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2 ), 42 U.S.C (United States Code) 862(7)(A): “Approval of an application under this subsection may not be made effective
by the Secretary until the date that is 12 years after the date on which the reference product was first licensed under subsection

(@.”
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% %L 21 U.S.C (United States Code) 855(j)(5)(B)(iv): “...Subject to subparagraph (D), if the application contains a
certification described in paragraph (2)(A)(vii)(IV) and is for a drug for which a first applicant has submitted an application
containing such a certification, the application shall be made effective on the date that is 180 days after the date of the first
commercial marketing of the drug (including the commercial marketing of the listed drug) by any first applicant.”

% Z I, 21 U.S.C (United States Code) §355(b)(2)(A): “An application submitted under paragraph (1)...shall also include—

a certification, in the opinion of the applicant and to the best of his knowledge, with respect to each patent which claims the
drug for which such investigations were conducted or which claims a use for such drug for which the applicant is seeking
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approval under this subsection and for which information is required to be filed under paragraph (1) or subsection (c)— (i)
that such patent information has not been filed, (ii) that such patent has expired, (iii) of the date on which such patent will
expire, or (iv) that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new drug for which
the application is submitted...”

2 %L 21 U.S.C (United States Code) 8855(j)(2)(A)(iv): “An abbreviated application for a new drug shall contain...a
certification...(IV)that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new drug for
which the application is submitted...”
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