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1. Draft Guidance on Palbociclib USFDA PSG_ 212436

2. Palbociclib hard capsule 75 mg, 100 mg and 125 mg and film-coated tablet
75 mg, 100 mg and 125 mg product-specific bioequivalence guidance.

1



HH: 20244207 H23H
M13A Q&A

EMA/CHMP/802679/2018 Rev.1* Corr. 1**

3. Prasugrel hydrochloride film-coated tablets 5 mg and 10 mg product-
specific bioequivalence guidance.
EMA/CHMP/158772/2016/Rev.1.

4. Seiler, D., Doser, K. & Salem, I. Relative bioavailability of prasugrel free
base in comparison to prasugrel hydrochloride in the presence and in the
absence of a proton pump inhibitor. Arzneimittelforschung 61, 247—
251 (2011).
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