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

CEPTH~HKATAHAJilI3A 

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:/ Ketoroic~1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Il()OJlVICT! KeTopon')O (KeTopona1<) pacrnop .n:mr BH)'TPHBeHHoro 11 BH)'TPHMbillleYH0ro BBeJJ:eHml, 30 Mr!MJI 

Batch No/ 
: V260251 

Batch Quantity/ 454545 ampules / 

CepuH .M! O6beM cepuu 
: 454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKnii OT'leT .N!! : 890001872037 )],aTa anaJIH3a : 07.04.2026 

Date of Manufacture / : 03/2026 
Date of Expiry / 

02/2028 : 
)].aTa IlPOH3B0,!J.CTBa ro,!J.eH ,!J.0 
Mfg. License No./ 
IlpouJBOJJ.CTBennaH : MB/05/264 

MA number:/ : JITI-.N2(008888)-(Pr-RU) 
JIHl.(eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npoBeueu no H)],: JITT-Mi(008888)-(Pr-RU)-170225 
Page 1 of 7 / CTp. 1037 

.N'2 Test/ IloK33aTeJih Results/ PeJyJihTaThl Specification/ HopMa 

1 Description/ OmtcaHue Clear colorless solution. / I1po3pa'1Hbltt: Clear colorless to slightly yellow color 
6ecuBeTHhltt: pacTBop. solution. I ITp03pa4Hhitt: pacTBop OT 

6ecuseTHoro no cserno-)KenToro usern. 

2 Identification* / lfaeHTn4>uKau:usi* 

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 1Il the 
standard solution. / BpeMH ynep)KHBaHIUI chromatogram of standard solution (Assay 
OCH0BHOro nHKa Ha xpoMaTOrpaMMe section). I BpeMH y,!lep)KHBaHHH 
HCilhITyeMoro pacTBopa C00TBeTcTByeT OCH0BH0fO IlHKa Ha xpoMarnrpaMMe 
BpeMeHH ynep)KHBaHHJI 0CH0BH0r0 nHKa HCilbITyeMoro pacTBopa JJ,0JI)KH0 

Ha xpoMaTorpaMMe CTaHnapTH0ro C00TBeTCTB0BaTJ, BpeMeHH yAep)K11BaHHH 
pacTBopa. 0CH0BHOf0 IIHKa Ha xpoMarnrpaMMe 

CTaHnapTH0ro pacTBopa (pa3)len 
«KonH'leCTBeHHoe onpeneneHHe» ). 

Remarks: The Product confirms to ND/ Conclu ion : APPROVED I 
Ja1rn104em1e: O,ll.OliPEHO IlpHMe'laHHe: ITponyKT cooTBeTcTByeT TPe6oBaHHHM H,[( 

Prepared by I 
non.rOTOBJleHo: y gesh 

Chauhan 

Date/ 

)J,aTa: 07.04.2026 

Checked by I 
ITpoBepeHo: Pravesh 

Rana 1 
Date/ 

,!I,aTa: 07.04.2026 

Checked by (AQA) / 

TipoeepeHo (AOK): Ajay 

Kumar Sriva tava 

Date / 

l{aTa: 07.04.2026 

Approved by: Quality Assurance/Authorized 

person / OAo6petto: O6ecne'lem1e 

Kal.fecrna/OrneTCTBeHHOe JIHU0: 

!Date/ 
l{arn: 

~l)NIL KVVV)PR._ 
_c::'.--,J 

Registered Office: 8-2-337, Ro~d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 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 
Viii. Khol, Nalagarh Road, Baddi, 

CERTIFICATE OF ANALYSIS Distt. Solan . H.P., 173 205, INDIA 
CEPTH«l>HKAT AHAJIHJA Tel : +9198166 56001-02 

www.drreddys.com 

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

Ilpo,11,yKT: KeTOpOJil[i) (KeTopoJiaK) pacTBop )].JI5I BHYTPHBeHHOfO H BHYTPHMhillle1rnoro BBe)].eHml, 30 Mr/MJI 

Batch No/ 
: V260251 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! 06oeM cepuu 
: 

454545 aMTIYJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH oT11eT .M! : 890001872037 ):(aTa auaJIHJa : 07.04.2026 

Date of Manufacture/ : 03/2026 
Date of Expiry / 

02/2028 
):(aTa np0H3B0,ll,CTBa ro,11,eu ,11,0 

: 

Mfg. License No. I 
IlpOH3B0,ll,CTBeHHaH : MB/05/264 

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

JIHQeH3HH .M! HoMep PY 

Analysis performed according ND I AuaJIHJ npose,ueu no H):(: JITI-N2(008888)-(Pf-RU)-170225 
Paee 2 of 7 / CTp. 2 HJ 7 

J(g Test/ IloKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 

2b UV- spectrophotomet,y* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y<:f)-cneKmpo,PomoMempuR * 
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>-cneKTpb1 nornomemrn maxima at 322 ± 2 nm. I Y<l>-cneKTpbI 
HCITbITyeMoro pacrnopa 11 pacrnopa nornomeH11J1 11crrhnyeMoro pacrnopa 11 
CTaH)lapTHOro o6paJua KeToponaKa pacTBopa CTaH.11.apTHOro o6paJua 
YpOMeTaMHHa s o6JiaCTl1 OT 200 )l0 400 HM KeToponaKa YpOMeTaMHHa s o6JiaCTl1 OT 
HMe!OT MaKC11MYMbl nornomeH11J1 nptt 200 .11.0 400 HM )lOJI)l(Hbl 11MeTb 
322±2 HM. MaKCHMYMbl rrornomemrn np11 322±2 HM. 

3 Clarity/ IlpoJpaquocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHU11ll rrperraparn suspension I. / OnanecueHUl1ll nperraparn 
He rrpeBbIUJaeT o□anecueHu1110 cycrreHJ1111 He JJ.OJI)l(Ha rrpeBhIUJaTb onanecueHu1110 
cpaBHeHHJI I. cycrreHJ1111 cpaBHeH11J1 I. 

4 Color/ [(seTnocTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. I 
TTornomeH11e AOJI)l(HO 6hITb He 6onee 0,20 
np11 )lJIHHe B0JIHbl 430 HM. 

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

6 Particulate matter/ Mexau11qecK11e BKmoqeuusi 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
B11.lll1Mble qacTHUbl )];OJI)l(Hbl 0TCyTCTB0BaTh. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
IlpHMeqauue: TTpO.llYKT coorneTcrnyeT Ype60BaH11J1M HA 31ucmo'!e1111e: O.llO6PEHO 

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

rlo.u.roTosnet o: ogesh npoaepeHo: Pravesh nposepeHo (AOK): Ajay per on / O.llo6peHo: O6ecne'!em,ie 

Chanbau Rana i Kumar Sriva tava Ka4eCTea/OTBeTCTBeHHOe n11uo : 

I// J 0--- . . (\J;-1 I L I( Vl--'J /4 I(._ 
! JJ} 

Date/ Date/ Date/ !Date/ C) <(!,--{) l/ ~;J,JfLt, 
,[{am: 07.04.2026 )J,aTa: 07.04.2026 )];aTa: 07.04.2026 )];am: 

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

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

CEPTM<I>HKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDlA 
Tel : +91 98166 56001-02 
www.drreddys.com 

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

TTPOAYKT: Ke,:opon00 (KeTopoJlaK) paCTBOP J].JUI BHYfPHBeHHOrO H BH)'TPHMblllle'-IHOro BBe,D.eHHH, 30 Mr/Mn 

Batch No/ : V260251 
Batch Quantity / 454545 ampules / 

CepuH .N'!! 06'heM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AnaJIHTH'leCKHH oTqeT .N'!! : 890001872037 ,ll;aTa auaJiu1a : 07.04.2026 

Date of Manufacture / : 03/2026 
Date of Expiry/ 02/2028 

lllaTa npoH3eo.n.cTea rotI,eH ,D.O 
: 

Mfg. License No./ 
IlpOH3B0tl,CTBeHHaH : MB/05/264 

MA number:/ : JIIT-N2(008888)-(Pf-RU) 
JIHU.eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnanU3 nnone11e11 no H,ll;: JIIT-.N'2(008888)-(Pf-RU)-170225 
Pa2e 3 of 7 / CTp. 3 u1 7 

N2 Test I Tioica1aTeJ1b Results/ PeJyJ1bTaTb1 Specification / HopMa 

6b Invisible particles / 
HeBH,!UIMbie qacTHUbl : 
1. Particles 2: 10 µm / 2 not more than 6000 per ampoule; / 

4acrnu pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

IL particles 2: 25 µm / 0 not more than 600 per ampoule. / 
qacrnu pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / TipttMecu 

Impurity A/ ITpttMecb A 0.06 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / ITp11Mecb B Below LOD (LOD = 0.014 %) I Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe.uena o6Hapy)KeHIDI (ITO= 0.014 %) 

Impurity C / ITp.11Mecb C Below LOD (LOD = 0.010 %) I Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rroe.uena o6ttapy)KeHHJI (ITO= 0.010 %) 

Impurity D / ITpttMecb D Not detected I He o6ttapy)KeHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Below LOQ (LOQ = 0.050 %) I HH)Ke 
impurity/ Emrnwrna5l rrpe.n.ena KOJI.H4ecTBeHHoro orrpe.ueneH.HJI 

Not more than 0.20 % / He 6onee 0,20 %. 
Hett.n.eHTH~HUHpOBaHHa5l (ITKO = 0,050 %) 
rrp.HMeCb 

Total impurities/ CyMMa 
0.1 % 

Not more than 1.50 % / He 6onee 1,50 %. 
npttMecefi 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMeqaHue: ITpoayKT cooTseTcTByeT TPe6osaHJ,fj{M HA 3aicmoqeHue: OAOliPEHO 

Prepared by I 

TTOllfOTOBlleHo: ogesh 
Chauhan 

~ 
Date/ 
.[{aTa: 07 .04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
nposepeHo: Pravesh nposepeHo {AOK): Ajay person I O.uo6peHo: O6ecrre'-!eHHe 
Rana j Kumar Sriva tava Kaqecrna/OTBeTCTBeHHOe JIHU0: 

~ 
__{l)r--fl L i<urvlf:1'2_ 

~ v-1} -
Date / Date/ I Date/ 0 ~--i)l.pr.(D 1.-£ 
,[{aTa: 07 .04.2026 ,[{am: 07 .04.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telang,ma, India 
Tel: +9140 4900 2900, Fax : +9140 4900 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 ANALYSIS 
CEPTH~IIKATAHAJilI3A 

Viii. Khol, Nalagarh Road, Baddi, 

Dist t. Sulan, H.P., 173 205, INDIA 

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

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

Ilpo,r:i:y1n: KeTopoIIII:<) (KeTopoJiaK) pacrnop ,L1.m1 BHYfPHBeHHoro H BHYfPHMbIUJelrnoro BBe,L1.ettm1, 30 MrlMJI 

Batch No I 
: V260251 

Batch Quantity/ 454545 ampules / 

Cepnsr .N'!! O61>eM cepnn 
: 

454545 aMnyJI 

Analytical Report No I Date of Analysis / 

AuaJIHTn'lecKnii OT'leT .M! : 890001872037 ,l(aTa auaJin3a : 07.04.2026 

Date of Manufacture/ 
: 03/2026 

Date of Expiry / 
02/2028 

,l(aTa npOH3B0Jl:CTBa ro.a:eu .a:o 
: 

Mfg. License No./ 
Ilpon3so,r:i:cTBeuuasr : MB/05/264 

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

JIHQeH3HR .N°!! HoMep PY 

Analysis performed accordin2 ND/ AuaJIH3 npose.a:eu no H)J,: J1TT-N!~(008888)-(Pf-RU)-170225 
Pa2e 4 of 7 / CTp. 4 H3 7 

.N'! Test/ Iloica1aTeJib Results/ Pe1yJibTaTbt Specification/ HopMa 

8 Extractable volume* / Not less than 10.0 ml ( collectively 
lhBJieKaeMbIH 061>eM* measured volume of 10 ampoules) ./ 

10.2 ml / 10,2 MJI He Mettee 10,0 MJI (o6beM, mMepettHhltt 
Ha 0CH0BaHIHI 06be.D.HHeHHOro 
co.nep)I(ttMoro 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepHaJlbHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.D.0T0KCHHbl KeToponaKa TpoMeTaM1rna. 

10 Sterility** / NA Must be sterile. I ,n:on)l(eH 6bJTb 
CTepHJlbHOCTb ** CTepttJihHbIM. 

11 Assay/ KoJIHl.fecTseuuoe 30.09 mg I 30,09 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.neJienue Trometamol per 1 mL. / OT 27 ,0 Mr .no 

33,0 Mr KeTOponaKa Tp0MeTaM0Jia B 1 MJI. 

12 Ethanol content/ 3TaHOJI 11.78 % From 10.60 % (v/v) to 13 .10 % (v/v) . / 
OT 10,60 % (06/06) .D.O 13,10 % (06/06). 

Remarks : The Product confirms to ND/ !C onclusion : APPROVED / 
IlpnMetJauue: Ilpo.nyKT coorneTcrnyeT Tpe6oBaHlli!M H,n: 3aKJ110l.fe1111e: 0)1,0liPEHO 

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

Ilo.nrornBnee{/,o: ogesh npoeepeHo: Pravesh npoeepe1-10 (AOK): Ajay person / O.no6petto: O6ecrreqem1e 
Chauhan Rana 1 Kumar Srivastava KalJeCTBa/OreeTCTBCHH0e JI HUO: 

0 -M\_J- Vt--J l 0N A/1-. 
--<"1 

Date/ D ate / Date/ !Date/ ~((----o Lf ,_ <.J> 1-b 
,Uara: 07.04.2026 ,n:arn: 07.04.2026 ,n:arn: 07.04.2026 ,Uara: 

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

CIN : L851 '?5AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTH <I> IIKA T AHAJI113A 

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

Tel : +9198166 56001-02 

www.drreddys.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO/WKT: KeTopoJJ00 (KeToponaK) pacrnop .nm, BHYTPI-!BeHHOro H BHYTPHMblllieYHOro BBe,neHHll, 30 Mr/Mn 

Batch No/ : V260251 
Batch Quantity / 454545 ampules / 

CepuH N2 O6beM cepnn 
: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJIHTnqecKnii: oTqeT N2 : 890001872037 ,ll;aTa auannJa : 07.04.2026 

Date of Manufacture / : 03/2026 
Date of Expiry / 

02/2028 
.D:aTa npoH3BO,UCTBa ro,neu ,!J;0 

: 

Mfg. License No./ 
IlpottJB0/1,CTBeunaH : MB/05/264 

MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIHU.eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npoae)],eu no H,n:: JII1-N2(008888)-(Pf-RU)-l 70225 

13 

Test/ IloKaJaTeJJb 

Packaging/ OnncaHne 
ynaKOBKH 

Results/ PeJyJJhTaTbI 

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. 
l blister in a carton pack./ 
flo 1 MJI B aMOYJJb[ H3 CBeT03aI.UHTHOro 
CTeKJia TeMHO-KOpHtJHesoro UBeTa KJiacca 
I. B sepxttett '!aCTH aMnyJibl HaHeceHbl 
KOJTbUO H TOtJKa .!)_]Ill pa3JIOMa. Ha aMnyny 
HaKJTeHBalOT 3THKeTKy. 
flo 10 aMnyJT BMeCTe c JTHCTKOM-
BKJTa,nbIIIleM B ITBX/aJTJOMHHHeBhitt 
6JTHCTep. ITo 1 6m1CTepy B na'!KY 
KapTOHHylO. 

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 
Tlo 1 MJT B aMnynhl H3 CBeT03aI.UHTHOro 
CTeKJTa TeMHO-KOpH4Hesoro UBeTa KJTacca 
I. B sepxHeH '!aCTH aMnynbI HaHeCeHbl 
KOJlbUO H T04Ka .!)_Jlll pa3JTOMa. Ha aMnyJTy 
HaKJTeHBaJOT 3THKeTKy. 
no 10 aMnyn BMecTe c JlHCTKOM-
BKJla.11.bIWeM B ITBX/aJTIOMHHHeBhIH 
6nttcTep. no 1 6nHcTepy B na'IKY 
KaprnHHYJO; OJIR cmm1uoHapoe: no 2, 3, 5 
6mrCTepoB s nal{KY KapTOHHYJO. 

* Tests are not performed during the stability investigation./* HcnhITaHHH He npoBO.L\llT B XO.Lie Hccne,L10BaHHll 
CTa611JJbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** l1pH BbmycKe npenaparn 
KOHTpOJJb KaqecTBa no noKa3aTemo npOBO,L\HTCll ,Unll Ka)K)],OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
IIpuMe'IaHne: ITpo.nyKT coorneTcrnyeT Tpe6osaHHHM HA 3aKmo•1e1me: O)1,OliPEHO 

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

no)lroTOBJlzHO: .0gesh npoeepetto: Pravesh TipoaepeHo (AOK): Ajay person/ O.no6peHo: O6ecneYeHHe 

Chauhan Rana i Kwnar Sriva tava KaYecrna/OTBeTCTBeHHOe JTHUO: 

// -A, ___(i.J rJ I L Ku vv! n fl_ 
___c. vv/ 

Date/ Date/ Date/ IDale/ 0~--0 l/ .-.1__0 2-ti 
)],aTa: 07.04.2026 IJ:aTa: 07.04.2026 )J.aTa: 07.04.2026 ,n:arn: 

Registered Office : 8-2-337, Ro;;d No. 3, Banjara Hills, Hyderabad - '>00034, Telang,rna, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 

CEPTH<I>HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, 8addi, 
Di~tt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www. d rred dys. com 

Product:/ Ketoro1°0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilp0/.1:YKT: KeTopon® (KeTOPOJiaK) paCTBOP ,ll,Jl51 BHYTPHBeHHOro 11 BHyrpHMbIWe'-IHOro BBeAeHH51, 30 Mr/MJI 

Batch No/ 
: V260251 

Batch Quantity / 454545 ampules / 
Cepmr .M! O61>eM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 

AuaJIHTH'leCKHH OT'IeT .N'!! : 890001872037 .lJ:aTa anaJIH3a : 07 .04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

.lJ:aTa DPOH3B0,l),CTBa ro,[l,eH ,[1,0 
: 

Mfg. License No./ 

Ilpon3BO,!J,CTBeuuaH : MB/05/264 
MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JIHU,CH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npose,1J,eu no H,z:i:: JITT-N2(008888)-(Pf-RU)-l 70225 
Page 6 of7 / CTp. 6 u3 7 

API name/ HanMeuosaune A<I>C: Ketorolac Trometamol / KeTOponaKa TpoMeTaMon 

INN /MHH: Ketorolac I KeTOponaK 

API manufacturer batch number / 
2KTM0621025, 2KTM0701125 

HoMep cepnn npouJBO/.l:HTem1 A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepmt cy6cTaHL1HH npoH3B0)1.HTeJ1H FESA00567, FESA00651 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
TiponJBOJJ.HTem, A<I>C, cTpaua: Cai1MeJJ. J1a6c J111M11TeJ1:, Htt,11,tt51 

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) / 

HattMeHOBaHne, a/J,pec, JlHl.leHJHSI )J.JJSI 
,[(-p Pe/J./J.tt'c J1a6opaTOptt.c JJT,11,., l1H,IIJUI, ITpOH.3B0,11,CTBeHHOe rro,11,paJ/J,eJieHHe-6, 

TipOH3B0/.l:CTBeHHaH DJlOll.la/J,Ka / TIJJOfl.13)1.Ka 
B111111. Kxonb, Hanarapx Poy,11,, Ea/J./J.tt, ,[(11CTpHKT ConaH, X.TI., 173205, Htt,11,1151 

KOHTpOJJSI Ka'-leCTBa / TIJJOfl.la)J.K3 Bbtnycica 
(n11uem1151 N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above information 1s 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»./ 

3aKJJIOlfeH11e O COOTBeTCTBHH: «HacT051ll\11M JI IlO,ll,TBep)l(,!1,alO, '!TO rrpttBe,ll,eHHa51 Bblllle HH<pOpMaUHH 51BmieTC51 ,11,0CTOBepHOH 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipHMClf3HHe: Tipo,11,yKT COOTBeTCTByeT Tpe6osaHl151M H,[( 3aicmolfeune: O,LI:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TIO,!lfOTOBITeHo: ,oge h npooepeHo: Pravesh nposepeHo (AOK): Ajay person / OJJ.o6petto: O6ecrretJeHne 
Chauhan Rana i Kumar rivastava KatJecrna/OrneTcrneHHoe n11uo: 

f/{ -Pn___J_ . _(ur--s, L K\J~ ~-re._ 
_ __ C;,AI] 

Date/ Date / Date/ I Date/ fY?;rtlf ,--~ 61-C 
,[{aTa: 07.04.2026 ,[(ara: 07.04.2026 ,[(aTa: 07.04.2026 ,[(aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel angana, Ind ia 
Te l: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys co m 

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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

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)];yKT: KeToponlf•l (KeTOPOJlaK) pacTBOP ,n:rn, BHYTPl1BeHHOro 11 BHyrp11MblWe1rnoro BBe,n:eHml, 30 Mr/Mn 

Batch No I 
: V260251 

Batch Quantity / 454545 ampules / 
CepuH .M! O6'beM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJJHTH<teCKHH 0T'teT !fa : 890001872037 ,Il;aTa auaJJnJa : 07.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

,L(aTa DPOH3B0!lCTBa rotJ,eH )];O 
: 

Mfg. License No./ 
IlpOH3BO)];CTBeHHaH : MB/05/264 

MA number:/ 
: JU1-NQ(008888)-(Pf-RU) 

JIHQeHJHH N!! HoMep PY 

Analysis performed according ND/ AuaJJuJ npoeeti.en no H,Il;: JITI-NQ(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 H3 7 

TO"IH0H. 3m cepm1 npO.llYKU.1111 np0113Be,ll_eHa (BKJUO'fa» ynaKOBKY (MapK11pOBKY) M KOHTpom, Kaqecrna) Ha BbIWeyKa3aHHOH 

npOM3BO.D.CTBeHHOH IlJI0lll,a,ll_Ke (llilOlll,a,ll_Kax) B n0JlHOM COOTBeTCTBMl1 C Tpe6oBaHl1HMl1 TTpaBMJl Ha,ll_Jle)l(alll,eH npOM3B0,ll_CTBeHH0H 

npaKTl1Kl1 EBpa3MHCKOro 3KOHOMM11eCKOro COI03a 11 Tpe6oBaHl1HM11 KOHTPOJI» Ka"!ecrna JleKapcTBeHHbIX cpe,D_CTB, a TaK)l(e B 

COOTBeTCTBMl1 co cne1..u,HpMKaU.H»MM, co,11_ep)l(alll,l1MHCH B perncTPaU.110HHOM ,ll_OChe CTPaHhl-MMI10pTepa. 3an11c11 no npOH3B0,D_CTBY, 

ynaK0BKe 11 attaJ1my npoBepeHhl, M ycrnHOBJleHO HX COOTBeTCTBl1e Tpe6oBaHMHM IlpaBl1Jl Ha,ll_Jle)l(alll,ett npOH3B0,ll_CTBeHHOH 

npaKTHKl1 EBpa311HCKOro 3KOHOMl1lfeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me11au11e: TTpo,11_yKT coorneTcrnyeT TPe6osam-n1M HJJ: 3aKJ11011euue: 0)1,0EPEHO 

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

TTo,11_roTOBJ1>Z Ho: ogesh ~::•peHo 7 "h IlposepeHo (AOK): Ajay person / O,11_06peHo: O6ecne"!eH11e 

Chauhan Kumar Srivastava Kaqecrna/OTBeTCTBeHHOe 1rnu.o: 

~ 
( u~ I L KVt'--1 A(l___ 

/ / ---Cv'1 
Date/ Date/ Date/ IDate / ()g-1J y-.1.J> 1-£ 
,n:arn: 07.04.2026 JJ:arn: 07.04.2026 JJ:arn: 07.04.2026 JJ:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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