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3.1 Finished product specification: Osimertinib 80 mg tablet

U8 Test items Specifications

1 |ldentification Meet the requirement

2 |Assay 95.0 - 105.0% of the L.A. of Osimertinib

3 |Dissolution NLT 80%(Q) of the L.A. of Osimertinib
is dissolved in 30 mins.

4 | Uniformity of dosage units Meet the requirement

Degradation products
- AZD9291 Dimer D
- AZD9291 Dimer B

- Total degradation products

- Individual unspecified degradation product

NMT 0.2%
NMT 1.0%
NMT 0.2%
NMT 1.6%
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3.2 Drug substance specification: Osimertinib

h) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 98.0-102.0% w/w (on water and solvent frea
basis)
3 | Organic impurities
- AZD9291 Dimer A NMT 0.5%
- AZD9291 Dimer B NMT 0.4%
- AZD9291 Dimer C NMT 0.3%
- AZD9291 N-Oxide NMT 0.2%
- Any individual unspecified impurity NMT 0.10%
- Total organic impurities NMT 1.2%
4 | Residual solvents
- Acetone NMT 0.8% w/w
5 | Residue on ignition/sulphated ash NMT 0.1% w/w
6 | Particle size distribution D (v, 0.5) NMT 100 pym

AUBLUA ~ NMT = Not more than, NLT = Not less than
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