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icacid CASRN®: 617-48-1.

s NLT 99.0% and NMT 100.5% of C,H,0..

IpenmiFicaTion TesTs (197), Infrared Spectroscopy: 197K, (N 1-Mar-2020) * On undried sample

m
(541).)

tration

dium hydroxide VS

ition: Visual

re the Sample in 40 mL of recently boiled and cooled water. Add phenolphthalein TS, and titrate to the first appearance of a
“that persists for NLT 30 s. Perform a blank determination.

iercentage of malic acid (C,H,0,) in the Sample taken:

Result = [(V - B) x N x F x 100]/W
ime of Titrant consumed by the Sample (mL)
ime of Titrant consumed by the Blank (mL)
1al normality of the Titrant (mEqg/mL)
ivalency factor, 67.04 mg/mEq
jht of the Sample (mg)

wria: 99.0%-100.5%

(281): NMT 0.1%
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m x 30-cm; packing L17

rature: 37 £ 1°

nL/min

20 pL

y

n suitability solution

slative retention times for maleic acid, malic acid, and fumaric acid are 0.6, 1.0, and 1.5, respectively.]
lirements

LT 2.5 for the maleic acid and malic acid peaks; NLT 7.0 for the malic acid and fumaric acid peaks
dard deviation: NMT 2.0% for the maleic acid peak

dard solution and Sample solution
» percentage of maleic acid and of fumaric acid in the portion of Malic Acid taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of maleic acid or fumaric acid from the Sample solution
2ak response of maleic acid or fumaric acid from the Standard solution

>ncentration of USP Maleic Acid RS or USP Fumaric Acid RS in the Standard solution (mg/mL)

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

ria
\AMT 1.0%
MT 0.05%

UBSTANCES

re the Sample in 100 mL of water, filter the solution through a tared filtering crucible, wash the filter with hot water, and dry at
nt weight.

ria: The increase in weight is NMT 25 mg (0.1%).

UIREMENTS

RrAGE: Preserve in well-closed containers.

ANDARDS (11)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

Documentary Standards Support SE2020 Simple Excipients

:abase Information: Chromatographic Database
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volume No. Information currently unavailable
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