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§156(b)

(b)... the rights derived from any patent the term of which is extended under this
section shall during the period during which the term of the patent is extended —

(1) in the case of a patent which claims a product, be limited to any use approved for
the product* —

(B) on and after the expiration of the regulatory review period...

* 8156(f)(1) The term “product” means: (A) A drug product.....

(2) The term “drug product” means the active ingredient...
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