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dibenz[b,e]oxepin-11(6H)ylidene-N,N- dimethyl-, hydrochloride;
z[b,eJoxepin-411"(6H)-y-propylamine hydrochloride CAS RN®: 1229-29-4; UNII: 3USAOFEINS.
N®: 4698-39-9; UNII: CU61C5RH24.
N®: 25127-31-5; UNII: XI27WMG8QK.

rride, an (E) and (Z) geometric isomer mixture, contains the equivalent of NLT 98.0% and NMT 102.0% of doxepin

1oH,,NO - HCI), calculated on the dried basis. It contains NLT 13.6% and NMT 18.1% of the (2)-isomer, and NLT 81.4% and

1e (E)-isomer.

penTiFicaTion Tests (197), Infrared Spectroscopy: 197K Aor 197A, (USP 1-May-2021)

Atimes of the major peaks for the (E)- and (2)-isomers of the Sample solution correspond to those, (USP 1-May-2021) Of the

as obtained in the Assay.

:sts—GeneraL (191), Chemical Identification Tests, Chloride
and water (50:50)
: 10 mg/mL of Doxepin Hydrochloride in Diluent

ria: Meets the requirements of Athe test for amine hydrochlorides 5 (USP 1-May-2021)

6 g/L of monobasic sodium phosphate in water, (ysp 1-May-2021)

ethanol and 4Solution A (30:70)., (USP 1-May-2021) Adjust with Adiluted phosphoric acid, (USP 1-May-2021) to @ pH of 2.5.

n: 0.1 mg/mL of USP Doxepin Hydrochloride RS in Mobile phase

: 0.1 mg/mL of Doxepin Hydrochloride in Mobile phase. Sonication may be used to aid in dissolution.
> system

aphy (621), System Suitability.)

54 nm

x 12.5-cm; A5-|JmA (USP 1-May-2021) Packing L7
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lative retention times for the (E)- and (Z)-isomers are 1.0 and 1.1, respectively.] , (USP 1-Mav-2021)

lirements
LT 1.5 between the (E)- and (2)-isomers

 NMT 2.0 4each for, (USP 1-May-2021) the (E)- and (Z)-isomers

dard deviation: NMT 2.0% 4each for the (E)- and (2)-isomers , (USP 1-May-2021)

dard solution and Sample solution

: percentage of doxepin hydrochloride (C19H21N0 - HCI) in the portion of Doxepin Hydrochloride taken:

Result = [(r 1x(C/C,)x 100

w2 * e s * s
seak response of the (2)-isomer from the Sample solution

seak response of the (E)-isomer from the Sample solution

yeak response of the (2)-isomer from the Standard solution

seak response of the (E)-isomer from the Standard solution
soncentration of USP Doxepin Hydrochloride RS in the Standard solution (mg/mL)
soncentration of Doxepin Hydrochloride in the Sample solution (mg/mL)

» percentage of the (2)-isomer of doxepin hydrochloride (C19H21NO - HCI) in the portion of Doxepin Hydrochloride taken:

Result = (r

U(Z)/rs(z)) x (C/C,)x100

reak response of the (Z)-isomer from the Sample solution

reak response of the (Z)-isomer from the Standard solution

soncentration of the (Z)-isomer in the Standard solution (mg/mL) based on the labeled percentage of the (Z)-isomer in USP
Doxepin Hydrochloride RS

soncentration of Doxepin Hydrochloride in the Sample solution (mg/mL)

: percentage of the (E)-isomer of doxepin hydrochloride (C, ;H,,NO - HCI) in the portion of Doxepin Hydrochloride taken:

Result = (r )x(Cy/C,) %100

U(E)/ r S(E)

reak response of the (E)-isomer from the Sample solution

reak response of the (E)-isomer from the Standard solution

soncentration of the (E)-isomer in the Standard solution (mg/mL) based on the labeled percentage of the (E)-isomer in USP
Doxepin Hydrochloride RS

soncentration of Doxepin Hydrochloride in the Sample solution (mg/mL)
ria
chloride: 98.0%—-102.0% on the dried basis

loxepin hydrochloride: 13.6%-18.1%
loxepin hydrochloride: 81.4%-88.2%

(281): NMT 0.2%
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