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ptadine Hydrochloride Oral Solution

lydrochloride Oral Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of cyproheptadine hydrochloride

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

_/L of trifluoroacetic acid in water
.onitrile and Solution A (38:62)

onitrile
ee Table 1.
Table 1
Time Solution B Solution C
(min) (%) (%)
0.0 100 0
6.0 100 0
6.1 15 85
9.0 15 85
9.1 100 0
12 100 0

trile and water (38:62)
n: 40 ug/mL of USP Cyproheptadine Hydrochloride RS in Diluent. Sonication may be used to aid dissolution.

12 Nominally 40 pg/mL of cyproheptadine hydrochloride from Oral Solution in Diluent prepared as follows. Transfer an
»lume of Oral Solution to a suitable volumetric flask and dilute with Diluent to volume.

ic system

raphy (621), System Suitability.)

266 nm. For Identification B, use a diode array detector in the range of 210-400 nm.
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1dard deviation: NMT 1.0%

1dard solution and Sample solution
e percentage of the labeled amount of cyproheptadine hydrochloride (Cz1H21N - HCI) in the portion of Oral Solution taken:

Result = (r /r)) x (C/C) x 100
ieak response from the Sample solution
ieak response from the Standard solution

:oncentration of USP Cyproheptadine Hydrochloride RS in the Standard solution (ug/mL)

iominal concentration of cyproheptadine hydrochloride in the Sample solution (ug/mL)

eria: 90.0%-110.0%

s
tion B, Solution C, Mobile phase, Diluent, and Chromatographic system: Proceed as directed in the Assay.

solution: 50 pg/mL each of USP Cyproheptadine Hydrochloride RS, USP Cyproheptadine Related Compound A RS, USP
telated Compound A RS, and USP Cyproheptadine Related Compound C RS, prepared as follows. Transfer a suitable quantity
:nce Standard to an appropriate volumetric flask. Add 38% of the total flask volume of acetonitrile to dissolve, and then dilute

/olume.
n: 0.6 pg/mL each of USP Cyproheptadine Hydrochloride RS, USP Cyproheptadine Related Compound A RS, USP

Related Compound A RS, and USP Cyproheptadine Related Compound C RS from the Standard stock solution in 4Diluent

)

12 Oral Solution

ity

lard solution

)le 2 for the relative retention times.]

uirements

NLT 3.0 between amitriptyline related compound A and cyproheptadine related compound A
1dard deviation: NMT 5.0% for cyproheptadine

1dard solution and Sample solution
e percentage of any individual unspecified degradation product in the portion of Oral Solution taken:

Result = (r /r;) x (C/C ) x 100
ieak response of any individual unspecified degradation product from the Sample solution

ieak response of cyproheptadine hydrochloride from the Standard solution

:oncentration of USP Cyproheptadine Hydrochloride RS in the Standard solution (ug/mL)

iominal concentration of cyproheptadine hydrochloride in the Sample solution (ug/mL)

eria: See Table 2. The reporting threshold is 0.10%.

Table 2
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