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Mirtazapine 30 mg film-coated tablet, 1 tablet

Mirtazapine 30 mg film-coated tablet

Fon15@ MERASAL (30 mg tablet) was1wea (30 un.viinin)

Reference: USP41

GPU: 424624
TPU: 787135
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AFuURMIamAliAYeY Finished product (USP41)

1.

2
3.
q

Identification ﬂﬂﬂﬁhumu‘ﬁ‘izﬂu Finished product specification
USunauiendngy 90.0 - 110.0% of the labeled amount of Mirtazapine (C;7H;oN5)
Uniformity of dosage unit m'ﬁ’m\i’mmmﬁ'ﬁsqiu Finished product specification

Dissolution Test NLT 80% (Q) of LA of Mirtazapine (C;7HgN3) is dissolved in 15
mins

Organic impurities

- Mirtazapine N-oxide NMT 0.2%
- 1-Ketomirtazapine NMT 0.2%
- 10-Ketomirtazapine NMT 0.2%

- Any individual unspecified degradation product NMT 0.2%



- Total impurities

NMT 2.0%

AudutANanAilaves Raw Material (Mirtazapine) (USP41) (aasluluiasnziingiiv)

1.

e N

Identification
USinaienddy
Water determination
Optical rotation
Residue on ignition
Organic impurities
- Mirtazapine N-oxide
- Acyclomirtazapine alcohol
- 1-Ketomirtazapine
- Desmethylmirtazapine
- Acyclomirtazapine methyl derivative
- 10-Ketomirtazapine
- Any individual unspecified impurity

- Total impurities

ATV

98.0 -102.0% of Mirtazapine (Cy7H;oN5)
NMT 3.5%

+2° to -2°

NMT 0.1%

NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.5%



