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Enforcement Regulations of the Medical Device Act
[Ministerial Decree Numberl8 of the Ministry of Health and Welfare, Effective
as of September 1, 2010, and Amendment of Other Laws]
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Article 1 (Purpose) These Enforcement Regulations are to stipulate the matters
delegated by the "Medical Device Act; and the Enforcement Decree of the
Act, and any necessary matters concerning the enforcement. <Amended on July
27, 2006>
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Article 2 (Classification & Designation Etc.) The criteria and procedure for
classification and designation of medical devices under Paragraph 2 of Article 3
of the "Medical Device Act; (hereinafter referred to as the “Act”) shall be as
shown in Attached Table 1. <Amended on July 27, 2006>
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Article 3 (Application for Manufacturing Business License) () A person that
intends to obtain a manufacturing business license in respect of medical devices
pursuant to Paragraph 1 of Article 6 of the Act shall submit an application form
as per Attached Form No. 1 (including an application in an electronic form)
together with the documents for the following items (including electronic
documents) to the Commissioner of the Korea Food and Drug Administration
(hereafter the “KFDA Commissioner”). In this case, the KFDA Commissioner
shall check the commercial registry certificates (only for a corporation) through
the joint use of administrative information under Paragraph 1 of Article 36 of
the 'Electronic- Government Act; . <Amended on May 29, 2009 and
September 1, 2010 respectively>.

1. A medical certificate from a physician proving that the applicant does not fall
under the main body of Item 1, Paragraph 6, Article 6 of the Act, or if the
person falls under the proviso of the provision, a medical certificate from a
medical specialist capable of proving it, which shall be not more than 6 months
old from the issue date (these documents are not required from a corporation);
and

2. A medical certificate from a medical specialist proving that the applicant does
not fall under Item 3, Paragraph 6, Article 6 of the Act, which shall not be
more than 6 months old from the issue date (this document is not required from
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@ If the for business license under Paragraph 1 satisfies the criteria therefor,
the KFDA Commissioner shall issue a license as per Attached Form No. 2 to

the applicant and describe the following matters in the manufacturing business

license register:

1. License number and date of license;

2. Name and the resident registration number of the manufacturer (In case of a
corporation, name and the resident registration number of the representative of

such corporation); and

3. Name and address of the manufacturing site.
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Article 4(Subject of Product Manufacture License and Product Manufacture
Notification) D Medical devices requiring a product manufacture license under
Paragraph 2 of Article 6 of the Act shall be as follows:

1. Products of class 2 or 3, or 4 designated under Article 2; and

2. Products whose structure, principle, performance, purpose of use, or
instructions for use are not essentially equivalent to those of the products that
have already been approved or notified, among the products of class 1
designated under Article 2.
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@ Medical devices requiring a product manufacture notification under Paragraph
2 of Article 6 of the Act shall be those whose structure, principle, performance,
purpose of use, or instructions for use are not essentially equivalent to those of
the products that have already been approved or notified, among the products of
class 1 designated under Article 2.
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Article 5 (Procedure of product manufacture license and product manufacture
notification) (D A person that intends to obtain product manufacture license in
respect of medical devices under Paragraph 2 of Article 6 of the Act shall
submit an application as per Attached Form No.3 (including an application form
in an electronic form) to the KFDA Commissioner, together with the documents
for the following items(including electronic documents): <Amended on July 27,
2006 and May 29, 2009 respectively>

1. Technical documents and data concerning safety and efficacy, or results of
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review of technical documentation etc. under Paragraph 3 of Article 7, which
shall not be more than 2 years old from the issue date;

2. In case of entrustment of all manufacturing processes, document proving that
the person entrusted is a person capable of being entrusted with all the
manufacturing processes under Item 3-A of Attached Table 2; and

3. A copy of an application submitted to the head of the medical device quality
management review agency under Item 7-A of the Attached Table 3, or a copy
of a quality management compliance certificate.
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@ If it is deemed that the product for which an for product manufacture
license under Paragraph 1 has been filed meets the criteria, the KFDA
Commissioner shall issue a product manufacture license as per Attached Form
No.4 to the applicant and describe the following matters in the product license
register:

1. License number and date of license; and

2. Name of the product (product name and model name).
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@ A person that intends to file a product manufacture notification in respect of
a medical device under Paragraph 2 of Article 6 of the Act shall attach
documents (including electronic documents) under Items 2 and 3 of Paragraph 1
to a notification form as per Attached Form No. 5 (including a notification in
an electronic form) and submit such documents and notification form to the head
of local food and drug administration having jurisdiction over the location of the
manufacturing site; provided, however, that such documents and notification form
shall be submitted to the KFDA Commissioner if an manufacturing business
license and a product manufacture notification are filed simultaneously pursuant
to Paragraph 3 of Article 6 of the Act. <Amended on July 27, 2006 and May
29, 2009 respectively>

@ If the KFDA Commissioner or the head of local food and drug
administration accepted the product manufacture notification under Paragraph 3,
they shall issue a certificate of notification as per Attached Form Number6 to
the applicant and describe the following matters in the product notification
register.
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1. Notification acceptance number and date of acceptance; and
2. Name of product (product name and model name).
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gk A FALEEE A E ol ok Y ol Aste] A g under requirements for each of such documents, and (iii) scope of or exemption,
etc., shall be specified and published by the KFDA Commissioner.
AeZAZXANAE 2 FF T&E] AAL 71FE) H AexAN4¢e] A ulgl Al | Article 6 (Standards for Manufacturing Facilities and Quality Management
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System) The standards for manufacturing facilities and quality management
system which shall be satisfied by a person that intends to obtain a product
manufacture license or file a product manufacture notification under Paragraph 4
of Article 6 of the Act shall be as shown in Attached Table 2.
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Article 7 (Review of Technical Documents, Etc.) @) A person that intends to
obtain a product manufacture license may have a prior review conducted by the
KFDA Commissioner with respect to the suitability of technical documents and
data to be submitted pursuant to Paragraph 5 of Article 6 of the Act;
provided, however, that in the case of products specified by the KFDA
Commissioner as medical devices whose structure, principle, performance,
purpose of use, and instructions for use are essentially equivalent to those of the
products that have already been approved or notified, a simplified review may
be conducted by the review agency designated by the KFDA Commissioner
(hereafter “Technical Document Review Agency”).

clinical
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@ A person that intends to have a review conducted of technical documents,
etc. under Paragraph 1 shall submit the following data (including data in an
electronic form), together with a review request form as per Attached Form No.
7 (including a review request form in an electronic form) and the products for
which such review is desired (only when deemed necessary by the KFDA
Commissioner)submit, to the KFDA Commissioner (or the head of the Technical
Documentation Review Agency in case of the proviso of Paragraph 1).
<Amended on July 27, 2006 and May 29, 2009, respectively>
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1. Data on technical documents

. Data on purpose of use

. Data on physical and chemical characteristics

Data on electrical and mechanical safety

. Data on biological safety

. Safety data concerning radiation

Data concerning electro-magnetic interference

. Data concerning product performance

. Data concerning test specifications to confirm performance and safety of the
product, the grounds for setting such specifications, and the actually measured
values.
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2. SFAA] - FFEAO T AR, gk olv] F7FE B E&53 % - g | 2. Data concerning safety and efficacy; provided, however, that such data may
e AFEEY 2 ALSYY To] EAdXor F53 59 HS-olt ©] | be omitted in case of products whose structure, principle, performance, purpose

= AT 5 o of use, and instructions for use are essentially identical to those of the products

that have already been approved.
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v Sl FARAIE S vl - HES A5 9 G o5 7]7]9] 54 #g &} | E. Data cross-checked with similar domestic products, as well as data

=2 concerning characteristics of the medical device concerned.
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applicant of the result of review in accordance as per Attached Form No.8.
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@ Details concerning the methods for preparation of attached documents
necessary for review of technical documents, etc., requirements for each data, the
procedure and scope of exemption, scope and criteria for review, etc. shall be
specified and published by the KFDA Commissioner <Amended on May 29,
2009>.

A8 (ZAF /AR F) OF A7x=A1Ed met =15
o s WA A1Ede e NHHAAEARZ °d AHHE

Article 8 (Application for Conditional Approval, Etc.) (D A person that intends
to obtain a conditional manufacturing business license under Paragraph 1 of
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Article 7 of the Act shall submit the following documents(including electronic
documents), together with an application form (including an application in an
electronic form) as per Attached Form Numberl, to the KFDA Commissioner. In
this case, the KFDA Commissioner shall check the commercial registry
certificates (only for a corporation), a certified copy of land register or a
certified copy of building register through the joint use of administrative
information under Paragraph 1 of Article 36 of the 'Electronic-Government
Act; . <Revised on July 27, 2006 and May 29, 2009 and September 1, 2010
respectively>

1. Documents which can prove ownership of the site or a copy of lease
agreement (in case that it can be confirmed from a certified copy of land
register, such confirmation shall substitute for such documents), if a building is
constructed to set up manufacturing facilities;

2. Documents which can prove ownership of the building or a copy of lease
agreement (in case that it can be confirmed from a certified copy of building
register, such confirmation shall substitute for such documents), if manufacturing
facilities are established in an existing building; and

3. Documents specified in each item of Paragraph 1 of Article 3

@ W ATEA G whe 2N AEEESAE WS G WA Hi3E
Aol ahe APAAAEAZ F AFAZ ZFAhel AsEA 1A 15
NFEAZAE TFAHE, 2% AZEFZALE e A4 84 Al

A0 whE ALARAEAZ B AnAE EFETHE A Fo|kEA
A EmE Azsd AAAE BReE AWAEIFEFAL LA AZs
ofof @k vhe, Y AEYHE AF} A £2AY ARFEALE

s

Aol & AFEetAAGAA AFstdoF stk <7l 2009.5.29>

@ A person that intends to obtain a conditional product manufacture license
under Paragraph 1 of Article 7 of the Act shall submit an application as per
Attached Form No.3 (including an application form in an electronic form)
accompanied by the documents (including electronic documents) under Item 1 of
Paragraph 1 of Article 5, and a person that intends to file a conditional product
manufacture notification shall submit a notification form (including a notification
in an electronic form) as per Attached Form No. 5, to the KFDA Commissioner
or head of local food and drug administration having jurisdiction over the
manufacturing site; provided, however, that they shall be submitted to the KFDA
Commissioner if an for conditional manufacturing business license and a
conditional product manufacture notification are filed simultaneously. <Revised on
May 29, 2009>

@ If The KFDA Commissioner or the head of local food and drug
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= HA AllEAA e 2AFAZFSTNILSTE aFstoof gk, conditions of such license or notification, in the manufacturing business license
register, the product manufacture license register, or the product manufacture
notification register, and shall issue a conditional manufacturing business license
as per Attached Form No. 9, a conditional product manufacture license as per
Attached Form No. 10, or a conditional product manufacture notification as per
Attached Form No. 11.

rie

15 g3 g administration grants a conditional manufacturing business license or a
A2

A28, A|52Z#2% | conditional product manufacture license or accepts a conditional product
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Aox(ZAPYY TR B Q) OAxd wet 21HF FH7ME WAL Al | Article 9 (Report and Verification of Performance of Conditions) (D If a person

IE S A7) U e A3e] =S o3 wo= 2 AMAS 23599k | that was granted a conditional license or filed a conditional notification under

FAAAY = Axhe AAXE ATt XA F o FEA G G Al | Article 8 performed the conditions of such license or notification, the fact shall

FH 3t ok st} <7 2009.5.29> be reported to the KFDA Commissioner or the head of local food and drug
administration having jurisdiction over the manufacturer site. <Amended on May
29, 2009>
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S 9%k T AgEA3EE] A o3t ZFA XA IS, ZHF-AZE | Paragraph 1, they shall verify whether the conditions have been performed,
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2937 S, AszA2EY FAd o AxFEI IS B 52A432] IF | manufacturing business license, the provisional product manufacture license, or

Aol o3t AFFFALFTOZ vlHto] nH ool 3o} the provisional product manufacture notification under Paragraph 3 of Article 8

into the manufacturing business license under Paragraph 2 of Article 3, the
product manufacture license under Paragraph 2 of Article 5, or the product
manufacture notification under Paragraph 4, which shall be issued.

A=A AAY AA F) OAFFEFdAHH
wet A ZFE 7ML AAALE S orders, when granting a product manufacture license, re-examination pursuant to
AL 212 717bS 7] i ko] oF gkt Paragraph 1 of Article 8 of the Act, the KFDA Commissioner shall mention a
period for such re-examination.

Article 10 (Application for Re-examination Etc.) (D If the KFDA Commissioner

@% AszA 28] FA wE AMHAAE AHSE A= A1) FA 2 | @ A person that applies for re-examination under Paragraph 2 of Article 8 of
st A AR A A 7RO A A28 A A o] AHAIAEAMZ ® 21 A E | the Act shall submit the application as per Attached Form No. 12 (including an
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A F ol oFE A A Gl Al Al ZEstooF skt <A 2006.7.27> re-examination under Paragraph 1, to the KFDA Commissioner, together with the
following attached documents (including data in electronic form); <Amended on
July 27, 2006>

L3 Al obdAd 9 fagdo T ZAAR 1. Data concerning investigation of product safety and efficacy after the sale of
the products in Korea;

2. AR B b g - 9] AR 2. Domestic and foreign data concerning any side effects and safety; and

3.3 -9 Aufd e W o] A g #E A= 3. Data concerning domestic and foreign sales status and product approvals
abroad.
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a0 AdE dA] A13s Ao oste] ARl Al FAsto]oF gtk Committee”) under Paragraph 1 of Article 5 of the Act within 6 months from

the date of application, and notify the result to the applicant in accordance as
per Attached Form No. 13.
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@ The manufacturer, which has been notified of the result of re-examination
under Paragraph 3, shall take an action according to the result of re-examination
within 30 days from the date of notice.
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(® Detailed methods for preparation of attached documents, requirements for
each data, scope of exemption, scope and criteria for review, etc., to the extent
that they are required for application for re-examination, shall be specified and
published by the KFDA Commissioner.
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Article 11 (Method and Procedure of Re-evaluation Etc.) ) When re-evaluation
of a medical device is intended under Article 9 of the Act, the KFDA
Commissioner shall decide on the products subject to re-evaluation through
review by the Medical Device Committee, and publish the followings:

1. Products subject to re-evaluation;

2. Period of application for re-evaluation; and

3. Content of submitted documents for re-evaluation
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@ The manufacturer of a medical device subject to re-evaluation shall submit an
application for re-evaluation of medical device as per Attached Form No.
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Numberl4 (including an application in an electronic form) to the KFDA
Commissioner, together with the attached documents under Item 3 of Paragraph
1 (including documents in an electronic form). <Amended on July 27, 2006>
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@ If The KFDA Commissioner receives an application for re-evaluation under
Paragraph 2, he or she shall perform re-evaluation of the product and publish
the results of such re-evaluation after making available, for inspection by the
draft of the re-evaluation results for one (1) month or more to enable such
submit its opinion (if any).
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@ Detailed methods for preparation of documents to be submitted under ,
requirements for each of such documents, scope of exemption, scope and criteria
for re-evaluation, etc. shall be specified and published by the KFDA
Commissioner.
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Article 12 (Approval of clinical trial Plan, Etc.) (D A person that intends to
obtain approval of clinical trial plan pursuant to Paragraph 1 of Article 10 of
the Act shall submit an application for approval of clinical trial plan (including
an application in an electronic form) as per Attached Form No. 15 to the
KFDA Commissioner, and a person that intends to obtain approval of amended
clinical trial plan shall submit an application for approval of amended clinical
trial plan (including an application in an electronic form) as per Attached Form
No. 16 Form to the KFDA Commissioner, together with, in each case, the
approval letter for clinical trial plan and the documents mentioned in the
following items (including documents in an electronic form); provided, however,
that in case of an application for approval of amended clinical trial plan, part or
all of the documents mentioned in Items 2 though 4 of this Paragraph may not
be submitted as specified and published by the KFDA Commissioner. <Amended
on July 27, 2006>

1. Clinical trial plan or amended clinical trial plan;

2. Documents demonstrating that the medical device for clinical trial is
manufactured in the facilities which comply with the facility standards for
manufacturing sites under Attached Table 2;

3. Technical documents, etc. under Paragraph 2 of Article 7; and
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. Enforcement Regulations of the Medical Device Act
8771 Al L . ,
[ _ . [Ministerial Decree Numberl8 of the Ministry of Health and Welfare, Effective
M 5e 41835, 2010.9.1, EFH A
as of September 1, 2010, and Amendment of Other Laws]
= Q1A 4. Approval letter issued by institutions conducting clinical investigation (“clinical
trial institution).
ok AAAFHA A EFlEoJof 3 ALg2 T} | (2 Matters that are required to be included in the clinical trial plan under Item
1 of Paragraph 1 shall be as follows:
1. Title of a clinical trial;
a2 AAA 2. Name and location of the clinical trial institution;
g3 4 FEATae] A ® A9 3. Names and titles of the principal investigator, investigators, and co-researchers
of a clinical trial;
£ vt #EAY AW R A 4. Name and title of the person in charge of managing medical devices for
clinical trial;
ko] Av 9 F A 5. Name and address of the person requesting the clinical trial;
o 4 gl wiA 6. Purpose and background of a clinical trial;
19 A EA M EES 2= He5S 2t 7. Purpose of use of the medical device for clinical trial (including the intended
diseases or indications);
cAQ7E Y " a2 A 8. Selection criteria and exclusion criteria for subjects, the number of subjects
and the grounds therefor;
9. Period of a clinical trial,
o AL ARV - B8 oW 58 Xgsi 10. Method of a clinical trial(including use quantity, instructions for use, period
of use, and combined therapy);
g 2 AR AH 11. items that shall be observed, items that shall be tested in clinical laboratory,
and method of observation ;
A& Al F o ALE 12. Expected adverse side effects and cautions for use;
13. Criteria for discontinuation and elimination;
ZHE B S A (AR A e 9 gl 14. Performance evaluation criteria, evaluation method, and analytical method(by
statistical method);
Aol FrhlE - J7pdy 2 Ry 15.Criteria and method for safety evaluation including adverse side effects, and
reporting method,
16. Consent form from the subjects;
sk g <F 17. Agreement for compensation for victims;
o] 7ol F3k AL 18. Matters concerning medical treatment of subjects after a clinical trial;
of #3 19. Measures for safety protection of subjects; and




87171y AT
% Al18%, 2010.9.1, EFH /N A]

Tz
A
e
N
1

Enforcement Regulations of the Medical Device Act
[Ministerial Decree Numberl8 of the Ministry of Health and Welfare, Effective
as of September 1, 2010, and Amendment of Other Laws]

Aoz AN/ Aokel DA A

20. Other necessary matters to safely and scientifically conduct a clinical trial

o AEE AN A A

4% 2 = AR A 2A A7EA A

o YANBAREAAE wreta, AINGADRAY FAS s P
2 ARAG A WANGS 7] skelof Tk,

@ If KFDA Commissioner examines an for approval of a clinical trial plan
submitted pursuant to Paragraph 1 and determines that the is appropriate, the
KFDA Commissioner shall issue an approval letter for clinical trial plan as per
Attached Form No.17 to the applicant, and if the KFDA Commissioner approves
the amended clinical trial plan, details of such amendment shall be described in
the amendment and disposition portion of the written approval letter.

@A WA A3 Ao ok AdAFA G FQ0 e WA ES 2l | @ Detailed methods for preparation of submitted documents, scope of exempted

AN AEA e Ao H, HAlEE AR WHE, 87 -7+ 2 A=A} | data, requirements, criteria, and procedures, etc. at the time of applying for

Soll that MFALeS 2] F o] okE ok A o] A sle] 3LABhTE approval of clinical trial plan or for approval of amended clinical trial plan
under Paragraphs 1 through 3 shall be specified and published by the KFDA
Commissioner.

ABZ(AZAFAANZIE &) OF A1oxzA73e] g 9t A FAIF 4 | Article 13 (Standards for Clinical Trials, Etc.) (D The standards for clinical trials

[\
>,

3. dAAIE e AdAs AZAYR &4 s AFa sd 5179
FEAAE A7l 28 dHel d= ATl AT A

4. FNEY WE W AINEF AGANA BT+ dE A )
ol ohE RAWEH A 52 AYANA AWt A Fo|pEdAY Y
o] et vl utel B E W A e, NARe olaEe - JAED
S0 el 5o AFE FAE W 5 Qb Aol VAR wE F7
Q5o EoE wolop gt
5. A @A) AR ALS FTE A

DIADE AR/ AING BHol AHESA oUF A vhe,

under Paragraph 7 of Article 10 of the Act shall be as follows:

1. The clinical trial shall be conducted in a safe and scientific manner the
clinical trial plan;

2. The clinical trial shall be conducted in a clinical trial institution designated
by the KFDA Commissioner;

3. The principal investigator shall be selected among those who have expertise,
ethical qualities, and sufficient experience for conducting clinical trial for the
relevant medical device;

4. Details of the clinical trial and compensation for damage to the health which
may be suffered by the subject during the clinical trial, and the procedure for
such compensation, shall be explained to the subject, and a consent form shall
be obtained from the subject in the manner specified by the KFDA
Commissioner; provided, however, that if consent cannot be obtained due to
insufficiency of the subject’s ability to understand such explanation or express
opinion, consent from a person with parental right over the subject or from the
guardian of the subject shall be obtained;

5. Safety measures for the subject shall be taken;

6. The medical device for clinical trial shall not be used for any purposes other
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Enforcement Regulations of the Medical Device Act
[Ministerial Decree Numberl8 of the Ministry of Health and Welfare, Effective
as of September 1, 2010, and Amendment of Other Laws]

[RABAE 21183, 2010.9.1, EFHANA]
271t T AWS fFste U ZEE Hxl BRI A AMgstE B F
2o oFEetd A el Aot Aol edkA oy st

10. AFAIEE 577+ i 39 o o577 Alx 2 FZAY7]F
wel AEsHA AlxzE AL AL A

than clinical trials, with the exception of use for patients with serious
life-threatening diseases such as cancer in terminal stage, etc., except in cases
specified by the KFDA Commissioner;

7. A clinical trial shall be initiated within two (2) years from the date when an
approval of clinical trial plan or an approval of amended clinical trial plan is
obtained;

8. Prior to conducting clinical trial, the investigator’s Brochure shall be provided
to the clinical investigator in the manner specified by the KFDA Commissioner;
9. When new data or information related to safety and performance of a medical
device for clinical trial is obtained, it shall be notified to the investigator
without delay, and shall be examined as to whether it would be reflected or not;
10. The medical device for clinical trial for a clinical trial shall be properly
manufactured under the standards for manufacturing and quality management of
medical devices under Attached Table 3; and

11. Other matters specified by the KFDA Commissioner for proper operation of
a clinical trial shall be observed;

vd 2D 7EA] A A A ol
=

A8z A A o] RuM(HAZAZ @ HiuMsS EFIthE A F o FEetdH
oAl AEstaL, YEANPE FTET doles FELHFH 208 ool EXA
A19E A2 o] HAAN(HAREAE ¥ BiuAE EFdthE A FoFmhd™d

oAl AZEsFodoF s <A 2006.7.27>

@ A person who conducts a clinical trial shall submit a report as per Attached
Form No. 18 (including a report in an electronic form) on the progress of the
clinical trial to the KFDA Commissioner by the end of February every year, and
when the clinical trial is terminated, shall submit a report as per Attached Form
No. 19 Form (including a report in an electronic form) to the KFDA
Commissioner within 20 days from the date of termination. <Amended on July
27, 2006>

@ A person who terminated a clinical trial shall keep the clinical trial plan and
records and data concerning operation of the clinical trial for ten (10) years
from the date of termination.

@A Al 9

s
of AAQG7IE Foll BRE AFAFRS A F o] oF &<t

@ Detailed standards for the conduct of clinical trials under Paragraph 1 and
detailed matters on the criteria for designation of clinical trial shall be specified
and published by the KFDA Commissioner.

AN14Z B 7HA RS WA AH T) OF AllzA1gde] g uk A
297 = Axde 7S v AldF WA e uols ®HA A205 A

Article 14 (Application for Amended License, Etc.) (D If there is any change in

the granted manufacturing business license, the Paragraph 1 of Article 11 of
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Enforcement Regulations of the Medical Device Act
[Ministerial Decree Numberl8 of the Ministry of Health and Welfare, Effective
as of September 1, 2010, and Amendment of Other Laws]

Aol WA ZMIAMAAEAR | AYAE 2Tl 7kt oE 7
§°ﬂ Adets ARAAFAZ 9 A8E TIHE HiLste] Wl gl
T ERE 302 ofuell AFeerEtd gl Al Azstol . <A
2006.7.27~

1. 2HA] <2006.7.3>

the Act, submit an for obtaining an amended license (including an application
in an electronic form) as per Attached Form No. 20 to the KFDA
Commissioner, within 30 days from the date when such amendment occurred,
together with the manufacturing business license and the documents set forth in
the following items (including documents in an electronic form): <Amended on
July 27, 2006>

1. Deleted <July 3, 2006>

2. 2AA ] W7 AL AJEAUNGA F YEAl kA AR AIZFA S A | 2. Change of location: A copy of itemized statement for facilities in the relevant

Fu AlES e Aol ghgioh and a copy of entrustment agreement (only to the extent that part of the
manufacturing process or testing has been entrusted).

@AE wE AHAME ASTS AFooFEotd Y THAAHEH, | @ The KFDA Commissioner who received an application under Paragraph 1

A36z=A 18 o] 2 PFHAFHe] FEold&S T3] AYATHS = W2l | shall check the business registration certificate or the commercial registry

SN THEAMEAL] A5 gstthE gdstoof st thwk, A1 o] | certificates (only for a corporation) through the joint use of administrative

AMNAA T =S FRlo FostA] ofYslE ASde I AFE HE3EZE | information under Paragraph 1 of Article 36 of the 'Electronic-Government

shojof skt}, <14 2006.7.3, 2009.5.29,2010.9.1> Act ; provided, however, that if the applicant does not agree that the business
registration certificate is checked, such government official shall cause the
document to be attached. <Newly added on July 3, 2006 and May 29, 2009 and
September 1, 2010 respectively>

QW A1xA1Eg & AXPAE AXFEZS 7S LAY Ad A} | Q) If there is any change in the granted product manufacture license or a

go] W7ol e uols A A1z Ao WA IIAAM(AAEAZ @
AP E EsY) e HA ASETAY Y] AR HAAETARZ @ ALAE

EFA 1 HE B AmFa wAAES $U9T 5 dE AREA

=2 T MR

BEAE X3hHE HEste] WA E A Eo FEAdd G A, W
BN E AFEA AXHXF wdets A F o oFEt G A A
A Fstolob drt o] A gmr)zie AAl, AR, s FALE, odyA
A, Az T AFe tHgelvd FEAN FFS WA= FoT AP
ate] WAl = o= AszAl1EdA1IE E Vi TS FE
dFskedof ek <714 2006.7.3, 2006.7.27,2009.5.29>

change in the filed product manufacture notification, the Paragraph 1 of Article
11 of the Act, submit an for obtaining an amended license as per Attached
Form No. 21 (including an application in an electronic form) or a notification
form as per Attached Form No. 5 (including an application in an electronic
form), together with the (existing) product manufacture license or the (existing)
notification acceptance letter and documents confirming the change (including
electronic documents), to (i) (in the case of the for obtaining an amended
license) the KFDA Commissioner and (ii) (in the case of an amended
notification) the head of local food and drug administration having jurisdiction
over the manufacturing site. In this case, if there is any major change that may
influence safety or efficacy of the product such as design, material, chemical
components, energy source, manufacturing process, etc. of the medical device,
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Enforcement Regulations of the Medical Device Act
[Ministerial Decree Numberl8 of the Ministry of Health and Welfare, Effective
as of September 1, 2010, and Amendment of Other Laws]

technical documents etc. under Item 1, Paragraph 1, Article 5 shall be
additionally submitted as attachment. <Amended on July 3, 2006 and May 29,
2009 respectively>

@A wheh WA= = Aol AxFF o, AR, 499 59
WA oz AFookEebd g del Akl mAshs AU AMEY Agel=
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@ 1If a change under Paragraph 3 is a minor one specified and published by
the KFDA Commissioner, such as a change in appearance, packing material,
packing unit, etc. of the product, a document describing such change (including
an electronic document) shall, notwithstanding Paragraph 3 above, be submitted
to the KFDA Commissioner or the head of local food and drug administration
having jurisdiction over the manufacturing site. In this case, an amended license
under Article 11 of the Act shall be deemed to have been obtained or an
amended notification under Article 11 of the Act shall be deemed to have been
filed. <Newly added on July 27, 2006 and April 2, 2007 and May 29, 2009
respectively>

®7199 e = FY Tol 9ste dld A=A - A=Y
e z2p7F A3ge] FA] wEl AxFE] WA} Be ¥
Aedde FEY A A - A2 Tl #gk S= - 7
o] 2] F o) okE et A ol Al Al &3k oF ). o]
Aol s Fmele] tigh FES 7k 24zl
Atk <A 2006.7.3, 2006.7.27>

}1_:
™
e d 4

(® If a person to whom the manufacturing facilities, manufacturing method, etc.
have been transferred by spin-off or merger intends to obtain an amended
product manufacture license or file an amended product manufacture notification
pursuant to Paragraph 3, such person shall submit the relevant transfer agreement
on manufacturing facilities, manufacturing method, etc. for the product as an
attached document to the KFDA Commissioner. In this case, the conditions
equivalent to those attached to the product manufacture license of the transferor
may be attached with respect to the amended product manufacture license (of
the transferee). <Amended on July 3, 2006, July 27, 2006>

®2) F o] oot g o] A1zA3e2] Ao o o587 7] AH7FA o] | ® If the KFDA Commissioner has given a the directions to amend the license

wel 57 2 AIALES WASEE A Aste] AlZJAIE ol WA T A | or notification according to the result of re-evaluation of medical devices under

Fe= H AR FAH gk HASIE HAY HAMNITE S =2 | Paragraph 3 of Article 11 and the manufacturer amended the license or

2} <714 2006.7.3, 2006.7.27> notification subsequently, an amended license under Article 11 of the Act shall
be deemed to have been obtained or an amended notification under Article 11
of the Act shall be deemed to have been filed. <Amended on July 3, 2006 and
July 27, 2006 respectively>

DA FfEerAA G e AWaFofokEtd A A1gd WA #A6&2] | @D In the event that the KFDA Commissioner grants an amended license or

Al st WMAIE ALY WAANLE FEsts A5l a1 Ul | accepts an amended notification pursuant to Paragraphs 1 through 6, details of
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as of September 1, 2010, and Amendment of Other Laws]

#* Tk e Al
2006.7.27>

WAAES ZIAstoloF o <A 2006.7.3,

such amendment shall be described in the relevant register and the relevant
license or notification acceptance letter. <Amended on July 3, 2006, July 27,
2006>

ASZAZGAY &=
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Article 15 (Observances of Manufacturer, Etc.) () Matters that are required to
be observed by the medical device manufacturer pursuant to Paragraph 1 of
Article 12 of the Act shall be as follows:

1. The manufacturer shall hygienically control the manufacturing facilities and
thoroughly check the health condition of employees to ensure that there are no
health or sanitation risks;

2. The manufacturer shall not place anything that may cause risk in the working
place, and make sure that harmful substance to public health is not released or
leaked from the working place;

3. If the medical device sold impairs safety and efficacy or their quality is poor,
the manufacturer shall take a corrective action such as recall etc., and report the
result to the KFDA Commissioner; provided, however, that the records shall be
kept for more than two (2) years;

4. In case of a sterile product, a new container shall be used;

5. If new data or information(including the cases of adverse side effects by use
of the medical device) for the approved or notified products is known to the
manufacturer, the manufacturer shall report it in the manner specified by the
KFDA Commissioner and take necessary safety measures; and

(e}
= = N
6. ¥X 39 o3t g VAL EZAAYVFES F55tL, 5 7IFo] A3 | 6. The manufacturer shall observe the standards for manufacturing and quality
s BAHRL 95|71 E AT A management of medical devices under Attached Table 3, and sell the medical
devices which have been proven to meet these standards.
@9 ARzA2ge FA4d we AzAAE ddze Aat 9 $£E5242 S | @ Pursuant to Paragraph 2 of Article 12 of the Act, the manufacturer shall
vd 49 15970A] A Fo]ekEbd g o]l Al aAlstE vlel] mel 215 | report the amount of production and export of the previous year to the KFDA
o] okE ok A Aol Al HaLslo]of gk Commissioner by April 15 every year in the manner specified and published by
the KFDA Commissioner.
A6z Y 9 Ay OW A13xe FA wat AZzPA7E HY T& | Article 16 (Notification of Closure of Business, Etc.) (D If the manufacturer is
T AMuE s st Afode A A202zA AL MDA (AATEA R | to notify a closure or suspension of business under Article 13 of the Act, the
H AuME xEg3hel g 7 3o AFE HFsle] A FeokE<kA YA | manufacturer shall submit a notification as per Attached Form No. 2 (including
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%ﬂﬂﬂ%
Azxds 7kt Ze A

: Ax4s 7t

document in an electronic form), together with the documents for the following
items, to the KFDA Commissioner, and the manufacturer desiring to file a
notification of resumption of business shall submit a notification as per Attached
Form No. 22 (including a notification in an electronic form) to the KFDA
Commissioner. <Amended on July 27, 2006>

1. In case of closure of business: the manufacturing business license, all product
manufacture licenses, and all product manufacture notification acceptance letters;
and

2. In case of suspension of business: the manufacturing business license.

i Age A TN e A
50l i Ao AnE

71 A shof oF g},

@ If the KFDA Commissioner receives notification for closure of business
under Paragraph 1, the KFDA Commissioner shall describe the details in the
manufacturing business license register, and if the KFDA Commissioner receives
a notification of closure or resumption of business, the KFDA Commissioner
shall describe the details in the manufacturing business license register and the
manufacturing business license.

>4 444
617}3 %g‘u’%% A= wx
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Article 17 (Application for Import Business License Etc.) O A person that
intends to obtain import business license pursuant to Paragraph 1 of Article 14
of the Act shall submit an application as per Attached Form No. 1 (including
an application in an electronic form) to the KFDA Commissioner, together with
the documents described in Paragraph 1 of Article 3 (including electronic
documents) <Amended on May 29, 2009>

L

L ﬂHN'

I}ff}"%) = 5"01 0} 2006.7.3, 2009.5.29,2010 9.1>

@ The KFDA Commissioner who received an application pursuant to Paragraph
1 shall check the commercial registry certificates (only for corporations) through
the joint use of administrative information under to Paragraph 1 of Article 36 of
the Electronic Government Act; . <Newly added on July 3, 2006 and May
29, 2009 and September 1, 2010 respectively>

LR T4 A

OR, A ZATE ¢

FEA o A A
VR —‘il’/} <7H2§ 2006.7.3, 2009.5.29>

(@ With respect to the procedure, etc. for obtaining an import business license,
the provisions of Paragraph 2 of Article 3 shall apply mutatis mutandis.In this
case, “Manufacturing” shall be regarded as “Import”, and “Manufacturer” as
“Importer”. <Amend ed on July 3, 2006 and May 29, 2009 respectively>

ASZ(FYREF /A T) OH Al14zxzA28 ] ule}

Article 18 (Application for Product Import License, Etc.) D A person who
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4. 24 <2009.5.29>

intends to obtain product import license pursuant to Paragraph 2 of Article 14 of
the Act shall submit an application as per Attached Form No. 3 (including an
application in an electronic form) together with the documents for the following
items (including electronic documents) to the KFDA Commissioner. <Amended
on July 27, 2006 and May 29, 2009 respectively>

1. Documents under Item 1, Paragraph 1, Article 5; provided, however, that such
documents may be omitted if it is demonstrated, in the manner specified by the
KFDA Commissioner, that the product to be imported is the same product of
the same manufacturer that has already been approved (meaning that the country
of production, the manufacturer, and the manufacturing site are the same);

2. Documents in which the government of the country of production, an
institution authorized by the government of the country of production or an
institution recognized by the KFDA Commissioner recognizes that the quality
management of the manufacturing site that manufactures the product (i) is
equivalent to or higher than the standards for manufacturing and quality
management for medical devices under Attached Table 3 or (ii) meets the
international standards; provided that such shall not be less than two (2) years
old from the issue date, and that when they have a valid term, such term shall
not have expired.

3. A copy of an application submitted to the head of the Medical Device
Quality Management Review Agency pursuant to Item 11-A of Attached Table
5, or a copy of quality management compliance certificate for import under Item
11-C of Attached Table 5.

4. Deleted <May 29, 2009>

@9 A4zA 2 wEt 85779 FPEFNLE St s A=
A A5 AR AU (HAEAMZ |H AuAE EFSho] Al1FgA2E
A3z o] MF(AAEAE LI hE HEst FAddre 2A4XE &

v A WA FoFEANAAGANA A EF ok gk opwk, W A|142 433
wEt FA[F AT A FUEFFALE St A Fole AFoerE
AR A A EsFe]ok kel </NA 2006.7.27, 2009.5.29>
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@ If a person who intends to file a product import notification in respect of a
medical device pursuant to Paragraph 2 of Article 14 of the Act, such person
shall submit a notification as per Attached Form No. 5 (including a notification
in an electronic form) together with the documents under Item 2 and Item 3 of
Paragraph 1 (including electronic documents) to the head of local food and drug
administration having jurisdiction over the location of the importer; provided,
however, that if an application for import business license and a product import
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notification are filed simultaneously pursuant to Paragraph 3 of Article 14 of the
Act, they shall be submitted to the KFDA Commissioner. <Amended on July
27, 2006 and May 29, 2009 respectively>

QAT B A2 Al o7t FAFESF e Alae] i ' A
A Toll #atols A4z = AsEAREY, A4 B ASFe] FAHES F83
ohoo] A Al s cesreR Erh

(® Regarding subjects and procedures for product import license or product
import notification under Paragraphs 1 and 2, the provisions of Article 4 or
Paragraphs 2, 4 and 5 of Article 5 shall apply mutatis mutandis. In this
case, Manufacturing”shall be regarded as “Import”.

APVZEFEAAALE AT A4 2 F2BHAALY 712) W A14xA439]
2= I
T =

Article 19 (Standards for Quality Inspection Facilities and Quality Management

T2 ol EE} AEFHIATE HAY FHEFEFANLE 1A sFi= A7} 2t3 | System) The standards for quality inspection facilities and quality management
ojof & FHHAALE AT AlE B FHAYAALY V=S ER 49 2o system which shall be satisfied by a person who intends to obtain a product
import license or file a product import notification pursuant to Paragraph 4 of
Article 14 of the Act shall be as described in Attached Table 4.
AN20ZGFAEAY EFAYE 5) OH A14zA 58] ugh 2] F7]7]2] 49 | Article 20 (Observances by Importers, Etc.) () Matters that are required to be
AA7E F=Fste]or 8 Abgke oS 7+ F9b #uh <70 2006.7.27, | observed by the medical device importer pursuant to Paragraph 5 of Article 14

2008.12.31,2009.5.29>
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of the Act shall be as follows: <Amended on July 27, 2006 and December 31,
2008 and May 29, 2009 respectively>

1. The importer shall hygienically control the place of business to ensure that
there shall be not health or sanitation risks;

2. If the medical devices sold impair safety and efficacy or the quality is poor,
the importer shall take a corrective action such as recall etc., and report the
result to the KFDA Commissioner; provided, however, that the records shall be
kept for more than two (2) years;

3. If new data or information(including the cases of adverse side effects by use
of the medical device) for the approved or notified product is known to the
importer, the manufacturer shall report it in the manner specified by the KFDA
Commissioner and take necessary safety measures; and

4. The importer shall observe the standards for import and quality management
of medical devices under Attached Table 5, and sell the imported medical
devices which have been proven to meet such standards;

5. The methods for import and export of medical devices as published by the
Minister of Knowledge Economy pursuant to Article 12 of the Foreign Trade
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Act; , and the regulations for control of imported medical devices as provided
by the KFDA Commissioner shall be observed; and

6. If secondhand medical devices are imported, a test certificate issued by the
testing agency shall be attached thereto before selling such medical devices.

FAAL AR RS W
Ashe vhel wheh 4O FETAY Y
o Zlo] #3 P&, ol
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@ Pursuant to Paragraph 5 of Article 14 of the Act, the importer shall report
the amount of import of the previous year to the KFDA Commissioner by April
15 every year in the manner specified by the Commissioner; provided, however,
that if standardized customs schedule report is made under the 'Electronic
Trade Facilitation Act; , such report may not be reported. <Amended on July
27, 2006 and May 29, 2009 respectively>
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Article 21(Application) Articles 7 through 14 and Article 16 shall apply
respectively for the importers and the imported products. In this case, “Attached
Table 2” shall be deemed as “Attached Table 4”, “Attached Table 3” as
“Attached Table 57, “Manufacturer” as “Importer”, “Manufacturing” as “Import”,
“Item 1 of Paragraph 1 of Article 5” of Paragraph 2 of Article 8 as “Items 1
and 2 of Paragraph 1 of Article 18”, and “notification (including a notification
with electronic document)” as “notification (including a notification with
electronic document) together with the documents under Item 2, Paragraph 1,
Article 18(including documents in an electronic form)”.

[Full text amended on May 29, 2009]
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Article 22 (Notification of Refurbishing Business, Etc.) (D A person who intends
to refurbish medical devices as a business pursuant to Paragraph 1 of Article 15
of the Act shall submit a refurbishing business notification as per Attached Form
No. 23 (including a notification in an electronic form) to the head of local food
and drug administration having jurisdiction over the location of the place of the
refurbishing business, together with the documents under each item of Paragraph
1 of Article 3 (including electronic documents). In this case, the head of local
food and drug administration shall check the commercial registry certificates
(only for a corporation) through the joint use of administrative information under
Paragraph 1 of Article 36 of the Economic-Government Act; . <Amended on
May 29, 2009 and September 1, 2010 respectively>
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@ If the head of local food and drug administration accepts a refurbishing
business notification pursuant to Paragraph 1, he or she shall issue a notification
acceptance letter as per Attached Form No. 24 to the person who filed such
refurbishing business notification and describe the followings in the refurbishing
business register: <Amended on May 29, 2009>

1. Notification acceptance number and date of acceptance;

2. Type of the medical device subject to refurbishing;

3. Name and the resident registration number of the refurbisher (in case of a
corporation, name and the resident registration number of the representative of
such corporation); and

4. Name and location of the place of refurbishing business (for corporations,
location of its principal office).

33 AlES WHAs A dhe

@ﬁﬂH(XJXHHE H AuME Esiche] HAAG 2 O SAAF
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@ If the refurbisher intends to amend the notified matters, he (or she) shall
submit an amended notification as per Attached Form No. 25 (including a
notification in an electronic form) to the head of local food and drug
administration having jurisdiction over the location of the refurbisher, together
with the reason for amendment and the documentary evidence (including
electronic documents) and the existing notification acceptance letter. <Amended
on July 27, 2006 and May 29, 2009 respectively>

@®W A15%A23 9]
oF 3t Al 2 E34

A weh Fedel A shaxk sk A7 2o

Y AAE HE 63 2

@ The facilities and quality management system that shall be satisfied by a
person who intends to file a refurbishing business notification pursuant to
Paragraph 2 of Article 15 of the Act shall be as shown in Attached Table 6.

OH A1szA4gel wet FdA7E A Be FHste AgdeE ¥4 A
25429l AUAAREAZ ¥ A E EFgstho] AMuFe HE5]
FE AR 2AAE B A FoEtAHFoNA A=Esta, FH
Sk 27 AAA AN Mg S A Solls EA A223 A2 ] A (A A
Mz " ANaME LI thE FE i 2AAE Bels AW Eo ok

FotA A F A A E3Feiof sk <A 2006.7.27, 2009.5.29>

(® If the refurbisher closes or suspends business pursuant to Paragraph 4 of
Article 15 of the Act, the refurbisher shall submit a notification as per Attached
Form No. 22 (including a notification in an electronic form) to the head of
local food and drug administration having jurisdiction over the location of the
refurbisher, together with the existing notification acceptance letter, and if the
person who suspended business intends to notify the resumption of business,
such person shall submit a notification as per Attached Form No. 22 (including
a notification in an electronic form) to the head of local food and drug
administration having jurisdiction over the location of refurbisher. <Amended on
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® When the head of local food and drug administration receives a notification
under Paragraphs 3 and 5, he (or she) shall describe the notified matter in the

2009.5.29> relevant notification register and notification acceptance letter, respectively.
<Amended on May 29, 2009>

A232GFBEGAY FFAH W Al1szA4e] 40 wet o) & 71712 4 | Article 23 (Observances by the Repairer) Matters that shall be observed by the

ATt Fgstolof & AR the Zts9f P medical device refurbisher pursuant to Paragraph 4 of Article 15 of the Act
shall be as follows:

1. 3712 2AY Axud WEs g24 Hxste o 77]7] 3F«] % | 1. The refurbisher shall not refurbish a medical device by changing it in a

A manner contrary to the approved or notified matters;

Aol A4S 2 F42E 9 9757|719 £7] T | 2. The refurbisher who has refurbished a medical device shall describe his (or

3. 9871719 el G Aol dste] FeUE BAR FNT A

4. A22zxA4%e] gt o AJAd H

her) name and address on the container or wrapper of such medical device;
3. The refurbisher shall notify the details of the refurbishing in writing to the
person who requested refurbishing thereof; and

4. The refurbisher shall maintain the facilities and quality management system
under Paragraph 4 of Article 22.

AUZ@EIAY E= A9 A1 %) O ¥ AlexA1Z] 0 7]
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AAAATY FHGE Bk ol Arheld AZstelof @k o F%
A TR AR, AGEAI BE gPPRe] TF
o8& Fstel Wl FIAFTIACEAN AW AFdthE G stelof

skt <707 2009.5.29, 2010.9.1>

Article 24 (Notification of Sale Business or Rental Business) (D A person that
intends to sell medical devices as a business or rent medical devices as a
business pursuant to Paragraph 1 of Article 16 of the Act shall submit a
notification as per Attached Form No. 26 (including a notification in an
electronic form) to the city mayor, Goon-governor or Gu-governor(meaning the
or Gu-governor of an autonomous district unit; same hereinafter) who have
jurisdiction over the location of the seller or renter, together with the documents
under each item of Paragraph 1 of Article 3 (including electronic documents). In
this case, the city mayor, Goon-governor or Gu-governor shall check the
commercial registry certificates (only for a corporation) through the joint use of
administrative information pursuant to Paragraph 1 of Article 36 of the

"Electronic Government Act; . <Amended on May 29, 2009 and September 1,
2010 respectively>
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@ If the city mayor, Goon-governor or Gu-governor accepts a medical device
sale or rental business notification pursuant to Paragraph 1, they shall issue a
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notification acceptance letter as per Attached Form No. 27, and describe the
following items in the sale business or rental business notification register.

1. Notification number and date of notification;

2. Name and the resident registration number of the seller or renter (in case of
a corporation, name and the resident registration number of the representative of
such corporation); and

3. Name and location of the business place.

dHAA= A1Fe] wheh Ak A

@ If there is any change in the matters notified under Paragraph 1, the seller
or the renter shall submit an amended notification as per Attached Form No. 28
(including a notification in an electronic form) to the city mayor, Goon-governor
or Gu-governor having jurisdiction over the location of seller or renter, together
with the existing notification acceptance letter. <Amended on July 27, 2006, and
May 29, 2009, respectively>
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@ The dealer or renter intending to notify closure or suspension of business
shall submit a notification as per Attached Form No. 22 (including a notification
in an electronic form) to the city mayor, Goon-governor or Gu-governor having
jurisdiction over such seller or renter, together with the existing notification
acceptance letter, and, if the person who suspended business intends to resume
the business, such person shall submit a notification as per Attached Form No.
22 (including a notification in an electronic form) to the city mayor,
Goon-governor or Gu-governor having jurisdiction over such seller or renter.
<Amended on July 27, 2006 and May 29, 2009 respectively> or Gu-governor
having jurisdiction over such seller or renter. <Amended on July 27, 2006 and
May 29, 2009 respectively>

(® The city mayor, Goon-governor or Gu-governor, upon receipt of a
notification under Paragraphs 3 and 4, shall describe the notified details in the
relevant notification register and the relevant notification acceptance letter.

79]245--*]2(34'“]1%] ’1\15’— %—94 HAD ¥ AlexA2F A4S el 4larskA
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Article 24-2 (Exemption of notification for Sale Business Etc.) The medical
devices that can be sold without notification pursuant to Item 4 of Paragraph 2
of Article 16 of the Act shall be as follows:

1. Condom; and
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2. Cellular phones and household electronic appliances which incorporate a
function of measuring blood glucose levels, or combine a blood glucose meter.
[Newly added on July 6, 2007]
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Article 25 (Observances by Sellers and Renters) Matters that shall be observed
by sellers or renters pursuant to Article 17 of the Act, shall be as follows:
<Amended on July 27, 2006 and May 29, 2009 respectively>

1. Sellers and renters shall not purchase Medical Devices from any other parties
except manufacturers, importers, and sellers, with the exception of buying
medical devices from a closing-down medical institution;

2. Sellers and renters shall prepare and keep the records on handling of
defective medical devices and maintain them for one (1) year;

3. When using the name of business place, sellers and renters shall not use any
of the following names or indications alone or together with the indication of
their business place;

A. Name or indication likely to be misunderstood as the business place of a
manufacturer or importer;

B. Name of the medical institution or similar name under Article 3 of the

MMedical Service Act
4. Medical devices falling under any of the followings shall not be sold or
rented, or stored or displayed for the purpose of sale or renting:

A. Medical devices to which a test certificate under Item 6 of Paragraph 1 of
Article 20 is not affixed;

B. Contaminated or damaged medical devices or those ordered to be recalled or
destroyed by the KFDA Commissioner or the head of local food and drug
administration; and
C. Those whose expiration date or valid term has expired.

A26Z(&7) TY Z1AAE) B A9 GAo A “HAEA o] A=
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Article 26 (Labeling of Containers, Etc.) The “containers or wrappers designated
by the Ministerial Decree of the Ministry of Health and Welfare” in the proviso
of Article 19 of the Act mean a medical device with narrow area or a medical
device on the container or wrapper of which all the labeling items of Article 19
cannot be described, but on the external container or external packing or
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sk}, <717 2008.3.3, 2010.3.19> attached documents of which the labeling is described; provided that, even in
such case, the product name and the name of the manufacturer or importer shall
be described on the container or wrapper of such medical device. <Amended on
March 3, 2008 and March 19, 2010 respectively>

A2IZFAFEEAY 71AAE) OW A21FzA4Z5 A “HAEXHE o] 3} | Article 27 (Description on Attached documents) (D The “information determined
= Abgolet ket Zhs o] Abgs wekoh <7 2008.3.3, 2010.3.19> by the Ministerial Decree of the Ministry of Health and Welfare” as provided in
Item 4 of Article 21 of the Act shall mean the following items: <Amended on
March 3, 2008 and March 19, 2010 respectively>
. Matters of Item 1 or Items 3 and 5 of Article 19 of the Act;
. Indication of “Medical Device”;
. Purpose of use of the product;
. Keeping or storage method,
. In case of a single use only product, the indication of "Single Use Only’;

. If the product is entrustment of all manufacturing processes, name and
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2 YEAE “AxgHA, FEAE “AXAE Y, address of the manufacturer or the importer (the person who entrusted the shall
7t 2 A3 be indicated as a “person who requested manufacturing”, the entrusted person, as
“Manufacturer”, and in case of , country and company name);

)5
9)3te] 7ol =

7. @RS CRE Y AMEE F JEE XA E Afde HATSXEA | 7. If packing is available in each one in a bundle, the model and manufacturer

of Fw I AxIJAIY name, which shall be described in the smallest packing unit;

8. W% AALEo] 7hed m7]7|d Agede 2 HA, &%, 4, A | 8. In case of medical devices reusable after sterilization, information concerning

T AARE Sl AT 8-S 2EEte] AAFES 9k A - gE ARl | proper procedure for reuse including the cleaning, sterilization, packing,

st Ju re-sterilization method, and the limit on the number of times of reuse;

9. g4 HmHAoEZ WAHES WEsteE 9857|719 AFole WA | 9. In case of medical devices emitting radiation for medical treatment, matters

EA-FTF AT 2 4 5o Bk AE concerning characteristics, types, strength, and diffusion of radiation; and

10. = grol]l oJ87]719] EA 5 7&K B3 AFgH 10. Other technical information such as the characteristics of the medical device.

@Al = EF5tr AGAFEAR77 HEFZA A 7]AsFe]oF & A} | @ Notwithstanding Paragraph 1, information to be included in the attached

g2 o 7 &oF 2o <A 2009.5.29> documents of medical devices for clinical trial shall be as follows: <Amended
on May 29, 2009>

1. “SgA 8ol eb= 3EA 1. Indication of “For a clinical trial”;

2. AlEE 2 Fd 2. Product name and model name;

3. AlEHSE 2 ARALLREV|Se] e HFde A&7 R 7] A | 3. Manufacture number and date of manufacture (if the expiration date is
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= Slth specified, it may be described);

4, B IH(AE)WH 4. Keeping (storage) method;

5. AlZ2AA B FAdAA Aa@lEgAzE s 49 H o= AxY | 5. Company name of the manufacturer or the importer (including the
=7t & EZSHet manufacturer or the country in case of entrusted manufacture or import,

respectively); and

6. “YIA g9 EXoz AL 4 glrolgte EA 6. Indication of “Prohibition of use for any purposes other than clinical trial”
@AFAIE A A75e] AFLS &7 T ol x| 7|AgE - | @ If the information on Items 1 through 7 of Paragraph 1 are described on the
o= HFEAE 2 7IAE AT 7 Uk container or wrapper, or packing, such information may be omitted in the

attached documents.

AN28Z I AATES BEAILH) O A2z A4 ugt 27 7]7]9] &7] | Article 28 (Method of Labeling) (D Pursuant to the provisions of Article 22 of
o)l 7iajAre, QB2 T ZIAALE, HEEA 71 A AFE2 $H2 | the Act, labeling on the container, wrapper or external packing, etc. of a

2 7)Asted o &, st e A9 A e fxo]lE 7 7]AE | medical device, and on attached documents shall be written in Korean (Hangeul),
T Utk o, FEE 57 7] o QojM= 2 FEWETY =o]2 7]A | and Chinese characters or foreign language may be written together in the same
s 4 9t size as Hangeul; provided, however, that in case of medical devices for export,
the foreign language of the country to which such medical devices are to be

exported may be used for such labeling.

F1

9 WA, AxHA £ %Y | @ When the product name, name of the manufacturer or importer, etc. are
Aol ofgk Aol W3] |included in the container, wrapper or packing of the medical device, marking in
Braille may accompany the labeling under Paragraph 1.

A 29 (-4 717 )y OuFs Zr 3ol At Fae ¥ A23 | Article 29 (Scope of Medical Device Advertisement, Etc.) (D The following
ZA2E oo Ao 9ste FXHE Fud T Aoz B, advertisements shall be deemed to be prohibited advertisements under each item
of Paragraph 2 of Article 23 of the Act.

1. QAL X AL, S AL, oFAL SEeRAL djEulgr 1 whe]l 27t 9] & 7]7]E | 1. Advertisements saying that physicians, dentists, oriental doctors, pharmacists,
AA - Fol - FH- A e T AFEst ke W8 59 3 bk, =77} | college professors, etc. are designating, authorizing, recommending, instructing, or
A AR GEA L vrol] %‘%“’/}Zﬂ 7F IR Ae] FHog AA O]-O:] A}-8-3} | using the medical device, with the exception of advertisement saying that the
I e e Fae] Hfole 1¢3shA ok bt national or local government and other public agencies are designating and using

the medical device for the purpose of citizens’ health;

2. YFAES FUAFLE B FTUAIES IFAFLE A3 A & § | 2. Advertisements likely to cause a foreign product to be misunderstood as a
H7F e Fa domestic product, or cause a domestic product to be misunderstood as a foreign
product;

3. %0l AlTS Bt JojM ALeH - Fo] vl S o7 1 AF&ZAT} | 3. Advertisements in which the result of use is expressed or implied through
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threatening expressions in advertising the efficacy or performance;
2 AFS vwstAY vsitta s = 33 | 4. Advertisements that slander other products or are suspected of slandering
other products irrespective of the fact;

4 = AYES o8 AY 7Y - FEHE L vrol] o9} | 5. Advertisements taking advantage of a letter of appreciation or personal
fFrAbeE 2dES ARESE FaL experience of the user, or utilizing the expressions “Purchase and orders flooding

in”, and other similar expressions;

6. &% - 575 Fugo AojA “olFE 3] BRI UE 52 3| 6. Advertisements describing “Definite guarantees” etc. in advertising the efficacy
A
[e]

EA e A AY AESdS AFA 2doR EA E AISE | comparison of before/after use etc. or the indications are shown or implied with
o

A EE <Har, HA 5o Ad THS AFES G and effectiveness, or using absolute expressions of “Best”, “Optimal”, etc.;
7. 9871718 98 7)7)7F ofd Ao E 29l8tA T $HUt e Fa 7. Advertisements likely to cause a medical device to be misunderstood as one
which is not a medical device; and
9571719 AR E AT AEEE W Faolup =& | 8. Advertisements indicating such symptom of a disease or such surgery scene

8. 719 & =
WS Yoz HAS= F in a threatening manner as is related to efficacy or effectiveness or purpose of
use of the medical device.

@% A23z2A28 oA “HAFAEHo] Hsle GAH "Wy, A32% | @ The “organizations designated by the Ministerial Decree of the Ministry of
= "T85, A3z wEl RABXRAA = 2F 9 9F | Health and Welfare” as provided in Paragraph 2 of Article 23-2 of the Act shall
FHAAFoRRE HHE i < 7}3 o o5 7]7] #e Hel T 23 | mean corporations or unions designated and published by the KFDA
T AEFYFEdAA Gl XA mAIS H e FFS Teth. </ | Commissioner among corporations or unions related to medical devices which
2007.4.2, 2008.3.3,2009.5.29,2010.3.19> have been licensed or approved to be founded by the Minister of Health and
Welfare or the KFDA Commissioner, pursuant to Article 32 of the 'Civil
Law, or Article 32 of the "Small and Medium Enterprise Cooperatives
Act; .<Amended on April 2, 2007 and March 3, 2008 and May 29, 2009 and

March 19, 2010 respectively>

ANXFEZHUG 271719 AAF 2 #H7 ) OF A252A418 7 | Article 30(Designation of Medical Devices Subject to Tracking and the

So wE FAAYUY gm717e AGude v 2 &9 2ok <714 | Management Criteria) (D The medical devices to be designated as Medical

2009.5.29> Devices Subject to Tracking under each item of Paragraph 1 of Article 25 of
the Act shall be as follows: <Amended on May 29, 2009>

1. AN 1 o] AdHE 9577 1.A Medical device which is intended to be implanted in the human body for
more than one year; or

7hool A AF o A. Implantable pacemaker;
o)A E A4 vrET| e AdE s T EAE A B. Permanently implanted electrode connected to an implantable pacemaker;
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= B o C. Artificial heart valve;
gt ol A d A F47I D. Implantable defibrillator;
uf, o] &g o]okEFQEE E. Implantable infusion pump; and
v, 21 gl A E ol ok ot Y o] Axfuiete] Ha Aol gltfal A3ste] ILA] | F. Other medical devices specified and published by the KFDA Commissioner
3= 95 7]7] as needing to be located.
2. A FAE 85771 JBm7)H Q9] ool Ab&o] 73 215 7]7] | 2. Life sustaining or life supporting medical device which may be used outside
medical institutions:
7F AEEF71(EA ZAEste A shettt A. Respirator (only for constant use)
. AkA] <2009.5.29> B. Deleted <May 29, 2009>; and
T} 21 yroll 2 Fo]efEotd o]l AAjutete] "aAo] gthal Adte] 1LA] | C. Other medical devices specified and published by the KFDA Commissioner
3= o877 as needing to be located.
@A E o) oFE ot A A Ao A1de Ao o3 FHAYNA o877 EE | QIf the KFDA Commissioner grants a product manufacture license or a product
o gt Alx & FY T2 FUtste A= 2 s7FFol “F4 AU | import license in respect of the Medical Devices Subject to Tracking under
A 9877179 FAE st st} Paragraph 1, the Commissioner shall indicate “Medical Device subject to
Tracking” in such license.
ANZFAFHAE 9571719 7154 aJrvP ALd 5) O A26x2#138 | Article 31 (Records, Etc. of Medical Devices Subject to Tracking) (1 Matters
o] qrAel wEl FHAE WY JB8U7E HFeE AEZAFA - U QA - 3| that are required to be recorded pursuant to Paragraph 3 of Article 26 of the
AR - dAGA D FE G Aol 8F “—TJ:LX}”E]- strhe} F=H el 2l E | Act by (i) a manufacturer, importer, seller, renter, or refurbisher of a Medical
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Device Subject to Tracking (hereinafter referred to as “handler”), and (ii) a
person using a Medical Device Subject to Tracking who has established a
medical institution or who is a medical doctor, oriental medicine doctor or a
dentist (hereinafter referred to as “user”), shall be as follows:

1. Matters that shall be recorded by the handling person

A. Quantity of manufactured and imported products by models and units of
manufacture, and date of manufacture and import (only for manufacturers and
importers);

B. Quantity of sale or rent by models and units of manufacture, date of sale
or rent, and name and address of the seller or renter;

C. Date of refurbishing by models and units of manufacture, and company
name and address of the person who requested refurbishing (only for
refurbishers); and
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2k, 1 oHpel B RS A sk feke] B ArE D. Other matters necessary to prevent damage to health and sanitation

2. AREARS] 715 AMEY 2. Matters that shall be recorded by the user

7h FA#AY U RV 7S AESE Ao AW, T4, AdYEd 2 AW | A Name, address, date of birth, and sex of the patient who uses the Medical
Device subject to Tracking;

U, FATAE O o517 43 2 AxHS e olE A A B. Name, manufacture number (or its substitute) of the Medical Device Subject
to Tracking;

CFARE WY mTIVE AFET ddd C. Date when the Medical Device subject to tracking is used;

2k ARE mve] HWA B A D. Name and location of the medical institution where the Medical Device is
used; and

ul, 71 who R S H S WA sty] fste] H Qs Abg) E. Other matters necessary to prevent damage to health and sanitation

@F A BN 871719 HFA e AR A FoefEorddF o R | @ When the handler or user of the Medical Device Subject to Tracking is

FE =43 o577 @ 75 AR AEFS 8¢ ol = | asked to submit records and data concerning the Medical Device Subject to

°o]5 104 ol A|EF3sto]of gt Tracking from the KFDA Commissioner, such handler or user they shall submit
such records and data within 10 days.

@FA# g 571719 HAFA L AFEA= A1 g 9 715 | @ When the handler or user of the Medical Device Subject to Trackin

] g
S At AFole 2 v EXJE]J_—, sfojof gt} prepares the records under Paragraph 1, such handler or user shall keep such
records confidential.

Aol ot FHAY UL Jm7] 7] #I 7]ELS TS ZrEol | @ The records on the Medical Device Subject to Tracking under Paragraph 1
|

st wWj7hA] o]E HEsEo]of gho) shall be kept until the following times:
1. FHAHNY 87715 ALEst= A7 AMYEh= 5 sld 21371715 | 1. When the medical device cannot be used any more due, e.g., to the death of
O o] AR = A @ the patient who used the Medical Device Subject to

Tracking; and
2. 71 yfol FA A Ha o] QA Ho AT 7IES BET o]fF7F & | 2. When the need for keeping of the records no longer exists because there is
gk no need for tracking.

ARZEHEZLERI) OF A272A139] 49 Q?‘i} o7 7]71¢] F#-gof | Article 32 (Reporting of Adverse Side Effects) 1 A person who intends to
ek Abgle]l RIE st A= o dsol AHske vlel| wel o] | report matters concerning adverse side effects of the a medical device under
ofF 3ta ¥ ARE 2 HESIoJof g Paragraph 1 of Article 27 of the Act shall report as provided below and
maintain the relevant data for two (2) years:

fije
o
Rl oE
)

1. Abgoly Ao e v F48S 2 Agde= 79 olul. o 4 | 1. Within 7 days, if the Medical Device causes death or a life-threatening
L FAS W8S Hx HudRE 8Y oo F7E Haslofof b}, adverse side effect; in this case, details shall be additionally reported within 8

days from the date of initial reporting; and
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AAH 7P EE o4

2. Within 15 days, if a medical device causes adverse side effects specified in
the following or results in adverse reactions;

A. If hospitalization or extension of the hospitalization period is needed;
B. In case that a medical device causes a disorder which is impossible to
recover from or results in serious disablement or malfunction; and

C. When a medical device causes congenital malformation or abnormality

o
. =
WA W w welel wa

A g

@ Details concerning report and management of adverse side effects shall be
specified and published by the KFDA Commissioner.

ARz G219 A5 AF 2 @
AN B diAAE e - @ B dhste 9wl
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(o)t “8F o FApek gehyol Al Selok Fhe.

Article 32-2 (Criteria and Procedure for Recall of Harmful Medical Devices,
Ete.) D If a medical device being repaired or sold or rented by a refurbisher,
seller, and renter causes harm to the human body or is suspected of being likely
to cause harm to the human body under Paragraph 2 of Article 27 of the Act
(such medical device, “to-be-recalled medical device”), such refurbisher, seller,
and renter of a medical device shall immediately stop refurbishing, selling or
renting such medical device and notify such fact to the manufacturer or the
importer of the medical device (hereafter “required recaller”).

O HFIRAL ok A E mE R W e = E W A
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@ The required recaller shall confirm under which of the following medical
devices fall the medical devices suspected of being to-be-recalled medical device
under Paragraph 2 of Article 27 of the Act and (ii) the medical devices notified
under Paragraph 1, among the medical devices that such required recaller sold or
rented after manufacturing or importing them:

1. Medical devices the use of which causes an incurable serious adverse side
effect or death, or is likely to cause it;

2. Medical devices causing or likely to cause temporary or medical adverse side
effects which are curable by use of medical devices; and

3. Medical devices not conforming to the standard specifications under Article
18 of the Act, although adverse side effects hardly occur by use of such
medical devices.

@ 1If, as a result of confirmation under Paragraph 2, a medical device falls
under any of the items of Paragraph 2, the required recaller shall take an action
such as immediately stopping the sale of such medical device, and submit a
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A o] B FAGME A FoFEAHAFAA AEsFoIor skt o] 49 3 | recall plan form as per Attached Form No. 28-2 to the KFDA Commissioner
TFol A= —]%94 oFESt A A o] Aol HAdZ2Z WS o] 83te] &7 | within the following time periods from the date of such confirmation under

o}
gME A= & Uk
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Paragraph 2. In this case, the required recaller may submit a recall plan using a
computer program specified by the KFDA Commissioner:

1. Medical devices under Item 1 of Paragraph 2: Within 5 days

2. Medical devices under Items 2 and 3 of Paragraph 2: Within 15 days.

@ 1If the required recaller reports a recall plan under , the following documents
shall be attached:

Dl 5 AER Y ZIEA AR 2 g dofsk - Fdofd ), 9] | 1. Copy of the manufacture/import record for the product, and records of sales

EH"?J% A - dojLdA 59 75 volume for each seller, dates of sale, amounts of rent for each renter, dates of
rent, etc.;

2. A2z 93438 uel BHIT I5AEFEHA 2. A notice of recall plan to be notified under Paragraph 3 of Article 32-3; and

3. B FARE A2 A 3. Documents stating the reason for recall.

® FJFdFAE A3ggd e 3FAIME FAE FF I5TE AAHY | ® When the required recaller prepares a recall plan under Paragraph 3, the

S 357 AFE FERE 309 olllE stofof stk opul, 1 7]%F Ulol 3] | expected end date of recall shall be within 30 days from the start of recall;

F5t7] @ #dusEE Ade I AMRE el 347132 3092 | provided, however, that if it is deemed that recall is impossible within the term,

Ho] A& 4 9l the reason shall be revealed and the recall period may exceed 30 days.

@ )\132401:—‘20]—;(% o;g—
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® If the KFDA Commissioner deems that the recall plan reported pursuant to
Paragraphs 3 and 4 is insufficient, the KFDA Commissioner may order the
required recaller to supplement the recall plan.[Newly added on June 26, 2009]
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Article 32-3 (Public Announcement of Recall Plan, Etc.) ) When a required
recaller receives an order for public announcement of a recall plan from the
KFDA Commissioner pursuant to Paragraph 3 of Article 27 of the Act, such
required recaller shall publicly announce the recall plan, as follows:

1. Medical Devices under Item 1 of Paragraph 2 of Article 32-2: A public
announcement made on broadcasting, daily newspaper or any mass media of an
equivalent or higher level (including the media recognized by the KFDA
Commissioner in consideration of purpose of use, instructions for use, etc. of the
to-be-recalled medical device)

2. Medical devices under Item 2 of Paragraph 2 of Article 32-2: public
announcement on medical or medical engineering journals, or any media of an
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equivalent or higher level
3. Medical devices under Item 3 of Paragraph 2 of Article 32-2: public
announcement on the company’s Internet homepage or any media of an
equivalent or higher level
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@ The KFDA Commissioner may publish, on its Internet homepage, the name

AF-8-71 & 3 FAE JHU SF oA AT & ) of the required recaller, product name, manufacture number, date of manufacture,
shelf life, expiration date, and reason for recall.
@ 359 = IeUd gE7I7E AT st FE A - FAuld A - Aol | @ The required recaller shall notify the refurbisher, seller or renter or a person

%
N7 AFA bl

e
T4 H

Ax = o g7|He M) E <3 FY o5 who has established a medical institution, to the extent that such refurbisher,

A BT, 4, A, AR, AAA, Ax B AZ2AE& F3 T 5L | seller, renter or person handles to-be-recalled medical devices (hereinafter

E3to] gAY S dyof sy, O TR AMAS FHE ¢ JdE AFEE 3] | “to-be-recalled medical device handler”), of the recall plan by means of a visit,

TETEYHH 2dzF ®Estofof sk} mail, telephone, telegram, e-mail, fax, or public announcement through mass
media, and shall keep data proving the notification for two (2) years from the
date when recall is terminated.

@ A3gol| wel 3|FALS FEEL 3 gmv]7)e HEAE 354 | @ The to-be-recalled medical device handler, who is notified of a recall plan

5 EAE 5 51, W] A285 2]34] 41 9] 3|43 | under Paragraph 3, shall take an action such as returning the to-be-recalled

T el Al 3stelof G,

medical device, prepare a recall confirmation letter as per Attached Form No.
28-3, and send it to the required recaller for the to-be-recalled medical device.

® 2 FoofEetd gL Ay g8rre AR 5& Agsts dabz
23S 4 - &dste] et w7l HAwA TolAl AAG=E
Aag § Tk [E R4 2009.6.26]

(® The KFDA Commissioner may construct and operate a computer program to
offer information concerning the to-be-recalled medical devices and recommend
the to-be-recalled medical device handlers, etc. to install such program.[Newly
added on June 26, 2009]

A3BREGFA 5) OH A28zA1&de] A4 wet EF = R7|7]E 4 | Article 33 (Sampling, Ete.) DIn case of collecting articles or medical devices

Asts Ao EA A295A 4] FASES FAFAJNA wF3Fo]oF S | pursuant to Paragraph 1 of Article 28 of the Act, a receipt of collection as per

= Attached Form No. 29 shall be issued to the person from whom they are
collected.

@A g wE A EFol e AEHl HAE Bk Aol | @ If special testing of articles collected under Paragraph 1 is necessary, a

= AFAAI B AALE 9FE 5 9l testing agency may be requested to conduct such test.
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Article 34 (Certificate of Medical device surveillance officer ) An official mark
evidencing the identity of the government official concerned under Paragraph 2
of Article 28 of the Act (including the applicable cases under Paragraph 3 of
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Article 30 of the Act) shall be as shown in Attached Form No. 30.

ABSZFZALZIE) | AREA3Z] A o PAARe] e E
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Article 35 (Criteria for Administrative Disposition) The criteria for administrative
measures under Paragraph 3 of Article 32 of the Act shall be as described in
Attached Table 7.

AR/ AADD A4 B 4FEH) O Asxel Aol
O 57717 E & *‘E«]"k“ﬂﬂﬂ A E5 - TR e 7
o AFehs 2% TEAFAA A @)

f
fol
Lo

2,19 o4 mAdEA el Bt ol FAGE FPol U A

Article 36 (Qualifications and Scope of Duties of Medical Device Surveillance
Officers) D The medical device surveillance officers under Article 35 of the Act
shall be appointed by the KFDA Commissioner, a city mayor, Goon-governor or
Gu-governor from among government officials who fall under one of the
followings:

1. A person who graduated from one of the departments of medicine, pharmacy,
dental medicine, oriental medicine, veterinary medicine, or medical engineering in
a college or university, or a person who has qualifications equivalent to or
higher than it; and

2. A person who has experience in healthcare administration for more than one

(1) year

@RI e ARl e g As el PR eldt
1. Q%gqj&ﬁo}ﬂ%ﬂ— o= ;qu]—)\]%o ok 3Z o}z A
w77l AxAF - FLAAR o
S - Ak okl Aol 24} 2
S A A5 Al @ 4%E @

@ Duties of the medical device surveillance officer shall be as follows:

1. Duties of medical device surveillance officers belonging to the KFDA
Commissioner or the head of local food and drug administration: post
surveillance of medical device manufacturers, importers and refurbishers, and
collection and testing of medical devices; provided, however, that if a nationwide
investigation is necessary or there is a need for systematic investigation, the
medical device surveillance officers may perform the tasks under Item 2 below;
and

2. A - - T A2 BEVIVAAEE o577 duidA 2 ddid Aol o | 2. Duties of medical device surveillance officers belonging to a city mayor,

gk AP A Goon-governor or Gu-governor: post surveillance of medical device sellers and
renters.

A31ZBE 7S T 73R H A4lzol wet 7S B AlalFS 73213 | Article 37 (Renewal of License Ete.) A person who desires to renew a license

22 st AE dA A3lE 1“4 AAAAEZ ® AHAE E33F | or notification acceptance letter pursuant to Article 41 of the Act shall submit

hell 715 e AauFs 35335 ‘jrg 7y o] o ulg} A|Z3}eoF | an application as per Attached Form No.31 (including an application in an

sk} <70 2006.7.27, 2009.5.29>

electronic form) together with the existing license or notification acceptance
letter, to the following persons: <Amended on July 27, 2006 and May 29, 2009
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respectively>:

1. In the case of renewal of a manufacturing /import business license for
medical devices, and a product manufacture/import license for medical devices:
the KFDA Commissioner;

2. In the case of renewal of an acceptance letter for a product manufacture
notification for medical devices, a product import notification for medical devices
and a refurbishing business notification for medical devices: the head of local
food and drug administration having the jurisdiction over the location of the
manufacturer, importer, refurbisher; and

3. In the case of renewal of an acceptance letter for a sale/rental business
notification for medical devices: the city mayor, Goon-governor or Gu-governor
having the jurisdiction over the location of the seller or the renter.

ABZENE 59 ALT 5) DAZANAZIA - T DDA - FeAAA -
oA 2 duidAst 1 S EE AnFe felmeAt 22 @
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o 2AAE BIFE AYHEFEARAYGAA, A2/ BAAA 2
QUG Bl s - duPae] 2AAE DR G- 25 TG

A AZEstoloF ok </l 2006.7.27, 2009.5.29>

Article 38 (Reissue of License Etc.) (D If a medical device manufacturer,
importer, refurbisher, seller or renter lost the license or notification acceptance
letter or they cannot use it, or there is a change in the items described on it,
such medical device manufacturer, importer or refurbisher shall submit an
application (including an application in an electronic form) as per Attached Form
No. 32 Form, together with the license or notification acceptance letter (only in
the cases that they cannot use it or a there is a change in the items described
on it), to (i) (in the case of a medical device manufacturer, importer or
refurbisher) the KFDA Commissioner or the head of local food and drug
administration having the jurisdiction over the manufacturer, importer or
refurbisher, and (ii) (in the case of a medical device seller or renter) the city
mayor, Goon-governor or Gu-governor having the jurisdiction over the location
of such seller or renter.<Amended on July 27, 2006 and May 29, 2009
respectively>

DHFS S A, AR FEANAF HEE N e T
A1 A e HAF EE AnFE Aupsts Aol ATy
of Ao A& AAsoloF Feh.

@ In case of reissue of a license or a notification acceptance letter under
Paragraph 1, the KFDA Commissioner or the head of local food and drug
administration, or the city mayor, Goon-governor or Gu-governor shall describe
the reason for reissue in the relevant register.

@ A person who desires to get certification or confirmation of the license or
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notification, etc. under Articles 6 and 14 of the Act shall submit an application
for certification or an application for confirmation (each including an application
in an electronic form, and in case of a foreign language, including a translation)
to the KFDA Commissioner or the head of local food and drug administration
having the jurisdiction over the location of the manufacturer or the importer.
<Amended on July 27, 2006 and May 29, 2009 respectively>

M Whuzt s A FAAAHAM B A AAEAR F@ Al
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Article 39 (Fees) (D Fees under Article 42 of the Ac shall be as provided in
Attached Table 8; provided, however, that if there is a change in the granted
license or the filed notification and the reason for such change is not attributable
to the person who files an for an amended license or files an amended
notification (such as a change in such person’s location due to a reform of the
administrative districts), such person shall be exempt from such fees.

QAN ME FFEaE H7H7|H FReE dolls FYJA (A F Y FF
A 2 AFd HBIdE du B d59 dY9S THIE TH)
2, AARGA o gk "ol il A ARG A o] FYSTAR T
stofof gtr}, o] A ARFALS o] &S A - HAAAA o o
2% G5 F Aok <7h4 2006.7.27, 2009.5.29>

(@ When the fees under Paragraph 1 are paid to a national agency, payment
shall be made with a revenue stamp (with respect to duties under the
jurisdiction of the KFDA Commissioner, cash or a proof of cash payment), or
when the fees are paid to a local government, payment shall be made with a
revenue stamp of such local government. In this case, payment may be made by
means of e-money, e-payment, etc. using telecommunication network. <Amended
on July 27, 2006 and May 29, 2009 respectively>

A40ZFEH s FHAIE) B A7z wE
o} Zoh[AENA 2009.5.29]

Article 40 (Administrative Default Fine) The criteria for imposition of an
administrative default fine under Article 47 of the Act shall be as shown in
Attached Table 9. [full text amended on May 29, 2009]

2 <A]2913.,2004.7.28>

ADDENDUM <Number 291, July 28, 2004>
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Article 1 (Effective Date) These Regulations shall take effect from the date of
promulgation.
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Article 2 (Transitional Measures on Observances by the Manufacturer) A person
who obtained a manufacturing business license for medical instruments under the
Pharmaceutical Affairs Act as of these Regulations taking effect, shall make sure
that they shall comply with, by May 30, 2007, the standards for manufacturing

and quality management of medical devices under Attached Table 3 under Item

6 of Paragraph 1 of Article 15 hereof.
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Article 3 (Transitional Measures on Import Business License and Observances by
the Importer) A person who obtained a product import license or a product
import notification for medical instruments pursuant to the Pharmaceutical Affairs
Act as of these Regulations taking effect, shall obtain an import business license
by May 30, 2005 under Article 17 hereof, and make sure they shall comply
with, by May 30, 2007, the standards for import and quality management under
Attached Table 5 under Item 4 of Paragraph 1 of Article 20 hereof.

AGE G Sl wel A S o HEH YA A o Ao
el SANAAN, WASANEA, PR AP AN, T1E D AP
WA A, FAAAA D AR 5L AZH Aol GF HAhs o
Amse] e okabgel gl o @l

O

Article 4 (Transitional Measures on Application for License, Etc.) The
Pharmaceutical Affairs Act shall apply to the grant or approval of license and
acceptance of notification for a person who submitted an application for license,
an for an amended license, a request for safety and efficacy review, a request
for review of specifications and test methods, an for approval, a notification,
etc. pursuant to the Pharmaceutical Affairs Act as of these Regulations taking
effect.

el o] ) DR A GRS AAAN AT HF de

Article 5 (Amendments to Other Relevant Laws by this Act) @D The
Enforcement Regulations on the Organization of the Ministry of Health and
Welfare and the agencies and organizations under its supervision shall be
amended as follows:
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In Items 4 and 5 of Paragraph 5 of Article 8, “Drugs, quasi-drugs, and medical
instruments” and ‘“Medical instruments and cosmetics” shall be amended to
“Drugs, quasi-drugs, and medical devices” and “Medical devices and cosmetics”,
and in Item 6 of the same paragraph, “The Central Pharmaceutical Affairs
Review Committee” shall be amended to the “Central Pharmaceutical Affairs
Review Committee and the Medical Device Committee”.

In Item 6 of Paragraph 9 of Article 9, “Related to dental medical instruments”
shall be amended to “Related to dental medical devices”.

@A oot g dg e E A A= AT vE o] AT

@ The rules on request for test in the KFDA and the Korea Center for Disease
Control and Prevention shall be amended as follows:

A3EANGAEZE 23 o] stal, AL <o F R g e
“oj ok, 98771y AexATE-A14zA5T L A8 FA 9g o=
71717& Jh

Item 1 of Paragraph 1 of Article 3 shall be amended as below, and in Item 3
of the same paragraph, “Quasi-drugs and medical instruments” shall be amended
to “Quasi-drugs, and Medical Devices under Paragraph 7 of Article 6, Paragraph
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5 of Article 14, and Article 18 of the Medical Device Act”.

MNazA1%, A3z, A4z 2D ASESF “Jag s 47 “o57|7]7% gt} | In Item 1, 3, 4, and 5 of Article 4, “medical instruments” shall be amended to
“medical devices”, respectively.

@Fm o o E o) A=A AT J A A 7| EH A 25 th32 2 | @ The Enforcement Regulations of the Ministerial Decree for Facilities of

o] 7§ 3ttt Pharmacies, Manufacturers, Importers, and Sellers of Drugs Etc. shall be
amended as follows:
A0ZE AFFT “dRd+ B JAEFTAZLE “YAEFAZAL"Z 3t} | In the title of Article 10, the “Manufacturer who manufactures medical

instruments or hygienic products” shall be amended to the “Hygienic product
manufacturer”.

A 1224|585 ALA gl Paragraph 5 of Article 12 shall be deleted.
A4z “FAALSFFA g 2 R & F Ao AFALE “FPAL | In Article 14, the “Business office of druggists, oriental druggists, drug dealers,
SOk A} Wl mlj oFAFo] of o A7E dlr) and medical instrument sales business” shall be amended to the “Business office

of druggists, oriental druggists, and drug dealers”.

ASZANFANIE S “ofe)F F o589 AxE “oleke]Ee A|x"Z | In Item 1, Paragraph 1, Article 15, “Manufacturing of quasi-drugs and

31, B35 7HE dAE AbA O}E‘ﬂ A2gA25F “oFEFS(AEETE A9 | manufacturing of medical instruments” shall be amended to “Manufacturing of
st A R7E <okt G AR v, FIAAIEE 2A s} quasi-drugs”, the proviso of the sub-item A of the same item shall be deleted,
and in Item 2 of Paragraph 2, “Manufacture of drugs, etc. (except medical
instruments)” shall be amended to “Manufacturing of drugs etc.”, and Item 3 of
the same paragraph shall be deleted.

QPPN YT A The 2ol

N
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o}, @ The Enforcement Regulations of the Pharmaceutical Affairs Act shall be
amended as follows:

(<3

A21Z2A 185 “ooFF-oofoF EE &5 “9 k% T 9 In Paragraph 1 of Article 21, “Drugs, quasi-drugs, or medical instruments” shall
o7 &a, FFARE T “Aito] FirE AA E= “Ad } | be amended to “Drugs or quasi-drugs”, and in Item 8 of the paragraph,

8 AAZ 3, FFA11EE AHA Sk} “preparations or medical instruments containing the ingredient” shall be amended
to “preparations containing the ingredient”, and Item 11 of the same paragraph
shall be deleted.

A21 % 2A25 & th5 o] gty Item 2 of Clause 2 of Article 21 shall be as follows:
2. FEAAEE A HHo AEEHE dEoE, A IS 2ok ($19S | 2. Pharmaceutical raw materials for the purpose of a clinical trial, a comparator
XZ g3k}, for a clinical trial (including placebo)
A22Z2A1TT - ad T AXIATIANAHAAME <o FEAZY 3] 7141 | In Paragraph 1 of Article 22, the “Application for manufacturing business license

AA R i, FdA45E AHA S for drugs and medical instruments” shall be amended to the “Application for
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manufacturing business license for drugs”, and Item 4 of the same paragraph
shall be deleted.

A23ZA 1 A3E D A242A48S 22 AbA S} Item 3 of Paragraph 1 of Article 23 and Paragraph 4 of Article 24 shall be
deleted, respectively.

A26xF “58&TY AAH(evEFE XT3, 9JEFs AxA"S “9 | In Article 26, “Designation of medical instruments (including categorizations by
gESO AxProw 3 class), manufacturing business of drugs, etc.” shall be amended to
“Manufacturing business of drugs, etc.”

A272AES A9 WA A11E, A27x222A428 FA] D A58S 742F AF | Ttem 9 through 11 of Paragraph 1 of Article 27, the proviso of Paragraph 2 of
A| gk}, Article 27 and Paragraph 5 of Article 27 shall be deleted, respectively.

A28 A2 A TS E Y2 Fo] st} Item 7 of Paragraph 2 of Article 28 shall be amended as follows:

7. AEATEE oFEsY ZeEgely FAAES duby, d5okE 2 1 i | 7. Code name of the drugs for clinical trial or general names of the main

ZF A8 5 ingredients, pharmaceutical raw materials and the quantity, preparation, etc
thereof.

A29ZA1FA 1055 T2 #Zo] gt} Item 10 of Paragraph 1 of Article 29 shall be amended as follows:

10. YFA L oJoFFe W 4 ooEAzLEAR7IE 2 FHE 424 A | 10. For use of drugs for clinical trial, they shall be prepared, satisfying the

EAAA AxzLEFAAY 7ol AgetA AxE AS AT A standards for manufacturing and quality management of drugs described in

Attached Table 4 and the standards for manufacturing and quality management
of biological preparations described in Attached Table 4-4.

AR2zA1GFT “9oFE e gRg&T9 ZAFAZXH S «“9oFF9 7Y | In Paragraph 1 of Article 32, “Conditional manufacturing business of drugs or

Az oz s} medical instruments” shall be amended to “Conditional manufacturing business of
drugs.”

A3azA 1 “oFE B R E&FY AxG7PE “Fe AZY3 | In Paragraph 1 of Article 34, “Manufacturing business license for drugs or

72 sk medical instruments” shall be amended to “Manufacturing business license for
drugs”.

3} o] st} Paragraph 1 of Article 36 shall be amended as follows:

2} ARt} Sh= o FEAZYA | D A drug manufacturer who intends to set up a business place pursuant to
= Zp2} | Paragraph 4 of Article 26 of the Act shall have a pharmacist or an oriental
pharmacist who controls the business place (hereafter “business manager”).

S | Paragraph 3 of Article 38 shall be amended as described below, and in
o = 213 | Paragraph 4 of the same article, “Medical instruments or quasi-drugs” shall be
3%5]'04”i 5}‘:} amended to “Quasi-drugs”, and “KFDA Commissioner in the case of a
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manufacturing manager for medical instruments by attaching documents” shall be
amended to “by attaching documents”.

@ AzATEA1IT sFet= oofelEe AxAFE #E T = 2= | @ A person who can control manufacturing affairs of quasi-drugs falling under

A= o5 Item 1 of Paragraph 7 of Article 2 of the Act is as follows:

1. oJARSFA = 43 A oiste] s}sh-sletashdf3e = @SS £ | 1. A physician or a pharmacist, or a person who graduated from the department

A+ A of chemistry, chemical engineering, or fiber engineering, or related department of
university; and

2. AEdige A A1z AT HE S F 21 o] o oke]F A=Y F | 2. A person who graduated from ay of the departments described in Item 1

o FASE AL above in a junior college and worked in the manufacture of quasi-drugs for
more than two (2) years.

A40zA1FA 125, A2t R A3eS Zhz; 2}A g} Item 12, Paragraph 1, Paragraphs 2 and 3 of Article 40 shall be deleted,

respectively.

In Paragraph 2 of Article 43, “Biological preparations, medical instruments, or

= = ‘_“jr. quasi-drugs” shall be amended to “Biological preparations or quasi-drugs”.

A 442 A1 G ATEE b o] s Item 7 of Paragraph 1 of Article 44 shall be amended as follows:

7. QAAHE fgE HHo AFEHE R E, AAAIEE U2 F($1 S | 7. Pharmaceutical raw materials for the purpose of a clinical trial, a comparator
X3t S for a clinical trial (including placebo), etc.

A46z2=A133 LD A48, AS5T7THA4E, A59%, A60x, AT72E Z4ZF AFA| S | Paragraphs 3 and 4 of Article 46, Paragraph 4 of Article 57, and Articles 59,
o 60 and 77 shall be deleted, respectively.

A 83 A 18-S tf53 o] shr, Paragraph 1 of Article 83 shall be amended to:

O A6xA 1T A4z == H A3S52A3E] g et o952l | D If, pursuant to Paragraph 1 of Article 26 of the Act, Article 34 of the Act,
AZQATAA B JFFHmdArt a1 S 7bAY Aask AbskS W73 | or Paragraph 3 of Article 35 of the Act, a manufacturer, importer or seller of
st} 3F woll= v Zh& 9] Tl ok A YA = 23 Ae] I 3 | drugs, etc. intends to obtain an amended license or file an amended notification,
M e sy WAASG 2 O SAMFE HEste] 9 oFE 52 AlE | such manufacturer, importer, or seller shall submit the following or notification
AR A FFEAAF R (BTG AAZRY, ShFAAZY, 299 EA | to (i) the KFDA Commissioner (in the case of a medical high pressure gas
Z @ Aua 9oz AuEE HMAL x| Hb2]E o] C**O}ﬂ % | manufacturing business, herb medicine manufacturing business, quasi-drugs

ol A, o e FE A A xp= A=A Aol Al ZZE A ZFSFe]oF st} bk, | manufacturing business, and products subject to notification other than

of WA Qlo] AFefEetdAgde] W A26x=2139] ol 9k o] eFE | pharmaceutical raw materials subject to notification), or (iii) the city mayor or
ANAB7Y, A27z2] FA ol FHA-FEAd HAAEA T w2 24, A40Z | Do-governor(in the case of sellers of drugs), together with the license or the

o] A o3t kA AR AT A wp FHrF D AuALES ¥ A|69F | notification acceptance letter, and a statement of the reason for such amendment
A1gkel FAC oste] AA7 A EES WMAIEE A A S ol | and the documentary evidence therefor; provided, however, that if the KFDA
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Commissioner gives directions to amend the product license or a product
notification by the specified time limit pursuant to Paragraph 1 of Article 69 of
the Act the result of drug re-evaluation under Article 26-3 of the Act,
adjustment based on the result of safety and efficacy review under Article 27, or
the result from the safety information management under Article 40, the KFDA
Commissioner or the head of local food and drug administration shall be deemed
to have granted an amended license or accepted an amended notification.

c A AI59T A A o] A H A

1. In the case of amendment of the manufacturing business: an application as
per Attached Form No. 59

S A S 2 A e A

2. In the case of amendment of the sale business: a notification as per Attached
Form No. 11-2

3. F5 WA HA AelaA A AMAHA Eem HA A15TA A (A3 | 3. In the case of a change of product: an application as per Attached Form No.
dEogeFEe FA A155224 2ol 98k Ala1A 61 or a notification as per Attached Form No. 15 (in the case of pharmaceutical
raw materials subject to notification, Attachment Number 15-2 Form)
A8z A 1T “oFHMAA-ookES AZFAFEAMAA} = 2 FEE | In Paragraph 1 of Article 84, “A person who has established a pharmacy, a
THAMAAE ko)A Ao ekE S Alx X} L= o eFERulg A2, “2] | manufacturer of drugs etc., a drug seller or a medical instruments seller” shall
oFET A, dFEFAY = g5&TAPde] §7Fs £ 413157 | be amended to “A person who has established a pharmacy, a manufacturer of

Az s ook

o

N4 el sl7ts7e® gt

drugs etc., or a drug seller”, and “A license or notification acceptance letter for
manufacturing business of drugs etc., sale business of drugs, or sale business of
medical instruments” shall be amended to “A license of manufacturing business
of drugs etc. or sale business of drugs”.

AIEA TS “olerEaivieia, SR ETY wueA ety
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In Paragraph 1 of Article 93, “A drug seller, a medical instruments seller, and a
manufacturer of drugs etc.” shall be amended to “A drug seller and a
manufacturer of drugs etc.”, and “A person who has established a pharmacy and
a medical instruments seller or a person who makes a preparation for retail
pharmacy” shall be amended to “A person who established a pharmacy or a
person who makes a preparation for retail pharmacy”.

T3]
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=9 Az
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In Paragraph 2 of Article 96, “A person who established a pharmacy, a drug
seller a medical instruments seller, or a manufacturer of drugs etc.” shall be
amended to “A person who established a pharmacy, a drug seller, or a
manufacturer of Drugs etc.”
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EAZEE A% AF7 A EFNRIHE

ANETH T AFRANEH) <A363%,2006.7.3>

ADDENDUM (Partial Amendment of the Ministerial Decree such as the
Enforcement Regulations of the Act on Dietary Supplements for Joint Use of
Administrative Information and Reduction of Documents) <Item Number 363,

July 3, 2006>

o] 1AL FE3 JHE Ay}, These Regulations shall take effect from the date of promulgation.
HZ <A)3662,2006.7.27> ADDENDUM <Number 366, July 27, 2006>

o] FHL Fx3 JRE A3} These Regulations shall take effect from the date of promulgation.
22 <A3913,2007.4.2> ADDENDUM <Number 391, April 2, 2007>

o] &L 2007 49 5UXFE A3}, These Regulations shall take effect from April 5, 2007.
HA <A407%,2007.7.6> ADDENDUM <Number 407, July 6, 2007>

o] &L 2007 7Y€ TUHRE A3y} These Regulations shall take effect from July 7, 2007.

EAHABANEE

I &257F FAA AYFE) <A13,2008.3.3>

ADDENDUM (Enforcement Regulations on the Organization of the Ministry of
Health, Welfare and Family Affairs, and the Agencies and Organizations under
its Supervision) <Number 1, March 3, 2008>

AZANAY) of FHE sEa T5E At

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

A2z A

Article 2 shall be omitted

A3z MRl A O

HE <62> 74A] A=

Article 3 (Amendment to Other Relevant Acts) (D through <62> shall be
omitted.

<63> 2| 57|71 At
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<63> Part of the Enforcement Regulations of the Medical Device Act shall be
amended as follows:

A26%, A27ZFA13} 2
Zb “R A B A 7SRO

k=
o7 3},

In Article 26, Paragraph 1 of Article 27 other than each item thereof, and
Paragraph 2 of Article 29, the “Ministerial Decree of the Ministry of Health and
Welfare” shall be amended to the “Ministerial Decree of the Ministry of Health,
Welfare and Family Affairs”.

In Paragraph 2 of Article 29, the “Minister of Health and Welfare”
amended to the “Minister of Health, Welfare and Family Affairs”.

shall be

<64> FE <94> 77}1] A 2

2F

<64> through <94> shall be omitted.

FHEARANE

Bol g A&7 FAA A7) <A84%, 2008.12.31>

ADDENDUM (The Enforcement Regulations on the Organization of the Ministry
of Health, Welfare and Family Affairs and the Agencies and Organizations under
its Supervision) <Item 84, December 31, 2008>
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AMEANDD) o FHe
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Article 1 (Effective Date) These Regulations shall take effect from January 1,
2009.

A2z MR AA)

Ol NN L

Article 2 (Amendment to Other Relevant Acts) Paragraphs (D through (2 shall
be omitted.

OIEEMEEIREEE

Qe T el AAd.

@ Part of the Enforcement Regulations of the Medical Device Act shall be
amended as follows:

In Item 5 of Paragraph 1 of Article 20, the “Minister of Industry and Energy”
shall be amended to the “Minister of Knowledge Ecomony”.

D FH ® A e

@ through ® shall be omitted.

537 <A1123,2009.5.29>

ADDENDUM <Number 112, May 29, 2009>

AT LLD) of e

FE F 3Ndo] Avd G5 A@art

Article 1 (Effective Date) These Regulations shall take effect after 3 months
from the date of promulgation.
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Article 2 (Transitional Measures on Criteria for Administrative Disposition)
Regarding administrative disposition against violation committed prior to these
Regulations taking effect, if the criteria became stricter than the existing ones,
the previous Regulations shall be applied; if the criteria became less strict, these
Regulations as amended shall be applied.
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Article 3 (Amendment to Other Relevant Regulations) Part of the regulations on
safe management of diagnostic x-ray system shall be amended as follows:
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The partial proviso other than each item of Paragraph 1 of Article 4 shall be
amended to the following:
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Provided, however, that when a person intends to obtain a product manufacture
license or product import license for medical devices pursuant to Paragraph 1 of
Article 5 and Paragraph 1 of Article 18 of the "Enforcement Regulations of the
Medical Device Act; or intends to import secondhand medical devices pursuant
to Item 6 of Paragraph 1 of Article 20 of the Regulations, the medical devices
may be used without being subject to the tests under the main body if a test
including the test items of Attached Table 1 is conducted by a testing agency
registered with the KFDA and the related test report is submitted.

3 <A1118%,2009.6.26>

ADDENDUM <Number 118, June 26, 2009>

o] & -& 2009 6¢¥
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These Regulations shall take effect from June 27, 2009.
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23 <Al13, 2010.3.19>

ADDENDUM <Item 1, March 19, 2010>

ArzxEAAL) o A2 T3 SFEH Ao <dA g

Article 1 (Effective Date) These Regulations shall take effect from the date of
promulgation. <omission of the proviso>

A2z A

Article 2 shall be omitted.

A3z MR A O FE <56> 7hA] A=

Article 3 (Amendment to Other Relevant Acts) (D through <56> shall be
omitted.

7SR AR QR e Be) A e

<§7> Part of the Enforcement Regulations of the Medical Device Act shall be
amended as follows:

2

126, A27x2A18 2z & 9o F&, A29xA2%
S 7 “RABEARHE o2 ),
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In Article 26, Paragraph 1 of Article 27 other than each item thereof, and
Paragraph 2 of Article 29 the “Ministerial Decree of the Ministry of Health,
Welfare and Family Affairs” shall be amended to the “Ministerial Decree of the
Ministry of Health and Welfare”.

A29xA2F T “RABZANSEZAE “RAEARZE R Fr

In Paragraph 2 of Article 29, the “Minister of Health, Welfare and Family
Affairs” shall be amended to the “Minister of Health and Welfare”.

<58> KB <84> 7}x] A=

<58> through <84> shall be omitted.

22 @AARY FF5o|8& E EAZES AT AAAAVEE
AYt2 5 dFEAAHH) <A18%, 2010.9.1>

ADDENDUM (Partial Amendment of the Ministerial Decree such as the
Enforcement Regulations of the Act on Dietary Supplements for Joint Use of
Administrative Information and Reduction of Documents)
<No. 118, September 1, 2010>
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These Regulations shall take effect from the date of promulgation.




