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le, 3-[(0-2,6-dideoxy-B-p-ribo-hexopyranosyl-(1-4)-0-2,6-dideoxy-B-o-ribo-hexopyranosyl-(1-4)-2,6-dideoxy-B-o-ribo-
T-12,14-dihydroxy-, (38,58,12B)-;

-B-p-ribo-hexopyranosyl-(1-4)-0-2,6-dideoxy-B-o-ribo-hexopyranosyl-(1-4)-2,6-dideoxy-B-o-ribo-hexopyranosyl)oxy]-128,14-
20(22)-enolide CAS RN®: 20830-75-5; UNII: 73K4184T59.

tonic glycoside obtained from the leaves of Digitalis lanata Ehrh. (Fam. Plantaginaceae, formerly Scrophulariaceae). It

.0% and NMT 101.0% of digoxin (C41H64O14), calculated on the dried basis. [Caution—Handle Digoxin with exceptional care,

remely poisonous.]

+ IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K (cN 1-Mav-2020)

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

>etonitrile and water (13:37)

'y solution: 40 pg/mL each of USP Digoxin RS and digoxigenin in diluted alcohol

n: 0.25 mg/mL of USP Digoxin RS in diluted alcohol. [Note—Use a sonic bath to aid dissolution.]

: 0.25 mg/mL of Digoxin in diluted alcohol. [Note—Dissolve using sonication, before make-up to final volume.]
> system

18 nm

m x 25-cm; 5-um packing L1

rature: 25°

_/min

1e: 10 pL

y

N suitability solution

ltirements

LT 4.0 between digoxin and digoxigenin
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Result = (r,/r)) x (C/C ) x 100
aak response of digoxin from the Sample solution
2ak response of digoxin from the Standard solution

»ncentration of USP Digoxin RS in the Standard solution (mg/mL)

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

ria: 95.0%-101.0% on the dried basis

(281): NMT 0.5%, a 100-mg specimen being used

dnitrile and water (10:90)
r and acetonitrile (10:90)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 78 22
5 78 22
15 30 70
16 78 22
30 78 22

olution: 0.5 mg/mL of USP Digoxin RS and USP Digitoxin RS in methanol

n: Dilute 1.0 mL of Standard stock solution with methanol to 100 mL.

y solution: Dissolve 50 mg of lanatoside C in methanol, and dilute with methanol to 100 mL. To 1.0 mL of this solution add
dard stock solution, and dilute with methanol to 20 mL.

. Accurately weigh 25 mg of Digoxin, transfer into a 50-mL volumetric flask, and dilute with methanol to volume.
> system
aphy (621), System Suitability.)

20 nm

m x 15-cm; 5-pm packing L1

rature: 25°

nL/min

1e: 10 pL

y

am suitability solution and Standard solution

lirements

LT 1.5 between the digoxin and lanatoside C peaks, System suitability solution

dard deviation: NMT 2.0%, determined from the digoxin peak in replicated injections, Standard solution

rd solution and Sample solution
iercentages of the peak areas of the total impurities, gitoxin, and digitoxin, against the digoxin peak from the Standard

ria: See Table 2.
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