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265.35
do[2,3-c][2]benzazepine,1,2,3,4,10,14b-hexahydro-2-methyl-;
ahydro-2-methylpyrazino[2,1-a]pyrido[2,3-cl[2]-benzazepine CAS RN®: 85650-52-8; UNII: A051Q2099Q.

ins NLT 98.0% and NMT 102.0% of mirtazapine (C,,H,;N,), calculated on the anhydrous basis.

penTiFicATioN Tests (197), Infrared Spectroscopy: 197K

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

rile and water (1:1)

18 g of tetramethylammonium hydroxide pentahydrate in 950 mL of water. Adjust with phosphoric acid to a pH of 7.4. Dilute
L.

setonitrile, methanol, tetrahydrofuran, and Buffer (15:12.5:7.5:65)

n: 0.3 mg/mL of USP Mirtazapine RS in Diluent

: 0.3 mg/mL of Mirtazapine in Diluent

> system

aphy (621), System Suitability.)

90 nm

m x 25-cm; packing L1
rature: 40°

nL/min

1e: 10 uL

y

ard solution

lirements

iency: NLT 7000 theoretical plates
= NMT 2.0

dard deviation: NMT 1.0%

dJard solution and Sample solution

» percentage of mirtazapine (C17H19N3) in the portion of Mirtazapine taken:

Result = (r,/rg) x (C/C ) x 100
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sncentration of Mirtazapine in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

ind Mobile phase: Prepare as directed in the Assay.

y solution: 1.5 mg/mL of USP Mirtazapine Resolution Mixture RS in Diluent
n: 0.0015 mg/mL of USP Mirtazapine RS in Diluent

: 1.5 mg/mL of Mirtazapine in Diluent

> system
aphy (621), System Suitability.)

40 nm

m x 25-cm; packing L1

rature: 40°

nL/min

1e: 10 L

:e the retention time of mirtazapine

y

>m suitability solution and Standard solution
tive retention times are listed in Table 1.
lirements

LT 1.5 between acyclomirtazapine methyl derivative (impurity E) and 10-ketomirtazapine (impurity F), System suitability

'* NMT 2.0, Standard solution
dard deviation: NMT 10.0%, Standard solution

dard solution and Sample solution
» percentage of each impurity in the portion of Mirtazapine taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
2ak response of any impurity from the Sample solution
2ak response of mirtazapine from the Standard solution

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

sncentration of Mirtazapine in the Sample solution (mg/mL)
lative response factor (see Table 1)

‘d any peak with a result of 0.05% or less, as calculated using the formula given above.]
ria: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
purity Name Time Factor NMT (%)
e N-oxide? 0.2 0.8 0.1
azapine alcohol® 0.3 0.8 0.1
azanine€ 0.35 1.0 0.1
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