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athorphan Hydrobromide

,0 370.32
10xy-17-methyl-, (9a,13a,14a)-, hydrobromide, monohydrate;
hyl-9a,13a,14a-morphinan hydrobromide monohydrate CAS RN®: 6700-34-1; UNII: 9D2RTI9KYH.

IN®: 125-69-9; UNII: ZOCG3115FG. 352.32

1 Hydrobromide contains NLT 98.0% and NMT 102.0% of dextromethorphan hydrobromide (C18H25NO - HBr), calculated on the

+IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (N 1-Mar-2020)

er vacuum over silica for 4 h.
ria: Meets the requirements

ammonium acetate in 1 L of water, adjusted with phosphoric acid to a pH of 4.1

ethanol and Buffer (90:10)

)l and water (90:10)

'y solution: 10 pg/mL of levomethorphan from USP Levomethorphan Solution RS and 10 mg/mL of USP Dextromethorphan
RS in Diluent

n: 10 pg/mL of USP Dextromethorphan Hydrobromide RS in Diluent

:10.0 mg/mL of Dextromethorphan Hydrobromide in Diluent

> system
aphy (621), System Suitability.)

m
m x 25-cm; 5-uym packing L88

_/min

1e: 4yl

y

>m suitability solution and Standard solution

tive retention times for dextromethorphan and levomethorphan are 1.0 and 1.28, respectively.]
lirements

LT 2.0 between dextromethorphan and levomethorphan, System suitability solution

dard deviation: NMT 5.0% for dextromethorphan, Standard solution

dard solution and Sample solution
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:oncentration of USP Dextromethorphan Hydrobromide RS in the Standard solution (mg/mL)

:oncentration of Dextromethorphan Hydrobromide in the Sample solution (mg/mL)
nolecular weight of dextromethorphan, 271.40

nolecular weight of dextromethorphan hydrobromide, 352.32

ria: NMT 0.10%

007 M docusate sodium and 0.007 M ammonium nitrate in acetonitrile and water (70:30), filtered and degassed. Dissolve the
1m in the acetonitrile and water mixture before adding the ammonium nitrate. Adjust the solution with glacial acetic acid to a

olution: 1 mg/mL of USP Dextromethorphan Hydrobromide RS in water
n: 0.1 mg/mL of USP Dextromethorphan Hydrobromide RS from Standard stock solution in Mobile phase

lution: 1 mg/mL of Dextromethorphan Hydrobromide in water
: 0.1 mg/mL of Dextromethorphan Hydrobromide from Sample stock solution in Mobile phase
> system

80 nm

m x 25-cm; 5-um packing L1
_/min

1e: 20 L

y

ard solution

lirements

= NMT 2.5

dard deviation: NMT 2.0%

dard solution and Sample solution
: percentage of dextromethorphan hydrobromide (C18H25N0 - HBr) in the portion of Dextromethorphan Hydrobromide taken:

Result = (r,/rg) x (C/C,) x 100
2ak response from the Sample solution

2ak response from the Standard solution

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

sncentration of Dextromethorphan Hydrobromide in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

JOMPOUNDS

Dextromethorphan Hydrobromide

Sample add 1 drop of 3 N hydrochloric acid, 1 mL of water, and 2 drops of ferric chloride TS. Add 2 drops of potassium
, and observe after 2 min.

rria: No blue-green color develops.

"HYLANILINE

n: Transfer 50 mg of N,N-dimethylaniline to a 100-mL volumetric flask. Add 70.0 mL of water, insert the stopper tightly, shake
1g a mechanical wrist-action shaker or equivalent, and dilute with water to volume. Transfer 1.0 mL to a 100-mL volumetric

e with water to volume. Transfer 1.0 mL of the resulting solution to a 25-mL volumetric flask, and add 19 mL of water.
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