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# Article 40 provides:

“For the manufacturing and import of medical device,an application together with fees paid,shall be
filed with the central competent health authority for registration and market approval. No manufacturing and
importation shall be allowed until a medical device permit license is approved and issued.

Only the oweners of a medical device permit license or their authorized persons may apply for
import of medical devices pursuant to the provision of the preceding paragraph..

The application criteria,review procedure,approval criteria,and other matters to be complied with
for the application,for registration and market approval,change,transfer,extension,replacement,and new issuance

of medical devces permit license shall be established by the central health competent authority.”
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. Aritcle 570 provides:

“If any latent defect exists in the object of the sale, the provisions of Article 566 shall

apply mutatis mutandis, except in the case of compuisory sale by official auction.”
. Article 415 provides:

“If an obllgor falls to effect performance in accordance with the tenor and purport of the
obligation, the obligee may demand compensation for harm; the same shall apply in case where
performance becomes impossible for any cause for which the obligor is responsible.”

» Article 416: “(1) A demand compensation for harm shall have as its purpose compensation
for such harm as would ordinarily arise form the non-performance/ including imperfect mance/ of an

obligation.
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(2) The oblige may also demand com compensation for harm which has arisen through
special circumstances, if the parties had foreseen or could have foreseen such circumstances.
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