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Article 18.53: Measures Relating to the Marketing of Certain Pharmaceutical Products
1. If a Party permits, as a condition of approving the marketing of a pharmaceutical product, persons,
other than the person originally submitting the safety and efficacy information, to rely on evidence
or information concerning the safety and efficacy of a product that was previously approved, such
as evidence of prior marketing approval by the Party or in another territory, that Party shall provide:
(a) a system to provide notice to a patent holder®? or to allow for a patent holder to be notified
prior to the marketing of such a pharmaceutical product, that such other person is seeking to

market that product during the term of an applicable patent claiming the approved product
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or its approved method of use;
2) For greater certainty, for the purposes of this Article, a Party may provide that a “patent holder”
includes a patent licensee or the authorised holder of marketing approval.

(b) adequate time and opportunity for such a patent holder to seek, prior to the marketing® of
an allegedly infringing product, available remedies in subparagraph (c); and

) For the purposes of paragraph 1(b), a Party may treat “marketing” as commencing at the time of
listing for purposes of the reimbursement of pharmaceutical products pursuant to a national
healthcare programme operated by a Party and inscribed in the Appendix to Annex 26-A
(Transparency and Procedural Fairness for Pharmaceutical Products and Medical Devices).

(c) procedures, such as judicial or administrative proceedings, and expeditious remedies, such
as preliminary injunctions or equivalent effective provisional measures, for the timely
resolution of disputes concerning the validity or infringement of an applicable patent
claiming an approved pharmaceutical product or its approved method of use.

2. As an alternative to paragraph 1, a Party shall instead adopt or maintain a system other than judicial
proceedings that precludes, based upon patent-related information submitted to the marketing
approval authority by a patent holder or the applicant for marketing approval, or based on direct
coordination between the marketing approval authority and the patent office, the issuance of
marketing approval to any third person seeking to market a pharmaceutical product subject to a

patent claiming that product, unless by consent or acquiescence of the patent holder.
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