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	Addendum <No. 2007-32, May 25, 2007>

	Article 1 (Effective Date) This Notification shall take effect on July 1, 2007. 

	Article 2 (Transitional Measures) The medical devices approved for manufacture (import) legally according to medical device regulations as of the implementation date of this Notification shall be deemed in compliance with the standards and specifications of this Notification. 

	Article 3 (Transitional Measures on Electromagnetic Susceptibility) The applications for product approvals submitted after the effective date of this Notification shall be applied to each of the following Subparagraphs. 

	1. January 1, 2007: Ventilator, continuous, facility use [A07010], Patient monitor [A26090], Pacemaker, cardiac, implantable [A09270], Wheelchair, electrically-powered [A19010], Defibrillator, implantable [A17280], Defibrillator [A17010], 의 Capsule endoscope for medical use [A31090], Monitor (apnea detector), ventilatory effort [A27130], Hearing aid [A78010], 의 Infusion pump [A79010]

	2. January 1, 2008: class 3 and class 4 medical devices that are designated by the ‘Regulations for Product Classification of Medical Device and Class by Product Item’

	3. January 1, 2009: All device product item. However, class 1 medical device shall be excluded.

	Addendum <No. 2009-54, July 10, 2009>

	This Regulation shall take effect from the date of public announcement.

	Addendum <No. 2012-41, July 3, 2012>

	This Regulation  shall take effect from the date of public announcement.

	Addendum <No. 2013-168, April 5, 2013>

	This Notification shall take effect from the date of public announcement.

	Addendum <No. 2014-86, February 12, 2014>

	This Notification shall take effect from the date of public announcement.

	Addendum <No. 2015-6, March 11, 2015>

	Article 1 (Effective Date) This Notification shall take effect from the date of public announcement.

	Article 2 (Examples of Application) This Notification shall be applied to the medical devices that are manufactured or imported (in terms of shipping date) for the first time after the implementation of this Notification. 

	Article 3 (Transitional Measures) The applications for medical device manufacture (import) approvals, the applications for license amendments, the requests for a review of medical device technical documents, etc. that were already filed according to the previous regulation as of the implementation date of this Notification shall apply to the previous regulation.
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