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Article 18.8.5.

Consistent with paragraph 3, if a Party permits a third person to use the subject matter of a subsisting patent to generate
information necessary to support an application for marketing approval of a pharmaceutical product, that Party shall provide
that any product produced under such authority shall not be made, used, or sold in its territory other than for purposes
related to generating such information to support an application for meeting marketing approval requirements of that Party,
and if the Party permits exportation of such product, the Party shall provide that the product shall only be exported outside

its territory for purposes of generating information to support an application for meeting marketing approval requirements of
that Party.

<IRER (HEBEK) >

FIFZRIEC LT,
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Article 18.8.6.(b)

With respect to patents covering a new pharmaceutical product that is approved for marketing in the territory of the Party
and methods of making or using a new pharmaceutical product that is approved for marketing in the territory of the Party,
each Party, at the request of the patent owner, shall make available an adjustment of the patent term or the term of the
patent rights of a patent covering a new pharmaceutical product, its approved method of use, or a method of making the
product to compensate the patent owner for unreasonable curtailment of the effective patent term as a result of the
marketing approval process related to the first commercial use of that pharmaceutical product in the territory of that Party.
Any adjustment under this subparagraph shall confer all of the exclusive rights, subject to the same limitations and
exceptions, of the patent claims of the product, its method of use, or its method of manufacture in the originally issued
patent as applicable to the product and the approved method of use of the product.

<IRER (BEEBIERL) >
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[CRAT DERFTEBFMDBRE UC. EERFBEOAIICRBSNECEICTUT, 1B5HES
[CHIEETDENT. MEORR, ZOEBSNICEATIE. REDEEN/\N—TJ DIEFHEDRETF
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Article 18.9.1.(a) < 18.9.2IBEHIBAICRITRT—IREDEDRUIC DUV TRE ((RERIRIIFE) >

(a) If a Party requires or permits, as a condition of granting marketing approval for a new pharmaceutical or new agricultural
chemical product, the submission of information concerning safety or efficacy of the product, the origination of which
involves a considerable effort, the Party shall not, without the consent of a person that previously submitted such safety or
efficacy information to obtain marketing approval in the territory of the Party, authorize another to market a same or a
similar product based on:

(i) the safety or efficacy information submitted in support of the marketing approval; or
(if) evidence of the marketing approval,

for at least five years for pharmaceutical products and ten years for agricultural chemical products from the date of
marketing approval in the territory of the Party.
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Article 18.9.1.(b)(c)

(b) If a Party requires or permits, in connection with granting marketing approval for a new pharmaceutical or new
agricultural chemical product, the submission of evidence concerning the safety or efficacy of a product that was previously
approved in another territory, such as evidence of prior marketing approval in the other territory, the Party shall not,
without the consent of a person that previously submitted the safety or efficacy information to obtain marketing approval in
the other territory, authorize another to market a same or a similar product based on:

(i) the safety or efficacy information submitted in support of the prior marketing approval in the other territory; or

(if) evidence of prior marketing approval in the other territory,

for at least five years for pharmaceutical products and ten years for agricultural chemical products from the date of
marketing approval of the new product in the territory of the Party.

(c) For purposes of this Article, a new pharmaceutical product is one that does not contain a chemical entity that has been
previously approved in the territory of the Party for use in a pharmaceutical product, and a new agricultural chemical
product is one that contains a chemical entity that has not been previously approved in the territory of the Party for use in an
agricultural chemical product.

<IRER (H4EBIERR) >

MEFXCIEIFRERCT U TRFTERRBZENISIDCEICEELT, MECRIIDIHBDREM. BMEEIIET
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RITEREFDENTHRICZOXLDIBEREM. BMMEDOBRERE UIZEDREEZECHESERE.
E%&E@bfm\ME@@%@WT%%@%SHEEDB\wE<CEﬁEE\§EE%bTHwE<C€mE
‘.

tBICXT UCRE UEIZ3ELUDRRE

1) IRFTERBEGICHICIRHESNCZEM. BHEIBR

2) RFTEREIHIDIER

ICEDNWTHRFTIDCEZHFT LU TIRESER0,

3}

©2013 Pharmaco-Business Innovation & Sachiko Masuda All Rights Reserved 3 45



KEZFTA(KORUS)DIRIA

Article 18.9.5.

Where a Party permits, as a condition of approving the marketing of a pharmaceutical product, persons, other than the
person originally submitting safety or efficacy information, to rely on that information or on evidence of safety or efficacy
information of a product that was previously approved, such as evidence of prior marketing approval in the territory of the
Party or in another territory, that Party shall:

(a) provide that the patent owner shall be notified of the identity of any such other person that requests marketing approval
to enter the market during the term of a patent notified to the approving authority as covering that product or its approved
method of use; and

(b) implement measures in its marketing approval process to prevent such other persons from marketing a product without
the consent or acquiescence of the patent owner during the term of a patent notified to the approving authority as covering
that product or its approved method of use.

<iRER (BEBIERD >
Article 18.9.5.
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