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Regulations for Approval, etc. of Medical Device

Al F ol ekEebdd LAl A2010-59% KFDA Notification No. 2010-59
(2010.7.27, 7N A) (Amended on July 27, 2010)
A1 = F Chapter 1 General Provisions
AMEEGEA) o] 42 Tos577I¥ A&+, A5ZzAS5EZ #|18%4138 | Article 1 (Purpose) The purpose of these Regulations is to specify details on
o wE Az F 9 75779 37}, Ala ol #I AFANSS A S | approval, license, notification, product notification, etc. of manufactured and

imported Medical Devices as set forth in Paragraph 5 of Article 5 and
Paragraph 3 of Article 18 of the "Enforcement Regulations of the Medical
Device Act; .
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Article 2 (Definition) The definitions of the terms used herein are as mentioned
below:

1. "Same Product Group"means a product group consisting of a series of
products (series products) which have different colors, or of which
components are changed or to which components are added, provided that they
have the same purposeof use, use method, manufacturing method,
materials (only for medical instruments and dental materials), among the Medical

sizes, etc.,
and raw

Devices whose country of production, manufacturer, and product item name are
same, with the exception of the cases requiring submission of data mentioned in
Item 2, Paragraph 2, Article 7 of the 'Enforcement Regulations of the Medical
Device Act; (hereafter "Enforcement Regulations") since the structure, principle,
performance, purpose of use, use method, etc. of the product items are not
essentially equivalent to those of the approved product items.

2. "Single-use Medical Devices" mean Medical Devices that are intended to be
used one time or to be used for one patient at one procedure.

3. "Combined Medical Device" means two or more Medical Devices combined
into one Medical Device, which perform combined or improved functions.

4. "Composite Medical Device" means Medical Devices formed in one packing
unit by composing two or more Medical Devices into one set or system.

5. "Recognized Standards" mean standards that are separately specified and




57]7] 37k S #F #A
A Zojokxzolbd A LA A2010-59%
(2010.7.27, 7 4)

Regulations for Approval, etc. of Medical Device
KFDA Notification No. 2010-59
(Amended on July 27, 2010)

published by the Commissioner of Korea Food & Drug Administration (hereafter
"Commissioner") based on the standards recognized in Korea and overseas.

6. "AAFA A gE77I" A A= FAA fddol Awrlgk 25 | 6. "Recognized Standards-Complying Medical Devices"mean Medical Devices

=5 a7l F AFY Fx2 As 4ol APstE oJR57]7]EA o] | with the standard structures and performance specifications among class 2

Hrg Asto] Falsks o 87|7]|E w3 Medical Devices with minor potential risk to the human body, which are
separately specified and published by the Commissioner.

A2 AZX - FLEEFIHA T Chapter 2 Product Manufacture License, Product Import License, Etc.

A3ZFEEI 5) OFE/ =8 Auns AHstaA s A% 5 | Article 3 ( Product license, Etc.) (D In case that the products in respect of

Algaol sl Gsts Aol shue] F537F e A=z 23 4= 9tk | which a product license is desired to be applied for or a product notification is
desired to be filed fall under the Same Product Group, such products can be
covered in a single product license application or a single product notification.

@zFgw7]719 FEHE F9 7|5S W3 JuV|7|E EF3, £ | @ The product name of a Combined Medical Device shall be classified as a

dH 7 o771 T80 UE Afde 2 JRVVF HY =S $13% | Medical Device performing the major function among the component Medical

of oz FHI oiul x3E 7t gRVVE BT AFols= 279 | Devices of such Combined Medical Device, and if each of the component

77714 Wl FEHIIIE WAY ANuLE ook gt} Medical Devices of a Combined Medical Device has different classes, such
Combined Medical Device shall be classified into the class of the Medical
Device having the highest risk among the component Medical Devices of such
Combined Medical Device. However, if each of the component Medical Devices
of the Combined Medical Device is separated from the Combined Medical
Device, a product license shall be obtained, or a product notification shall be
filed, for each Medical Device.

Q@EFF T 7= e Zzd W F537E LAY A2E dlejok | @ For Composite Medical Devices, product license shall be obtained or product

A= notification shall be made as follows:

1. 54 53 4" 9ga57)71e T8 AE854 == 7]5S @3 8F= | 1. The product name of a Composite Medical Device shall be classified as the

AgRVI7IZ2 BEFIY FEFHE AEE 4 Ut} Medical Device performing the main purpose of use or functions of the
Composite Medical Device, and the middle-category name may be used;

7zt o5 7)719 Twol vE Afols 1 9577IF 7HE = | 2. If each of the component Medical Devices of a Composite Medical Device

has a different class, such Composite Medical Device shall be classified into the
classof the component Medical Device having the highest risk among such
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component Medical Devices; and

3. When, for a Composite Medical Device, a product license is obtained or a
product notification is filed, classification number, commercial name
(classification name and model name), and class of each of the component
Medical Devices of such Composite Medical Device shall be mentioned.
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@ With respect to a Combined Medical Device or a Composite Medical Device
for which a product license has already been obtained or a product notification
has already been filed under the above Paragraphs 2 and 3, if a product license
is intended to be obtained or a product notification to be made for each ofthe
component Medical Devices of such Combined Medical Device or such
Composite Medical Device, documents mentioned in Items 1 through 3,
Paragraph 1, Article 5, and Items 1 through 3, Paragraph 1, Article 18 of the
Enforcement Regulations may not be submitted for purposes of the product
license, and, documents mentioned in Items 2 through 3, Paragraph 1, Article 5,
and Items 2 through 3 of Paragraph 1 of Article 18 of the Enforcement
Regulations may not be submitted for purposes of the product notification.
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(® For products for which a long time is required to determine the
classification, such as newly developed Medical Devices, etc., product license can
be obtained or product notification made using a middle-category name or a
separately specified classification name , and classification code. In this case, the
classification criteria under Article 2 of the Enforcement Regulations shall be
applied for classification.

717191981 e] AoE AR AT A J=5r)7]eh 2ol &

® The Commissioner shall select Recognized Standards-Complying Medical

3= ol S AAsE QEYl FHolA] 58 T Fadto]of 3}, | Devices and the relevant Recognized Standards  through a review conducted by
olE F7F v WASAY AT Aol WA Fastoof g the Medical Device Committee, and publish the same on Internet homepage, etc.,
and in case of adding or changing, or excluding the same, the Commissioner

shall make an amended public notice thereof.
AAZEE 7T AH T) OAl B2 A5z} A8zl wE A3 - =93 | Article 4 (Application for Product License, Etc.) ) An application for product
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manufacture license/ product import license or a product manufacture notification/




877 87t T # F4
A EookEAAY 1A A2010-595

(2010.7.27, N 73)

Regulations for Approval, etc. of Medical Device
KFDA Notification No. 2010-59
(Amended on July 27, 2010)

of #at A, (AESAFERALY Aol wek AAstelel @k o] A%
29e Abgstel 44EAY, AT ACD, HU2A )

product import notification as provided in Articles 5 and 18 of the Enforcement
Regulations shall be prepared in accordance with the "Regulations for Reviewing
Technical Document, etc. of Medical Device; (KFDA Notification). In this case,
a dedicated program specified by the Commissioner shall be used or they shall
be submitted in electronic media (CD, diskette, etc.).

DFFLE HHOE AL FARA H= S, ALRA AsEAIAl
Tob AsEAIFAITA e AFE AFSA kB £ Ak o] A5 Al
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@ If manufacturing/importing is intended only for export, documents under Item
1, Paragraph 1, Article 5 and Item 3, Paragraph 1, Article 5 of the Enforcement
Regulations may not be submitted. In this case, the indication "Only for
Export"shall be written in the remarks field of the application for license or
notification at the time when the application for product manufacture or import
license (notification) is filed.

@A2Fel wet s WAY AnG F
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@ If the product items for which a license has been obtained or a notification
has been filed under the above Paragraph 2 is intended to be marketed, a
product license shall be obtained or a product notification shall be filed as
provided in Articles 5 and 18 of the Enforcement Regulations.

@DFaRY71Y FUEESI 2 AuAd = /A A] 2 2134 B3 | @ Upon filing an application for product import license or a product import
ol "Fuolgmy|7|"g = E7|E dlolof ki) notification for used Medical Devices, the indication "Second hand Medical
Device"shall be written in the remarks field of such application or notification.
OA3ZA6T N WE AFFH i JBRVIVIE FES/ME AHE A & | B If a product license is intended to be applied for with respect to the
v Agde A AszAIFA1ES] AFE doste] AdA- A A E | Recognized Standards-Complying Medical Device as mentioned in Paragraph 6 of
s THotE APHAANGAAE AlZFsho] ok b’}t} o] A%, AFAAIAA | Article 3 herein, a test report proving that it is in conformity with the
= TYB571719, (elst "wHrolgl skth) A29Fe] uwhEl 2 E o oFE ot A A ol | recognized standards shall be submitted in lieu of the documents mentioned in
SEH A HAAIH ()8 "ATH AAL | ol dkthyo] al sk Flof dkT). | Item 1, Paragraph 1, Article 5 of the Enforcement Regulations; in this case, a
test report shall be limited to the one only issued by a testing laboratory
(hereinafter "Testing Laboratory") registered with the KFDA as provided in
Article 29 of the "Medical Device Act; (hereafter the "Act").
ASsZEF AFxae FAFIAAY FFAAAF) Al F2 Zﬂl A1&A) | Article 5 (Quality Management Compliance Certificates for  Foreign

250 02 9% Aziel FARAY AGAR AR e A5 ofm
shipel sl stelef g,

Manufacturing Places) The quality management compliance certificate for foreign

manufacturing places as provided in Item 2, Paragraph 1, Article 18 of the
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Enforcement Regulations shall be one of the followings:

1. Documents recognizing that the manufacturing place is equivalent to the
Manufacturing and Quality Management Standards for Medical Devices under
Attached Table 3 of the Enforcement Regulations or in conformity with the
higher standards, provided that such documents are issued by the government of
the country of production or an agency authorized by the government

2. Documents recognizing that the manufacturing place is equivalent to the
Manufacturing and Quality Management Standards for Medical Devices under
Attached Table 3 of the Enforcement Regulations or in conformity with the
higher standards, provided that such documents are issued by organizations
recognized by the Commissioner (BSI, TUV, UL, CSA, DNV, etc.)

3. "Quality Management Standards Compliance Certificate", which is issued by a
quality control review agency registered in the KFDA through review under the
Manufacturing and Quality Management Standards for Medical Devices as
mentioned in Attached Table 3 of the Enforcement Regulations

4. ISO 9001 compliance certificates issued by organizations recognized by the
Commissioner (BSI, TUV, UL, CSA, DNV, etc.) if the item is not specified by
the government of the country of production as a Medical Device, or if it is a
Class 1 Medical Device(except sterile Medical Devices)

5. Test report of a foreign manufacturing place, quality manual, and
self-compliance declaration, from which it can be recognized that proper quality
control equivalent to ISO 9001 or higher standards is being implemented, in the
case of Class 1 Medical Devices (except sterile Medical Devices) for which the
government of the country of production does not conduct a review of
manufacturing and quality management standards.

A6z 2A|<2009.12. >

Article 6 Deleted <December 2009 >

ATZELAE AE) Aad1F A18xA 1384
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Article 7 (Examination of the Same Product)Those who intend to get
confirmation that the product is the same product of the same manufacturer(in

case that the country of production, the manufacturer, and the manufacturing
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place are same) under the proviso of Item 1, Paragraph 1,
Enforcement Regulations shall make application to the Commissioner, together
with data proving that the product is same as the approved product
(manufacturing/distribution certificate, user guide, etc.), and the Commissioner
shall notify the result of examination within 10 days.
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Article 8 (Amended licenses, Etc.) D Upon changes in one of the followings,

an amended license shall be obtained or an amended notification shall be filed

in respect ofsuch changes
Regulations:

pursuant to Articles 14 and 21 of the Enforcement

1. Change in model name
2. Addition of Medical Device models that fall under the Same Product Group;

3. Change in components, etc. of a Combined Medical Device or a Composite

Medical Device;

. Change in raw materials;
. Change in appearance, structure, and size;
manufacturing method(process);
. Change in performance and purpose of use;

. Change in

4

5

6. Change in
7

8 instructions for use or operational method;
9

. Change in cautions for use;

10. Change in storage method and valid term(including period of use );

11. Change in standard specification and test method;

12. Change in packing unit;

13. Change in representative;

A. Change in the representative among the directors of the corporation; or
B. Change in the representative by way of transfer

14. Change in company name(including the manufacturer of the exporting
country in the case of imports); and

Article 18 of the
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15. Change in location (including the manufacturer of the exporting country in
the case of imports).

@2HA<2007.5.12>

@ Deleted <May 12, 2007>
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@ Upon changes in the licensed matters falling under Items 2 through 11 of
Paragraph 1, documents under Item 1, Paragraph 1, Article 5 of the Enforcement
Regulations shall be submitted; provided that upon one of the followings, those
documents may not be submitted:

1. Change of structural component that does not influence physical strength,

FEol FIS FA X WM, 3l e wjAde WA,

Xﬂoij——J 29x 59 g = 9 W8A SOl dldsEt= AMd F 2l &7] | change of circuits or wiring, or change of form or position of switches, etc. in

719 b E Ao dFgS AR e BE the control unit, to the extent that such change does not have an effect on
safety and performance of the Medical Device;

2. H A8z wE =74 5 M Toz Aol WAHE XA AH$- | 2. If change is directed by the Commissioner due to amendment of the standard
specifications under Article 18 of the Act or other amendments; and

3. FEUS FHoR st 98577 3. Medical Devices for export only.

@DANFA 6T T AXTAHY AREE Agss Aol A3 A52A11 | @ In case of subcontracting the whole manufacturing process as mentioned in

dA25 o MFE AEstor o Item 6 of the above Paragraph 1, documents specified in Item 2, Paragraph 1,

Article 5 of the Enforcement Regulations shall be submitted.

OA1ZA 135 =] Alate] ek WA
E A Estoior i}

(® In case of change in the matters specified in Sub-item B, Item 13, Paragraph
1, documents proving the transfer shall be submitted.

70

®AZAISE T FHF] FEH A=A 244 dF

1841425 9] MFE AEske]oF gt

A&t Al

® In case of change of location of the manufacturer in the exporting country as
mentioned in Item 15 of the above Paragraph 1, documents specified in Item 2,
Paragraph 1, Article 18 of the Enforcement Regulations shall be submitted.

@ANFel e Ereta ARIFH A4xAA4Z] wet PN ES AT E
AR E LRFHE AEste] MAs7E wAY B MANns @
Ao Hi AfE 8779 A R A 9FE vAA 9 A
g mgow W 49 L)

(@ Despite Paragraph 1, an amended license shall be deemed to have been
obtained, or anamended notification shall be deemed to have been filed, by
submitting documents mentioning the relevant changes (including electronic
documents) as set forth in Paragraph 4 of Article 14 of the Enforcement
Regulations, only to the extent that such changes are minor ones not influencing
safety and performance of the Medical Device, as specified in Attached Table 4.




57|7] &7t Tl #F 7A Regulations for Approval, etc. of Medical Device
Aol oFEetdd LAl A2010-59% KFDA Notification No. 2010-59

(2010.7.27, 71 4) (Amended on July 27, 2010)

4] w2 Aulgk Abg AAH ] A gole WA B Alvbg Al Z2d A4 In case of a minor change as specified in Attached Table 4, the date and
%}‘}’jx}ﬂ- A FEIE £ FEAnT sidel EA 2 XA | description of such change shall be mentioned by the manufacturer or importer
S, @l MALA AAUNES 7 ASFoF gy in the "Description of Change and Disposition, Etc.; field on the back of the
relevant product license or product notification whenever such change occurs.
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K3

3l WA A4s A 249 | @ The manufacturer or importer, regarding changes specified in Attached Table

= o
RO (HAAEAME Egstchol dx4 7] ZufA(CD, txAl 5)E H535t9 | 4, shall submit a product notification as per the Attached Table 4 Form
WA @A Aleith = ould Hx U B Aad ﬁ"’é‘ja o 4k&Fe] 1 | (including an electronic document), together with electronic recording media(CD,
W oFekel WA g diste] 7 £ Alude] &3t €eo Td7bA| | diskette, etc.) to the Commissioner of KFDA or the head of the competent local
A e B A EookEebd A Aol s "A A A olgl stthol Al Al | food and drug administration (hereafter referred to as the "Commissioner of

Zotofof gt Regional KFDA") (i) upon every change or (ii) by the last day of the month of
each year (the "Change Submission Date") in which falls the relevant anniversary
of the date of the initial license or notification, with respect to changes that
occurred during the one- year period ending in the month immediately preceding
the month in which the Change Submission Date falls.

A3 ALY 57]7] Chapter 3 Medical Devices for Testing, Etc.

1 5
AIZANEE 957171 5 ) OH A29xe w2 AP HA 7| B2 Al | Article 9 (Confirmation of Medical Devices for Testing, Etc.) (D Under Article
S U5k, AWAGL A2 HE AesAo tst] va ZF &9 T | 29 of the Act, the head of the Testing Laboratory shall issue a certificate for
of W& FRIME et Item 1 and the Commissioner of Regional KFDA shall issue a certificate for
Items 2 through 6 below:

1. FHEFES7EE 2] S AlgE 957]7] 1. Medical Devices for testing to obtain import product license;

2. 985717 FHAA, el FEAE7E AFA B 2 714 S | 2. Medical Devices for product item designation, class review, quality control

AL o] 5 7]7] standard validation, technical file review, etc.;

3. A A G sl WE ARAIEE] 877 3. Medical Devices for clinical trial under approval of the clinical trial plan ;

4. AFE NS T B A4 A8 98577 4. Medical Devices for research for clear research purposes, such as product
development

50 AlFS] A= g9 58 g AL o577 5. Medical Devices for samples for the purpose of identifying the actual size of

the product; and

6. = AFshe= F AMESIE AES A T AlE AFESH7] 918 A} | 6. Medical Devices for self use for continuous use by a person of the product
7F AHEE 98 7]7] that has been used by such person during his or her stay abroad, if such person
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desires to use such Medical Devices after returning to Korea .
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(@ When a person intends to be issued a certificate in order to import Medical
Devices for testing, etc., an application shall be made to (i) the head of the
Testing Laboratory in the case of Item 1 of Paragraph 1, or (ii) the
Commissioner of Regional KFDA in the case of Items 2 through 6 of Paragraph
I, in each case, by attaching the data proving the form, performance, use, etc.
of the product (including a use plan) to a certificate for Medical Devices for
testing, etc. as per Attached Form No. 2 provided that if technical documents,
etc. for Medical Devices have already been reviewed by the Commissioner of
Regional KFDA or the clinical trial plan for Medical Devices has been
approved, just a use plan shall be submitted among the attachments.

OALAEE e AP Hl AEER87]7E
& Agols A gzl sidst=A AT FAE
4 e HESF

oft 2L

@ If the Commissioner of Regional KFDA or the head of the Testing
Laboratory intends to issue a certificate for Medical Devices for testing, etc, they
shall examine whether or not it comesunder one of the items mentioned in the
above Paragraph 1, as well as appropriateness of the number of the certificates
applied for (including a use plan ).

A4 AR AA

Chapter 4 Testing

AEA DA AA) 8 A0z de Addarnd w17 A9
AAE AFetaz sk s AdAAIwel 84 A3 AAe] AgAe
Oe A5l ARE Rstel AQE A=77)% 3A AEselol dut,

A&t ASEAIZA IS e FajAlEe] VledA Sl

Article 10 (Application for Testing) Those who are to apply for testing of
Medical Devices to the Testing Laboratory as specified in Article 29 of the Act
shall submit, to a Testing Laboratory, an application as per Attached Form No.
3, together with the following data and the Medical Device for testing:

1. Data on technical documents, etc. of the product as provided in Item 1,
Paragraph 1, Article 5 of the Enforcement Regulations;

2. In the case of import, as data that can prove the Medical Device for testing,
the Standard Customs Prediction Report under the 'Consolidated Public Notic
e (Ministry of Knowledge Economy Notification) and a copy of import report
certificate under the "Notification of Handling of Import Customs Affairs
(Korea Customs Service Notification); and

3. Test report (limited to only for test report recognized under  Article 13
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Article 11 (Testing) D The head of the Testing Laboratory shall perform testing
according to the test specification or the test item specified in the technical
documents etc. of the product; provided that if the Medical Device comes under
a Recognized Standards-Complying Medical Device, testing may be conducted in
accordance with the published Recognized Standards.

QAN E B7sa A
e ABAAGEA el =
Sl NGAMNE 9T & o

H7E Qe A% 79 AME ol 8% £

@ Despite the above Paragraph 1, the head of the Testing Laboratory may
make a request for testing to Korean and overseas public testing laboratories,
authorized research institutes, colleges, etc. for testing items which cannot be
tested in the Testing Laboratory. If there is no specific equipment necessary for
testing of the product, other facilities are available.

NFAAA A2 me BAT T
7/\].‘— /Kga]:‘d—\:]r

(@ When testing the Same Product Group, the head of the Testing Laboratory
may omit any repeated tests related to safety of raw material or the same
components.

@A A7 B2 A2 ATZANSTH A427kA4 2] el ofste] A E
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@ If the test result of the Medical Device tested under Items 1 through 4,
Paragraph 1, Article 15 is nonconforming, the head of the Testing Laboratory
shall notify the Commissioner of Regional KFDA of the applicant and matters
about the product, reason for rejection, etc.
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(® The Commissioner of Regional KFDA shall take necessary actions so that a
Medical Device notified as nonconforming under the above paragraph 4 shall not
be distributed.
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® For Medical Devices requiring installation etc. to perform testing, the head of
the Testing Laboratory may conduct testing in the domestic and overseas places
where those Medical Devices are installed.
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Article 12 (Acknowledgment of Test Report) (D If the applicant submits a test
report issued by a Testing Laboratory coming under one of the followings, the
head of the Testing Laboratory may examine and acknowledge such report , and
if the test report is a copy, it shall be confirmed by the head of the Testing
Laboratory or its reliability shall be secured such as by way of notarization, etc.:
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1. AFofERAA 5H 577l AFAA7# 1. Testing Laboratories for Medical Devices registered in the KFDA; and
2. A FoFEd A Ao TEH RV AGHAHo] obd A g-oli= 9] | 2. If the testing laboratory is not registered in the KFDA, an institution issuing
2717] 71w S Aol B3 A (A Fe oot dd 1Al upbE Al | a test report under the Regulations for Reviewing Technical Document, etc. of
AAANGAANE Tt 71H e AFYgEddAd S5 A HAY] | Medical Device; (KFDA Notification) or an institution which has entered into a
7t FEAAFHA ] o] Folx 7 mutual recognition agreement with the Testing Laboratory registered with the
KFDA
@A A g3 AFHAL| BRG] T AFHAG A= FFe] | @ A test report issued by the head of the Testing Laboratory as provided in
Ol A3 o] atol Aol o3t AlFZHALA Kol thslolyt ol sk} Paragraph 1 shall be recognized only with respect to the test record under the

aforesaid test method recognized by the Commissioner.

QA A = % AR ol 9SS FH3e A4 I FEWS 94 | @ If the testing requirements are met with respect to some of the test items,

st 4= Q) o] A 2 YA & tisted = A11x29 g+l 2/d AlE | only the test results relating to such test items can be recognized. In this case,

AALE AA 0}011°]= ghrt. testing shall be conducted for the other test items as provided in Article 11
herein.
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in Articles 11 and 12 herein, the head of the Testing Laboratory shall issue a
test report as per Attached Form No. 4 of the "Regulations on Designation of
Testing Laboratory for Drugs Etc., Cosmetics, and Medical Devices; (KFDA
Notification) according to the result.
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@ If the result of total inspection specified in Item 2, Paragraph 1, Article 14
herein is conforming , the head of the Testing Laboratory shall issue a test
certificate, and if it is not conforming, shall notify the reason to the applicant
for testing and the Commissioner of Regional KFDA.
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Article 14 (Items for Total Inspection, Etc.) Items subject to total inspection in a
Testing Laboratory pursuant to Article 29 of the Act and Item 6, Paragraph 1,
Article 20 of the Enforcement Regulations are as follows:

1. In the case of Medical Devices that are recognized by the Commissioner to
require specific control for the purpose of protecting citizens’ health and securing
safety and efficacy; and

2. In the case of import of used Medical Devices.
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@ If the result of a final inspection specified in the Manual of Product
Specification which is conducted with respect to an importer of used Medical
Devices subject to notification is conforming, it shall be deemed that the
inspection as provided in Paragraph 1 shall be deemed to have been conducted
with respect to such person.
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Chapter 5 Testing Laboratory, Etc.
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Article 15 (Services of Testing Laboratory) (D A Testing Laboratory shall
perform the following services:

1. Testing under the Recognized Standards as published pursuant to Paragraph 6
of Article 3 herein;

2. Total inspection under Article 14 herein;

3. Testing required for a review of technical documents, etc. pursuant to Article
7 of the Enforcement Regulations;

4. Medical Device testing requested by the Commissioner of KFDA or the
Commissioner of Regional KFDA; and

5. Other Medical Device tests requested by manufacturers/importers.
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@ The Commissioner may designate the fields or items subject to testing with
respect to which tests shall be conducted by each Testing Laboratory, so that
tests of Medical Devices can be performed professionally and efficiently
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Article 16 (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 within which to take measures such as
abolition, amendment, etc. of this Notification through examination of legal or
current conditions prevailing after the issuance of this notification shall be by
August 24, 2012.

<2005.3.5>

ADDENDUM <March 5, 2005>
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Article 1 (Effective Date) This notification shall take effect from the date of
notification.
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Article 2 (Interim Measures for Testing Laboratory)An institution, which, as of
the effective date hereof, is registered with the KFDA as a medical instrument
testing laboratory under the previous Regulations on Approval of Medical
Instruments, Etc., shall be deemed to have been registered as a Testing
Laboratory for Medical Devices under Article 15 herein.
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Article 3 (Interim Measures for Application of standards for Manufacturing and
Quality Management) Those who, as of the effective date hereof, obtained
manufacturing business license and obtained a product manufacture license or
filed a product manufacture notification for a medical instrument under the
Pharmaceutical Affairs Law shall comply with the Manufacturing and Quality
Management Standards for Medical Instruments under Attached Table 4-2 of the
former Enforcement Regulations of the Pharmaceutical Affairs Act, and the same
is applied when the manufacturer obtains a product manufacture license or files
a product manufacture notification for a new product item before May 30, 2007.
In this case, groups of product items requiring new facilities shall be as set
forth in Attached Table 4.

ANAZGFFLEFAATY7IE J Lo 3 FH=X)) o] A A|FFA] 2FA} | Article 4 (Interim Measures for Application of Standards for Import and Quality
Holl 95l YR8 FAEEIHNE TAY o5&+ FUFE212E 3 | Management Standards) Those who, as of the effective date hereof, obtained a
A T RAMHAIAFE HE 4939 FAAREFEAAEV)FES FF | product import license or filed a product import notification for a medical
stefof sk, & FUAE 20079 5€ 309 ol de] A E FHol tig 4% | instrument under the Pharmaceutical Affairs Law shall comply with the Quality
FE57ME BAY FYFSHALE stz @ wo = g 2k o] 49 Al | Management Standards for Imported Products under Attached Table 4-3 of the
= Aol ok FHIS HE 49 FHT wETh former Enforcement Regulations of the Pharmaceutical Affairs Law, and the
same is applied when the importer obtains a product import license or files a
product import notification for a new item before May 30, 2007. In this case,

items requiring new facilities shall be as mentioned in Attached Table 4.
ASZAE AAE FF5 Wi BAREA) "5V 7| FE5LEF 55Tl | Article 5 (Interim Measures for Newly Designated Products) The "Glasses against
oo A Ro] SFS Aol 1A E&Ql "go] Aol gt "o 5 & | radiation", "Scooter for medical use ", "Densitometer, bone, x-ray", "Leisure
2FE", "AEgAMS GG FUESAH ], A HHEALEHT £ 5 | products including swimming spectacles among sight corrective spectacles" and
AL AEr L " XEZAA"= 2005123174 FH] A upE A "Material, denture, adhesive", which are newly classified by class and notified in
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the "Regulations on Product classifications of Medical Devices and Class by
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WAV Alarghk zpgte] Az 9 £94S @ 4 vk products" can be manufactured and imported by December 31, 2005 according to

the previous regulations , but 2006, can be manufactured or
imported only by those who obtained a product manufacture license (product
import license) or filed a product manufacture notification (or product import

notification) with respect to such products as Medical Devices.

, from January 1,
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Article 6 (Abolition of Other Notifications) The Regulations on Approval, Etc. of
Medical Instruments (KFDA Notification No. 2003-48, October 13, 2003) shall
be abolished at the same time as the enforcement of these Regulations.

F  F<2005.11.3>

ADDENDUM <November 3, 2005>
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This notification shall take effect from the date of notification.

¥ #<2006.9.28>

ADDENDUM <2006.9.28>
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This provision shall take effect from October 1, 2006.

2 2<2007.5.1>

ADDENDUM <2007.5.1>
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This notification shall take effect from the date of notification. However, Article
9 shall take effect 30 days after notification.

2 2<2008.8.1>

ADDENDUM <2008.8.1>
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Article 1 (Effective Date) This notification shall take effect from the date of
notification. However, the amended provisions of Article 9 shall take effect from
October 1, 2008.
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Article 2 (Interim Measures for Confirmation of Medical Devices for Testing
Etc.) Issuance of a certificate in respect of the Medical Devices for testing,

of uwEtt. etc., for which an application for issuance was filed under Paragraph 2 of
Article 9 herein before enforcement of this Notification, shall be as set forth in
the previous provisions.
B Z<#2009-143%, 2009. 8.24> ADDENDUM <No. 2009-143, August 24, 2009>
o] 1AlE TAT EHE A]s§dlr}. This notification shall take effect from the date of notification.

ADDENDUM <No. 2009-204, December 22, 2009>
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This notification shall take effect from the date of notification.




2717 87} 5o &I 74
o) ekE ol WAl A|2010-59%
(2010.7.27, 717)

9
A=

Regulations for Approval, etc. of Medical Device
KFDA Notification No. 2010-59
(Amended on July 27, 2010)

2 F<A2010-59%, 2010. 7. 27>

ADDENDUM <No. 2010-59, July 27, 2010>
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Article 1 (Effective Date) This Notification shall take effect from the date of
notification.
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Article 2 (Interim Measures) A product manufacture (import) notification for
Medical Devices or an application for obtaining an amended product license for
Medical Devices, to the extent that such notification or application was already
filed as of the effective date hereof, shall be as specified in the previous

provisions.




