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Regulations for Product Classification of Medical Device and Class by Product
KFDA Notification No. 2009-41
(Amended on June 30, 2009)
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Article 1 (Purpose) The purpose of these regulations are to specify matters
necessary for medical device products and classes of each product as set forth
in Article 3 of the TMedical Device Act; and Article 2 of the Enforcement
Regulations of the Act.

Article 2 (Criteria for Product Classification) @ If products are parts of medical
devices being independently manufactured and distributed with major functions to
display the performances of medical devices and achieve the purpose of use,
requiring the securing of safety and effectiveness, they can be classified into
separate medical device products.

@ If two or more medical devices are combined to be used as separate medical
devices, the whole can be classified into one medical device.

Article 3 (Products and Classes by Products of Medical Devices) The medical
device products and classes of each product as provided in Attached Table 1 of
the "Enforcement Regulations of the Medical Device Act; areas mentioned in
the appendix.
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Article 4 (Application for Examination of Conformity of Medical Device, Etc.)
@ A party who is to apply for examination of whether or not a product
corresponds to a medical device as set forth in Paragraph 1 of Article 2 of the
"Medical Device Act, shall submit the following information to the KFDA
Commissioner:

1. Information about the purpose of use of the product;

2. Information about appearance and structure, raw material, performance, usage,
etc. of the product; and

3. Information about the principle of action and specification of the product
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@ The KFDA Commissioner, upon a request for examination in the above
Paragraph 1, shall examine whether or not the product corresponds to Paragraph
1 of Article 2 of the TMedical Device Act; or to individual product
classification in the appendix, its class can be classified and designated, etc., and
notify the applicant of the result in 10 days.
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Article 5 (Re-examination of Regulation) The KFDA Commissioner, regarding
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A A g feasibility by June 30, 2014, and decide to abolish, relax, or maintain the
regulation.
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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 June 30, 2014.

ADDENDUM <March 23, 2005>
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Article 1 (Effective Date) These Regulations shall take effect from the date of
notification.
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Instruments, Etc. (KFDA Notification No. 2003-22, May 17, 2003) shall be
abolished at the same time with enforcement of these Regulations.
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X 2 <2005.12. 6>

ADDENDUM <December 6, 2005>

Article 1 (Effective Date)These Regulations shall take effect from the date of
notification.

Article 2 (Amendment of Other Notification) In the Regulations on Medical
Device Approval, Etc. (KFDA Notification No. 2005-63, November 3, 2005), the
appendix shall be newly enacted as mentioned below.
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Article 1 (Inteim Measures for Change of Classification code, Classification
Name , and Class) Among products that have already been approved or reported
under the existing provisions, if their classification code, classification name ,
and class are changed as mentioned in the appendix of the Regulations for
Product Classification of Medical Device and Class by Product (KFDA
Notification No. 2005-, November 2005), it shall be deemed that they are
changed without specific procedure for change.
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Article 2 (Interim Measures for Newly Designated and Classified Products)
"Products made of materials of human origin that are mixed with additives and
secondarily processed for functional improvement in B04230 Graft/prosthesis,
biomaterial and C12070 agent, dentine, primer", which are reclassified and
notified in the "Regulations for Product Classification of Medical Device and
Class by Product (KFDA Notification No.2005-71, December 6, 2005)", can be
manufactured from May 1, 2007 and imported from December 1, 2006 by a
party who has obtained manufacturing(import) business license of medical
devices.
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Article 1 These Regulations shall take effect from the date of notification.
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Article 2 (Amendment of Other Notification) In the Regulations on Approval,
Etc. of Medical Devices (KFDA Notification No. 2005-63, November 3, 2005),
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the appendix shall be newly enacted as mentioned below.
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Article 1(Inteim Measures for Newly Designated and Classified Products) It
shall be deemed that in "B 10010 Blood glucose test strip [1] Blood glucose
strip”, among products newly class and notified in the "Regulations for Product
Classification of Medical Device and Class by Product” (KFDA Notification No.
2006-44, September 28, 2006)", those that have obtained product license or
product notification as drug under the Pharmaceutical Affairs Act at the time
when this Notification was enforced have obtained product license or product
notification of medical device under the Medical Device Act. However,
manufacturers and importers of the products that fall under the interim measures
shall obtain product license or product notification of medical device under the
Medical Device Act by May 30, 2007. The observances of manufacturers and
importers for the product, which are deemed to have obtained product license
or product notification under the above regulation, shall be as provided in
Articles 2 and 3 of the appendix of the Enforcement Regulations of the Medical
Device Act(The Ordinance of the Ministry for Health, Welfare and Family
Affairs No. 291).
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ADDENDUM <January 6, 2009>
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Article 1 (Effective Date) These Regulations shall take effect from July 1, 2009.
However, regarding ‘Refrigerator, pharmacy’, ‘Glove, patient examination’, and
‘Blood coagulation test strip’ newly classified under amendment of this
notification, the Regulations shall take effect from July 1, 2010.
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Article 2 (Interim Measures) (' Among products that have already been
approved or reported under the existing provisions, if their classification code,
classification name , and classes are changed as mentioned in the appendix
hereto, it shall be deemed that they are changed without specific procedure for
change.
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@ If application for approval, report, request for review, and other applications
are filed under the previous provisions when this notification is enforced, the
previous provisions shall be followed.

@ A party who is to manufacture or import ‘Refrigerator, pharmacy’, ‘Glove,
patient examination’, and ‘Blood coagulation test strip’as newly classified under
amendment of this notification, may apply for product manufacturing(importing)
license of medical device or submit a product notification prior by the date of
enforcement of these Regulations.
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ADDENDUM <June 30, 2009>

o] 1AL uAF GHE AP

These Regulations shall take effect from the date of notification.




