Regulation on Licensing for Medicinal Products for Human Use

PART ONE
Purpose, Scope, Legal Basis, and Definitions
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Definitions
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PART TWO
Application for License

License
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Persons eligible for application for a license
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The information and documents required for the application
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Abridged application
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Licensing in special cases
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Summary of Product Characteristics
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Expert Reports
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PART THREE

Evaluation of the Application and the Licensing

Preliminary Examination
Article 13 *

Rejection of the application
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Licensing period
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Licensing criteria
Article 16 > %
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Evaluation of applications
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Rejection of the application
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Notification and Appeal
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Issuing of the license
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Validity period of the license
Article 21

Suspension of the license
Article 22 *
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Cancellation of the license
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Responsibility of the license holder
Article 24> .
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Transfer of license
Article 25

14 &
/#

3t ?



1#

/4

34

70

Obtaining sales permission
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Changes related to the license
Article 27 $
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PART FOUR
Miscellaneous and Final Provisions

Confidentiality
Article 28 $

Penal provisions
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Legislation abolished
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Provisional Article 2 >
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Entry Into Force
Article 31 >$
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Enforcement
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