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

CEPTHWIIKATAHAJill3A 

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

IIPOAYIU: Keropon°-'l (KeTOPOJiaK) pacrnop AJI51 BHYfPHBeHHOfO H BHyrpHMhIWe'-IHOrO BBeAeHml, 30 MriMJI 

Batch No/ 
: V260344 

Batch Quantity / 454545 ampules / 

CeonH .N"!! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N"!! : 890001881085 ,lt;aTa auaJiuJa : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,lt;aTa DPOH3BOACTBa roAeH AO 
: 

Mfg. License No./ 
Ilpon3BOACTBeuuaH : MB/05/264 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
J1HQeH3HH .N°!! HoMep PY 

Analysis performed according ND/ AuaJin3 npoBeAeH no Hll: JITT-N2(008888)-(Pf-RU)-l 70225 
Page 1 of 7 / CTp. l HJ 7 

N2 Test/ Iloica3aTeJJb Results/ Pe3yJJbT3Tbl Specification/ HopMa 

1 Description / Onucauue Clear colorless solution. / ITpo3pa'-1HbtH Clear colorless to slightly yellow color 

6ecuBeTHbIH pacrnop. solution. I ITpo3pa'-1HbtH pacTBop OT 
6ecuBeTHOro ,UO CBeTJIO-)KeJITOro UBeTa. 

2 Identification*/ JfJleHTmlrnKauusi* 

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)KttBaHilll chromatogram of standard solution (Assay 
OCHOBHOfO IlHKa Ha xpoMaTOrpaMMe section). I BpeMR y ,uep)KHBaHH51 
HCUbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro nttKa Ha xpoMaTorpaMMe 
BpeMeHH y,uep)KMBaHJ.151 OCHOBHOro IlMKa J.ICUbITyeMoro pacTBopa ,1l0Jl)KH0 

Ha xpoMaTorpaMMe CTaH,uapTH0ro C00TBeTCTB0BaTb BpeMeHJ.I y,uep)KMBaHilll 
pacTBopa. 0CHOBH0fO IlJ.IKa Ha xpoMaTorpaMMe 

CTaH,uapTH0ro pacrnopa (pa3,uen 
«KoJI11'-1ecrneHHOe onpe,lleJieHMe» ). 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
IlpHMe'laHHe: ITpo,nyKT COOTBeTCTByeT Tpe6oBaHJ.151M H,n: 3aKmo<teuue: O.l(O6PEHO 

Prepared by / 

ITo,nroTOBJieHo: Pravesh 

Rana i 
Date/ 
)]:am: 14.05.2026 

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

TTposepetto: Pardeep nposepeHo (AOK): Ajay person/ O,uo6peHo: O6ecne'lem1e 

Kumar 
J_ 

Kumar Srivastava Ka'-leCTBalOTBeTCTBeHHOe JlHUO: 

-?n___L _:~/~ ~ 1/4 .. 
Date / Date / Date I 

~y~()h J],an1: 14.05.2026 )]:am: 14.05.2026 )J;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 



•·· Dr. Reddy'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, INDlA 

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpO,IJ,YKT: KeTOPOJI@ (KeToponaK) pacTBop )].ml BHyrpi,rneHHOro H BHyrpHMbIWe1.rnoro BBe)].eHml, 30 Mr/MJI 

Batch No I 
: V260344 Batch Quantity / 454545 ampules I 

Cepuu .M! 06beM cepuu 
: 

454545 aMITYJI 
Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKuii 0T'leT .M! : 890001881085 ,ll;aTa auaJiu3a : 14.05.2026 

Date of Manufacture/ 
: 04/2026 Date of Expiry/ 

03/2028 )laTa DP0H3B0)].CTBa ro!leH ,1),0 
: 

Mfg. License No./ 
IIpou3BOilCTBeuuaH : MB/05/264 MA number:/ 

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

Analysis performed according ND/ Auamn npoeeJJ;eu no H,z:t;: JIO-N2(008888)-(Pf-RU)-l 70225 
Page 2 of 7 / CTp. 2 H3 7 

.N'!! Test/ IloKaJaTeJib Results/ PeJyJI1>TaT1,1 Specification / HopMa 

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

Y<P-cneKmpopomoMempuR * 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 Yct>-crreKTpbI rrornomemrn: maxima at 322 ± 2 nm. I Yct>-cneKrpbI 
HCITbITYeMoro pacrnopa H pacrnopa nornomemrn HCilbITyeMoro paCTBOpa H 
CTaHnapTHOrO 06pa1ua KeToponaKa pacTsopa CTaHJJ.apTH0ro 06pa1ua 
TpOMeTaMHHa s o6JiaCTH OT 200 no 400 HM KeToponaKa rpoMeTaMHHa s o6JiaCTH OT 
HMeJOT MaKCHMYMbl nornometttt.!I npH 200 no 400 HM nomKHbl HMeTh 
322±2 HM. MaKCHMYMbl nornomeHH.!I npH 322±2 HM. 

3 Clarity/ Ilpo3pa1tuocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUH.!I rrpenapara suspension I. / OnanecueHUH.!I rrpenapara 
He rrpeshmrneT onanecuettu1110 cycnett3HH He JJ,om1rna npeBbIIIIaTh onanecuettu1110 
cpaBHeHH.!I I. cycnett3HH cpastteHH.!I I. 

4 Color/ l.J,BeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. I 
I1ornomett11e JJ.0m1<Ho 6hITh He 6onee 0,20 
nptt JJ.JIHHe BOJ!Hbl 430 HM. 

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

6 Particulate matter/ MexaHu<teCKHe BKJil:O<teHHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me1tanue: TiponyKT cooTBeTcrnyeT Tpe6osaHHRM HA 3aJCmo•reHue: OJ:I:OliPEHO 

Prepared by / 
TioJJ.roTOBJietto : Pravesh 

Rana 1 
Date/ 
)];am: 14.05.2026 

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

ITposepeHo: Pardeep ITposepeHo (AOK) : Ajay per on/ OJJ.o6peHo: O6ecneqeH11e 

Kumar Kumar Srivastava Ka<1ecTBalOTBeTcTseHHOe n11uo: 

~ ~ J-- S/JIVAN J 
[J_ 

Date/ Date I Date / 

\\} /~ ' ·~ ib 
)];am: 14.05.2026 )];am: 14.05.2026 )];am: A\JrO_,y 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~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 
UpoJ.{yKT: KeTopoJI00 (KeToponaK) pacmop ,[I.IHI BHyrpi,rneHHOro H BH)'TPHMbIWe•-rnoro BBe,[J,eHmI, 30 Mr/Mn 

Batch No/ 
: V260344 

Batch Quantity/ 454545 ampules I 
Cepm1 .M! 06beM cepuu 

: 
454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N'!! : 890001881085 ,l(aTa auanuJa : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

11.aTa DPOH3BOJJ:CTBa ro;::i:eu ;::i:o : 

Mfg. License No./ 
IIponJBOJJ:CTBeuuaH : MB/05/264 MA number:/ 

: JIIT-N2(008888)-(Pf-RU) 
JIUUeHJHH .N'!! HoMep PY 

Analysis performed according ND/ AnaJiuJ npoee;::i:eu no H,l(: JIIT-N2(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 HJ 7 

.N'!! Test I IloicaJaTem, Results/ PeJyJibTaThl Specification / HopMa 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
8HJlHMbie lJaCTl-11..(bl )J;oJDKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBHJlHMb[e lJaCTHUbl: 
1. Particles~ 10 µm / 15 not more than 6000 per ampoule; I 

lJacrnu pa3MepoM ~ He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles ~ 25 µm / 00 not more than 600 per ampoule. I 
lJaCTHU. pa3MepoM ~ He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A/ Ilp1-1Mecb A 0.10 % not more than 0.20 % I tte 6onee 0,20 %; 

Impurity B / Ilp1-1MeCb B Not detected I He o6Hapy)KeHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C / Ilp1-1Mecb C Below LOD (LOD = 0.010 %) / HH)Ke not more than 0.50 % I He 6onee 0,50 %; 
npenena o6Hapy)KeHH.)[ (ITO= 0.010 %) 

Impurity D / Ilp1-1Mecb D Not detected I He o6Hapy)KeHa not more than 0.20 % I He 6onee 0,20 %. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMettaHue: IlponyKT cooTBeTcTByeT Tpe6osatt1-1JIM H)]; 3aicmolfem1e: O,Ll,OliPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TionroTOBJieHo: Pravesh TipoBepeHo: Pardeep TiposepeHo (AOK): Ajay person / Ono6peHo: O6ecnetJeHHe 
Rana I Kumar Kumar Srivastava K8 '1CCT8a/OTBeTCTBemtoe JIHUO: 

~ ~_>-- ..SIJ/VAJJI 
(\ 

Date/ Date I Date/ Date / 
l\ ~ ~ \~)h )],aTa: 14.05.2026 )];am: 14.05.2026 p:am: 14.05.2026 )];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 
CEPTHWHKATAHAJIH3A 

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

IlpOJ(YKT: KeTopon00 (KeTOponaK) pacrnop ,LI.Jl.R Bl·IYfPI-IBeHHOro 11 BH)"TPHMbIWe'-IHOro BBe,IJ.emrn, 30 Mr/Mn 

Batch No/ : V260344 
Batch Quantity I 

: 
454545 ampules / 

CepuH .N'!! 06-LeM cepuu 454545 aMnyn 

Analytical Report No / Date of Analysis / 

AuaJ1nTn11ecKnii 0T'leT .N"!! : 890001881085 ,ll;aTa auaJIH3a : 14.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry/ 

03/2028 
,ll;aTa DP0H3B0,IJ;CTBa ro,11;eu ,11;0 

: 

Mfg. License No./ 
IlpOH3B0tJ:CTBeHHaH : MB/05/264 

MA number:/ : JITI-M!(008888)-(Pf-RU) 
JlHUeH3HH .N'!! HoMep PY 

Analysis performed according ND I A11am13 np0Be,11;eu no H,ll;: JITT-N!!(008888)-(Pf-RU)-l 70225 
Page 4 of 7 / CTp. 4 H3 7 

N2 Test/ IloKaJaTeJ1b Results/ PeJyJ1bTaTbJ Specification / HopMa 

Individual unidentified 
impurity/ E.!1.HHWIHaH 

Below LOQ (LOQ = 0.050 %) I HmKe Not more than 0.20 % / He 6onee 0,20 %. 
tte11.!1,eHTH~11u11poBaHHa.11 

npe.!1,ena KOJlM'iecrneHHOro onpe,u,enett11.R 
rrp11MeCh 

(TIKO = 0.050 %) 

Total impurities / CYMMa 
0.1 % 

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

8 Extractable volume*/ Not less than 10.0 ml (collectively 
lfaBJ1eKaeMhJH o6'heM* measured volume of 10 ampoules)./ 

10.3 ml/ 10,3 MJl He Me Hee I 0,0 MJI ( o6beM, 113MepeHHhlH 
Ha OCHOBaHl111 06be.!l,11HeHHOro 
C0.!1,ep)KHMOro 10 aMnyn). 

9 Bacterial endotoxins / <=0. 725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepHaJihHbJe /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,QOTOKCHHbl KeToponaKa TpoMeTaMHHa. 

10 Sterility** I NA Must be sterile. I ,[(OJl)KeH 6h1Th 
CTepHJlbHOCTb ** CTepHJihHhlM. 

11 Assay/ KoJIH'leCTBenuoe 29.81 mg I 29,81 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.QeJieuue Trometamol per 1 mL. I OT 27 ,0 Mr ,u,o 

33,0 Mr KeToponaKa TPOMeTaM0Jla B I MJl. 

Conclu ion : APPROVED / 
3aKJ110'-lenue: O,ll,OliPEHO 

1:=========::;;:::======::::::;;;==========: 

Remarks : The Product confirms to ND/ 
OpnMe'-!aHHe: ripo.!1,yKT C00TBeTcTByeT rpe60BaH11.RM H,[J; 

Prepared by/ 

rio.QroTOBJleHo: Pravesh 

Rana f 
Date/ 

,[(am: 14.05.2026 

Checked by I 
npoaepeHo: Pardeep 

Kumar 

Date/ 

,[(am: 14.05.2026 

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

npoaepeH0 (AOK): Ajay person/ O.Qo6petto: O6ecne'ieH11e 

Kumar riva tava Ka'iecrna/OrneTCTBeHHoe n1-1u.o: 

Date / 
)laTa: 14.05.2026 

Date / 
ti:aTa: 

~111UfpJ I 

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: L85195AP198dPLC004507 

www.drreddys.com 



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

CEPTH~IIKATAHAJill3A 

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.uv1n: KeTOPOJl([O (KeTOPOJlaK) pacrnop .nm1 BHYTPHBeHHOro H BHYTPHMbIWe4HOro BBe,nemrn, 30 Mr/Mn 

Batch No/ 
: V260344 Batch Quantity/ 454545 ampules I 

CepnH .N'!! O61>eM cepuu 
: 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N'!! : 890001881085 ,lJ;aTa auaJiuJa : 14.05.2026 

Date of Manufacture/ 
: 04/2026 

Date of Expiry / 
03/2028 

lllaTa npouJeo,ucTea ro.ueu .uo 
: 

Mfg. License No. / 
Ilpou3eo,ucTeeuuaS1 : MB/05/264 MA number:/ 

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

Analysis performed according ND/ AnaJinJ npoee,ueu no Hll: JITT-N!!(008888)-(Pf-RU)-170225 

12 

13 

Test / IloKaJaTeJih 

Ethanol content/ '.:hauoJJ 

Packaging/ Onucauue 
ynaKOBKH 

Results/ PeJyJJhTaTht 

11.88 % 

I 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. 
I blister in a carton pack. / 
no J MJI B aMTTYJihl 113 CBeT03alll.11TH0ro 
CTeJUia TeMH0-K0pH'lHeBoro UBeTa KJiacca 
I. 8 BepxHeH 'l.aCTl1 aMnyJihl HaHeceHbl 
K0JihU0 11 TO'lKa )],JI.!! pa3JIOMa. Ha aMnyJiy 
HaKJie11BalOT 3Tl1KeTKy. 
no JO aMnyJI BMeCTe C Jil1CTK0M-
BKJiaJI,hIWeM B nBX/a.nIOMttHHeBhitt 
6Jil1CTep. no 1 6Jil1CTepy B na'-1.KY 
KapTOHHyIO. 

Page 5 of7 / CTp. 5 HJ 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). I 
OT 10,60 % (06/06) )].O 13,lO % (06/06). 

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 
no 1 MJI B aMnyJihl 113 CBeT03alll.ttTH0ro 
CTeKJia TeMHO-KOpH'lHeBoro UBeTa KJiacca 
I. 8 Bepxttett l!aCTH aMTTYJihl HaHeceHbl 
K0JibUO 11 TOl!Ka )],JIH pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
no 10 aMnyJI BMeCTe c JIHCTKOM­
BKJia)],hIWeM B nBX/a.n10MHH11eBhIH 
6JittcTep. no I 6n11cTepy B nal!KY 
KapTOHHyIO; OJ/JI cmal,{U0Hapo6: no 2, 3, 5 
6JIHCTepOB a nal!KY KaPTOHHYIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmo'leHtte: O)l.OliPEHO IlpttMe'lattue: npoJI.yKT cooTBeTcTByeT Tpe6oBaHHHM HA 

Prepared by / 

nonromaneH? : Pave h 
Rana 

-
Date / 
}lan1: 14.05.2026 

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

npoeepe1m: Pardeep npoeepeHo (AOK): Ajay per on / O)].o6petto: O6ecne'leHtte 

Kumar Kumar Srivastava Ka<1ec-rea/OTeeTCTeettHoe JI11uo: 

<:;:, t s,11 IJAJJI 
Sj ,.__ 

Date / Date I Da.te / 
)l,arn: 14.05.2026 Aara: 14.05.2026 Aarn: 

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

CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. So lan, 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 
IlDOJJ.VKT: KeTOPOJl@ (KeTopoJlaK) paCTBOP ,D.Jl.R BHyrp1-rneHH0ro 11 BttyrpHMblWeYHOro BBe.n.emrn, 30 Mr/MJ1 

Batch No/ 
: V260344 Batch Quantity / 454545 ampules I 

CeonH .N'!! O6beM cepuu 
: 

454545 aMTTYJl 
Analytical Report No / Date of Analysis / 
AnaJIHTHttecKuu OTtteT .N'!! : 890001881085 ,Il;aTa auaJin3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 Date of Expiry/ 

03/2028 ,Il;aTa DP0H3B0J).CTBa ro,!leH J).0 
: 

Mfg. License No./ 

IlponJBOJJ.CTBeuuaH : MB/05/264 MA number:/ 
: JITI-N2(008888)-(Pf-RU) 

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npoBe,ueu no H,11;: JITI-N2(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 HJ 7 

* Tests are not performed during the stability investigation./* HcnbITaHH.R tte npoB0.D..RT B xo.ne 11ccne.n.0Batt11.R 
CTa6HJ1bHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** Ilptt BbmycKe npenaparn 
KOHTPOJ1b KaYecrna no noKa3aTemo npoBO.D,HTC.R .D,Jl.R Ka)K,[(OH 15-oi1. cepml. 

API name/ HauMeuosauue A<l>C: Ketorolac Trometamol / KernponaKa TpoMeTaMon 

INN/MHH: Ketorolac / KeToponaK 

API manufacturer batch number / 
2KTM0661125, 2KTM0130226 

HoMep cep1111 npottJBOAHTem1 A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepttH cy6cTaHUHH npOH3B0)1.HTeJU1 FETA00132, FETA00133 
r .JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IIponJBOAHTeJib A<l>C, cTpaua: CaifMeA Jla6c JlnMMTeA, 11HAM.R 

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

manufacturing site/ Control site I Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site I )];-p PeMM'c Jla6opaTOpMC JlT)].., 11HAM.R, TTpoM3B0)].CTBeHHOe IIOApa3)].eneHMe-6, 
HattMeHOB8HHe, a)].pec, JIHUeH3HH )I.JIH 

BMJ1n. Kxom, Hanarapx PoyA, EaMtt , ,ll;ncrpttKT ConaH, X.TT., 173205, 11HAH.R 
IlpOH3B0)1.CTBeHHaH IlJl0UJ.3)1.Ka / IlJIOUJ.8)1.Ka 

(n11ueH311.R N~ No MNB/05/263 
KOHTpOJJH KaYeCTBa / IlJIOUJ.8)1.Ka BbtnYCKa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpnMe'rnune: TTpoAyKT cooTBeTcTByeT rpe6osaHl1l!M HJ( 3aKJIIO'teHne: O,UOliPEHO 

Prepared by / 
TToAroTOBneHo: Pravesh 
Rana j 
Date / 
J(arn : 14.05 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TTposepeuo: Pardeep TTposepeuo (AOK): Ajay person / O,no6petto: O6ecne'lettne 
Kumar Kumar Srivastava Kal1ecTea/OTBeTCTBeHHOe nnuo: 

~f - ~>- ~l~/}tJh '-'-
-

Date I Date/ Date/ U};fu~y716 )J,aTa: 14.05.2026 ,/J;aTa: 14.05 .2026 JI.am: 

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

Tel : +91 40 4900 2900, Fax : +91 40 4900 2999, Emai l: mai l@drred dys.com 
CIN : L8 519SAP1984P LC004507 
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CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIB3A 

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 

IlpOL\YKT: KeTOpoJI® (KeTOpOJiaK) pacTBop .D,JISI BHyrp1-rneHHOro 11 BHYfp11MbIWe4HOro sse.uemrn, 30 MrlMJI 

Batch No/ : V260344 
Batch Quantity / 454545 ampules/ 

Cepuu N2 O6beM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'Iec1rnii OT'IeT N!! : 890001881085 ,ll;aTa auaJIHJa : 14.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry/ 03/2028 

,ll;aTa UPOH3BOJJ.CTBa rotJ,eHJJ,O 
: 

Mfg. License No./ 
IlpOH3BOJJ.CTBeHHaH : MB/05/264 

MA number:/ : JITI-N2(008888)-(Pr-RU) 
JIHl\eHJHH N!! HoMep PY 

Analysis performed according ND I AnaJIHJ nposet1,eu no H,ll;: JITI-N2(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 HJ 7 

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». / 

3aKJUO'leHHe O COOTBeTCTBHH: «HacTO»IUHM » ITOJJ_TBep)l{_naio, lfTO rrpuse,neHHa» Bblllle 11H<pOpMaun» »BJI»eTc» AOCTOBepHOH 11 

T04HOH. 3m cepu» rrpo,nyKl..(1111 npo113se,neHa (BKJI!Olfa» ynaK0BKY (MapK11pOBKY) 11 KOHTPOJJb Kalfecrna) Ha BbJUJeyKa3aHHOH 

rrp0113BOJJ_CTBeHHOH ITJI0(lla,nKe (flJIO(lla,nKax) B IT0JJHOM C00TBeTCTBl111 C Tpe6osaHl1»Ml1 TipaBl1Jl Ha,nJie)l(allI,eH rrp0113BO)J_CTBeHHOH 

rrpaKTHKH Eapa3HHCKoro )KOH0MJ.flleCK0ro COI03a J,! TPe6oaaHHSIMH K0HTPOJISI Ka'leCTBa JieKapcTBeHHb!X cpeACTB, a mK)l{e B 

COOTBeTCTBl111 co cneumpHKaum1MH, co,nep)l{allI,HMHCSI B perMCTPaUHOHHOM )lOCbe CTpaHbl-HMITOpTepa. 3anHCH no npo113B0)I_CTBY, 

ynaK0BKe 11 aHaJil13Y npoaepeHbl, J,! ycmHOBJieH0 HX C0OTBeTCTBl1e Tpe6oaaHl1»M TipaBHJI Ha,nJie)l(a(lleH npOH3BO)J_CTBeHHOH 

npaKTHKH Eapa3HHCKOro )K0HOMJ.flleCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: Tipo,nyKT coorneTcrnyeT TPe6oaaHHRM H)l; 3atcJ110'lenue: 0)1.0liPEHO 

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

flo,nroTOBJJeHo: Pravesh flpoaepeno: Pardeep [)posepeHO (AOK): Ajay person I O.no6peHo: O6ecrrelJeH11e 

Rana ~t Kumar Kumar Srivastava Ka'lecrna/OTaeTCTBeHHOe m1uo: 

~ --?n _J_ S,ij) VA .>v ! 
2- 11 

Date/ Date/ Date/ Date/ UJ;L~~ib )lani: 14.05.2026 )];am: 14.05.2026 )l;a-ra: 14.05.2026 )];am: 
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