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TUASIBEAAMUANUAISIANIZEN
Lenvatinib 10 mg capsule

U 1,200 iSin wia 20 uie uRAaz 3%20 (60 Lia)

Tsmeunavauwny
Haen Lenvatinib 10 mg capsule
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3.1 Finished product specification: Lenvatinib capsule

A4

- ER-227640-00

o} Test items Specifications
1. | Identification MTIINIU
2. | Assay 95.0 -105.0% of labeled amount of lenvatinib
3. | Dissolution NLT 80%(Q) in 20 mins
4. | Water content NMT 3.0%
5. | Uniformity of dosage units ATIVNU
6. | Related substances
- ER-227352-00 NMT 0.5%
- Any unspecified impurity NMT 0.2% (for each)
- Total impurities NMT 1.0%

NMT 0.02% (at release)
NMT 0.04% (at end of shelf life)

7. Microbial limits
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3.2 Drug substance specification: Lenvatinib Mesylate

U8 Test items Specifications

1. | ldentification NIV

2. | Assay 98.0-102.0% of Lenvatinib (mesylate,
anhydrous basis)

3. Impurities

Related substances

- ER-227352-00

- ER-497649-00

- Individual unspecified impurities
- Total related substances
Genotoxic impurities

- ER-236274-00

- ER-227640-00

NMT 0.29%

NMT 0.17%

NMT 0.01% (for each)
NMT 1.0%

NMT 60 ppm
NMT 183 ppm

4. | Residual solvents by GC

- Isopropyl acetate

- Ethanol

- 1-Propanol

- Pyridine

- N,N -Dimenthylformamide
Residual solvents by HPLC
- Acetic acid

- 1,3-Dimethyl-2-imidazolidinone

NMT 5,000 ppm
NMT 5,000 ppm
NMT 5,000 ppm
NMT 200 ppm
NMT 880 ppm

NMT 5,000 ppm
NMT 200 ppm

5. | Residual benzene NMT 2 ppm (limit test)

6. | Heavy metals NMT 20 ppm

7. | Water content NMT 0.5%

8. | Methanesulfonic acid content 17.5% to 19.3 % (anhydrous basis)
9. | Particle size A1

10. | Microbial limits ATITHIU
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NN - NMT = Not more than
- NLT = Not less than
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