on 14-Feb-2025

»f 01-May-2020

nographs
20A-4726-9D77-62C54D588B03_3_en-US
1003/USPNF_M7814_03_01

od Hydrochloride

OH
NH,
OH

343.93
amino-2-[2-(4-octylphenyl)ethyl]-, hydrochloride;

tylphenyl)ethyl]propane-1,3-diol hydrochloride CAS RN®: 162359-56-0.

ase)
307.48 CASRN®: 162359-55-9.

shloride contains NLT 98.0% and NMT 102.0% of fingolimod hydrochloride (C

is.

+ IenTiFicaTion Tests (197), Infrared Spectroscopy: 197A or 197M4 (cN 1-May-2020)

HCI

NO, - HCI), calculated on an anhydrous and

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

:sts—GeneraL (191), Chemical Identification Tests, Chloride

phosphoric acid in water

se Table 1.
Table 1
Time Solution A Acetonitrile
(min) (%) (%)
0 80 20
20 5 95
23 5 95
23.1 80 20
33 80 20
rile and Solution A (1:1)
n: 0.6 mg/mL of USP Fingolimod Hydrochloride RS in Diluent
: 0.6 mg/mL of Fingolimod Hydrochloride in Diluent
> system
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y

ard solution

lirements

dard deviation: NMT 0.73%
*NMT 5

dard solution and Sample solution
: percentage of fingolimod hydrochloride (C19H33NO2 - HCI) in the portion of Fingolimod Hydrochloride taken:

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

2ak response from the Standard solution

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

sncentration of Fingolimod Hydrochloride in the Sample solution (mg/mL)

rria: 98.0%-102.0% on an anhydrous and solvent-free basis

(281): NMT 0.1%

le phase, Diluent, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
'y solution: 0.6 mg/mL of USP Fingolimod System Suitability Mixture RS in Diluent
olution: Use the Standard solution from the Assay.

n: 0.003 mg/mL of USP Fingolimod Hydrochloride RS from the Standard stock solution in Diluent

on: 0.3 pg/mL of USP Fingolimod Hydrochloride RS from the Standard solution in Diluent

y

am suitability solution, Standard solution, and Sensitivity solution

tive retention times of fingolimod and O-acetyl fingolimod are about 1.00 and 1.11, respectively.]

lirements

LT 1.2 between O-acetyl fingolimod and fingolimod nonyl homolog; NLT 0.8 between 2-phenethyl fingolimod analog and 3-
ingolimod analog, System suitability solution

dard deviation: NMT 10%, Standard solution

ise ratio: NLT 10, Sensitivity solution

nle solution and Standard solution
: percentage of each individual impurity in the portion of Fingolimod Hydrochloride taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak area of each impurity from the Sample solution
aak area of fingolimod hydrochloride from the Standard solution

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

>ncentration of Fingolimod Hydrochloride in the Sample solution (mg/mL)
lative response factor for each individual impurity (see Table 2)
ria: See Table 2. The reporting threshold is 0.05%.

Table 2

Relative Relative Acceptance
Retention Response Criteria,
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