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ine Tablets

s contain NLT 90.0% and NMT 110.0% of the labeled amount of mirtazapine (C,_H, N,).

re: n-Hexane and water (1:1)
~an amount equivalent to 30 mg of mirtazapine from finely powdered Tablets to a suitable centrifuge tube. Add Extraction
iin a solution of 1 mg/mL of mirtazapine in n-hexane. Shake for 5 min, and centrifuge. Decant, and evaporate the

ve USP Mirtazapine RS in Extraction mixture to obtain a solution having a concentration of about 1 mg/mL of mirtazapine in

e for 5 min, and centrifuge. Decant, and evaporate the supernatant.
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)

18.0 g of tetramethylammonium hydroxide pentahydrate in 950 mL of water. Adjust with phosphoric acid to a pH of 7.4, and
ertol L.

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

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

: Nominally 0.3 mg/mL of mirtazapine (from an amount equivalent to the weight of 1 Tablet from NLT 20 finely powdered
ent. Shake vigorously for 10 min, centrifuge an aliquot, and use the clear supernatant.

> system
aphy (621), System Suitability.)

90 nm

m x 25-cm; packing L1
rature: 40°

nL/min

1e: 10 L

y

ard solution

lirements

iency: NLT 7000 theoretical plates
= NMT 2.0

dard deviation: NMT 1.5%

dard solution and Sample solution

: percentage of the labeled amount of mirtazapine (C17H19N3) in the portion of Tablets taken:

Result = (r,/rg) x (C/C,) x 100
2ak response from the Sample solution

2ak response from the Standard solution
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ESTS

ydrochloric acid; 900 mL
rpm

. Pass a portion of the solution under test through a suitable filter. Dilute with Medium, if necessary.

n: USP Mirtazapine RS in Medium in a concentration similar to the one expected in the Sample solution
iditions
isible Spectroscopy (857).)

elength: 315 nm

nle solution and Standard solution

» percentage of the labeled amount of mirtazapine (C N3) dissolved:

17H19
Result = (A /A) x C x Vx (1/L) x 100
asorbance of the Sample solution

ysorbance of the Standard solution

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

>lume of the Medium, 900 mL

bel claim (mg/Tablet)

80% (Q) of the labeled amount of mirtazapine (C,_H, N,) is dissolved.

«6e Units (905): Meet the requirements

ind Mobile phase: Proceed as directed in the Assay.

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

n: 0.015 mg/mL of USP Mirtazapine RS in Diluent

: 1.5 mg/mL of mirtazapine (from an amount equivalent to the weight of 1 Tablet from NLT 20 finely powdered Tablets) in
vigorously for 10 min, centrifuge an aliquot, and use the clear supernatant.

> system
aphy (621), System Suitability.)

40 nm

m x 25-cm; packing L1

rature: 40°

nL/min

1e: 10 L

1es the retention time of mirtazapine

y

3m suitability solution and Standard solution
tive retention times are listed in Table 1.]

ltirements
ILT 1.5 between acyclomirtazapine methyl derivative (impurity E) and 410-ketomirtazapine , (ERR 1-Mar-2023) (impurity F),

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