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[Effective as of January 1, 2010]
[Presidential Decree No. 22075, March 15, 2010]
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Article 1 (Purpose) The purpose of this Decree is to stipulate the matters
delegated by the Medical Device Act and the matters necessary for the
implementation of the Medical Device Act.
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Article 2 (Constitution of the Medical Device Committee) D The Medical
Device Committee (hereinafter referred to as the “Committee”) under Paragraph
1 of Article 5 of the Medical Device Act (hereinafter referred to as the “Act”)
shall consist of fifty (50) or more but up to one hundred (100) members
including one (1) chairperson and two (2) deputy chairpersons.

(@ The Deputy Minister of Health and Welfare shall become the chairperson of
the Committee, and the Deputy Commissioner of the Korea Food and Drug
Administration shall become one (1) of the two deputy chairpersons of the
Committee. The remaining deputy chairperson shall be appointed among the
members of the Committee. < Amended on February 29, 2008 and March 15,
2010, respectively>
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(3 The Minister of Health and Welfare shall appoint or invite the members of
the Committee among the persons who fall under any of the following Items:
<Amended on June 12, 2006, February 29, 2008, and March 15, 2010,
respectively>

1. Government officials of Grade 4 or higher or government officials of general
position belonging to senior civil service who are involved in the duties related
to medical devices;

2. Persons recommended by organizations related to medical devices, civic
groups (non-profit private organizations falling under Article 2 of the Non-profit
Private Organization Support Act), or the heads of relevant academic societies or
colleges; or

3. Persons who have extensive knowledge and experience in medical devices.
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Article 3 (Term of the Committee members) The Committee member’s term
shall be two years. The term of a Committee member for government official,
however, shall be limited to the period of time during which the member is the
incumbent of the relevant position.
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Article 4 (Responsibilities of the Chairperson) (D The Chairperson shall represent
the Committee and oversee the operation of the Committee.
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@ If the Chairperson becomes unable to perform duties for unavoidable reasons,
a vice-chairperson designated by the Chairperson shall take his or her place as
the Chairperson.

Article 5 (Meetings) O The Chairperson shall convene a Committee meeting and
becomes the chairperson of the meeting.
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@ The Chairperson shall convene a meeting of Committee members without
delay upon receipt of a meeting request from the Minister of Health and
Welfare, the Commissioner of the Korea Food and Drug Administration
(hereinafter referred to as the “ KFDA Commissioner”), or more than one-half
(1/2) of the incumbent Committee members. <Amended on February 29, 2008
and March 15, 2010, respectively>
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@ In a Committee meeting, the Committee shall make a decision by the
affirmative vote of more than one-half (1/2) of the Committee members present
at such meeting where more than one-half (1/2) of the incumbent Committee
members are present.
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Article 6 (Hearings) The Chairperson shall request relevant parties or experts to
attend a Committee meeting and hear opinions when it is deemed necessary for
the agenda items under review.
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Article 7 (Subcommittee) (D The Committee may establish a subcommittee for
each area to facilitate the smooth operation of the Committee.
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@ A subcommittee shall consist of less than 20 members and the subcommittee
chairperson shall be elected by the subcommittee members from
within.<Amended on June 30, 2010>
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(@ The Chairperson shall appoint subcommittee members from among the
Committee members who possess in-depth professional knowledge and experience
in the relevant area.

@ A subcommittee meeting shall proceed when more than one-half (1/2) of the
incumbent subcommittee members are present and shall make a decision by the
affirmative vote of more than two-thirds of the subcommittee members present
thereat.
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(® The reviews or decisions made by a subcommittee shall be regarded as final
except when the Chairperson determines that it is necessary for it to be
reviewed again by another subcommittee.
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® For efficient review by a subcommittee, a subdivision may be established in
the subcommittee.<Newly enacted on June 30, 2010>
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(D The Minister of Health and Welfare shall determine the matters regarding the
types and operation of subcommittees and subdivisions thereof approved by the
Committee. <Amended on February 29, 2008 and March 15, 2010 and June 30,
2010 respectively>

ASZ(ATHY) DAY= Y3 HgAaEdS Abdol A+ - HESH] | Article 8 (Research Members) (D The Committee may have up to ten (10)

A3t 1020 olHe] ATFAYE & F Ak research members in order to conduct preparatory research and/or preview of the
Committee review agenda.

QATHAYL AU W wol Qs AMoJAlgS wE FAF- A8 | @ Research members shall conduct preparatory investigation or research into the

=3 matters under review by the Committee, the order of the Chairperson.
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@ The Committee may have up to ten (10) researchers in support of research
members.
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(® The Minister of Health and Welfare shall appoint research members and
researchers from among persons who possess in-depth professional knowledge
and experience in medical devices. < Amended on February 29, 2008 and March
15, 2010, respectively>
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Article 9 (Secretary and Clerk) O The Committee shall have a secretary and
some clerks.
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@ The Minister of Health and Welfare shall appoint a secretary and clerks from
government officials who belong to the Ministry of Health and Welfare or the
Korea Food and Drug Administration. < Amended on February 29, 2008 and
March 15, 2010, respectively>
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Article 10 (Compensation and Expenses) The Minister of Health and Welfare
may pay compensation and expenses for the Committee members, expenses for
experts attending the Committee meetings pursuant to Article 6, and research
fund and expenses relating to investigation and research for research members
and researchers. < Amended on February 29, 2008 and March 15, 2010,
respectively>

ANZFAFTY AA7E) OB A33xzA28e A o3 A F2 4 | Article 11 (Guidelines for Administrative Sanction Fine Calculation) D The

2 gudgle] T - AR F& Aoste RAEXFEHORT A= YFA | amount of the administrative sanction fine under Paragraph @) of Article 33 of

A A7) =l uhep H 7Nes A8t 2 sttt <A | the Act shall be calculated by applying the criteria in the attached table the

2008.2.29,2010.3.15> Ministerial Decree of the Ministry of Health and Welfare, taking the type and
degree of a violation into. < Amended on February 29, 2008 and March 15,
2010, respectively>

@A FFENAAHE B A - 5 - FAHFAATFY FHES Le} | @ The KFDA Commissioner, the city mayor, Goon-governor or Gu-governor

ols} Zrh w7 7|HAFALY] AMFTFE, e A= H 34 5 % | (meaning the or Gu-governor of an autonomous district unit; same hereinafter)

zZheto] A& Aol ok A Fe FAY 279 1 WLl A o]E 7} | may increase or reduce the amount of administrative sanction fine by up to one

T v AT F ook oyl Ttgete AdE AT T4 53R | half of the amount under Paragraph 1, considering the size of the business of

S z23e ¢ gt the medical device handler, the degree and frequency of the violation, etc;

inthecaseofsuchincrease,thetotalamountoftheadministrative sanction fine shall not
exceed 50 million Won.
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Article 12 (Imposition and Payment of Administrative Sanction Fine) (D In the
case that the KFDA Commissioner or the city mayor, Goon-governor or
Gu-governor is to impose an administrative sanction fine pursuant to Article 33
of the Act, they shall give written notice requesting payment, which shall
specify the type of the violation, the amount of the administrative sanction fine,
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the manner and period of filing an objection, etc.

@A FA me} FAE B A= FTAE we FHE 20¢ oJuld] | @ A person who has been given notice under Paragraph 1 shall pa y the
NAas AFFEddd Y £ A - o5 - T+ o] A= 971 ¥ | administrative sanction fine to the collection agency designated by the KFDA

of F&§ 0}04 of g}, opwk HA - AW 71 5 71 | Commissioner or the city mayor, Goon-governor or Gu-governor within 20 days
7] 7hﬂ o FAFSE FES + gl "= o] | from the date he/she receives the notice; provided, however, that if he/she is
el di-stefof gt unable to pay the administrative sanction fine within the said period due to a
natural disaster or calamity, or due to any other unavoidable cause, he/she shall
pay the administrative sanction fine within 7 days after cessation of such
unavoidable cause.

A2gke] Aol wel R T GEE 2 FEv|HS I dEA oAl o | @ The collection agency, which receives the administrative sanction fine
TS wHF3a, AAglo] FEAE S A FolFEAd T Y Y = A% - 7 | pursuant to Paragraph 2, shall issue a receipt to the payer, and shall, without
T FH3loJoF g}, delay, notify the KFDA Commissioner or the city mayor, Goon-governor or
Gu-governor of the fact of payment.

DA T o]& Tt FHT 5 gl @ The administrative sanction fine shall not be paid in installments.
A2z 2F3AF ugAd g AE) OH A33=A4d ZF w2 | Article 12-2 (Disposition against Non-payers of Administrative Sanction Fine) O
FolokEbdg A, A - 22 Fe BAHTS ok & A7 EH-7] | In case that a person responsible for paying an administrative sanction fine does

S W53} | not pay the administrative sanction fine by the payment deadline, the KFDA
U2 3} oF | Commissioner or the city mayor, Goon-governor or Gu-governor shall, pursuant
A= to the main body of Paragraph 4 of Article 33 of the Act, issue a reminder
letter within 15 days after the expiration of the payment deadline. In this case,
the new payment deadline shall be within 10 days from the date the reminder
letter is issued.

@A ut AAFS WA oY AUt 5SS Wux FH7|371A] | @ If the person who has not paid the administrative sanction fine pursuant to
HAws WA otHst¥ o ZF 3o & A& stofof gt Paragraph 1 fails to pay it by the new payment deadline even after he/she
receives the reminder letter, one of the following actions shall be taken:
9] Arge] w2 HAFa kA | 1. If the amount of the administrative sanction fine imposed is not less than

=z =

I FEFAAAES T A half of the upper limit of administrative sanction fine under Paragraph 1 of
Article 33 of the Act, the imposition of the administrative sanction fine shall be
cancelled and suspension of the business operation shall be ordered; or
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2. AT FHAE dde] S0l ¥ A3BzA 1 w2 HAT A e] | 2. If the amount of the administrative sanction fine imposed is less than half of
249 1 mdko]lH A s A H]J Ag AL do] wet A+ A the upper limit of fine under Paragraph 1 of Article 33 of the Act, it shall be

collected in accordance with the procedures for collection of unpaid national or
local taxes.

@AREA1S & AT FHAHES HALIE FAAAHES 3™ | O In the case that imposition of the administrative sanction fine is to be
Ao A 2L ol] Al /\1‘34 2 I W8S A5, MEdE A io] WA E A | cancelled and suspension of the business operation is to be ordered pursuant to
s AFAAA T Zad AES 7] AEeJoF & | Item 1 of Paragraph 2, it shall be notified in writing to the pertinent person

214 2007.7.3] subject to administrative sanction fine, and such written notification shall state
the specifics necessary for suspension of business operation, such as the reasons
for the change from the imposition of the administrative sanction fine to the
suspension of the business operation and the period of such suspension of
business operation. [Newly added on July 3, 2007]

ol

AM13ZFAT ) OF A372A1e] A wel 2Eo|okEerdd Article 13 (Delegation of Authority) ) The Commissioner of KFDA shall

2 U 2 5o EeS XA Fo kRt AAg g A ettt vl A|4%5 | delegate the following authorities to the head of the Regional KFDA as referred
FE AestA <L Xﬂ8_9_4 g0l = «] a71 712 g Akl ek @S #9] | to in Paragraph 1 of Article 37 of the Act; provided that in case of Items 4
st} <714 2007.7.3,2010.6.30> through 6 and Item 8, authority of the Medical Device Refurbisher is excluded.
<Amended on July 3, 2007 and June 30, 2010>

1. ¥ AexA2ge FAHo o3t FE5H AxAu 2 W A7TEA1FE] 74 | 1. Acceptance of a manufacture notification for each product under Paragraph 2
o ol AR AxAae 7. guk W Ale6xA3se] Ao upgl AZE | of Article 6 of the Act, and a conditional manufacture notification under
As7te] AAHIY Ao FE5EH ARADE e HASE A QS Paragraph 1 of Article 7 of the Act, except where a manufacture notification for
each product is filed at the same time as a in accordance with Paragraph 3 of
Article 6 of the Act.

2. ¥ AnzANEE A4xzAsEe] gl wel F8EE A5 XS | 2. Acceptance of an amended notification under Paragraph 1 of Article 11

the] e sk ‘?ﬂ%"dﬂﬂ g (including applicable cases under Paragraph 5 of Article 14 of the Act)

=

ol | 3. Acceptance of an import notification for each product under Paragraph 2 of
Tk, | Article 14 of the Act, and a conditional import notification under Paragraph 1 of
H 2—% Al | Article 7 of the Act which is applicable pursuant to Paragraph 5 of Article 14,
R= —E BAEE AL except where an import notification for each product is filed at the same time

as an import business for, in accordance with Paragraph 3 of Article 14 of the
Act.
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3-2. Deleted <June 30, 2010>

4. Giving an order for reports, or conducting visits, inspections, questioning or
collection under Article 28 of the Act

5. Giving an order for testing in accordance with Article 29 of the Act

6. Giving an order for recalls or destruction, and boxing or sealing under Article
30 of the Act

7. Giving an order to prohibit the manufacture of the product under Article 32
of the Act (limited to the products for which manufacture notifications under
Paragraph 2 of Article 6 of the Act were filed), an order to prohibit the import
of the product (limited to the products tor which product import notifications
under Article 14 of the Act were filed), an order for the partial suspension of
business operation, or an order to a refurbisher for the full suspension of its
business operation, and, in lieu thereof, imposition and collection of
administrative sanction fine, and closure of business operation against of the
refurbisher under Article 33 of the Act.

8. Renewal of a notification under Article 41 of the Act

9. Imposition and collection of an administrative default fine under Article 47 of
the Act (limited to the cases where, in violation of Article 41 of the Act,
renewal has not been completed in respect of a manufacture notification under
Paragraph 2 of Article 6 of the Act, a product import notification under
Paragraph 2 of Article 14, or a notification of refurbishing business under
Paragraph 1 of Article 15).

@ AFoFFHAAGE W A3TERAIG wt v 7 5o A%s 59
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(@ The Commissioner of KFDA shall delegate the following authorities to the
mayor of the special metropolitan government, the mayor of the metropolitan
city, the provincial governor, and the governor of the special self-governing
province Paragraph 1 of Article 37 of the Act; provided that in case of Items
4 through 9, the authority to be delegated shall be limited to the authority over
the Medical Device Refurbisher. <Newly enacted on June 30, 2010>

1. Acceptance of notification of refurbishing business as provided in Paragraph 1
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of Article 15 of the Act

2. Acceptance of amended notification as provided in Paragraph 1 of Article 11
of the Act, which is correspondingly applied under Paragraph 4 of Article 15 of
the Act

3. Acceptance of notification of closure, suspension and resumption of business,
or amended notification, as set forth in Article 13 of the Act, which is applied
mutatis mutandis under Paragraph 4 of Article 15 of the Act

4. Order for report, entry, inspection, questions, and collection as provided in
Article 28 of the Act

5. Order for testing as provided in Article 29 of the Act

6. Order for collection, destruction, etc., and boxing, sealing, etc. as provided in
Article 30 of the Act

7. Order for shutdown of business place or suspension of part or all of the
business as set forth in Paragraph 1 of Article 32 of the Act as provided in
Article 33 of the Act, and imposition and collection of an administrative

sanction fine in lieu of suspension of business operation as provided in Article
33 of the Act

8. Renewal of an accepted notification as provided in Article 41 of the Act

9. Imposition and collection of an administrative default fine as provided in
Article 47 of the Act

B3] <A1840135, 2004.5.25>

ADDENDUM <No.18401, May 25, 2004>

A1z (AaY) o] 92 20043 59 30U € Al dso)

Article 1 (Effective Date) This Decree shall take effect as of May 30, 2004.
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Article 2 (Amendment to Other Relevant Regulations) (D An amendment shall
be made in the Standard Ordinance of Facilities for Manufacturers, Importers,
and Sellers of Veterinary Drugs as follows:
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The “Veterinary Medical Instruments” shall be amended to “Veterinary Medical
Device(s)” in the title and the main body of Item 1 of Article 2 and Article 6
respectively.
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@ An amendment shall be made to the organization of the Ministry for Health
and Welfare, and the agencies and organizations under its supervision, as
follows:
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The “Medical Instrument(s)” shall be amended to “Medical Device(s)” in Item
18 and Item 19 of Paragraph 2 of Article 12.

@ An amendment shall be made in the Enforcement Decree of the Health and
Medical Service Technology Promotion Act as follows:

A2ZA3E 7HEF B E&TE “9RIV|"E

“Medical Instrument(s)” shall be amended to “Medical Device(s)” in Sub-item (@
of Item 3 of Article 2.

@ An amendment shall be made in the Enforcement Decree of the Income Tax
Act as follows:

“Medical Instrument(s)” shall be amended to “Medical Device(s)” in Item 3 of
Paragraph 1 of Article 110.

(® An amendment shall be made to the organization of the Korea Food & Drug
Administration and its affiliates as follows:

A9z A2F AT WA A49F5 D A102ASHA 15 A45-A115 % “o] 28
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“Medical Instrument(s)” shall be amended to “Medical Device(s)” in Items 41
through 49 of Paragraph 2 of Article 9, and Items 1, 4 and 11 of Paragraph 8
of Article 10.

®FAU | FE oA Y FUAFRAANAHT FAF et Lol A
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® An amendment shall be made in the Standard Ordinance of Facilities for
Pharmacies and Manufacturers, Importers and Sellers of Drugs, etc., as follows:
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“Manufacturing site for Drugs, Quasi-drugs, or Medical Instruments (hereafter
referred to as “Drugs, et al.”)” shall be amended to “Manufacturing site for
Drugs or Quasi-drugs (hereafter referred to as “Drugs, et al.”)” in the provisions
of Paragraph 1 of Article 3 other than each item thereof.
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“Paragraph 8 of Article 43 of the National Health Insurance Act” shall be
amended to “Paragraph 6 of Article 43 of the National Health Insurance Act” in
Paragraph 2 of Article 9.

DA BHF het el At

(@ An amendment shall be made in the Enforcement Decree of the
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Pharmaceutical Affairs Law as follows:
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“Drugs, Quasi-drugs and Medical Instruments (hereafter referred to as “Drugs, et
al.”)” shall be amended to “Drugs and Quasi-drugs (hereafter referred to as
“Drugs, et al.”)” in Item 2 of Article 11.

An amendment shall be made in the Enforcement Decree of the Specialized
Credit Financial Business Act as follows:

“Medical Instrument(s)” shall be amended to “Medical Device(s)” in the title and
main body of Article 11 respectively.

@ An amendment shall be made in the Enforcement Decree of the Foreign
Nongovernmental Aid Organizations Act as follows:

A4 A5 o] oFF -] of 7
SEEE X EREIR

“Drugs, Quasi-drugs, Medical Instruments, Hygiene articles, and Ambulances”
shall be amended to “Drugs, Quasi-drugs, Medical Devices and Ambulances” in
Item 1 of Article 4.

WyYgAago] ARl AT b3 2ol /g3

@ An amendment shall be made in the Regulation on Delegation and
Entrustment of Administrative Authorities, as follows:
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“Drugs (except for the Pharmaceutical Raw Materials designated by the KFDA
Commissioner), Quasi-drugs or Medical Instruments” shall be amended to “Drugs
(except for the Pharmaceutical Substances designated by the KFDA
Commissioner) or Quasi-drugs” in sub-item (9 of Item 2 of Paragraph 1 of
Article 35.

B3 <A195133, 2006.6.12>(L YT F L&

ADDENDUM (Staff Regulations of Senior Civil Service)
<No0.19513, June 12, 2006>

A1z (AL o] G2 2006 7€ 19HE AP}

Article 1 (Effective Date) This Decree shall take effect as of July 1, 2006.

A2z L A3E A

Articles 2 and 3 Omitted

Az (G HEZe HA) OWA <it61>4=F

Article 4 (Amendment to Other Relevant Regulations) Paragraph 1 through
<161> Omitted.

<60l w AR ARE gou o] AFAT.

An amendment shall be made in the <162> Enforcement Decree of the Medical
Device Act in part as follows:
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22 A3LA 155 47014 THAE 47 o]FY THYU v T FH | “Public officials of 4th grade or higher” of Item 1 of Paragraph 3 of Article 2

At &3l dnbdFFdro = g shall be amended to “Public officials of 4th grade or higher, or those of general
position belonging to Senior Civil Service”.

<163>U1 A <241>A8 =F <163 > through <241> Omitted.

B <A201573, 2007.7.3> ADDENDUM <No0.20157, July 3, 2007>
o] 42 2007 7€ 4UFEH AP}t opnk, A3z MATHL FXE F | This Decree shall take effect from July 4, 2007 provided that the amended
30do] A GHE Al provision of Article 13 shall take effect 30 days from the date of promulgation.
A <A]2067935., 2008.2.29>(E A BX71FH 9 O A2&7)H FHA) ADDENDUM (Organization of the Ministry for Health, Welfare and Family
Affairs and its Affiliates) <No. 20679, February 29, 2008 >

AlzAFY) o] g2 T GHE Ao Article 1 (Effective Date) This Decree shall take effect as of the date of
promulgation.

A2z H-E A8zt A A=k Articles 2 through 8 Omitted.

Aozt HH M) O FE <4a7> 7hA] A= Article 9 (Amendment to Other Relevant Regulations) Paragraph 1 through <47>
Omitted.

<48> o5 7|7 AlPH dFEE vpS- Zo] A3 An amendment shall be made in the <48> Enforcement Decree of the Medical
Device Act in part as follows:

A2ZA2% T “BRAFRARAAS “BARX7ISRap07 0w g The “Vice-Minister of Health and Welfare” of Paragraph 2 of Article 2 shall be
amended to the “Vice-Minister for Health, Welfare and Family Affairs”.

A2ZA3Y 2 & 9o BE, AsxzA2e, A7xzA6, AgEAS5e L A10% | The “Minister of Health and Welfare” shall be each amended to the “Minister

T “BARAFGAS 747t “BRARA VSR GA o R g of Health, Welfare and Family Affairs” in Paragraph 3 of Article 2 other than
each item thereof, Paragraph 2 of Article 5, Paragraph 6 of Article 7, Paragraph
5 of Article 8, and Article 10 respectively.

A9ZA2E T “BHABAFE “HARAA/NSHE R “H AR G3S “H | The “Ministry of Health and Welfare” shall be amended to the “Minister for

AFEA 7P G A0 2 gho Health, Welfare and Family Affairs” and the “Minister of Health and Welfare”
to the “Minister of Health, Welfare and Family Affairs” in Paragraph 2 of
Article 9.

ANZEAY T “RAFARH S “HAEA7FREH 02 s} The “Ministerial Decree of the Ministry of Health and Welfare” of Paragraph 1
of Article 11 shall be amended to the “Ministerial Decree of the Ministry for
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Health, Welfare and Family Affairs”.

<49> F-E] <80> 7} Ak

<49> through <80> Omitted.

232 <A22075%, 2010.3.15>

ADDENDUM <No. 22075, March 15, 2010>

A1z2A L) o] g2 2010 3 19958 A}, <oba] Ak

Article 1 (Effective Date) This Decree shall take effect as of March 19, 2010.

A2z(the WHEel AA) O FE <119> 74A A

Article 2 (Amendment to Other Relevant Regulations) Paragraphs 1 through
<119> shall be omitted.

<120> The Medical Device Ordinance shall be amended partially as follows:

<120> 9B A ARE G go] A,
A2zA2E F HABANERAV S WABARAB o2 B,

1l

“Vice-Minister of Health, Welfare and Family Affairs” shall be amended to the
“Vice-Minister for Health and Welfare” in Paragraph 2 of Article 2.

A2ZA38 2t & 9o BB A5ZA2I, A7Z2A6T, A8ZAS5E, A9ZA2

)
g 2 A0% F RARANERAAE 247 uABARGA o A,

“Minister of Health and Welfare” shall be amended to “Minister for Health,
Welfare and Family Affairs” in Paragraph 3 of Article 2 other than each item
thereof, Paragraph 2 of Article 5, Paragraph 6 of Article 7, Paragraph 5 of
Article 8 Paragraph 2 of Article 9 and Article 10.

“Ministry of Health, Welfare and Family Affairs” of Paragraph 2 of Article 9
shall be amended to “Minister for Health and Welfare”.

“Ministerial Decree of the Ministry of Health, Welfare and Family Affairs” of
Paragraph 1 of Article 11 shall be amended to “Ministerial Decree of the
Ministry of Health and Welfare”.

<121> ¥ <187> 7}A A=

<121> through <187> Omitted.

7 <A]22247%,2010.6.30>

ADDENDUM <No.22247, June 30, 2010>

, A7zl Nt

Article 1 (Effective Date) This Decree shall take effect as of January 1, 2011.
However, the provisions of Article 7 as amended shall take effect from the date
of promulgation.

A2 7 o N FA FAe Al e B
el SmAANFR Anel e, AR W el @ele o] dFse
of Qo me BYslwe] gEs/FAY Ane £, AE L 71w Y
A2 ww, Fh9 A0 ve Prlwe] U Ax R 7] Y= 1
of SFsts of ol wE PAsivel e Ax W o1 oe] A vt

Article 2 (Interim Measures concerning Disposition, Etc.) Acceptance, disposition
or other acts by an administrative body in respect of a refurbishing business
notification for medical devices under the previous provisions in effect as of the
effective date of this Decree shall be deemed to be the acceptance, disposition
or other acts by an administrative body in respect of a refurbishing business




g7|7IH A AP
[A1& 2011.1.1]
[thE3E 3 71222473, 2010.6.30]

Enforcement Decree of the Medical Device Act
[Effective as of January 1, 2010]
[Presidential Decree No. 22075, March 15, 2010]

notification for medical devices under this Decree, and notifications and other
acts to an administrative body under such previous provisions shall be deemed
to be notifications and other acts to an administrative body under this Decree.




