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

CEPTII <I> lIKA T AHAJIIl3A 

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

Distt. Solan, H.P., 173 205, \NDIA 

Tel : +91 98166 56001-02 

www.drreddys .com 

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

Ilpo.11.y1n: KeTopon® (KeTopoJiaK) pacrnop AJill BHyrp11BeHHoro 11 BHYfPHMb(We<rnoro BBe,a:eHHll, 30 Mr/MJI 

Batch No/ : V260005 
Batch Quantity/ 

: 
454545 ampules I 

Cepus .N2 O6'heM cep1m 454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuaJIUTH'lec1rnu OT'leT .N!! : 890001857294 ,[(aTa anaJiuJa : 08.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 11/2027 

,U:aTa OP0H3B0ACTBa 
: 

ro,a:eu AO 
: 

Mfg. License No./ 
IlponJBOACTBenuaH : MNB/05/263 

MA number:/ : JIIT-M1(008888)-(Pf-RU) 
JIUQeH3UH .N'!! HoMep PY 

Analysis performed according ND/ Anamn npoee.11.en no HJI;: J1n-N2(008888)-(Pf-RU)-l 70225 
Page 1 of7 / CTp. 1 uJ 7 

.N'~ Test I IloKa1aTem, Results I Pe1yJ1&TaTbI Specification/ HopMa 

1 Description / OnncaHne Clear colorless solution. / Ilp03paqH&IH Clear colorless to slightly yellow color 
6ecueeTHhlH pacrnop. solution. I Ilp03paqHhrH pacrnop OT 

6ecueeTHoro AO ceenrn-)l(eJIToro ueern. 

2 Identification*/ lbeHTHljmKaunsi* 

2a HPLC* I B3)KJ(* 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 Ill the 
standard solution. / BpeMl! yJJ.ep)l(J1Bamrn chromatogram of standard solution (Assay 
OCHOBHOro IlHKa Ha xpoMaTOrpaMMe section). I BpeMl! y )l.ep)KHBaHHl! 
11cnhnyeMoro pacrnopa C00TBeTCTByeT 0CH0BH0ro IlHKa Ha xpoMaTOrpaMMe 
epeMeHH yJJ.ep)l(HBaHHll 0CHOBHOfO UHKa 11cn&nyeMoro pacrnopa )I.OJl)KHO 
Ha xpoMaTOrpaMMe CTaHJJ.apTH0ro cooTBeTCTBOBaTb epeMeHH yJJ.ep)KHBaHHR 
pacrnopa. 0CHOBH0fO IIHKa Ha xpoMaTOrpaMMe 

CTaH)l.apTH0ro pacrnopa (pa3JJ.en 
«KOJI)1qecrneHHoe orrpeJJ.eneH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpHMetJanue: IlpoJJ.yKT cooTBeTcrnyeT Tpe60BaH1111M H,ll; 3aKJIIOtJeuue: O,[(OliPEHO 

Prepared by I 
IloJJ.rOTOBJieHo: Shagun 

~ 
Date/ 

,Uarn: 08 .01.2026 

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

TipoeepeHo: Pravesh npoaepeuo (AOK): per on/ OJJ.o6peHo: O6ecrreqem,1e 

Rana 

1 
Amil Kuma1/ 1<at.tecrna/OrneTCTBC>HHOe m1uo: 

~ . / A~ 
Date/ Dale / 

I

IDate / 'u l A l , V'L/4 
,lJ,arn: 08.01.2026 )J,arn: 08.01.2026 ,UaTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII <I> IIKAT AHAJilI3A 

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 

IlpOAVKT: KeTopon® (KeToponaK) pacrnop L{Jl» BHyrpHBeHHOfO H BHYfPHMbillle'rnOro BBe.n.emrn, 30 Mr/Mn 

Batch No I : V260005 
Batch Quantity / 454545 ampules / 

Cepuu.N'!! O61.eM cepuu 
: 

454545 aMTIYJI 

Analytical Report No I Date of Analysis / 
AuaJIUTH'lecKuii OT'leT .N'!! : 890001857294 ,ll;aTa auaJ1u1a : 08.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 11/2027 

llaTa npouJBOACTBa 
: 

ro11e11 AO 
: 

Mfg. License No./ 
Ilpou1eo.n.cTeeuuaH : MNB/05/263 

MA number:/ : JU1-Mi(008888)-(Pf-RU) 
JIHI,(eHlUH .N'!! HoMep PY 

Analysis performed according-ND/ AnaJ1111 npose.n.eu no H,ll.: nn-N~(008888)-(Pr-RU)-170225 
Page 2 of7 / CTp. 2 uJ 7 

.N'!! Test I IlotcaJaTeJii. Results/ PeJyJihTaTi.t Specification/ HopMa 

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

Y({)-cneKmpocpomwwempuR * 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. / Y<l>-crreK'rphI rrornomemui maxima at 322 ± 2 nm. / Y<l>-crreKrphI 
HCilhITyeMoro pacrnopa H pacrnopa nornomeHw» HCIThITyeMoro pacrnopa H 
CTaH.uapTHOfO o6pa3Lla KeToponaKa pacTBopa CTaH,!lapTHOfO o6pa3Lla 
rpoMeTaMHHa B o6nacrn OT 200 )l0 400 HM KeToponaKa TPOMeTaMHHa s o6naCTH OT 
HMe!OT MaKCHMYMbl rrornomeHM» rrpH 200 )l0 400 HM )l0JllKHhl MMeTh 
322±2 HM. MaKCMMYMbl rrornomeHH» rrpw 322±2 HM. 

3 Clarity/ Ilpo3paquocTh 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,eHLllUI nperraparn suspension I. / Orranecu,eHu,w» rrpenaparn 
He rrpeshmiaeT orranec[leHI.J,HIO cycrreH3MH He )lOJllKHa rrpeBbIIUaTh orranecu,eHI.J,11!0 
cpasHeHH» I. cycrreH3HH cpasHeHw» I. 

4 Color/ U:BeTHOCTh 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
ITornomeHHe .!lOJJlKHO 6hITb He 6onee 0,20 
rrpH )lJJHHe B0JJHhl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 )lo 7,9. 

6 Particulate matter/ Mexauuqecicue BKJIIO'IeHHH 

6a Visible particles / Complies / CoorneTcTByeT Should be absent. / 
8H)lHMbie 'laCTHI.J,bl )];OJJlKHhl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpHMe'Iauue: ITpo.!lyKT cooTBeTcTByeT Tpe6oBaHw»M HJJ: 3aKJ110l.feHue: O)I.OliPEHO 

Prepared by I 
no)lrOTOBJJeHo: Shagun 

S'2---
Date / 

.[{aTa: 08 .01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITposepetto: Pravesh ITposepeHo (AOK): per on/ O.!lo6peHo: O6ecrre'lettwe 
Rana i AmitKum/ Ka'lecrna/OTBeTcT eHHOe m1u,o: 

~ ~ ~~ 
'Date I 

i 
Date / Date/ 

tl ~ ,.-J'.;i'r '),,--l.ll,_.( .[{aTa: 08.01.2026 .[{a-ra : 08 .01.2026 .[{aTa: 

Registered Office : 8-2-337, Road No. 3, BanJara H: 11s, Hyde raba d - 500034, Tel ar1gana, India 
Tel: +91 40 4900 2900, Fa;<: +91 40 4900 2999, Ema il : mail@drreddys.com 

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

CEPTH~HKATAHAJIII3A 

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

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

Tel : +91 93166 56001-02 
www.drreddys .com 

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

IlpOllVKT: KeTopon® (KeTOpoflaK) paCTBOP JVUI BHyrp11BeHHOrO H BHyrpHMbIUie'-IHOrO BBe,D.eHml, 30 MrlMJI 

Batch No/ : V260005 
Batch Quantity/ 454545 ampules / 

CepnH N2 061>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJ1uTu11ecKnn OT'leT N2 : 890001857294 ,IJ:aTa auaJIHJa : 08.01.2026 

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

11/2027 
l)laTa npoHJBO.D.CTBa ro,D.eH,D.O 

: 

Mfg. License No./ 
IlponJBO.D.CTBeuuaH : MNB/05/263 MA number: I : JIIT-N2(008888)-(Pf-RU) 
JIHQeHJHH N2 HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee,D.eu no H,n:: JIIT-N2(008888)-(Pf-RU)-170225 
Pa2e 3 of7 / CTp. 3 HJ 7 

.N'2 Test/ IloKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 

6b Invisible particles / 
HeBH,IU,IMble tJaCTHUbI: 
1. Particles :::: 10 µm / 02 not more than 6000 per ampoule; / 

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

ii. particles :::: 25 µm / 00 not more than 600 per ampoule. / 
tJaCTHU pa3Mep0M :::: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpnMecu 

Impurity A/ Ilp11MeCb A 0.09 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / Ilp11Mecb B BelowLOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe.nena 06Hapy)l{eHm1 (TTO = 0.014 %) 

Impurity C I TTp11Mecb C Below LOD (LOD = 0.010 %) / Htt)l{e not more than 0.50 % / He 6onee 0,50 %; 
npe.nena o6Hapy)l(eHIDI (TTO = 0.010 %) 

Impurity D / TTp11Mecb D Below LOD (LOD = 0.014 %) / Htt)l(e not more than 0.20 % / He 6onee 0,20 %. 
npe.nena o6Hapy)l(eHHH (TTO = 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity I E.n11H11tJHaH 

Below LOQ (LOQ = 0.050%) / Htt)l{e 
He11.neHTH¢11u11poBaHHaH 

npe.nena 1<on11tJecTBeHHoro onpe.nenett11H npHMeCb 
(TTKO =0.050%) 

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

Remarks : The Product confirms to ND/ 
IlpHMe'!aHHe: TTpo.nyKT C00TBeTcTByeT Tpe6oBaHHHM H,n I

IConclusion : APPROVED/ 
3aKJII04eHHe: o,a:OnPEHO 

Prepared by I 
TTo.nroTosneHo: Shagun 

?2----
Date/ 
.LI.am: 08.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTpoBepeHo: Pravesh TTpoBepeHO (AOK): person/ O.no6peHo: O6ecrre4eH11e 
Rana 

i 
Amit Kumar Ka4ecrna/OrneTCTBeHHoe n11uo: 

/\ _,/ .,,-- ~ 
Date I Date/ Date I 

o~ ~\rV'ub LJ:arn: 08.01.2026 ,a:arn: 08.01.2026 )J,aTa: 

Registered Office: 8-2-337, Rozd No. 3, l:lanjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 



••· Dr.Reddy's ~;• 

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

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

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

Product:/ Ketorol<l-0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IJpOJlVKT: KeTopon°0 (KeToponaK) paCTBOP J]JHI BH)ITPHBeHHOro 11 BHVTOHMblllle'rnOro BBe,D.eHml, 30 Mr/Mn 

Batch No I : V260005 
Batch Quantity/ 454545 ampules / 

CepuH N!! O6beM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuanuTnqecKuii oTqeT N!! : 890001857294 ,ll.aTa auaJIHJa : 08.01.2026 

Date of Manufacture/ 12/2025 
Date of Expiry/ 

11/2027 
,ll.aTa np0H3B0~CTBa 

: 
ro~en .no 

: 

Mfg. License No./ 
IlpoH3BO~CTBeHHaH : MNB/05/263 

MA number:/ : JII1-N!!(008888)-(Pf-RU) 
HoMep PY JIHU,eH3HH N!! 

Analysis performed accordin2 ND/ Ananu3 nr,ose.LJ,eH no H,ll.: JI.n-M1(008888)-(Pf-RU)-170225 
Pa2e 4 of 7 / CTp. 4 H3 7 

.N'!! Test I IloKaJaTem> Results/ Pe1ym,TaTbI Specification/ HopMa 

8 Extractable volume*/ 10.5 ml/ 10.5 MJI Not less than 10.0 ml (collectively 

IIJBJieKaeMbIH o6beM* measured volume of 10 ampoules)./ 
He Mettee 10,0 MJI (o6beM, M.3MepeHHhIH 
Ha 0CH0BaHl111 o6be.D.HHeHHOro 
co.nep)KHM0ro 10 aMnyJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJibHbie /<=0.725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 

3H.D.OTOKCHHbl KeTOpoJiaKa TJ)0MeTaMHHa. 

10 Sterility** I NA Must be sterile. I ,[(OJI)KeH fihlTh 
CTepHJibHOCTb ** CTep11JibHhIM. 

11 Assay/ KonuqecTBeuuoe 30.62 mg I 30.62 Mr From 27.0 mg to 33.0 mg of Ketorolac 

onpeJJ.eJieuue Trometamol per 1 mL. I OT 27,0 Mr .no 
33,0 Mr KeTopoJiaKa TJ)0MeTaM0Jia B 1 MJI. 

12 Ethanol content/ 3rnuoJI 11.98 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .D.0 13,10 % (06/06). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpnMe'laHue: Ilpo.nyKT cooTBeTcTByeT Ype6osamrnM HJ:( 3aKJIIO'leHue: O)I.OliPEHO 

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

TionroTOaneHo: Shagun TTpoaepeHo: Pravesh IlpoaepeHo (AOK): per on/ OJJ.o6petto: O6ecrrel.!em1e 

Rana 1 AmitKumar / Kal1ecTBa/OTBe-rcTeeH Hoe JIHI.(o: 

~ __J}y---' {' --
Date/ Date/ Date I Date/ 

0~ ,CJ ' .-vu )],ara: 08 .01.2026 /..{aTa : 08 .01.2026 .[(aTa: 08 .01.2026 .[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: t9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
\/ill. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 93166 56001-02 
www.drreddys.com 

Product:/ Ketoroll!<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlPOlIVKT: KeTopon® (KeToponaK) pacrnop ,D)UI BHYTPHBeHHOfO H BHYTPHMbIWeYHOro BBe,D,eHH51, 30 Mr!MJl 

Batch No/ 
: V260005 

Batch Quantity / 
: 

454545 ampules / 

CepnHN!! O6'heM cepuu 454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii 0T'leT .N'!! : 890001857294 ,lJ;aTa anaJin3a : 08.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

llaTa npou3soucTBa 
: 

roueu uo 
: 

Mfg. License No./ 
IIpon3BO,D,CTeeuuaH : MNB/05/263 

MA number:/ 
: JIIT-M1(008888)-(Pf-RU) 

JIH~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJ1113 npoue.Qen no H,ll;: JlH-N!2(008888)-(Pf-RU)-170225 

Page 5 of 7 / CTp. 5 03 7 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 

13 Packaging/ Onucaune 
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. / 
Tio 1 MJI B aMrryJihl H3 CBeT03all.l,HTHOro 
cTeKJJa TeMHO-KopwrneBoro useTa KJiacca 
I. B sepxtteti qacTn aMny111,1 HaHeceHhI 
KOJibl.{0 11 TO'IKa wrn pa3JIOMa. Ha aMrry11y 
HaKJie11BaJOT 3Tl1KeTKy. 
Tio 10 aMITYJI BMeCTe c JIHCTKOM­
BKJia}].bJIIIeM B TTBX/aJIJOMHH11es1,1i% 
6JIHCTep. no 1 6JIHCTepy B na'IKY 
Kaprn HHYJO. 

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 aMIIYJibl H3 CBeT03all.l,11THOro 
cTeKJia TeMHO-Kop111IHeBoro ueeTa Knacca 
I. B BepxHeH 'IaCTH aMnyJibl HaHeceHbl 
KOJibl.{0 H TO'IKa ,UJIJI pa3JIOMa. Ha aMrryny 
HaKJieHBaJOT 3THKeTKy. 
no 10 aMnyn BMeCTe c JIHCTKOM-
BKJia}],b[WeM s nBX/aJIJOMHH11eBbIH 
61111cTep. no 1 61111cTepy B rra<IKY 
KapTOHHYJO; OJ/R cmalfUOHapoe: ITO 2, 3, 5 
61111cTepoB B natJKY KapTOHHYK). 

* Tests are not performed during the stability investigation./* l1cnbITaHH51 He npoBO,D,51T B xo,ae Hcc11e,D,0BaHH51 

CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITpH BbmycKe npenaparn 
K0HTpo11b KaYecrna no noKa3aTemo npoB0.IJ,HTC51 .IJ,1151 Ka)K,1],oii 15-oii cep11H. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqanHe: TipoJJ.yKT coorneTCTByeT rpe6oBaHH51M H,n: 3aicmoqenue: O,ll,OliPEHO 

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

noJJ.rOTOBJieHo: Shagun npoeepetto: Pravesh npoBepeHO (AOK): per on / 0D.o6peHo: 06ecne1IeH~1e 

Rana i Amit Kumar Kalfecrna/OraercTBe).rnoe m1uo: 

~ I" ~ ~~ 
Date/ 

II
Date / 

II
D ate/ Date I 

\J ~ ,.-0 ~ r )A ~ ,lJ,aTa: 08.01.2026 )lara: 08 .01.2026 ,U:aTa: 08.01.2026 Aarn: 
. 

Registered Office: 8-2-337, Road No. 3, BanJara H:lls, Hyderabad - 500034, Tela rigana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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••• Dr.Reddy's ~;• 

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

CERTIFICATE OF ANALYSI 
CEPTil~HKATAHAJill3A 

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

Tel : +91 93166 56001-02 
www.drreddys.com 

Product: I Ketorol<I.O (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpOJlYKT! KeTopon00 (KeToponaK) paCTBOp .nm1 BHyrp1-1eeHJ-1oro H BHyrpHMblllie'-IHOro BBe,ne,-m~, 30 Mr/MJI 

Batch No/ : V260005 
Batch Quantity / 454545 ampules / 

CepuH .N'!! 06beM cep1111 
: 454545 a~myn 

Analytical Report No/ Date of Analysis / 

AttaJIHTH'lecKuii OT'leT .N'!! : 890001857294 ,Il;aTa aHaJIH3a : 08.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 

11/2027 
)J.a-ra npOH380llCTBa 

: 
ro}leH ,1:(0 

: 

Mfg. License No./ 
llpOH3BO)lCTBeHHaH : MNB/05/263 

MA number:/ 
: JITI-.N'~(008888)-(Pf-RU) 

JIUl.(eH3HH .N'!! HoMep PY 

Analysis performed according: ND/ AttaJIHl npose}len no H,l(: JJTI-.N'2(008888)-(Pr-RU)-170225 
Page 6 of7 / CTp. 6 Hl 7 

API name/ HauMeuoBaHHe A(J>C: Ketorolac Trometamol / KeTOpoJiaKa TpOMeTaMOJJ 

INN /MHH: Ketorolac / KeTOpoJiaK 

API manufacturer batch number/ 
2KTM0540925 

HoMep cepuu npoHJBOJlHTeJUI A(J>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHLJ,HH npOHJBO}lHTeJJH FESA00529 
r JI(J>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IlpoHJBOJlHTeJJb A(J>C, cTpaua: Catt:Me.n Jla6c JlHMHTetl, I1HtlIDI 

Name, address, authorization No for FP Or. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. KhoJ Nalagarh 
manufacturing site/ Control site/ Release Road Baddi, Oistt. olan, H.P. 173205, India (licen e No No MNB/05/263) / 
site I A-p Pe.LUIH c Jla6opaTOpHc TIT.n.. HHJllHl , OpOH3BOJlCTBeHHOe nonpaJ.ne11em1e-6, 
HattMeHOBaHHe, a}lpec, JJHLl,CHJHH tlJIH 
IlpoHJBO}lCTBeHHaH llJIOlll,a}lKa / IlJJOlll,3}lKa 

BJ,\JUJ. Kxonh, Hanarapx PoyA, 6a;mH )J.1-1cTpHKT Conatt, X. n., I 73205 l1H.O.Hll 

KOHTpOJJH Ka'leCTBa / IlJJOIU3}lKa Bhmyctca 
(mnleHJm1 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»./ 

3aKJJIO'feHne O COOTBeTCTBHH: «HacTOJIW.HM JI IIO}lTBep)K,naio, '{TO npirne,neHHall Bb!We HH<popMaUIDI JIBJIJleTCJI tlOCTOBepHOH 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Hp11Me'-1aHne: Tipo,nyKT coorneTcrnyeT TPe60BaHHJ1M HA 3atcJHO'-leHne: O,ll.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no}lroTOBJieuo: Shagun npoaepeHo: Pravesh ITposepeuo (AOK): per on/ Otlo6peuo: O6ecne'leHHe 

£--
Rana { Amit Kumar ,, KaqecTsa/Orne,TCTBeuttoe 1muo: 

I' .---- x~ 
Date / Date / Date/ Date / ' \, 4 r-Il \ r 1,A 1.,(, 
.D:arn: 08.01.2026 ,Ua-ra: 08.01.2026 ,[J;arn: 08 .01.2026 )J.aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> l:IKAT AHAJIH3A 

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

Tel : +91 93166 56001-02 
www.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJwKT: l<eTopoJJ(IO (KeToponaK) paCTBOp ,l],mI BHyrpHBeHHOro H BHyrpHMblllie1rnoro BBe,ll,eHmI, 30 Mr/MJI 

Batch No I 
: V260005 

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

: 
454545 aMTTYJI 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N'!! : 890001857294 ,Ll;aTa auaJiuJa : 08.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

,Ll;aTa DPOH3B0,ll,CTBa 
: 

ro,l],eH ,ll,O 
: 

Mfg. License No./ 
Ilpott3BO,ll,CTBeuuaH : MNB/05/263 MA number:/ : J1Il-N!!(008888)-(Pf-RU) 
JIHQeHJHH N2 HoMep PY 

Analysis performed accordin2 ND/ Auam13 npone,llen no H,ll,: JlTI-M1(008888)-(Pf-RU)-l 70225 
Page 7 of7 / CTp. 7 HJ 7 

T01IHOH. 3m cepm, rrpo,uyKUHH rrpomee,uetta (BKJU01Ial! yrraK0BKY (MapKHpOBKY) H K0HTP0Jib Ka1Iecrna) Ha Bb!WeyKa3aHHOtt 

rrpOH3B0,!lCTBeHHOtt IIJIOll.\a,!lKe (rrnoma,uKax) B IIOJIHOM C00TBeTCTBHH C TPe6oBaHHl!MH ITpaBHJI Ha,!lJie)l(amett IIpOH3B0,!lCTBeHHOtt 

rrpaKTHKH Eapa3HttCKOro 3KOHOMH1IeCKoro COI03a 11 Tpe6oBaHHl!Ml1 KOHTP0Jil! Ka'leCTBa JieKapCTBeHHblX cpe,ucTB, a TaK)Ke B 

C00TBeTCTBl1H co crreumt>HKaUHl!Ml1, co,uep)l(all.\11MHCl! B perncTPaUH0HH0M ,!l0Cbe CTpaHbl-HMII0pTepa. 3aIIHCH ITO rrp0H3B0,!lCTBY, 

yrraK0BKe H attanmy rrposepeHbl, H ycmH0BJieH0 HX C00TBeTCTBHe TPe6oBaHHl!M ITpaB!rn Ha,!lJie)Kamett rrpOH3B0,!lCTBeHHOtt 

rrpaKTHKH Espa3HttCKOro 3K0HOMH'leCK0ro C0J03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo,uyKT COOTBeTCTByeT Tpe6oBaHID!M H,n: 3aKJJIO'leHne: 0.ll:OliPEHO 

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

ITo,uroTosnetto: Shagun ITpoeepe1w: Pravesh nposepeHo (AOK): person/ O,uo6petto: O6ecne'lem1e 

Rana i Amit Kut/ ,..,..- Ka1Iecrna/OTBeTCTBeHHOr m1uo: 

~ ~~ 
Date/ Date I Date I IDate / D \ ,-0 \ ,-- v 1), 
)];am: 08.01.2026 )];am: 08.01.2026 )];am: 08.01.2026 )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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