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Article 1 (Purpose) The purpose of these Rules is to specify details to submit 
information on production, export, import and refurbishing by manufacturers, 
Importers, or Refurbishers of Medical Devices under Paragraph 2 of Article 12, 
Paragraph 5 of Article 14, and Paragraph 4 of Article 15 of the Medical Device 
Act, and Paragraph 2 of Article 15 and Paragraph 2 of Article 20 of the 
Enforcement Regulations of the Act.
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Article 2 (Submission of information on Production, Export, Import and 
Refurbishing Results) The Manufacturers, Importers, or Refurbishers of Medical 
Devices, with regard to reporting of production, export, import, and refurbishing 
results for the previous year, shall prepare each 1(one) copy of one of the 
following forms in accordance with the tip for preparation of information about 
production, export, import and refurbishing of medical devices as mentioned in 
Attached Tabel 1, and submit to the Chairman of the Korea Medical Devices 
Industry Association(hereafter the ‘KMDIA Chairman’) by April 15 of the year; 
provided that if otherwise specified by the Commissioner of the Korea Food & 
Drug Administration(hereafter the ‘KFDA Commissioner’) or the Chairman of the 
KMDIA, it may be submitted in form of telecommunication network including 
Internet, computer diskette, or tape.
1. Manufacturer : Attached Table 1 Form, Attached Form No. 2, Attached Form 
No. 3, Attached Form No. 4, and Attached Form No. 9 
2. Importer : Attached Form No. 5, Attached Form No. 6, and Attached Form 
No. 9 
3. Refurbisher : Attached Form No. 7, Attached Form No. 8, and Attached Form 
No. 9
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Under Paragraph 1, the Chairman of the KMDIA, who received the 
production, export, import, and refurbishing results of Medical Devices, shall 
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integrate the results(including those who have not submitted them) and report to 
the Commissioner of KFDA by June 15 of the year.
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Article 3 (Time Limit for Revision) 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 
Notification through examination of legal or current condition after issuing this 
notification shall be by August 24, 2012.

Addendum
. This rule takes effect from the date of announcement.

< 2009-136 , 2009.8.24> Addendum <No. 2009-136, August 24, 2009>
. This rule takes effect from the date of announcement

< 2009-199 , 2009.12.22> Addendum <No. 2009-199, December 22, 2009>
. This rule takes effect from the date of announcement


