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Designation of Medical Device Subject to Tracking
KFDA Notification No. 2009-145
(Amended on August 24, 2009)
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Article 1 (Purpose) The purpose of this notification is to designate Medical Devices
subject to tracking under Article 25 of the Medical Device Act and Sub-item F,
Iteml, Paragraph 1, Article 30 of the Enforcement Regulations of the Act.
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Article 2 (Designation) The following Medical Devices subject to tracking will be
designated:

1. Medical Devices, which will be inserted in the human body for more than
one(1) year

A. Breast Implant(only for those including silicone gel)

B. Implantable defibrillator electrode

2. Medical

life-sustaining medical devices

Devices available in a place except medical institutions among

A. Automated External Defibrillators
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Article 3 (Time Limit of Re-examination) Under the "Regulations on Issue and
Management of Instruction and the Established Rule Etc., (Presidential Instruction
No. 248), the time limit to take measures of abolition, amendment, etc. of this Rule
through examination of legal or current condition after issuing this rule shall be by
August 24, 2012.
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This notification shall take effect from the date of announcement




