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o
A MNa
=

188.2
'droxy-, methyl ester, sodium salt;
nzoate, sodium salt;
:arbonylphenolate CAS RN®: 35285-68-8.

+

ium contains NLT 95.0% and NMT 102.0% of ethylparaben sodium (C,H,NaO,), calculated on the anhydrous basis.

of USP Ethylparaben RS

f Ethylparaben Sodium

ve the Sample in 5 mL of water, acidify with hydrochloric acid, and filter the resulting precipitate. Wash the precipitate with
under vacuum at 80° for 2 h.

eria: The IR absorption spectrum of a mineral oil dispersion of the Sample exhibits maxima only at the same wavelengths as
lilar preparation of the Standard.

1 Ignite 0.3 g of Ethylparaben Sodium, cool, and dissolve the residue in about 3 mL of 3 N hydrochloric acid.
eria: A platinum wire dipped in the Sample solution imparts an intense, persistent yellow color to a nonluminous flame.

fethanol and a 6.8-g/L solution of potassium dihydrogen phosphate (65:35)

ity solution: 5.0 pg/mL each of p-hydroxybenzoic acid, USP Methylparaben RS, and USP Ethylparaben RS in Mobile phase

n: Dissolve 50.0 mg of USP Ethylparaben RS in 2.5 mL of methanol, and dilute with Mobile phase to 50.0 mL. Dilute 10.0 mL
n with Mobile phase to 100.0 mL.

1: Dissolve 50.0 mg of Ethylparaben Sodium in 2.5 mL of methanol, and dilute with Mobile phase to 50.0 mL. Dilute 10.0 mL of
Jith Mobile phase to 100.0 mL.

ic system

agraphy (621), System Suitability.)

272 nm

im x 15-cm; 5-um packing L1
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uirements
NLT 2.0 between methylparaben and ethylparaben peaks, System suitability solution
1dard deviation: NMT 0.85% for six injections, Standard solution

1dard solution and Sample solution
e percentage of ethylparaben sodium in the portion of Ethylparaben Sodium taken:

Result = (r /r) x (C/C ) x (M_/M ) x P
peak area of ethylparaben from the Sample solution

peak area of ethylparaben from the Standard solution

concentration of USP Ethylparaben RS in the Standard solution

concentration of Ethylparaben Sodium in the Sample solution
molecular weight of ethylparaben sodium, 188.2
molecular weight of ethylparaben, 166.17

labeled purity of USP Ethylparaben RS expressed as a percentage

eria: 95.0%-102.0% on the anhydrous basis

)S
ystem suitability solution, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
n: Dilute 1.0 mL of the Sample solution with Mobile phase to 20.0 mL. Dilute 1.0 mL of this solution with Mobile phase to 10.0

ity

'm suitability solution

etention time of ethylparaben is about 2.9 min; the relative retention times for p-hydroxybenzoic acid, methylparaben, and
n are about 0.5, 0.8, and 1.0, respectively.]

uirements

NLT 2.0 between methylparaben and ethylparaben peaks

1dard solution and Sample solution

eria

1zoic acid: The peak area in the Sample solution, multiplied by 1.4 to correct for the calculation of content, is NMT 6 times the
rincipal peak in the Standard solution; NMT 3.0%.

npurities: The peak area of each impurity in the Sample solution is NMT the area of the principal peak in the Standard solution;

»s: The total peak area for all unspecified impurities in the Sample solution is NMT twice the area of the principal peak in the
lution; NMT 1.0%.

ate, Chloride (221),

: 0.10 mL of 0.020 N hydrochloric acid
eria: 0.035%; the Sample shows no more chloride than the Control solution.

aTE, Sulfate (221)

* N 2T ml Af N N2N N enilfuirie arid
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