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TeazdenAMANYaIZIaNIZEN Palbociclib 125 mg tablet
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1. ¥a#n Palbociclib 125 mg tablet
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3. puaudAnIwaina

3.1 Finished product specification: Palbociclib tablet

U8 Test items Specifications
1. | Identification MIIANIU
2. | Assay 95.0%-105.0% of the L.A. of palbociclib

3. | Degradation Products
-Specified Degradation product

- PF-06694807 NMT 0.3%

- PF-06830625 NMT 0.3%

- PF-06470104 NMT 0.3%
-Unspecified Degradation Product NMT 0.2% (each)
-Total Degradation Products NMT 1.0%

4. | Uniformity of Dosage Units ATV
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3.1 Finished product specification: Palbociclib tablet (#8)

1 Test items Specifications
5. | Dissolution NLT 80% (Q) of the L.A. of palbociclib is
dissolved in 30 minutes

3.2 Drug substance specification: Palbociclib

U8B Test items Specifications
1. | Identification AFINIY
2. | Assay 98.0%-102.0% of the L.A. of palbociclib on an

hydrous solvent free basis

3, Water content NMT 0.5%

4, Residual solvents

- n-Butanol NMT 0.5%

- n-Heptane NMT 0.5%
- Anisole NMT 0.5%
5. Inorganic Impurities
- Residual on Ignition NMT 0.2%
- Palladium (Pd) content NMT 500 ppm
- Heavy Metals NMT 20 ppm

6. | Organic Impurities

- PF-00447880 NMT 0.5%
- PF-00710042 NMT 0.4%
- PF-06651464 NMT 0.15%
- PF-00310864 NMT 0.15%
-Individual unspecified impurities NMT 0.10%
-Total Organic Impurities NMT 1.0%
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3.3 HANIASIVAATIEN Elemental impurity ¥3sdl Risk assessment report (WEALBNES
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