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Refurbishing of Medical Device
KFDA notification No. 2009-199,
December 12, 2009

A1ZEA) o] AL J87)7H A12Z2A)23, A|14x A58, A152A43F | Article 1 (Purpose) The purpose of these Rules is to specify details to submit
D Aol A 15228, A20ZA 28] FA- 23l 2§ 7])7] A | information on production, export, import and refurbishing by manufacturers,
ZUA, F£YLAA 2 AR AL 2 & - 49 - 58] A& B | Importers, or Refurbishers of Medical Devices under Paragraph 2 of Article 12,
o} #AAE3 A FAEE 7RSS EHo2 3. 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.

ARZARAR D FF -9 -599 AApi) OJdar7] AFRHUA, —’,‘—?J Article 2 (Submission of information on Production, Export, Import and
Ax = FEUGAE AdEe A D £ .59 -y dFS Refurbishing Results) @ The Manufacturers, Importers, or Refurbishers of Medical
ol o] v Z4E 19 MAS dH 1 9577 A 2 F& - vr?:] 4= | Devices, with regard to reporting of production, export, import, and refurbishing
A8 Rux ZAeH ugt zb 18¥ sl Feldx 49 15471%] | results for the previous year, shall prepare each 1(one) copy of one of the
g2 ol g 77| g 3l o] A A A=3dle]or st} thuk, A E 9] °‘t“°}X17§ following forms in accordance with the tip for preparation of information about
Folt} 257 7|2dE3 e Fo] HEE AJ AL = <¢EelYl 5 A | production, export, import and refurbishing of medical devices as mentioned in

EAY, AFH 2 == HolZ® AET F+ Yruh Attached Tabel 1, and submit to the Chairman of the Korea Medical Devices
1 AZGA : dRA] ALEA Y, R A2z A2, HA] A3&A2], A A|4% | Industry Association(hereafter the ‘KMDIA Chairman’) by April 15 of the year;
AA, EA A9E A A provided that if otherwise specified by the Commissioner of the Korea Food &
2. 2. FAGA - dA A5 A4, EA] A6ZAA, BX] A9ZA A Drug Administration(hereafter the ‘KFDA Commissioner’) or the Chairman of the
3.3 FEPA  BA ATIAA, X A8Z A, WX A9Z A A 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
@A 18te] A 23t 97779 *31} o F=E .5y - F=HAAS A | @ Under Paragraph 1, the Chairman of the KMDIA, who received the
Zuro gy 7| AgP3 Y AL 1 AFE 2ImAE YAS FF | 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 MRegulations 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
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This rule takes effect from the date of announcement.

B X <#]2009-1363., 2009.8.24>

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

K Z<A]2009-199%, 2009.12.22>

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




