHYJO. 

* Tests are not performed during the stability investigation./* HcnhITaHHJI He npoBOJ:\JIT B xo.1w 11ccJ1eJJ.0BaHID1 
CTa6HJ1bHOCTI1. 

** Release quality control of the perfomance is carried out for every 15th batch./** TipH BhmycKe npenaparn 
K0HTpOJib KatJecTBa no TT0Ka.3aTemo npoB0)].HTCSI )].JlJI Ka)K,[(OH 15-0H cep1m. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpHMelfaHtte: IIpoJJ.yKT coorneTcrnyeT Tpe6oaaHHJIM HA 3aicmoqeuue: O,n:OliPEHO 

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

no,!1.TOTOBJleHO: Yogesh TTpoaepeHo: Pravesh IIpoaepetto (AOK): person/ OJJ.o6petto: O6ecne'ieHHe 

Chauhan t / Rana 1 Amit Kumar Ka'!ecrna/OrneTCTBeHHOe JIHl.(O: 

(\~ ___( l) /...! I L ¢JJ VVf P fl _ 
_ _.-,::: .,..., 

Date I Date/ Date I 

I
IDate / ()(,-o )__-Jo L{ 

)];am: 04 .02.2026 )),an,: 04.02.2026 )];am: 04.02.2026 )];am: 

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

CIN : L85 195AP1984PLC004507 
www.drreddys.com 

I 



••• Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formu,ation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJJH3A 

Vi!I. 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 
IIPOJlYKT: Kernpon00 (KeTopoJTaK) pacrnop .D,ml BHYfPl•IBeHHOro 11 BHyrpMMbllIIeY:Horo BBe.ueHH51, 30 Mr/MJT 

Batch No/ 
: V260085 Batch Quantity / . 454545 ampules/ 

Ceprrn .N°!! O6'heM cep1111 • 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJinTnttecKuii OTtteT .N°!! : 890001861594 ,I(aTa auaJinJa : 03.02.2026 

Date of Manufacture / 
: 01/2026 Date of Expiry / : 12/2027 

Jl,aTa Dl)OIIJBO}lCTBa ro.D,eu JlO 

Mfg. License No./ 
Ilpou3so.D,cTseuuaH : MNB/05/263 

MA number:/ 
: JlTT-N2(008888)-(Pf-RU) 

JIHQeH3HJI .N°!! HoMep PY 

Analysis performed according ND/ Aua.riu3 npoBeAeH no H,I(: JlTT-N2(008888)-(PI'-RU)-170225 
Page 6 of 7 I CTp. 6 HJ 7 

API name/ HaHMeHoBaHHe A<I>C: Ketorolac Trometamol / KeTOpoJiaKa rpoMeTaMOJI 

INN/ MHH: Ketorolac I KeTOpoJiaK 

API manufacturer batch number/ 
2KTM0621025 

HoMep cepnn npoHJB0.!lHTeJlH A<I>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHunn npmnB0.!lHTeJIH FESA00567 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlponJBO.!lHTeJib A<I>C, CTpaua: CawMe.!l Jla6c Jl11M11TeJl, 11H.!lm1 

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

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

site I 
HanMeuoBauue, a.!lpec, JIHUeHJHH .!lJIH 

,[(-p PeM11'c Jla6opaTOp11c JlTLJ,., 11HAH», TipoH3BOJlCTBeHHoe no.npa3aeneH11e-6, 

Ilpou3BO.!lCTBeuuaH nJ10111,am~a / IlJioUJ,a.!lKa 
B11JIJI. Kxom,, Hanarapx Poy.n, EaMtt, ,[(11crpttKT CoJiaH, X.TI., 173205, HH,11;11» 

K0HTpOJISI KalJeCTBa / IlJIOIQa,[J,Ka BblDYCKa 
(JI11QeH311» 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»./ 

3aKJllOlJeHne O COOTBeTCTBHU: «HacTOHll.(HM » ITO.!lTBep)l(Ll,aJO, lJT0 npttBe,[J,eHHa» BhIWe 11H!pOpMaLu-rn »BJI»eTc» ,[J,OCTOBepHOH H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMetJauue: TipoayKT COOTBeTCTByeT Tpe6oBaHH»M H,[( 3aKJIIOtJeune: O,l],Ol>PEHO 

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

Tio.nroTOBJie.Hlo: Yogesh CTposepeHo: Pravesh nposepeHo (AOK): person/ OJJ,o6petto: 06ecne4e1rne 
Chauhan Rana i Amit Kumar Ka'-leCTBa!OTBeTcTBeHHOe nnuo: 

// (\~ , f UJ-.J iL-- f-\lHf Q_ 
_(v---"11 

Date I Date I Date/ 'Date I 0 G-o 2 -/0 'J-6 
,[(arn: 04.02.2026 ,[(arn: 04.02.2026 ,[(arn: 04.02.2026 ,[(arn: 

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 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formuiation Unit-6 
Vi ii. Kho!, Nalagarh Road, Baddi, 

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA 
CEPTH<l>HKAT AHAJIH3A Tel: +919816656001-02 

www.drreddys.com 
Product:/ Ketoro!00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIPOJJ:YKT: KeTopon00 (KeToponaK) pacTBop .ll)UI BHYfPHBCHI-IOfO 11 BHYfPHMbIWC'lHOfO BBe)],eHJ,lll , 30 Mf!MJJ 

Batch No/ 
: V260085 Batch Quantity/ . 454545 ampules / 

Cevusi .M! O6'beM cepuu • 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .M! : 890001861594 ,U:aTa auaJiuJa : 03.02.2026 

Date of Manufacture / 
: 01/2026 Date of Expiry / 

: 12/2027 ,U:aTa Ul)OHJBO)l;CTBa ro;::i:eu ,'l;O 
Mfg. License No./ 
IlpOHJBO,'l;CTBeuuaH : MNB/05/263 MA number:/ 

: JITT-NQ(008888)-(Pf-RU) 
Jiuu,eu1nH .M! HoMep PY 

Analysis performed according ND I A11aJ1113 npone~eu no H,[I,: JITT-NQ(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 01 7 

TO'IHOH. 3m cepm! np0.II.YKUHH np0H3BeJ!_eHa (BKJIIO'laH ynaK0BKY (MapKHpOBKy) H K0H'fP0Jlh Ka'lecrna) Ha BhillleyKa3aHHOH 

np0113B0,UCTBeHHOH nJI0lllaAKe (rrnoma,nKax) B Il0JIH0M COOTBeTCTBHH C -rpe6osaHHHM11 TTpaBHJl Ha.II.Jie)Kamei1 np0113B0J!_CTBeHHOH 

npaKTl1Kl1 Espa311HCKOro 3KOH0MH'IeCKOro COI03a 11 Tpe6oBaHHHMl1 KOHTpOJIH KaqecTBa JieKapcTBeHHhIX cpe.II.CTB, a TaK)Ke B 

C0OTBeTCTBl111 co cneump11Kal..(l1HMl1, COJ1-ep)Kall1l1Ml1CH B perncTpaU110HHOM )],0Che CTpaHhl-HMnopTepa. 3an11c11 no np0113B0,ll,CTBY, 

ynaKOBKe 11 aHaJil13Y nposepeHhl, 11 ycTaHOBJieHo HX COOTBeTCTBHe -rpe6oBaHHHM TTpaBHJI Ha,1J,Jie)Kame11 rrp0113B0J!_CTBeHH0H 

npaKTHKH Espa3HHCKOro 3KOHOMJ1l!eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo,nyKT coorneTcrnyeT Tpe6osamrnM H,ll; 3aKJJIO'feuue: O,ll;OliPEHO 

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

ITo.uroTOBJlzeHo: Yogesh ITposepeHo: Pravesh TTposepeHo (AOK): person/ O.no6petto: O6ecrreqem1e 
Chauhan Rana 1 Amit Kumar Kaqecrna/OrneTCTBeHHOe JlHL(O: 

' /; ('~ JUN IL Kur--\ rvL _ 
/ ____ -<v-1 

Date / Date/ Date/ I Date/ O(-(J2._,--J._O), l 
,UaTa: 04.02.2026 .lJ:arn: 04.02 .2026 ,Uarn: 04 .02 .2026 ,ll;arn: 

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 
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