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rdramine Hydrochloride Oral Powder

dydrochloride Oral Powder contains NLT 90.0% and NMT 110.0% of the labeled amount of diphenhydramine hydrochloride

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

of monobasic potassium hexafluorophosphate in water4 , (USP 1-Dec-2022)
10.5 mL of phosphoric acid per 1 L of Buffer. 5 (usp 1-Dec-2022)

each liter, mix 700 mL of acetonitrile with 300 mL of Buffer. Add 0.5 mL of phosphoric acid per 1 L of this mixture. 5 sp 1-

2e Table 1.
Table 1

Time Solution A Solution B
(min) (%) (%)
0 70 30
0.5 70 30
34 45 55
43 20 80
4.6 20 80
47 70 30
53 70 30

sh liter, mix 300 mL of acetonitrile, 700 mL of water, and 10 mL of acetic acid, glacial. 5 sp 1-Dec-2022)

wdrol RS in Diluent. APass the solution through a polytetrafluoroethylene (PTFE) filter of 0.2-um pore size. , (USP 1-Dec-2022)

n: 0.25 mg/mL of USP Diphenhydramine Hydrochloride RS in Diluent. 4Pass the solution through a PTFE filter of 0.2-um pore

3c-2022)

- Nominallv 0.25 ma/mL of dibhenhvdramine hvdrochloride in Diluent brenared as follows. Remove the contents of NLT 5
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20 nm. For Identification B, use a diode array detector in the range of 210-400 nm.
m x 5-cm; 1.7-uym packing L1

rature: 40°

nL/min

1e: 2.5 L

y

am suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 2.0 between benzhydrol and diphenhydramine related compound A; NLT 2.0 between diphenhydramine related compound
enhydramine, System suitability solution

* NMT 2.0, Standard solution

dard deviation: NMT 41.0%, , (USP 1-Dec-2022) Standard solution

dard solution and Sample solution
: percentage of the labeled amount of diphenhydramine hydrochloride (C17H21NO - HCI) in the portion of Oral Powder taken:

Result = (r /r)) x (C/C ) x 100
2ak response of diphenhydramine from the Sample solution
2ak response of diphenhydramine from the Standard solution

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

»minal concentration of diphenhydramine hydrochloride in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS
«6E Units (905): Meets the requirements

A, Solution B, Mobile phase, Diluent, System suitability solution, 4 (USP 1-Dec-2022) @nd Chromatographic system: Proceed
he Assay.
n: 0.5 ug/mL each of USP Diphenhydramine Hydrochloride RS and USP Benzophenone RS, 41.25 ug/mL, (USP 1-Dec-2022) Of

{ramine Related Compound A RS, and 42.5 pg/mL, (USP 1-Dec-2022) €ach of USP Benzhydrol RS and USP Diphenhydramine N-
uent

n: Nominally 250 ug/mL of diphenhydramine hydrochloride in Diluent from Oral Powder, prepared as directed in the Assay

y
>m suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 2.0 between benzhydrol and diphenhydramine related compound A; NLT 2.0 between diphenhydramine related compound
enhydramine, System suitability solution

dard deviation: NMT 5.0% for each peak, Standard solution

dJard solution and Sample solution
» percentage of diphenhydramine related compound A, benzhydrol, benzophenone, or diphenhydramine N-oxide in the portion
nder taken:

Result = (r,/r,) x (C./C,) x 100
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