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® The term “product” as used in § 156(a)(5)(A) is defined in § 156(f (1) to mean “drug product,”
which is defined in § 156(f) (2) to mean the “active ingredient of (a) new drug, antibiotic drug, or
human biological product:-* including any salt or ester of the active ingredient, as a single entity or in
combination with another active ingredient.”

7 %% Vusion (US 4, 911, 932), Mach 19, 2009.

8 Hoeschst- Roussel Pharmaceuticals, Inc. v. Lehman. (Fed. Cir. 1997).
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Arnold Partnership v. Dudas. (Fed. Cir. 2004).
w3 SR 56 B B R ELAE AR ] 6 AT B 0 A4k T 64 BE R SRR SRR Y B SE R AR ) -
Fisons PLC v. Quigg. (Fed. Cir. 1989).
Glaxo Operations UK Ltd. v. Quigg. (Fed. Cir. 1990).
§ 156 (b) Except as provided in subsection (d)(5)(F), 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.------ (3) in the case of a patent which claims a method of manufacturing a product, be limited
to the method of manufacturing as used to make (A) the approved product, or (B) the product if it has
been subject to a regulatory review period described in paragraph (1), (4), or (5) of subsection (g).
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7 “Patent Term Extension Considerations For Regulated Products”, Law360, New York (March 18,
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