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3
rboxylic acid, 5-benzoyl-2,3-dihydro, (+)-, compound with 2-amino-2-(hydroxymethyl)-1,3-propanediol (1:1);
lihydro-1H-pyrrolizine-1-carboxylic acid, compound with 2-amino-2-(hydroxymethyl)-1,3-propanediol (1:1) CAS RN®: 74103-

346BQ.

amine contains NLT 98.5% and NMT 101.5% of ketorolac tromethamine (C15H13NO3 : C4HHN03), calculated on the dried

peNTIFIcATION Tests (197), Infrared Spectroscopy: 197K

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
OMATOGRAPHY, Tromethamine Test

methane and methanol (2:1)

n: 5 mg/mL of USP Ketorolac Tromethamine RS in Diluent

: 5 mg/mL of Ketorolac Tromethamine in Diluent
> system
aphy (621), Thin-Layer Chromatography.)

‘5-mm layer of chromatographic silica gel mixture

lume: 40 pL

vent system: Dichloromethane, acetone, and glacial acetic acid (95:5:2)
Freshly prepared alcoholic solution containing 30 mg/mL of ninhydrin

dard solution and Sample solution

chromatogram until the solvent front has moved about three-fourths of the length of the plate. Remove the plate from the
ind allow the solvent to evaporate. Spray the plate with Spray reagent, and heat the plate at about 150° for 2-5 min.

rria: Yellow spots with pink to purple borders develop on the plate in the areas where the Standard solution and the Sample
ipplied.

itions from light.

of monobasic ammonium phosphate. Adjust with phosphoric acid to a pH of 3.0.
strahydrofuran and Buffer (30:70)

[rofuran and water (30:70)

y solution: In a 250-mL separator, mix 100 mL of water, 100 mL of dichloromethane, 30 mg of USP Ketorolac Tromethamine

f 1 N hvdrochlarie acid Insert the stonner shake and allow the lavers to senarate Transfer the lower dichloromethane laver
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0.4 mg/mL of Ketorolac Tromethamine in Diluent
> system

13 nm

m x 25-cm; 5-ym packing L7

rature: 40°

nL/min

1e: 10 L

y

>m suitability solution and Standard solution

tive retention times for the ketorolac 1-hydroxy analog, the ketorolac 1-keto analog, and ketorolac are about 0.63, 0.89, and
y. Make adjustments, if necessary, to achieve a retention time for ketorolac of about 8—12 min.]
lirements

ILT 1.5 between ketorolac 1-keto analog and ketorolac, System suitability solution

iency: NLT 5500 theoretical plates, Standard solution

dard deviation: NMT 1.5%, Standard solution

dJard solution and Sample solution

» percentage of ketorolac tromethamine (C NO,- C4H11N03) in the portion of Ketorolac Tromethamine taken:

15H13
Result = (r,/rg) x (C/C ) x 100
2ak area from the Sample solution

2ak area from the Standard solution

sncentration of USP Ketorolac Tromethamine RS in the Standard solution (mg/mL)

»ncentration of Ketorolac Tromethamine in the Sample solution (mg/mL)

wia: 98.5%-101.5% on the dried basis

(281): NMT 0.1%

luent, System suitability solution, Standard solution, 4 (ERR 1-Jul-2021) Sample solution, Aand System suitability: , (ERR 1-
:ed as directed in the Assay.

> system
aphy (621), System Suitability.)

13 nm

m x 25-cm; 5-um packing L7
rature: 40°

nL/min

1e: 10 uL

1es the retention time of ketorolac

dard solution and Sample solution
: percentage of each individual impurity in the portion of Ketorolac Tromethamine taken:

Result = (r,/r,) x Fx 100

sak response of each individual impurity from the Sample solution

1im Af all tha naalr racnanecac fram tha Camnla enlitinn
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