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

CEPTII<l>IIKAT AHAJIIl3A 

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

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

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

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

IlPOI.\YKT: KeTOpo1100 (KeToponaK) pacTBop .ll.mI BHyrp1,rnettttoro M BHYTPl1Mh1we1rnoro BBe.!J.eHM~, 30 Mr/Mn 

Batch No/ 
: V260110 

Batch Quantity/ . 454545 ampules I 
CepnH .N'!! O6neM cepuu • 454545 aMTTYJT 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! : 890001862264 ,Il.aTa auaJiuJa : 12.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
: 12/2027 

,II.aTa DPOH3BOJ1:CTBa ro.a:eu .a:o 
Mfg. License No./ 
IlpouJBOJ1:CTBeuuaH : MB/05/264 

MA number:/ : JU1-M1(008888)-(Pr-RU) 
JlHQeHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiuJ npoee.a:eu no H,II.: JIIT-N!!(008888)-(Pr-RU)-170225 
Page 1 of 7 / CTp. 1 HJ 7 

.N'!! Test / IToKaJaTeJih Results/ PeJyJ11>TaThl Specification / HopMa 

1 Description/ OnucaHue Clear colorless solution. / Ilp03pa4HhIH Clear colorless to slightly yellow color 

6ecuseTHbIH pacTBop. solution. I Ilpo3pa4HhIH paCTBOp OT 
6ecuseTHoro .a:o cseTno-)KeJIToro useTa. 

2 Identification*/ H.a:eHTH<l>ttKa1.urn* 

2a HPLC* I B3JKX* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram oftest solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. I BpeMJI y.a:ep)KttBaHl1JI chromatogram of standard solution (Assay 
OCHOBH0ro Il11Ka Ha xpoMaTorpaMMe section). I BpeMJI y.a:ep)K11BaHIDI 

11CTibITyeMOfO pacTBopa COOTBeTCTByeT OCHOBHOfO IH!Ka Ha xpoMarnrpaMMe 

speMeHH y.a:ep)KJ1BaH11J1 OCHOBHoro ITHKa 11CITblTYCMOro paCTB0pa .QOJI)KH0 

Ha xpoMarnrpaMMe CTaH.QapTHOf0 COOTBeTCTBOBaTb BpeMemi y.a:ep)K11BaHIDI 

pacTBopa. OCHOBHOro ITH Ka Ha xpoMarnrpaMMe 
CTatt.a:apTHOro pacTBopa (paJ.uen 
«Kom111ecTBeHHoe onpe.ueneH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMC'13Hl1e: Ilpo.uyKT COOTBeTCTByeT Tpe6osaHl1JIM H,ll; 3aKJIIO'leHue: 0,l(OJiPEHO 

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

Ilo.uroTosneHo: Pravesh nposepeHo: Pardeep nposepeHo (AOK): person I O.a:o6peHo: O6ecne11em1e 

Rana i Kumar 
)' 

Amit Kumar Kasecrna/OrncTc~/ 

=4-- ~ 
Date I Date/ 

I
IDate/ 'Date / t 3, r[) 1--- 1,,01.,,,l, ,ll;arn: 13.02.2026 ,ll;arn: 13.02.2026 ,ll;a-ra: 13.02.2026 ,[(an1: 

Registered Office: 8-2-337, Road No. 3, Banjar" 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 ANALYSI: 

CEPTHWHKATAHAJIH3A 

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

Tei: +9198166 56001-02 
www.drreddy_s.com 

Product:/ Ketorol0<1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOJJ,VKT: KeTOl)OJlOI) (KeToponaK) paCTBOP JlflSI Bl·tYrPJ,rneHHOro 11 BHYfPHMhIWeYHOro BBe)],eHml, 30 MriMJT 
Batch No/ 

: V260110 Batch Quantity I . 454545 ampules I 
Cep1rn .M! O6beM cep111-1 • 454545 aMnyJT 
Analytical Report No/ Date of Analysis / 
AnaJ1HTHifec1mii OTifeT .N'!! : 890001862264 .IJ:aTa auaJiuJa : 12.02.2026 

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

: 12/2027 )(aTa Ol)0113B0.ll.CTBa ro.u:eu .ll:0 

Mfg. License No./ 
IlpouJeo,a:cTeeuuaH : MB/05/264 MA number:/ 

: JIO-N!.>(008888)-(Pr-RU) 
J1H ... CH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 nooBeJI.CII no H.LJ:: JITI-NQ(008888)-(Pf-RU)-170225 
Pa_ge 2 of7 / CTp. 2 03 7 

.N'2 Test I TI0Ka1aTe.n1> Results/ Pe1yJ11>TaThl Specification / HopMa 

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

Y({)-cneKmporj;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>-cneK1'phl nornow,ett11S1 maxima at 322 ± 2 nm. / Y<l>-cneKTJ)hI 
HCfihITyeMoro pacrnopa H pacrnopa nornow,eHHSI 11cnhnyeMoro pacrnopa H 
CTaH,!1,apTHOro 06pa3u;a KeToponaKa pacrnopa CTaH,!1,apTHOro 06pa3u;a 
TpOMeTaMJ1Ha B o6nacrn OT 200 .no 400 HM KeToponaKa TpOMeTaMttHa B o6naCTH OT 
HMeJOT M8KC11MYMbl nornow,eH11S1 npH 200 .no 400 HM ,!l,OJI)l(Hbl HMeTb 
322±2 HM. MaKCHMYMbl nornomeHml nptt 322±2 HM. 

3 Clarity/ Tipo1pattHOCT1> The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / Orranecu;eHUHSI npenaparn suspension I. / Onanecu;eHUHSI npenaparn 
He npeBbill!aeT onanecueHUHJO cycneH3HH He ,!l,OJI)l(Ha npeBbllliaTb onanecu;eHUHJO 
cpaBHeHHSI I. cycrreH3HH cpaBHeHHSI I. 

4 Color I U:seTHOCTh 0.05 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
Tiornomem1e ,!1,0JI)KHO 661Tb He 6onee 0,20 
nptt ,!l,JIHHe BOJIHbl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 .no 7,9. 

6 Particulate matter/ MexaHHlfeCKHe BKJIIOlfeHHSI 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 

8H,!1,HMbie '-laCTHUbl ,[l;OJI)l(Hbl OTCYTCTBOBaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipHMettaHHe: TTpo.uyKT COOTBeTcTByeT 1'pe60BaHHSIM H,[I; 3aKmotteHue: 0)1.0iiPEHO 

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

TTo.nroTOBJieHo: Pravesh TTpoaepe110: Pardecp nponepeHo (AOK): person/ O.no6peHo: O6ecne'leHHe 

Rana 

{ 
Kumar Amit Kumar Ka'lecrna/OrneTCTB~eHHOe JIHUO: 

4:- ~~ t, :;---

1 
Date/ 

I 
Date / Date/ 'Date I 

( l > ~ V t--01----' 
,[I;arn: 13.02.2026 ,[I;aTa: 13.02.2026 ,[I;arn: 13.02.2026 ,[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@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys .com 

I 



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

CEPTM~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei : +9198166 56001-02 

.. . ·~ .. .. . _, , ' -dd 
Product:/ KetorolQ0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

JfoOJXYKT: K eToponqo (KeTOponaK) pacrnop .ll)HI BHYTPl1BeHHOro 11 BHYTPHMblllJe'IHOro BBe)].eHl151, 30 Mr/Mn 
Batch No/ 

: V260110 
Batch Quantity / . 454545 ampules / 

Cepun N!! 06beM cepuu • 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .M! : 890001862264 ,Il;aTa auaJIHla : 12.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
: 12/2027 

,l.l,aTa npOH3B0Jl:CTBa ro)l:eHJl:O 
Mfg. License No. / 
IlpOH3B0Jl:CTBeHHaH : MB/05/264 

MA number:/ 
: JU1-N!!(008888)-(Pf-RU) 

JIH~CH3HB .N'!! HoMep PY 

Analysis performed according ND/ AnaJiu1 npoBe)l:eu no H)];: JITT-N!!(008888)-(Pf-RU)-l 70225 
Page 3 of 7 / CTp. 3 u1 7 

Jf!! Test/ IloKaJaTeJJb Results/ Pe1yJ1bTaThl Specification/ HopMa 

6b Invisible particles / 
HeBH.[(HMhie qacTHUhl: 
1. Particles 2: 10 µm / 02 not more than 6000 per ampoule; / 

qaCTHU pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

ll. particles 2: 25 µm / 01 not more than 600 per ampoule. / 
qacmu pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpuMecu 

Impurity A / TTpHMecb A 0.10% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TTpHMeCb B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,[(eJJa o6ttapy)KeHIDI (TTO = 0.014 %) 

Impurity C / llpHMeCb C Below LOD (LOD = 0.010 %) I HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe.nena 06Hapy)KeHm1 (110 = 0.010 %) 

Impurity D / llp11Mecb D Below LOD (LOD = 0.014 %) I HmKe not more than 0.20 % / He 6onee 0,20 %. 
npe,ll,ena o6Hapy)KeHH}l (110 = 0.014 %) 

Individual unidentified 
impurity I EAHHH9Ha}l 

Below LOQ (LOQ = 0.050%) I H11)Ke Not more than 0.20 % / He 6onee 0,20 %. 
HeH,[(eHTH~HUHpoBaHHaH 

npe,ll,eJJa KOJJITTeCTBeHHOf0 onpe,ll,eJJeHHJI 
npHMeCb 

(llKO = 0.050 %) 

Total impurities / CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe•rnnue: llpoAyKT coorneTcrnyeT rpe6osattH}IM HA 3aKJJto'leHue: O)1.OliPEHO 

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

llo.[(roTOBJJeHo: Pravesh TiposepeHo: Pardeep n poaepeHo (AOK): person / O.no6peHo: O6ecneqem1e 

Rana 

1 
Kumar 

* 
Amit ~ ~ KasecrnalOTBeTCT~ / 

Date/ Date/ Date/ 'Date / 
AaTa: 13 .02 .2026 )la-ra: 13.02.2026 ,!:{aTa: 13.02 .2026 l 1---n 2--- 2,0 u Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CI N: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, IND/A 

Tei : +91 98166 56001-02 
www.drred dy_s.com 

Product:/ Ketorol(R) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOJJ.YKT: KeToponQO (KeToponaK) paCTB0P )].ml BHyrp,rneHHOro 11 BHyrpHMbillleY.HOro BBeJ].eHml, 30 Mr/Mn 

Batch No I 
: V260110 Batch Quantity/ . 454545 ampules/ 

CepnH .N'!! O6'LeM cepun • 454545 a~m yJ1 
Analytical Report No / Date of Analysis / 
AuannTn1tec1rnu OP-IeT .N'!! : 890001862264 ,[t;aTa auaJJnJa : 12.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
: 12/2027 

,U:a·ra DPOHJB0JJ.CTBa ro,1.J,eu ,/1,0 

Mfg. License No./ 
IlponJB0,/1,CTBeuuaH : MB/05/264 MA number:/ 

: JITI-N2(008888)-(Pf'-RU) 
JlHIJ;eHJHH .N'!! HoMep PY 

Analysis performed according ND/ Anamn npoBCJJ:eu no H,Lt;: JITI-N2(008888)-(Pf-RU)-l 70225 
Page 4 of7 / CTp. 4 HJ 7 

.N'! Test/ TToica1aTeJ1b Results/ PeJyJJbTaTbl Specification / HopMa 

8 Extractable volume* / 10.3 ml I 10,3 Mll Not less than 10.0 ml (collectively 
HJBJJeicaeMblH 061>eM* measured volume of 10 ampoules). I 

He Mettee 10,0 MJl (o6beM, 113MepeHHbIH 
Ha 0CH0BaHIUI 06be.D,1-1HeHHOro 
CO.D,ep)KMM0ro 10 aMny11). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepnaJJbHble /<=0.725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
JH.D,OTOKCHHbl KeTopo11aKa TP0MeTaMMHa. 

10 Sterility** / NA Must be sterile. I ,[{OJl)KeH 6bJTb 
CTepHJJbHOCTb ** CTepMllbHblM. 

11 Assay/ KoJ1n11ecTseuuoe 30.67 mg I 30,67 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.D,eJJeune Trometamol per 1 mL. / OT 27,0 Mr .D,0 

33,0 Mr KeTOpo11aKa TpOMeTaM0Jia B 1 MJI. 

12 Ethanol content/ 3TaHOJJ 11.64 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) )],0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11au11e: ITpo.D,yKT cooTBeTcTByeT rpe6osaHllilM H,[{ Jaicmo11eune: O,I(OliPEHO 

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

TToJ1rOTOBJ1eHo: Pravesh flpoaepeHo: Pardeep npoeepeHo (AOK): person / O.D,o6peuo: O6ecne11eu11e 

Rana i Kumar Amit Kumar ,aseCTBa/DTBeTCTBe~~ 

~ ~ _/~ 

Date I Date/ Date / IDate / I -~.--z:i 1---- 7--<Y2-b 
,[{aTa: 13.02.2026 AaTa: 13.02.2026 )laTa: 13.02.2026 ,[{aTa: 

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

CIN: L85195AP1984PLC00450t 
www.drreddys.com 

I 



•·· Dr.Raddy'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 

Tei : +91 98166 56001-02 
drredd 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ.YKT: KeTopon® (KeToponaK) paCTBOP .n.m1 BHyrp11BeHHOro 11 BHyrpHMhIWe'-IHOro sse.n.emrn, 30 Mr/Mn 

Batch No I 
: V260110 

Batch Quantity / . 454545 ampules / 
Cepus1 .N'!! O6'beM cepuu • 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHii OT'leT .N'!! : 890001862264 ,ll;aTa auanuJa : 12.02.2026 

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

: 12/2027 
,ll;aTa DPOH3BOJ).CTBa roJ].eH AO 
Mfg. License No./ 
IlpoHJBOJJ.CTeeuuaH : MB/05/264 MA number:/ : nn-N~(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

AnaJysis performed according- ND/ AuanuJ npose,1J.en no H,IJ;: nn-N~(008888)-(Pf-RU)-170225 
Page 5 of 7 / Grp. 5 HJ 7 

.N'2 Test/ rroKa1aTeJih Results/ Pe1yJihTaTbl Specification / HopMa 

13 Packaging/ OnHcanHe 
ynaK0BKH 

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. / 
ITo 1 MJI B aMIJYJJbl 113 CBeT03all.(11THOro 
cTe1urn TeMHO-Kop11qttesoro UBeTa KJJacca 
I. B BepxHeH 'laCTl1 aMnyJJbl HaHeceHbl 
KOJlhUO 11 TOqKa JlJUI pa3JJOMa. Ha aMnyny 
HaKJ1e11BaIOT 3Tl1KeTKY. 
rro 10 aMnyJJ BMeCTe c JIHCTKOM-
BKJla}],bIWeM B ITBX/amoMHHHeBbIH 
6m1cTep. I1o 1 6n11cTepy B na•IKy 
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 
[lo 1 MJI B aMnyJJbl 113 CBeT03all.(11THOro 
CTeKJla TeMHO-KOp11qHeBoro usem KJJacca 
I. B BepxHeH qacTH aMnyJJbl HaHeceHbl 
KOJlbUO 11 TO'IKa .nmi: pa3JJOMa. Ha aMnyny 
HaKJJeHBaIOT 3Tl1KeTKy. 
ITo IO aMnyn BMecTe c Jll1CTKOM­
BKJJa,llblilleM B ITBX/an10M11H11eBblH 
6n11cTep. ITo I 6mtcTepy B naqKy 
KapTOHHYJO; OJ/JI cma4u0Hapoe: no 2, 3, 5 
6m1cTepOB B naqKy KapTOHHyJO. 

* Tests are not performed during the stability investigation./* Hcnh1Tamrn He npoBO.D.51T B xo.l].e 11ccne.n.osaHIDI 
CTafolJlhHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** Tip11 BhmycKe npenaparn 
KOHTpOJib Kal.feCTBa no noKa3aTemo npoBO.D.HTC51 )l.J151 Ka)K)].OH 15-0H cepmi. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
[lpnMe'laHHe: ITpo.uyKT COOTBeTcTByeT rpe6oBaHl151M H,[( 3aKmo'leune: O)]:O.6PEHO 

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

I1o.uroTOBJJeHo: Pravesh nposepetto: Pardeep I1posepeHo (AOK): person/ O.uo6petto: 06ecne'!eH11e 

Rana 1 Kumar 
AmitKu

1
\% KasecTBalOTBe,nse~ / 

~ 
I 

Date / Date / 

I 
Date / !Date / \ ~2--- -z_..c2-G ,[(am: 13 .02.2026 ,[(am: 13.02.2026 JJ,a-ra: 13.02.2026 ,[(aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tclangana, India 
Tel: +9140 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-5 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

Tei : +91 98166 56001-02 
drredd ....... . 

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

Ilpoti:YKT: KeTopon°9 (KeToponaK) pacrnop Afl>T BHyrp1rneHHOro 11 BHyrp11Mb1we•rnoro BBe,L1;eH11>1, 30 Mr/Mn 

Batch No/ 
: V260110 Batch Quantity/ . 454545 ampules/ 

CepuH .M! O61>eM cepuu • 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIUTU'leCKHH OT'leT .N'!! : 890001862264 ,[J;aTa auaJIH3a : 12.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
: 12/2027 

,ll;aTa npOH3B0,[J;CTBa roti:eH AO 
Mfg. License No./ 
IlpouJBOti:cTBeuuaH : MB/05/264 MA number:/ : flTT-N!!(008888)-(Pf-RU) 
JlUQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeti:en no H,ll;: JITT-N!!(008888)-(Pf-RU)-170225 
Pa2e 6 of 7 I CTp. 6 HJ 7 

API name I HauMeuosauue A(J)C: Ketorolac Trometamol I KernponaKa TpoMeTaMOJI 

INN /MHH: Ketorolac / KernpoJiaK 

API manufacturer batch number / 
2KTM062 l 025 

HoMep cepun npoHJBO!lHTMH A(J)C: 

FP Manufacturer API Batch number / 
HoMep cep,rn cy6cTaHUHH npOHJBO)lHTeJIH FESA00567 
r.JI(J): 

API Manufactured by & country / Symed Labs Limited, India / 
IlpoHJBO)lHTeJib A(J)C, CTpaua: CattMe)l Jla6c Jl11M11Te.n., l1H.LJ.H}l 

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

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

site/ ,n:-p Pe.n..n.11'c Jla6oparnp11c JlT)l., l1H.LJ.H}l, TTpomeo.n.crneuuoe rro)lpaJ.n.eJiett11e-6, 
HaHMeHOBaHHe, a)lpec, JIHUeHJHH )lJIH 
IlpoHJBO!lCTBeuuasr nJioma.nica / IlJioma.nica 

B11JIJI. KxoJib, HaJiarapx Poy.n, Ea.n..n.11, ,l1;uCTpHKT Conau, X.TI., 173205, Hu.n:11}1 

KOHTpoJIH Ka1.JeCTBa / IlJioma.11.ica Bbmycica 
(JIHUeHJIDI .N!! 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»./ 

3aKJIIO'leHHe O COOTBeTCTBHH: «HacTO}lll(J,!M }l IlO,[\TBep)l(,!lalO, '!TO rrp11Be)leHHa}l BbIWe HHcpopMal.lH}l }lBJrneTC}l .!lOCT0BepHOH " 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe1.JaHne: ITpo.11.yKT cooTBeTcrnyeT Tpe6oeamrnM H,n: 3aicJiiotteHue: O,[(Ol>PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.nrorneJieuo: Pravesh TTpoeepeHo: Pardeep npoaepetto (AOK): person / O.no6peuo: O6ecrreqeu11e 
Rana i Kumar Amit Kumar Kasecn,a/OTseTCrn~ / 

=1 1'~ -
Date/ 

1

1:Date/ Date/ !Date I 1 '.?,·-c, 1--- "Ul u J],aTa: 13.02.2026 ,Ua-ra: 13.02.2026 ,n:a-ra: 13.02.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, T2langana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys .com 

CIN: L85195AP1984PLC00450, 
www.drreddys .com 

I 



Dr.Reddy's •• •• • • 

CERTIFICATE OF ANALYSIS 
CEPTH<f>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.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ,YKT: KeTopo11

00 
(KeTopoJlaK) oacTBOP )].JUI BHYfPlfBel-lMOI'O 11 BHYfPHMblWel.fHOro BBe)J.eHHSI , 30 Mr/MJl 

Batch No/ 
: V260110 Batch Quantity/ . 454545 ampules / 

Ce1mn .M1 O6'heM ceonn • 454545 aMnYII 
Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT }f!! : 890001862264 ,LI:aTa auaJinJa : 12.02.2026 

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

: 12/2027 lliaTa nr>OHJBO/l,CTBa ro,UeH JJ,O 
Mfg. License No. / 
IlponJBOJJ,CTBeuuaH : MB/05/264 MA number: I 

: JlI1-M1(008888)-(Pf-RU) 
JIHQeHJHH .M! HoMep PY 

Analvsis performed accordin2: ND/ AnaJiuJ nposeJJ,en no H.11: JlI1-No(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 HJ 7 

T01IHOll. 3m cepmr npo.n:yKUJ.fl1 npomBeAeHa (BKJ1I01IaR ynaKOBKY (MapK11pOBKY) 11 KOHTpOllb KatJecrna) Ha Bb!WeyKa3aHHOll 
npOH3B0.QCTBeHHOll nnoma.n:Ke (nnoma.n:Kax) B ITOJlHOM COOTBeTCTBHH C Tpe6osaHl1RMl1 Ilpas11n Ha.n:ne>Kamett npomBO.QCTBeHHOll 

npaKTl1K11 Espa3HllCKOro 3KOHOMH1IeCKOro COI03a 11 TPe6osaHHRMl1 KOHTponR Ka1rncrna neKapcTBeHHbIX cpeACTB, a TaK>Ke B 

COOTBeTCTBl111 co cneu11q>11KaUl1RMl1, co.n:ep>KalI.lHMl1CR B perncTpau110HHOM .QOCbe CTpaHb!-11MllOpTepa. 3an11c11 no npo113BO.QCTBY, 
yrraKOBKe 11 aHanmy nposepeHbl, 11 ycTaHOBneHO HX C0OTBeTCTBl1e Tpe6osaHIDIM Ilpas1rn Ha.Qne>Kamett rrpomBO.QCTBeHHOll 
npaKTHKH Espa311llCKOro 3K0HOMH1IeCK0f0 COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fipHMe•-rnnue: Ilpo.n:yKT coorneTcrnyeT TPe6osaHIDIM H,ll; 3aKmottenue: O,[l,OliPEHO 

Prepared by/ Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
floAroTosneHo: Pravesh Ilposepetto: Pardeep IlposepeHo (AOK): person/ O.n:o6peHo: O6ecrre1IeHue 
Rana 1 Kumar Amit Kumar ,aseoTOa/0rnoTCTB~1/ 

·r 0~ -==-1 -
Date I Date/ Date/ Date/ (3,--n 2--- 2,01,,.-t, 
.r(aTa: 13.02.2026 . llllrn; 1i'.}\9J,.J(t1~ .. ,,., ~ ~~ra~ 1~\Q.?-~qi6 l.r(aTa: , r •- "I A T' J 

Tel r9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.corr, 
• CIN: L85195AP1984PLC004507 

·www.drreddys.com 




