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ride CAS RN®: 657-27-2; UNII: JNJ23Q2COM.

de contains NLT 98.5% and NMT 101.5% of L-lysine hydrochloride (C_H

6 1aN,0, HCI), calculated on the dried basis.

DENTIFICATION TEsTs (197), Infrared Spectroscopy: 197K

if Lysine Hydrochloride

of formic acid and 50 mL of glacial acetic acid.
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re the Sample in 3 mL of formic acid and 50 mL of glacial acetic acid. Add 10 mL of mercuric acetate TS, and titrate with
‘orm the Blank determination.

iercentage of lysine hydrochloride (C N,O, - HClI) in the Sample taken:

6H14
Result = {[(V, - V,) x N x FI/W} x 100
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ivalency factor, 91.33 mg/mEq
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ria: 98.5%-101.5% on the dried basis
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int volume consumed by the Sample (mL)
ant volume consumed by the Blank (mL)

1al normality of the Titrant (mEqg/mL)
ivalency factor, 35.45 mg/mEq

ple weight (mg)
ria: 19.0%-19.6%

(281): NMT 0.1%

1€, Sulfate(221)

n: 0.710 mL of 0.020 N sulfuric acid
f Lysine Hydrochloride

ria: NMT 0.03%

ledures, Procedure 1, (cN 1-yu-2023) - NMT 30 ppm

5
n: 0.05 mg/mL of USP i-Lysine Hydrochloride RS in water. [Note—This solution has a concentration equivalent to 0.5% of that
solution.]

: 10 mg/mL of Lysine Hydrochloride in water

'y solution: 0.4 mg/mL each of USP 1-Lysine Hydrochloride RS and USP Arginine Hydrochloride RS

> system
aphy (621), Thin-Layer Chromatography.)

‘5-mm layer of chromatographic silica gel mixture

lume: 5 pL

vent system: Isopropyl alcohol and ammonium hydroxide (7:3)

42 mg/mL, (ERR 1-Jun-2023) Of ninhydrin in a mixture of butyl alcohol and 2 N acetic acid (95:5)
lity

guirements: The chromatogram of the System suitability solution exhibits two clearly separated spots.

dard solution, System suitability solution, and Sample solution

between 100° and 105° until the ammonia completely disappears. Spray with Spray reagent, and heat between 100° and

5 min. Examine the plate under white light.

rria: Any secondary spot of the Sample solution is not larger or more intense than the principal spot of the Standard solution.
Irities: NMT 0.5%

s: NMT 2.0%

Specific Rotation(781S)

80 mg/mL in 6 N hydrochloric acid

ria: +20.4° to +21.4°

31): Dry a sample at 105° for 3 h: it loses NMT 0.4% of its weight.

UIREMENTS
race: Preserve in well-closed containers.

aNDARDS (11)
loride RS
oride RS

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