on 15-Feb-2025

»f 01-May-2020

nographs
4298-4COE-A0D3-B584AE97CBA0_5_en-US
1003/USPNF_M44550_05_01

in Calcium

ZT

C32+

511.50
[4-[[(2-amino-5-formyl-1,4,5,6,7,8-hexahydro-4-oxo-6-pteridinyl)methylJamino]benzoyl]-, calcium salt (1:1);
2-amino-5-formyl-4-oxo-1,4,5,6,7,8-hexahydropteridin-6-yllmethyl}amino)benzoyl]-.-glutamate  CAS RN®: 1492-18-8; UNII:

1 contains NLT 95.0% and NMT 105.0% of leucovorin calcium (C CaN7O7), calculated on the anhydrous basis.

20H21

s IoeniFicaTion Tests (197), Infrared Spectroscopy: 197 , (CN 1-Mar-2020) [Note—Methods described in (197K) or (197A) may

06-2019)
ens.
ria: Meets the requirements

Tests—GeneraL (191), Chemical Identification Tests, Calcium: Meets the requirements 5 (usp 1-aug-2019)

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (ysp

. Use low-actinic glassware for solutions containing leucovorin calcium, and otherwise protect the solutions from

yosure to light. Complete the Assay without prolonged interruption.

1 tetrabutylammonium hydroxide in methanol

ng/mL of monobasic sodium phosphate monohydrate in water

ix 15 mL of Solution A with 835 mL of water. Add 125 mL of acetonitrile, adjust with Solution B to a pH of 7.5 + 0.1, dilute with
mL, and filter. Adjust the concentration of acetonitrile, if necessary.

nL of Solution A with 900 mL of water, and adjust with Solution B to a pH of 7.5 + 0.1. Dilute with water to 1000 mL.

'y stock solution: 0.175 mg/mL of USP Folic Acid RS in Diluent

n: 0.175 mg/mL of USP Leucovorin Calcium RS in Diluent

: 0.2 mg/mL of Leucovorin Calcium in Diluent
'y solution: System suitability stock solution and Standard solution (1:4)
> system
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i times the retention time of the leucovorin peak (USP 1-Aug-2019)

y

N suitability solution

tive retention times for leucovorin and folic acid are 1.0 and about 1.6, respectively.]
lirements

ILT 3.6 between leucovorin 4 , (USP 1-Aug-2019) @nd folic acid

dard deviation: NMT 2.0% 4for the leucovorin peak (usp 1-Aug-2019)

dard solution and Sample solution

: percentage of leucovorin calcium (CZOH21CaN7O7) in the portion of Leucovorin Calcium taken:

Result = (r /r)) x (C/C ) x 100
2ak response from the Sample solution

2ak response from the Standard solution

»ncentration of USP Leucovorin Calcium RS in the Standard solution (mg/mL)
sncentration of Leucovorin Calcium in the Sample solution (mg/mL)

ria: 95.0%-105.0% on the anhydrous basis

s
1issware for solutions containing leucovorin calcium, and otherwise protect the solutions from unnecessary exposure to light.
2.6 mL of tetrabutylammonium hydroxide solution (40% in water) and 2.8 g of disodium hydrogen phosphate in 1 L of water.
asphoric acid to a pH of 7.8.

ethanol and Buffer (150:850)

'y solution: 1.2 mg/mL of USP Leucovorin Calcium RS and 12 pg/mL each of 7,8-dihydrofolic acid and USP Folic Acid RS in

2 as necessary to dissolve.

on: 0.4 pg/mL of USP Leucovorin Calcium RS in water
n: 0.12 mg/mL of USP Leucovorin Calcium RS in water. Sonicate as necessary to dissolve.

: 1.1 mg/mL of Leucovorin Calcium in water
> system
graphy (621), System Suitability.)

80 nm
m x 25-cm; 5-um packing L1

2 10°

_/min

1e: 10 L

1es the retention time of leucovorin

y

>m suitability solution, Sensitivity solution, and Standard solution

ltirements

LT 1.5 between leucovorin and 7,8-dihydrofolic acid, System suitability solution
dard deviation: NMT 2.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of each impurity in the portion of Leucovorin Calcium taken:
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