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approval for the drug of which active ingredient and efficacy / effect are same
as the later-approved drug was already obtained, the previously approved drug
does not fall within the scope of any claims of the subject patent. In such a case,
it is not recognized that the invention recited in any claims of the subject patent
as well as the invention corresponding to the later-approved drug can be
implemented ... In a case that the previously approved drug does not fall
within the scope of any claims of the patent relating to the PTE application, the
conclusion stated above should never depend on the interpretation of the scope
covered by the patent wherein the term thereof could be extended based on a

previous approval.” » i & F[;L3@d % @
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"' #:%< : “Even where an approval for manufacturing and selling under the Pharmaceutical
Affairs Law, Article 14 has previously been obtained with respect to a drug comprising the
same active ingredient and having the same efficacies / effects as those of the drug of
which the later marketing approval is obtained, when the previously approved drug is not
inclusive within the scope of any of the claims of the patent for which an application for a
patent term extension is filled, it can not be said that there is no necessity of obtaining the
later disposition in order to work the patented invention.” °
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12 3+ : T The substance, to which the effects of the extended patent right as defined in
Patent Law, Article 68bisis extended, is the substance to be obtained “the diposition
provided for in Cabinet Order”. The substance is a material defined by the components,
doses, structure of the drug approved, and there is no reasonable ground to interpret the
substance shall be “active ingredient” of the approved drug. | °
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