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Not later than 20 days after the Secretary

notifies the subsection (k) applicant that the
application has been accepted for review, the

subsection (k) applicant-

(A shall provide to the reference product

sponsor_a copy of the application submitted

to the Secretary under subsection (k) . and

such other information that describes the

process or processes used to manufacture the

biological product that is the su bject of such
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The subsection (k) applicant shall provide

notice to the reference product sponsor not

later than 180 days before the date of the first

commercial marketing of the biological product
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If a subsection (k) applicant fails to provide

the application and information required under

paragraph (2)A , the reference product sponsor,

but not the subsection (k) applicant, may bring

an action --- for a declaration of infringement,

validity, or enforceability of any patent that
claims the biological product or a use of the
biological product. (MRIFERFADIZHENN)
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news/Brexit_preparedness_notice_on_|P.pdf
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rights-including-geographical-indications_en
% Intellectual property rights having unitary character within the Union
4 Supplementary protection certificates
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