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Ethanamine, 2-(diphenylmethoxy)-N,N-dimethyl-, hydroch!ondc
2-(Diphenylmethoxy)-N, N-dimethylethylamine hydrochloride  [747-24-0].

>> Diphenhydramine Hydrochloride contains not less than 98.0 percent
and not more than 102.0 percent of Cy7135,NO + HC), calculated on the dried

basis.

Packaging and storage—Preserve in tight, lght-resistant contoiners. Store at room

temperature,
USP Reference standards <11>—USP Diphenhydramine Hydrochlovide RS.
Identification— -

A: It meets the requirements uwnder fdentification — Organic Mitrogenous Bases
<181> : '

B: The retention time of the major peak in thc chromatogram of the Assay
preparation corresponds to that in the chromatogram of the Standard preparaiion, as
obtained in the Assay. e

C: It responds to the tests for Cl:londe <191>,
Melting range <741>:  between 167° and 172°,.
Loss on drying <731>—Dry it at 105° for 3 hours: it logcs nol more than 0.5% of its
weight. . -
_Residue on ignition <281>: not more than 0.1%.

Organic volatile impurities, Method I <467>: meots the requirements.
‘ (Official until July 1, 2008)

Asgay —
Mobile pha.se**Prcparc a solution of acetonitrile, water, and triethylamine (50:50:0.5), .-

‘adjust with glacial acetic acid to a pH of 6.5, filter, and degas, Make adjustments: 1:'.' o

necessaty (sce System Suitability under Chromatogra_phy <G21>).
Standard  preparation — Dissolve an accurately weighed quantity of USP- -

Diphenhydramine Hydrochloride RS in water to obtain a solution having a If.nown- d

concentration of about 0.5 mg per mL.

Assay preparation — Transfer about 25 mg of Dxphenhydrﬂmme Hydrochlonde :
accuratcly weighed, to a 50-mL volumetric flask, dissolve in and dilute with walcr. to- -
volume, mix, and filter. A

System suitability solution—Dissolve about 5 mg of bcn.aophcnonc m 5 mlL oi' S
acetonitrile, dilute with watcr to 100 mL, and mix. Transfer 1.0 mL of this solution and
5 myg of dlphenhydramme hydrochlondc to a I0-mL volumectric flask, dilute with water
to volume and mix,
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Cliromatographic system (see Chromatography <621>)—The liquid chromatograph is
cquipped with a4 254-nm detector and a 4.6-mm x 25-cm column that contains packing -
L10. The flow rate is about 1 mL per minute. Chromatograph the System switability
solution, and record the peak responses as directed for Procedure: the resolution, R,
between the benzophenone and diphenhydramine peaks is not less than 2 0.
Chromatograph replicate injections of the Standard preparation, and record the peak
responses as directed for Procedure: the relative standard deviation is not more than
2.0%; and the tailing facror for the diphenhydramine hydrochloride peak is not more
than 2,0. '

FProcedure — Separately injeet cqual - volumes (about 10 pL) of the Standard
preparation and the Assay preparation into the chromatograph, record the.
chromﬂtogmms and meagure the responses for the major peaks. Calculate the quantity,
in mg, of C;H;;NO-HCI in the portmn of Diphenhydramine Hydrochloride taken by

the formula:
SDC(r" o7

in which C is the concentration, in mp per mL, of USP Diphenhydramine
Hydrochloride RS in the Standard preparation: and ry and rs are the peak responses
obtained from the Assay preparation and the Standard preparation, respectively,



