
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHA.JIH3A 

Dr. Reddy's Laboratories Ltd . 
Fo~mulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 2DS, INDIA 

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

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

IlpO,!J.YKT: KeTOPOJl@ (KeTOPOJlaK) paCTBOP )],11.SI BHYfPHBeHHOro H BHYTPHMbillle'-IHOro BBe)],eHml, 30 Mr/Mn 

Batch No/ 
: V260468 

Batch Quantity/ 454545 ampules / 

CepuH .M! 06beM cepuu 
: 

454545 aMTTVJI 

Analytical Report No/ Date of Analysis / 
AuaJiuTu11ecKuii: oT11eT .N'!! : 890001891887 ,ll;aTa auaJiuJa : 30.06.2026 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

,ll;aTa rrpOH3B0)].CTBa ro,!J.eH )].O 
: 

Mfg. License No./ 
IlpouJBO)].CTBeuuaH : MB/05/264 

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

JiuQenJHH .M! HoMep PY 

Analysis performed according to ND/ AnaJIH3 rrpose)].eu rro H,n:: JIII-.M!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThI rrepsu11uoii: yrraKOBKH yrnepJKJJ.eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI rrp0Memyrn11uoii: yrraKOBKH yrnepJKJJ.eHLI: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopu11uoii: yrraKOBKH yTsepJKJJ.eHLI: 09.06.2025 
PL approved:/ JIB yrnepJK,l].eu: 17.02.2025 

Pa,ze 1 of9 / CTJ>. 1 HJ 9 

.N'! Test/ IloKaJaTeJih Results/ PeJyJihTaTbI Specification/ HopMa 

1 Description / Onucauue Clear colorless solution. / IJp03paqHb1ti Clear colorless to slightly yellow color 
6ecu_BeTHhIH pacrnop. solution. I Ilp03paqHbIH pacrnop OT 

6ecuBeTH0ro .uo CBeTJl0-)KeJIT0ro UBem. 

2 Identification*/ M,ueuTmfrnKaQust* 

2a HPLC* I B3)KX* 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. / BpeMR y,uep)KHBaHIDI chromatogram of standard solution (Assay 

0CH0BHOro IH!Ka Ha xpoMarnrpaMMe section). I BpeMR y Aep)KHBaHIDI 

HCIIbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro flHKa Ha xpoMarnrpaMMe 
BpeMeHH yAep)KHBaHHR OCHOBHOro flHKa HCflbITyeMoro pacrnopa L(OJl)KHO 

Ha xpoMaTOrpaMMe cmH,uapTHOro COOTBeTCTBOBaTb BpeMeHH yAep)KHBaHIDI 

pacrnopa. OCHOBHOro flHKa Ha xpoMarnrpaMMe 
cmH,uapTHOro pacrnopa (paJ,uen 
«Ko1rnqecTBeHHoe onpeAeneHHe»). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe•-rnune: IlpOAYKT coorneTcrnyeT Tpe6oBaHHRM HA 3a1<:mo11eune: Ol{OliPEHO 
Prepared by I 

i IlOAfOTOBJleHo: 
Pravesh Rana 

Date I 
Aam: 30.06.2026 

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

IlposepeHo: Pardeep flpOBepeHO (AOK): person/ O,uo6peHo: O6ecrreqem1e 

Kumar 

c:::r -- Amit Kur ..--- KaYecrna/OTBeTCTBeHHOe JlHQ0: 
t/ rJ I L 4t(. <111'1 ~ e._ 

C 
' . 

Date/ Date/ Date/ > v---1,10--0 { r ..i...JJ1 6 
llam: 30.06.2026 )lam: 30.06.2026 )lam: 

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.cor1 



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

CEPTH~HKATAHAJIII3A 

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

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

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

Ilpo)].y1n: KeTopo11® (KeTOPOJlaK) paCTBOP )],1151 BHVTPHBeHHOro H BHVTPHMbIWe1-rnoro BBe)],eHH51, 30 MrlMJl 

Batch No/ : V260468 
Batch Quantity/ 454545 ampules / 

CepuH .N!! 06beM cepuu 
: 

454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJIUTUqeCKHH 0TqeT .N!! : 890001891887 ,Il;aTa auaJin3a : 30.06.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

lllaTa 11pouJB0)],CTBa ro)].eH )1,0 : 

Mfg. License No./ 
Ilpon3BO)],CTBeuuaH : MB/05/264 

MA number:/ : JIIT-.N2(008888)-(Pr-RU) 
JIUQeH3UH .N!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 11p0Be)],en 110 H,n:: JIII-.N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI 11epBuquoii y11aK0BKH yTBep,K)],eubl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl 11poMemyTOqnoii y11aKoBKn yrnep,K)],enb1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii y11aK0BKH YTBep,K)],enh1: 09.06.2025 
PL approved:/ JIB yrnep,K)],eu: 17.02.2025 

Pa2:e 2 of9 I C-rp. 2 03 9 

.N'!! Test/ IloKa3aTeJlh Results/ PeJyJ1hT8Thl Specification / HopMa 

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

Y<P-cneKmporjJomoMempuR * 
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>-cneK-rphI nornomeHIDI maxima at 322 ± 2 nm. I Y<l>-cneKTphI 

HCilhITyeMoro pacrnopa H pacrnopa nornomeHH51 HCilhITyeMoro paCTB0pa H 
CTaH.ll,apTH0ro 06pa3ua KernponaKa pacrnopa CTaH.ll,apTHOro 06pa3ua 
'fP0MeTaMHHa B o6naCTH OT 200 HM )],0 400 KeToponaKa -rpoMeTaMHHa B o6naCTH OT 
HM HMeIOT MaKCHMYMbl nornomeHIDI nptt 200 HM )],0 400 HM .ll,0JJ)l(Hhl HMeTh 

322±2 HM. MaKCHMYMhl nornomeHH51 nptt 322±2 HM. 

3 Clarity/ IlpoJpa'IHOCTh The opalescence of the sample does not The opalescence of the sample should not 

exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUH51 npenaparn suspension I. / OnanecueHUH51 npenaparn 
He npeBhIIIJaeT onanecueHUHIO cycneHJHH He .ll,0JJ)l(Ha rrpeBhIIIIaTh onanecueHUHIO 

cpaBHeHH51 I. cycrreHJHH cpaBHeHH51 I. 

4 Color / QBeTHOCTh 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
ITornomeHtte .ll,0JJ)l(H0 6hITh He 6onee 0,20 
nptt )],JlHHe B0JJHhl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. I OT 6,9 .ll,0 7,9. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHtte: ITpO.ll,YKT C00TBeTCTByeT TPe6oBaHH51M H.D: 3aKJ110'leuue: OllOliPEHO 
Prepared by / 

j ITo.ll,roTOBJJeHo: 
Pravesh Rana 

Date/ 
,l1;arn: 30.06.2026 

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

ITpoBepeHo: Pardeep ITpoBepeHo (AOK): person/ O.ll,o6peHo: O6ecrreqeHtte 

Kumar cl 
Amit Kumar KaqecTBalOTBeTcToeHHOe mmo: [j{(_ 

~t-- ._g \JY \ L k Ulr-1 - A,,,..J 
Date/ Date I' Date/ ~ :J o--Ol---J~ 
)].am: 30.06.2026 .D:arn: 30.06.2026 Llarn: 

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. d rreddys .corn 



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

CEPTH~Jll(ATAHA.Jm3A 

Dr. Reddy's Laboratories Ltd . 
Fo~mulation 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 
Ilpo~y1n: KeTopo11® (KeTOPOJlaK) pacTBop ,ll.ml BHyrpirneHHOro M BHyrpttMbillleqttoro BBe,1J.ettm1, 30 MrlMJI 

Batch No/ 
: V260468 Batch Quantity/ 454545 ampules / 

Cepua .N'!! O6beM cepuu 
: 

454545 aMny11 
Analytical Report No/ Date of Analysis / 
AnaJIUTU'lecKuii: oTqeT .N'!! : 890001891887 .II:aTa auaJiu3a : 30.06.2026 

Date of Manufacture/ 
: 06/2026 Date of Expiry/ 

05/2028 : 
. .ll:aTa npOU3BOACTBa ro~eu~o 
Mfg. License No. / 
IlpouJeoACTBenuaa : MB/05/264 MA number:/ 

: JITI-M!(008888)-(Pr-RU) 
JIUQeH3UH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npoeeAen no H,n:: Jill-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepeuquoii: ynaKOBKn yTeep,K,ll,enhl: 17.02.2025 
Artworks of intermediate package approved:/ MaKCThl npoMe*yTo'luoii: ynaKoeKn yrnep~eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl eTopuquoii: ynaKOBKn yTeep,K,ll,enhl: 09.06.2025 
PL approved: / JIB yrnep,K,IJ,en: 17.02.2025 

Page 3 of9 / CTJ>. 3 HJ 9 

.N'!! Test/ II0Ka1anm, Results/ Pe1yJihTaTb1 Specification / HopMa 

6 Particulate matter/ MexauuqecKue BKJIIO'feHHH 

6a Visible particles/ Complies / CoorneTcTByeT Should be absent. I 
BHJl.HMbie qacTHLJ,bl JJ:omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBttJl.HMbie qacTHLJ,bl: 
l. Particles 2: 10 µm / 17 not more than 6000 per ampoule; / 

lfaCTHLJ, pa3MepOM 2: ue 6onee 6000 Ha aMrryny; 
10 MKM 

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

7 Impurities/ Ilp11Mecu 

Impurity A / TipHMeCh A 0.08% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TipnMeCb B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpeJJ.ena 06Hapy){(emu1 (TIO= 0.014 %) 

Impurity C / Tip11Mecb C Below LOD (LOD = 0.010 %) I Htt){(e not more than 0.50 % / He 6onee 0,50 %; 
rrpe.uena o6Hapy){(emrn (TIO= 0.010 %) 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'faHHe: TipOJl.YKT COOTBeTCTByeT TJ)e6osaHHJIM H.ll: 3aKJIIOqeuue: O.L(OliPEHO 
Prepared by/ 
TioJJ.roTOBJieHo: 

1 Pravesh Rana 

Date/ 
JJ:arn: 30.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Tiposepetto: Pardeep TiposepeHo (AOK): person/ OJJ.o6peHo: O6ecrreY:eHtte 

Kumar ~ Amit Kumar Ka'¾ecrna/OrneTCTBeHHoe m1uo: rL 

1'--~ _i \)l-..1 \ L r_v v"'f IC 
C 

/ ,- J. 
Date I Date / . Date I -'Db--v £r.,lo ~ 
JJ:arn: 30.06.2026 JJ:arn: 30.06.2026 )lam: 

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: L85 195AP1984PLC004507 

www.drreddys.corr1 



•·· Dr. Raddy'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 
IlpOJlYI.:T: KeTopoJ1® (KeTOPOJlaK) pacrnop )].JUI BHyrpHBeHHOro H BHYfPHMblWe1rnoro BBe.[{eHml, 30 MrlMJl 

Batch No/ 
: V260468 Batch Quantity/ 454545 ampules I 

Cepun .N'!! O6beM cepuu : 
454545 aMrryn 

Analytical Report No I Date of Analysis / 
AnaJJuTuqecKuii oTqeT N!! : 890001891887 ,ll;aTa auaJJu3a : 30.06.2026 

Date of Manufacture/ 
: 06/2026 Date of Expiry/ 

05/2028 )laTa npOH3B0JlCTBa ro}:leH JlO : 

Mfg. License No./ 
Ilpou3BOJlCTBeuuan : MB/05/264 MA number:/ 

: JIIT-N!!(008888)-(Pf-RU) 
JJu .. euJuH N!! HoMep PY 

Analysis performed according to ND/ AnaJJu3 npoee,lJ;en no H)l: Jill-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBuquoii ynaKOBKH yTeep,K,1J;enhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe*yrnquoii ynaK0BKH yrnep)KJ:lenh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI ernpuquon ynaKOBKH yTeep,K,1J;enh1: 09.06.2025 
PL approved:/ JIB yrnep,K,1J;en: 17.02.2025 

Page 4 of 9 / CTp. 4 u3 9 

.N'2 Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 

Impurity D / IlpttMeCb D Below LOD (LOD = 0.014 %) I Htt)l{e not more than 0.20 % / He 6011ee 0,20 %. 
npe.nena o6ttapy)l{etttt» (TIO= 0.014 %) 

Individual unidentified Below LOQ (LOQ = 0.050 %) I Htt)l{e Not more than 0.20 % / He 6011ee 0,20 %. 
impurity / E.n1rnwrna11 npe,!1.e11a K0JIWiecrnettttoro onpe,!I.eJieHHH 
Hett,!I.eHTmp11u11posaHHa11 (TIKO = 0.050 %) 
npttMeCb 

Total impurities/ C)'MMa 
0.1 % 

Not more than 1.50 % I He 6011ee 1,50 %. 
npttMecew 

8 Extractable volume* / Not less than 10.0 ml (collectively 
l13BJJeKaeMbIH o6'beM* measured volume of 10 ampoules)./ 

10.2 ml/ 10,2 MJI He Mettee 10,0 MJI (o6beM, mMepettHbIH 
Ha 0CHOBaH1111 06be,!I.11HeHHOro 
C0,!I.ep)l{ttM0ro 10 aMriyJI). 

9 Bacterial endotoxins / <=0.725 EU/mg I Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJbHbie <=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HJJ.0TOKCHHbl KeToponaKa TpoMeTaMona. 

10 Sterility** / NA Must be sterile. I .il:OJI)l{eH 6bITb 
CTepHJJbHOCTb ** CTepttJibHbIM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-lanue: Ilpo,!I.yKT cooTBeTcrnyeT Tpe6osaHHHM H.D: 3aKJJIO'-leHue: OLl,OliPEHO 
Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo,!I.roTOBJieHo: 

j 
TiposepeHo: Pardeep IlposepeHo (AOK): person I O)lo6peHo: O6ecrieqeHtte 

Pravesh Rana Kumar AmitKun~ -\_. Ka1Jecrna/OTBeTcrne1-11ioe m1uo:L 

~ ,, ~ v1..J ! L ~ 0 "1 ft 
« -

/, ..._,., 
Date I Date/ Date I Date I ~ 61) £-~01-b 
)];am: 30.06.2026 .D:aTa: 30.06.2026 .D:arn: 30.06.2026 .D: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 



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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

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: KeTOPOJI([<) (KeToponaK) paCTBOp )],1151 BHyrp11BeHHOro H BHYTPHMblllle1rnoro BBe)],eHml, 30 Mr/MJI 

Batch No I : V260468 
Batch Quantity I 454545 ampules / 

CepuH .N'!! O6beM ceouu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJiuTuqecKun oTqeT .N'!! : 890001891887 ,lt:aTa auaJiuJa : 30.06.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

.[l;aTa npOH3B0,JJ;CTBa ro,i::i;eu )];O : 

Mfg. License No./ 
IlponJBO,JJ;CTBeuuaH : MB/05/264 

MA number:/ : JU1-Mi(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiuJ npose,a:eu no H,n:: JIII-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepsuquou ynaKOBKH yTsep)K)J;eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMelK'.yrnquou ynaKOBKn yrnep)K)J;euhi: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquou ynaKoBKH yTsep)K)J;euhl: 09.06.2025 
PL aooroved: / JIB yrnep)K)J;eu: 17.02.2025 

Pa2e 5 of9 / C-rp. 5 HJ 9 

.N'! Test/ IloKaJareJih Results/ PeJyJihTaTbI Specification / HopMa 

11 Assay / KoJitt'leCTBeHHOe From 27.0 mg to 33.0 mg of Ketorolac 
onpeLleJieHtte 30.39 mg I 30,39 Mr Trometamol per 1 mL. I OT 27 ,0 Mr Ll0 

33,0 Mr KeToponaKa Tp0MemM0Jia B 1 MJI. 

12 Ethanol content/ 3TaHOJ1 12.06 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) ,'l0 13,10 % (06/06) , 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMetJaHtte: IlPOLlYKT cooTBeTcTByeT TPe60BaH1rnM Hll 3aKmotJeHtte: O)1.OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlO):lfOTOBJieHo: 1 IlpoBepetto: Pardeep IlpoBepeHo (AOK): person/ O):lo6petto: O6ecne'-!eHHe 
Pravesh Rana Kumar Amit Kum1'- '""J-- Ka'-leCTBalOTBeTcTBeHHOe JIHU0: 

~l &tJ~tL !(:._VV'1PL 
<"' I~ 

Date I Date I Date I I Date/ 
80'-1)£,--i__ D l--l 

narn: 30.06.2026 nam: 30.06.2026 ,[(am: 30.06.2026 ,[(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 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

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 

IlpO)WKT: KeTopoJI® (KeTOPOJiaK) paCTBOP ,11,m1 BHVTPHBeHHOro H BHVTPHMbIWe'-{HOro BBe,11,eHHSI, 30 Mr/MJI 

Batch No I : V260468 
Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6beM cepuu 
: 

454545 aMnyJI 

Analytical Report No / Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! : 890001891887 ,l],aTa anaJiu3a : 30.06.2026 

Date of Manufacture / : 06/2026 
Date of Expiry / 

05/2028 
)(aTa npOH3BOJJ.CTBa ro.ueu JJ.O 

: 

Mfg. License No. / 
Ilpou3BOJJ.CTBennaH : MB/05/264 

MA number:/ : JIIl-N2(008888)-(Pr-RU) 
JIU~eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npoee.ueu no H,l],: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yrnep,KJJ.eubl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe:>KyTo'lnou ynaKOBKH yrnep,KJJ.enL1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopu'lnou ynaKOBKH yTsep,KJJ.eHbI: 09.06.2025 
PL approved:/ JIB vrnep,KJJ.eu: 17.02.2025 

Pal!e 6 of9 / CTp. 6 HJ 9 

Test/ IloKaJaTeJib Results/ Pe1yJ1bTaTb1 Specification / HopMa 

13 Package description / 
Onucauue 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. / 
Ilo 1 MJI B aMnyJihl H3 CBeT03aW,HTHOro 
CTeKJia TeMHO-KOpH'!HeBoro UBeTa KJiacca 
I. B BepxHefi '!aCTH aMIIYJihl HaHeceHhl 
KOJibUO 11 TO'!Ka .[(Jl51 pa3JIOMa. Ha aMnyny 
HaKne11BaIOT 3Tl1KeTKy. 
Ilo 10 aMnyn BMeCTe c Jil1CTKOM­
BKJiaJJ,blIIIeM B ITBX/aJI10M11H11eBhitt 
6nttcTep. Ilo 1 6n11cTepy B rra'IKY 
KapTOHHyIO. 

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 
Ilo 1 MJI B aMnyJihl 113 CBeT03aW,11THOro 
CTeKJia TeMHO-KOp11'1HeBoro UBeTa KJiacca 
I. B Bepxttei-i qacn1 aMrrynhI HaHeceHhI 
KOJihUO 11 TO'!Ka .[(Jl51 pa3JIOMa. Ha aMrryny 
HaKJie11BaIOT 3Tl1KeTKy. 
Ilo 10 aMrryn BMeCTe c Jil1CTKOM­
BKJiaJJ,bIIIIeM B ITBX/aJIIOM11tt11eBhIH 
6Jil1CTep. Ilo 1 6Jil1CTepy B rraqKy 
KapTOHHyIO; OJ/R cmalJUOHapoe: no 2, 3, 5 
6nttcTePOB B rraqKy Ka0TOHHYJ(). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHtte: IlpoJJ,yKT COOTBeTCTBYeT TOe6oBaHIUIM H)]; 3aKJIIO'lenue: O)lOliPEHO 
Prepared by I 
IToJJ,rOTOBJJeHo: 1 Pravesh Rana 

Date/ 
)];am: 30.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpoBepetto: Pardeep IlpoBepetto (AOK): person/ OJJ,o6petto: O6ecrreqem1.e 
Kumar 

c'l 

Amit Kumar Ka'leCTBa!OTBeTCTBeHliOe JHIU0: 

?' A-~ ~u 1-J\ L Ku r-H:.\YL__ 
' lv-1 

Date/ Date/ 
I Date/ - J D--Ot,--J...O'v~ 

)];am: 30.06.2026 .Llarn: 30.06.2026 )];am: 

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 
CEPTHWIIKATAHAJIH3A 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO)J,YKT: KeTOPOJJ@ (KeTopoJJaK) pacrnop )].JJJI BHyrpHBeHHOro H BHyrpHMb!Ille4HOro BBe)].eHHJI, 30 Mr!MJJ 

Batch No/ 
: V260468 Batch Quantity / 454545 ampules / 

CepuH .M, O6'beM cepuu 
: 

454545 aMrIYJI 
Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!, : 890001891887 ,ll;aTa auaJiu1a : 30.06.2026 

Date of Manufacture/ 
: 06/2026 Date of Expiry I 

05/2028 ,l(aTa DPOH3B0/J,CTBa ro)J,eH )J,O 
: 

Mfg. License No. / 
Ilpou1eo)J,CTBeuuaH : MB/05/264 MA number:/ 

: Jffl-N!!(008888)-(Pf-RU) 
JIHQeH3HSI }fa HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoBe)J,eu no H,l(: Jill-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbI nepeuquoii ynaKOBKH yTeep)K)J.eHLI: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe,rcyTO'IHOii ynaKOBKH yTeep)K)J.eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopu'IHOH ynaKOBKH yTeep)K)J.eHLI: 09.06.2025 
PL annroved: / JIB yrnep)K)J.eu: 17.02.2025 

Pa2e 7 of 9 / CTp. 7 u1 9 

.N'~ Test/ IloKaJaTeJib Results / PeJyJlbTaTbl Specification / HopMa 

14 Labeling/ MapKHpOBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBHH C pa3,UeJIOM 1.3.2 MO.UYJI51 1 
perHCTPaI._J:HOHHOro ,UOCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
y CJlOBHH xpaHeHHH Do not freeze. I B 3aw,11w,eHHOM OT cBem MecTe np11 TeMrrepaType He Bhmie 25 °C. He 

3aMopa)KHBaTb. 

16 Shelf-life (storage period) / 2 years. I 2 ro.ua. 
CpoK ro.unocTn (cpoK 
xpaHeHHH) 

* Tests are not performed during the stability investigation. I * 11crrhITaHH51 He rrpoBOMT B xo.ue 11ccne.uoBaHHJ1 
cmfolJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** flpH BhmycKe rrperrapam KOHTpOJih 
Ka'leCTBa ITO IIOKa3aTemo rrpoBO)],HTCJI ,UJIJI Ka)K,UOH 15-ow cepHH. 

API name/ HattMeHosanne A<J>C: Ketorolac Trometamol / KernponaKa rpoMemMOJI 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number/ 
2KTM(VL)0200226 

HoMep cepun npOH3B0.LJ.HTeJ1H A<DC: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'IaHHe: Tipo,UyKT COOTBeTcrnyeT me6oBaHHHM H.D: 3aKJ1JO'ICHne: O)1.OliPEHO 
Prepared by / 
Tio.uroTOBJieHo: i Pravesh Rana 

Date I 
,[(am: 30.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpoBepeHo: Pardeep ITpoBepeHo (AOK): person I O.uo6peHo: O6ecrre'leHHe 
Kumar 

=t ;,:- Amit Ku!(___,, -
KalJeCTBa/OTBeTCTBeHHOe JIHUO: 

~Ut"I/\._ \(VV'1,Ar2._ 
), ,.. .A 

Date/ Date I . 
Date/ ___. i ~ 6 ~ ~0'l-~ 

,[(am: 30.06.2026 ,[(am: 30.06.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9 1 40 4900 2999, Email : mail@drreddys.com 
C/N: L8519SAP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSI 
CEPTH <I>DKA T AHAJIH3A 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
llpo,a.y1cr: KeTOpon® (KeTOpOJlaK) paCTBOp AJl .ll BHyTpHBeliHOro 11 OHyTPHMbJWetrnoro OBe,neHH.ll , 30 MfiMJl 

Batch No/ 
: V260468 

Batch Quantity I 454545 ampules / 
Cepnsr .N'!! 06neM cepnu 

: 
454545 aMnyJJ 

Analytical Report No/ Date of Analysis / 
AnaJIHTU'1ec1rnu OT'leT .M! : 890001891887 )1.aTa auaJiu3a : 30.06.2026 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

lllaTa npou3BOJJ.CTBa ro.ueu AO 
: 

Mfg. License No./ 
Ilpon3BO.!J.CTBeuuast : MB/05/264 

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

JIHQeH3HSI .N'!! HoMep PY 

Analysis performed according to ND/ AnaJIH3 rrpoee,a.en no H)];: JIIl-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaKOBKH yrnep~eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMe)K)'TO'IHOH ynaKoBKH yTeep~eubl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHoii ynaKOBKH yTeep~eub1: 09.06.2025 
PL aooroved: / JIB yrnep)K)leu: 17.02.2025 

Page 8 of9 / CTp. 8 m 9 
FP Manufacturer API Batch number / 
HoMep cepuu cy6crnui.-uu npou1soJ{nTem1 FETA00178 
rJI«I>: 

API Manufactured by address & country / Symed Labs Limited, 
Ilpou1soJ{nTeJJb A«I>C ai.pec u CTpaua: Unit-II, Plot No. 25/B, Phase-III, I.D.A. , Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055, Telangana State, India/ 
CafiMe.n Jla6c JlHMHTe.n, Tipo113so.11.cTBeHHOe no.npa3,neJieHHe II, YtJacToK N2 
25/B, <l>a3a III, I1.l],.A. , 7],)l{ee.11.11Merna (BHJrna.u)I{), KyT6ynJ1anyp (MaHAaJI), 

MeA'-!aJI - ManKa_n)l{rttpH (l],11c-rp11KT) - 500 055, Tenauratta, I1HAH.11 

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 MNB/05/263) / 
site/ 
HauMCHOBaHue, aJ{pec, JJUQeHJHH JI.Jiff 

l],-p PeMH'c Jla6opaTOpHC Jh.n.., I1HAH.II, I1pOH3B0,ll,CTBeHHOe no.npa3J{eJieHHe-6, 

IlpOUJBOJI.CTBeHHaH nJJOIQaJ{Ka / IlJJOIQaJ{Ka 
BHJIJI. Kxom,, Hanarapx Poy.n, EaMH, ,[1.HcTpHKT ConaH, X.11., I 73205, I1HAH51 

KOHTpOJJH Ka<JeCTBa / IlJJOLQaJ{Ka BhmycKa 
(nuueH31151 N2 MB/05/263) 

Declaration of certification: «I hereby certify that the above inf01m at ion is authentic and accurate. Thi batch of product 
has been manufactured, including packaging/labeling and quality contro l at the above mentioned site(s) in full 
compliance with the GMP requirements of the Eurasian Economic Unjon (No. GMP/EAEU/RU/02329-2025 dt. 

Remarks : The Product confirms to ND/ 
IT III\IC'l31i11C: f1 0,0, KT C0OTBeTCTB eT e60BaH101M HJJ; 
Prepared by/ Checked by/ 
Ilo.nroToBnetto : i Tiposepetto: Pardeep 
Pravesh Rana .Ii Kumar 

c::f 
Date I Date I 
J:{aTa: 30.06 .2026 ,D;aTa: 30.06.2026 

Checked by (AQA) / 
Ilposepetto (AOK): 
Amit Kumar 

,-..J\ 

Date/ 
,[{aTII: 30.06.2026 

Conclusion : APPROVED / 
3aicmottem1e: O)IOGPEHO 
Approved by: Quality Assurance/Authorized 
person I OJJ.o6peHo: O6ecne'-leHue 
Ka tJ eCTBa/O rne1·crneHHOe n11 uo: ,I) 

tS UN I L ~ V""\ ,i ..____ 

Date/ 
,[{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: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

ERTIFICATE OF ANALY IS 
CEPTH~HKATAHAJIB3A 

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 
lfoO.llVKT: KeTOpon* (KeToponaK) paCTBOP )])151 BHyrp,,fBeHHOro H BHyrpHMblWel.JHOfO BBe,aemrn, 30 MflMJJ 

Batch No I 
: V260468 

Batch Quantity / 454545 ampules/ 
CepnH .N'!! O61.eM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AHaJIHTU<Iec1rnu OT'leT .M! : 890001891887 )l.aTa aHaJIH3a : 30.06.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 lllaTa DJ>Oll3BOl(CTBa ro.aeH ,llO 

: 

Mfg. License No./ 
IlpOH3BO)lCTBeHHaH : MB/05/264 MA number:/ 

: nn-N2(008888)-(Pf-RU) 
JIHUeH3HH N!! HoMep PY 

Analysis performed according to ND I AttaJIHl npoee.aeH no H,ZJ;: JIII-.Mi(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepeu<1Hoii ynaKOBKH yTeep~etthl: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTL1 npoMe'leyT0<1Hon ynaKOBKH yrnep~em.1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl ernpn<1Hoii ynaKOBKH yTeep~eHbI: 09.06.2025 
PL approved: / JIB yrnep~eu: 17.02.2025 

Page 9 of 9 / Crp. 9 113 9 
September 19, 2025) andrequirement to the medicinal quality and with the pecifications in the Marketing Authorization 
dossier of the importing country. Production, packaging and testing records are verified and their compliance witi1 Good 
Manufacturing Practice of the Eurasian Economic Union is established>>./ 

3aKJUO<Ieuue O COOTBeTCTBUU: «HaCT01! lll,MM j{ nomsep)l(Jl8IO, lfTO npHBe)lem,asi Bb!We HH<pOpMaUH.ll 51Bm!eTC51 
,lJ.OCTOBepHOH H TO'IHOH. Ta cepI,rn npOJJ.YKllHH npOH3Be.n.etta (Bl<JIIOl.JruJ ynaKOBKY (MapKHpOBKY) H KOHTpOJlb Kal.JeCTBa) 
Ha BbfWeyKa3aHHOH npOM3BOJJ.CTBeHHOH nJ10lll,8)lKe (nJlOlll,a,nKax) B HOJlHOM COOTBeTCTBHH C Tpe6oaaHHSIMH npas1m 
tta.i:vre)l{alll,ei:t npomaoncrneHHOH npaKT11KH Espa3HHc1coro 3KOHOMH1.JecKoro coI03a (N!~ GMP/EAEU/RU/02329-2025 
OT 19 CeHT5!6p51 2025 r.) H Tpe60B8HHSIMH KOHTpOJlSI Kal.JecTBa neKapcTBeHHblX cpe.n.crn, a TalOKe B COOTBeTCTBHl-1 co 
cneu.mpHKaUHSIMH, COD.ep)l{8lll,HMHCjj B perncTpaQHOHHOM )J.OCbe CTpaHbI-11MOOpTepa. 3am1c11 no npOH3BOJJ.CT8Y, 
ynaKOBKe H aHanH3y nposepeHhI, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe60BaHHSIM ITpaa11n RaJ].Jle)Kalll,e» 
npOH3B0,lJ.CTBeHHOH npaKTHKH EBpa3HHCKOfO 3KOHOMH"leCKOfO COI03a». 

Remarks : The Product confirms to ND/ 
n 11Met.iauue: TI >O.ll KT cooTBeTcTs eT T e6oeaHH.J!M H,U 
Prepared by/ Checked by/ Checked by (AQA) / 
floArOTOBJieHo: j flposepeHo: Pardeep flposepetto (AOK): 

Pravesh Rana .. Kumar ~ Amit Ku, --)._. 

Date/ Date I Date/ 
,L{aTa: 30.06.2026 ,[(aTII: 30.06.2026 JJ,ara: 30.06.2026 

Conclusion : APPROVED / 
3aKmo"leH11e: OllO6PEHO 
Approved by: Quality Assurance/ Authorized 
person/ OAo6petto: O6ecne'-!em1e 
Ka'-leCTBalOTBeTCTBeHH0e JIMUO: 

~ u ,-,)1 L Kti •··-·H'.l te_ 

Date/ 
,lJ.aTa: 

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 




