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‘\_-%J\OH + 1%H0

NH,

) 238.24
211.22
xy-a-methyl-, sesquihydrate;
»henyl)-2-methylalanine sesquihydrate CAS RN®: 41372-08-1; UNII: 56LH93261Y.
IN®: 555-30-6; UNIl: M4ROH12F6M.

ns NLT 98.0% and NMT 102.0% of methyldopa (C,H,,NO,), calculated on the anhydrous basis.

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

»are the Standard solution and Sample solution before use.]

nobasic sodium phosphate. Adjust with phosphoric acid to a pH of 3.0.
Iffer and methanol (850:150)

drochloric acid

n: 0.4 mg/mL of USP Methyldopa RS in Diluent
: 0.4 mg/mL of Methyldopa in Diluent

3 system

aphy (621), System Suitability.)

80 nm

m x 25-cm; 5-pm packing L1
nL/min

1e: 20 pL

y

ard solution

lirements

= 0.9-1.5

dard deviation: NMT 0.73%

dJard solution and Sample solution

: percentage of methyldopa (C NO4) in the portion of Methyldopa taken:

10t
Result = (r,/rg) x (C/C ) x 100

2ak response of methyldopa from the Sample solution
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(281): NMT 0.1%

»are the Standard solution and Sample solution before use.]

1ase, and Diluent: Prepare as directed in the Assay.

'y solution: 4 pg/mL of USP Methyldopa RS and 6 ug/mL each of USP 3-O-Methylmethyldopa RS, USP Methyldopa Related
'S, and USP Methyldopa Related Compound C RS in Diluent

n: 4 pg/mL of USP Methyldopa RS in Diluent

: 4 mg/mL of Methyldopa in Diluent

3 system: Proceed as directed in the Assay, except for the Run time.

6 times the retention time of methyldopa

y

am suitability solution and Standard solution

lirements

LT 2.0 between methyldopa related compound B and methyldopa related compound C, System suitability solution
dard deviation: NMT 5%, Standard solution

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

Result = (r,/r) x (C//C ) x (1/F) x 100
2ak response of each impurity from the Sample solution
2ak response of methyldopa from the Standard solution

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

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

lative response factor (see Table 1)

rria: See Table 1. Disregard any peaks below 0.03%.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
1.0 1.0 -
sthyldopa? 1.9 1.0 0.15
elated compound
4.3 0.38 0.15
elated compound
49 0.77 0.15
i
npurity 1.0 0.05
es - - 0.5

-3-(4-hydroxy-3-methoxyphenyl)-2-methylpropanoic acid.
-3-(4-methoxyphenyl)-2-methylpropanoic acid.
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