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[Attached Table 1] <Amended on May 29, 2009>
Criteria and Procedure for Classification and Designation of Medical Devices

(Related to Article 2)

1. Criteria for classification of medical devices
A. The KFDA Commissioner shall classify Medical Devices into the following four through review by the
Medical Device Committee according to the purpose of use and the degree of potential risk to the
human body. In this case, if the medical device is pertinent to two or more grades, it shall be
categorized into the grade of the highest risk
1) Class 1: Medical Devices with little potential risk
2) Class 2: Medical Devices with low potential risk
3) Class 3: Medical Devices with medium serious potential risk
4) Class 4: Medical Devices with high risk
B. The decision criteria for potential risk of sub-item A are as follows:
1) Duration of device contact with the body
2) Degree of Invasiveness
3) Whether the device delivers medicinal products or energy to the patient and
4) Whether the device delivers medicinal products or energy to the patient
C. Detailed criteria for risk related to sub-items A and B shall be specified and notified by the KFDA
Commissioner.
2. Procedure for designation of class
The KFDA Commissioner shall classify Medical Devices by instruments, machines, apparatus, and materials
into large classification group, each large group into mid classification groups having similar raw material,
manufacturing process, and quality control system, and each mid classification group into small
classification group by products m whose function is exercised independently, and each class shall be
specified and notified by products classified as small classification group.
3. Procedure of application for reclassification and designation of class
A. If it is deemed by the KFDA Commissioner that there is application by the party concerned etc. or
need for reclassification, the KFDA Commissioner may reclassify class of product through a review by
the Medical Device Committee.
B. Upon reclassification, the degree of potential risk and the appropriateness under the following criteria
shall be examined:
1) Whether the description of the product, purpose, use, principle, features, function, etc. of the applied
device fall under the descriptions of similar or the same products and
2) Whether the safety and performance of applied device are fully secured, compared to the already
classified, designated, and managed products
C. If a person or entity who is to apply for reclassification of the class shall attach the following data to
an application with Attached Form No. 33 and submit to the KFDA Commissioner.

1) Data on technical document, etc.



2) Data on comparative analysis of technical characteristics including structure, principle, performance,
purpose of use, and instructions for use with other medical devices with similar to those subject to
reclassification

D. The KFDA Commissioner, when received application for reclassification as pursuant to sub-item C,
shall review and decide it in 90 days from the date of receipt, and then give a notice to the applicant

of the result and notify to the public.
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[Attached Table No. 2] <Amended on July 27, 2006>
Standards for Manufacturing Facilities and Quality Control System

(Related to Article 6)

1. Manufacturing facilities
The manufacturer shall hold and maintain the following facilities and apparatus in the manufacturing place,
and inspect them on a periodical basis not to cause any trouble in manufacturing and quality control of
the Medical Device:
A. A place where manufacturing is being done;
B. A laboratory where quality control of raw material, materials, and products is being done;
C. A storage where raw material, materials, and products are being stored; and
D. Facilities and instruments necessary for manufacturing and quality control
2. Criteria for manufacturing facilities
A working place and a depository shall be placed in the manufacturing place.
A. A working place

1) Facilities capable of preventing mice, harmful insects, dust, etc. shall be equipped.

2) The ceiling of the working place where products requiring sterilization are made shall be finished not
to cause risk of dust drop, the floor and wall shall be smoothened so as to readily eliminate dust or
garbage, and the surface of the ceiling, floor, and wall shall resist spraying and washing of antiseptic
solution.

3) A working stand shall be placed in the working place, and in case that products requiring
sterilization are made, sterilization facilities shall be equipped.

B. A depository shall be equipped so that raw material, materials, and products can be stored hygienically
and safely.

3. Scope of consignment for manufacturing process and testing
The manufacturer may consign manufacturing process or testing of the medical device to a party who falls
under the following criteria, and in this case, manufacturing facilities and instruments related to the
consigned process and those related to the testing may not be equipped as provided in Item 1.
A. Scope of a party who can be consigned to manufacturing process
In case that the manufacturer consigns all the manufacturing processes, the manufacturer shall consign them
to a party who falls under one of the following criteria; provided that part of the manufacturing process
is consigned, it may be consigned to a party who does not fall under the criteria:

1) A party who is judged to satisfy the Standards for Manufacturing and Quality Management of
Medical Devices for both the consigned product and the products belonging to the group of same
type as mentioned in the Attached Table 3

2) A party who is judged to be suitable for the international standard (ISO 9001, ISO 13485, etc.)
equivalent to or higher than the Standards for Manufacturing and Quality Management of Medical

Device as mentioned in the Attached Table 3 by the government of the applicable standard, the



agency authorized by the government, or the agency recognized by the KFDA Commissioner, for
both the consigned product and the products belonging to the group of same group
B. Scope of a party who can be consigned to testing for quality management
1) A manufacturer which is judged suitable for the Standards for Manufacturing and Quality
Management of Medical Devices as mentioned in the Attached Table3

2) A medical device testing agency registered in the KFDA pursuant to n Article 29 of the Act
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[Attached Table 3] <Amended on May 29, 2009>

1.

5.

Standards for Manufacturing and Quality Management of Medical Devices

(Related to Article 15)

Quality Management System
The manufacturer shall establish the quality management system in order to efficiently control the
organization, responsibility, procedure, process, resources, etc. for manufacturing and quality control, and this

shall be written down in form of a quality manual etc.

. Documentation and Implementation of Quality Management System

The manufacturer shall write down details including procedure and method on the followings, and
implement the quality management system accordingly:
A. Quality policy;

. Contract review;

. Design control;

. Control of Documents and data;

B

C

D

E. Purchasing control;
F. Identification and traceability control of products;

G. Control of manufacturing process;

H. Testing of purchases and products;

I. Control of non-conforming products;

J. Control of measuring equipment;

K. Corrective and preventive actions;

L. Matters about handling, keeping, packing, preservation and delivery of products;

M. Training; and

N. Other matters necessary for manufacturing and quality control like validation of the product, etc.

. Responsibility and Authority

The manufacturer, for its members who may influence the quality, shall specify their responsibility and

authority, and mutual relationship between members, and this shall be documented.

. Designation of a Quality Manager

The manufacturer shall designate one of the managers of the organization as a quality manager to perform

the following duties, and shall not cause any trouble for the quality manager to perform his/her duties:

A. Quality control in the manufacturing place;

B. Assessment of the result of quality control in the manufacturing place and decision for release of the
product; and

C. Establishment, enforcement, and maintenance of the quality management system in accordance with this
standard

Management of quality record



A. The manufacturer shall prepare and keep the procedures for identification, collection, indexing, reading,
filing, keeping, maintenance and destroying of records of all kinds necessary to conduct manufacturing
and quality control with documentary form

B. All quality records shall be kept so that they may be immediately searched within the facilities to
prevent damage, loss or deterioration

6. Quality Audit Etc.
A. Internal quality audit
The manufacturer shall prepare procedure for planning and execution of internal quality audit in a
document and execute it on a periodical basis in order to maintain conformity of this Standard, and
utilize the results in manufacturing and quality control.

B. External quality audit

The manufacturer shall take regular audit for the condition of observance of the Manufacturing and
Quality Management Standard pursuant to Item 6, Paragraph 1, Article 15 of the Enforcement
Regulations of the Act as specified and notified by the KFDA Commissioner.

7. Compliance Evaluation

A. party who is intends to be recognized as to comply with this Standard or to take regular review of the
status of compliance pursuant to Item 6, Paragraph 1, Article 15 of the Regulations of the Act shall
submit an application to the director of the head of Medical Device Quality Management Review
Agency, which is registered in the KFDA, as specified by the KFDA Commissioner.

B. The head of the Quality Management Review Agency, for a business party which applied for recognition
of compliance recognition or regular review, shall organize a panel including one (1) medical device
surveillance officer belonging to the KFDA to perform document review and joint review.

C. The head of the Quality Management Review Agency, if it is deemed to comply with this Standard as
a result of document review and joint review under sub-item B, shall issue a "Quality Management
Compliance Certificate" as specified by the KFDA Commissioner, and report the result to the KFDA
Commissioner.

D. The KFDA Commissioner shall take administrative actions pursuant to the relevant provisions according
to the content reported by the Quality Management Review Agency.

8. Detailed Criteria

The KFDA Commissioner shall specify and give notification of details about manufacturing and quality

management and procedure, method, requirement and method of control necessary for registration of a

quality management review agency to review and evaluate the facilities and quality management system for

facility of medical devices, and matters not specified herein.
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[Attached Table 4]
Standards for Quality Inspection Facilities and Quality Management System

(Related to Article 19)

1. Facilities of import business
The importer shall hold and keep the following facilities and equipment in the premises and periodically
check them not to cause any trouble in import and quality control of the medical device:
A. Place where import business is conducted
B. Warehouse where products are stored
C. Laboratory if testing for quality control is required, and testing facilities necessary for the test; however,
in case of consignment testing, the laboratory or testing facilities related with consignment testing may
not be equipped.
2. Criteria for facilities of import business
The importer’s facilities shall meet the following criteria:
A. Facilities capable of maintaining the condition at the time of import of the product
B. Cold storage or facilities for light shield (only for ones that the product requires cold storage or the
products may have trouble to perform if it is exposed to light)
C. In case of handling the product whose storage method is specified, facilities capable of maintaining the

conditions



] =
M 3 ~
s W T ~ g
5 o e AR % o W
B ¥ = L 7T N
! ~ 53 W o T =
5 ) ~ oo T o= rd i
<+ e 0 w5 B o e B3
< = o o s 5 K ° ° % o
il < < N 3 T g ®
o) ~ o < B B | —~ jari =0 Al
— U.:v ok ‘MH ~o —~ — o o ‘Dro
< ~ ~ N X up o o T 5 0 T
Nb N ) x = - = oo 7o o wr ™ o
B o g . =K o= ao_ma o F X
#u —~ %) — EE owe
e i i Gl - o W K _ + T
= T ox3 R == = Egiw
- A ~ T B Gl = w E T N~ M -
= - R B o= W T A— 5
T T ° o= o RO - R D A
X o TR O o W . e
o o i < = | R R HE g B
Tﬁ ~ o X o ~ ﬂu NoOO oS ~ 7O O?._ O
N f ~ R R X X0 o G (S
n Ko do i D o= W o ™ 5l NS0
o = z ~ n . L Mﬂ ph oR wON > o wno_
w < =P ow oy % D 7 C "o w g
o - ~ © g = ! 7o T o o G+ iy W M %o
_ = = B o e < = ® = K i N =
o aw T TR TR o T PO W o . X0 i TP K
[ o T - 2 2 & w T X N -l
3 e TN o B W <0 T X R g
N - pEEET e B3 TE Ty P o T F T a
o —_ 5 ~ = ) =i ~
up 70 e 99 T B = T R T o X mK Y
0y 2 Mmoo B W@ F N T o < SR
e N YBEZLP o o em® T 5 T 4 EZ&R
by 100 B, ) o jr—
- T L B g T R A T T
b el E R S 3 2T Y w TRl
’ mr moﬂ;mﬂﬂn%W mﬂaLﬁ_.Mmﬂiﬂ © W ° & RO xo% 3
5 . M o x M E R g oW oB L g < ™ oz P _T T R
~u 0 d ‘wﬂ n o~ ~ ﬂl\_ e — 3 TN o = E ,A‘.* ‘wﬂ
~ 3 ! N Bk T iy —_ ) ~— K
N2 E%E ) Mﬂ _ ~ ul N ﬂ N ,Nﬂ N 0 _ ﬂ_O! ~ u Z..* —
N ;o_._ Z‘.ﬁ K X 9 — NH A — El.._ < Z.L o N ‘Nﬂ ~
x B HE W R o = W 2 X R 7 X 0 T -
Mo NH X = B = o T @ N T gRu o 5 o o 3 - B o
e ow poSTEET O LERCCR CRE O N R A
o g g O X ) N Jo— W = 9 dog TN PR o fo oF
mE o % ~ N = _, - X T KT R oR AN < o7 B
o Tﬁiﬂ TNy nxmewﬂ%wumxmméﬂﬂ%ﬂ%wﬂmﬂ%mﬁ%Mﬂ%ﬂwxﬂfr
T ; T N N~ ~ XN I~
o XX v;wxg%mﬁfu%a}v777&4%;? AN O
= g WO N oo = o 2o N~ < oMo ow o~ L) AN NN
T oo Moo Woor 2o X o pt oo Do X B T NN N
o e 0 3m o X0 ~ TH oy T S S R R A w w |
i il = W BCI - CIC) X & T o o i o
Yok LTEBPD PR g wEEET 2 TR 2T @R G NG
R TR R . o oamuxAAATATATrﬁﬂ_ﬁmﬁz@rﬁ%mﬂ%d%&
= e e i SR T g v B NORE A 9 d
“ A R RN pE e
gl . QT e N - : T
< “ NS ) ¢|. ~ T
O

o] o] 7L}

===
[SINe)



b4 grofol

k<)
pil

=

wrojo}

=

=

73 A
Skt

o

el of

°

o A
dhol e 7] 414

24

<

MFEA 2d0]

A5

o

2
5}

o,

1

L

5t

<]

g

]

o
1l

b 2 715
bo] 5]

2041

°©

e
it

]
=
T

1

= A 7] ol
g AFRAANES HH

#4974

8. A

T
mo

—_—

o

)l
—

oy
o

=

ulol uje)

-

R

]_

S

ahe] A

ot

k)

Fof of

9

o] &Y
ot

=
kel

=

}ofoF

°

3 ol

7]l

mhal

sto] ¥

=

=

S

ARZ1E9] el Al

S
]

4}

U
i

T

ko)
pal

o el uet ol

<

3] of

A4

=
=

&
A

kel
=

=1

J A

8

]

202 A1

A

7}

P
el

k<)
pial

=

sfofo

FAD YA

<)

Al

|
=

steboiar

o] 7]&el

23,

A}

%l—

K

A5

ki3

g]

e

o))

&

g]

e

-

PPxAE

3}

2=

9
yul

bof of

9

ol Al B

°
pul

ach

afofof

S

=
12. AlE-7]=



[Attached Table 5]
Standards for Import and Quality Management (Related to Paragraph 1 of Article 20)

1. Type of Standard Manual
The Importer shall prepare and place the Manual of Product Specification and the Manual of Import
Management Standard in order to properly perform quality control of the imported medical device.
2. Manual of Product Specification
The Importer shall prepare the Manual of Product Specification per product per item, and the followings
shall be included in the Product Specification:
A. Classification name and model name of the medical device;
B. Name of Manufacturer and the country of production of the imported medical device;
C. Appearance and structure, and the specification for in-house quality control testing of the finished
product;
D. Matters required to be mentioned on the medical device container etc. as provided in Articles 19 to 22
of the Act;
E. Method and sequence of installation (only for medical devices requiring control of installation);
F. Matters about method, criteria, and decision of sterilization (only for sterilized medical devices); and
G. Enactor of the Product Specification and the date enacted (In case of amendment, the amender, the date
amended and the reason for amendment shall be mentioned.)
3. Manual of Import Management Standard
The followings shall be included in the Manual of Import Management Standard:
A. Matters about product control and test;
Matters about decision of the test result and handling of failed products;
Matters about control of the testing facilities;

. Means of contact with the manufacturer of the imported medical device;

m oY 0w

Checks on the manufacturing and quality control status of the manufacturer of the imported medical
device; and
F. An enactor of the Import Control Specification and the date enacted (In case of amendment, the
amender, the date amended and the reason for amendment shall be mentioned.)
4. Designation of a Quality Manager
The Importer shall designate 1 (one) or more Quality Manager(s) per importing business, who will perform
quality control services, and when 2 (two) or more Quality Managers are designated, their duties shall be
divided to clarify limitations of their responsibilities.
5. Duties of the Quality Manager
The Quality Manager shall
A. Keep and utilize the Manual of Product Specification and the Manual of Import Management Standard
in order to properly execute quality control;
B. Prepare the instructions for work based on the documents mentioned in the above sub-item A, and

check and confirm whether or not they are being operated in compliance with this standard; and



C.

Check whether or not the manufacturer of the imported medical device is conducting manufacturing and

quality control properly.

6. Tasks for Quality Control of Imported Products

A.

Compliance of labeling and packaging of the imported medical device shall be checked, and the related
record shall be written down.

Administrative record on storage and release of the imported medical device and its accessories shall be
prepared.

To secure conformance of the quality control status in the manufacturing place of the imported medical
device, documents that the quality control status in the manufacturing place where the imported medical
device is manufactured is equivalent to the Standards for Manufacturing and Quality Management of
Medical Devices of the Attached Table 3 or complies with the international standard, and shall be kept,
as the one which are recognized by the government of the country of production, the agency authorized
by the government of the country of production, or the Commissioner of KFDA and is not later than 2

(two) years (if a valid term is mentioned, the valid term shall not be exceeded).

D. The product storage facilities shall be checked and the related record shall be written down.

If the imported medical device is a secondhand one, as long as a test certificate issued by testing

agency is not attached, it shall not be released.

7. External Quality Audit

The Importer shall take regular review of the condition of observance of this Standard pursuant to Item 5,

Paragraph 1, Article 20 of the Regulations as specified and notified by the KFDA Commissioner.

8. Corrective Action

If there is a complaint of the quality of the Medical Device, the Importer shall arrange relevant procedure

and execute it so that the import manager can clarify the cause and take a corrective action.

9. Record

The Importer shall prepare and control the following records:

A. Record on Tasks for Quality Control of Imported Products mentioned in Item 6;

B.
C.

Record on corrective actions; and

Other records on handling tasks by this standard

10. Training

The Importer shall establish training plan for quality control toward staffs and prepare them in a document

in order to effectively perform their tasks and secure the quality of the imported medical device.

11. Compliance Evaluation

A. A party who is intends to be recognized as to comply with this Standard or to take regular review of

the status of compliance pursuant to Item 6, Paragraph 1, Article 15 of the Regulations of the Act shall
submit an application to the director of the head of Medical Device Quality Management Review
Agency, which is registered in the KFDA, as specified by the KFDA Commissioner.

The head of the Quality Management Review Agency, for a business party which applied for recognition
of compliance recognition or regular review, shall organize a panel including one (1) medical device

surveillance officer belonging to the KFDA to perform document review and joint review.



C. The head of the Quality Management Review Agency, if it is deemed to comply with this Standard as
a result of document review and joint review under sub-item B, shall issue a "Quality Management
Compliance Certificate" as specified by the KFDA Commissioner, and report the result to the KFDA
Commissioner.

D. The KFDA Commissioner shall take administrative actions pursuant to the relevant provisions according
to the content reported by the Quality Management Review Agency.

12. Detailed Criteria

The KFDA Commissioner shall specify and give notification of details not specified herein.
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[Attached Table 6]
Standards for the Facilities and Quality Management System of Refurbishing Business
(Related with Paragraph 4 of Article 22)

1. Facilities control
The refurbishing business shall hold facilities and equipment necessary for refurbishing and testing of the
medical device.
2. Refurbishing control record
The refurbishing business shall prepare the refurbishing control record by items, and the followings shall be
included in the repair control record.
A. Classification name and model name of medical device;
B. Name of Manufacturer (importer) and country of production of medical device;
C. Date of manufacturing and refurbishing;
D. Report on Inspection and confirmation;
E. Major contents of refurbishing; and
F. Record on control of refurbishing facilities
3. Appointment of senior engineer
The refurbisher, who is in charge of controlling the refurbishing business with responsibility, shall hold a
senior engineer having qualifications in the field of the medical device subject to refurbishing.
4. Obligations of the senior engineer
A. The senior engineer shall prepare, keep and utilize the record of controlling refurbishment
B. The senior engineer shall check whether or not the medical device is properly refurbished
C. The senior engineer shall conduct inspection for quality assurance of the result of refurbishment and
keep the related records.
5. Corrective action
If a complaint about the quality of the refurbished medical device is raised, the refurbisher shall establish a
procedure to make the senior engineer find out the cause and take a corrective action and shall implement
this procedure.
6. Records
The following records shall be prepared and kept.
A. Record on tasks about controlling refurbishment
B. Record on refurbishing facilities including inspection and testing equipment
C. Record on corrective actions
D.

Other records on handling tasks under the standard
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[Attached Table 7] <Amended on June 26, 2009>
Criteria for Administrative Disposition (Related to Article 35)

I. General criteria
1. Criteria for administrative disposition if there are 2(two) or more violations

A. If there are 2(two) or more kinds of violation, the more severe criteria for administrative disposition
shall be followed, however, if the disposition criteria come under the same suspension of business,
administrative disposition shall be taken by adding up and weighting up to a half for each period of
suspension of business under minor disposition criteria to the period of suspension of business under
serious disposition criteria. In this case, the maximum period shall not exceed 12 months; provided
that 2(two) or more individual criteria are applicable to the violation for the same case in the causal
relation(lack of testing equipment and non-performance of testing etc.), only the more severe
administrative disposition shall be applied without adding up or weighting.

B. If there are 2(two) or more kinds of violation, which are pertinent to suspension of business and that
of product, as long as the period of suspension of business is longer than or same as that of
suspension of product, just disposition of suspension of business shall be taken if it is shorter than
the period of suspension of product, disposition of both suspension of business and that of product
shall be taken simultaneously.

2. Criteria for administrative disposition by frequency of violations

A. The criteria for administrative disposition (weighted disposition) by frequency of violations are
applicable to the case that administrative disposition is taken by a violation specified in the same
item(in case of an item classified into a sub-item, the same sub-item) under individual criteria in a
year (2 years in case of quality nonconformity ) after the recent administrative disposition was. In
this case, the date of application of the criteria shall be based on the date when actual administrative
disposition became valid against violation specified in the same sub-item or item (if a fine is
imposed by substituting with disposition of suspension of business, the date when latest fine
disposition was taken) and the date when violation specified in the same sub-item or item was
indicated the criteria may not be applied if the product is different.

B. If the same violation is repeated during the procedure for administrative disposition, a half of the
criteria for administrative disposition shall be added to each frequency of violation. In this case, if a
maximum period for suspension of business or that of product exceeds 12 months, the manufacturing
or importing business license or license of the product shall be cancelled, or business place of the
refurbishing business or the business place (of device handling party) shall be closed.

C. If a period for suspension of business or that of product is calculated to decimal places, those
decimal places shall be rounded off.

3. If the number of the same violation is repeated three times or more, it shall be excluded from the
subject of imposition of a fine, and if it is repeated 5 times or more, the disposition criteria for the 4t

violation shall be applied.



. If, among the criteria for administrative disposition, the violation applies to an individual product, which
has been approved or notified, administrative disposition shall be taken for license or report of the
product, or the relevant business service, and if the violation applies to all items, which have been
approved or notified, administrative disposition shall be conducted for license or report, or the relevant
service.

. If the business service is conducted during disposition of suspension of business, the manufacturing or
importing business license or license of the product shall be cancelled, or the refurbishing business or
the business place (of device handling party) shall be closed.

. Unless there is the facility or the business place in the approved location or the location notified by the

manufacturer, importer, refurbisher, distributor, and renter, license of the manufacturing or importing
business shall be cancelled, or the refurbishing business or the business place (of device handling party)
shall be closed.
If there is a reason, which falls under one of the followings, when the criteria for administrative
disposition are pertinent to suspension of business or that of product, the period for suspension of
business or that of product shall be reduced up to a half or a less, and if the criteria for administrative
disposition are pertinent to cancellation of manufacturing/importing business license and license of the
relevant product, prohibition of the product from manufacturing and importing, or closure of the
refurbishing business or the business place, this shall be deemed as suspension of business or that of
product for more than 3 months:

A. If it is deemed necessary for national health or demand and supply, and for public interest;

B. If it does not conform to the criteria for performance, safety, etc., if it is deemed that it is not

harmful to the human body because the degree of nonconformity is minor

C. If the medical device is manufactured or imported, or refurbished but not distributed;

D. If the disposition of suspension of indictment is taken against the violation from the prosecutor, or if
a suspension of indictment is given by the court and

E. If the manufacturer or the importer of the medical device reported the recall plan pursuant to Article
32-2 through Article 32-4 of the Act, sincerely conducted the recall t accordingly, and reported the
result of the recall

. Upon one of the followings, administrative disposition under the criteria may be exempted:

A. If, despite above Items 1 through 7, as a result of recall of the medical device subject to recall
pursuant to Article 32-2 through Article 32-4 of the Act by the manufacturer or importer of the
medical device, it is found that it does not adversely influence national health or there is no reason
attributable to the manufacturer or importer of the medical device

B. If there is a violation among advertisements that are determined as conformable through requests for

previous review of the advertisement as specified and notified by KFDA Commissioner



II. Individual Criteria

Violations Relevant . Adiljinistrative dispositridon .
law 1 2 3 4
1. When the Article 32 | Suspension of Cancellation of
Manufacturer/Importer of the all manufacturing/i
manufactures/imports any Act manufacturing/i | mport license
medical device which is not mporting
approved or notified pursuant business for 6
to Paragraph 2 of Article 6 of months
the Act or Paragraph 2 of
Article 14 of the Act;
2. When the Manufacturer is Article 32
not equipped with the facilities | of the
and quality management Act

system pursuant to Paragraph
4 of Article 6 of the Act:

A. When part or all of the Suspension of Suspension of Cancellation of

facilities and equipment manufacturing manufacturing license of the

necessary for business of the | business of the | relevant product

manufacturing or testing relevant product | relevant product | or prohibition

of the product is not for 5 months for 10 months from

present, and even if they manufacturing

are present, they are

useless

B. When there is no a Suspension of Suspension of Suspension of Cancellation of

necessary working room manufacturing manufacturing manufacturing license of the

according to type of the business of the | business of the | business of the | relevant or

product, manufacturing relevant product | relevant for 3 relevant product | prohibition from

method and facilities; for 1 month months for 6 months manufacturing

C. When other criteria for

control of the facilities are

violated; and

D. When the

scope/responsibility for

management of

consignment is violated in
case of consignment of

manufacturing or testing

Suspension of
manufacturing
business of the
relevant product
for 15 days
<Consignor>
Suspension of
manufacturing
business of the
relevant product

for 3 months

<Consignee>

Suspension of

Suspension of
manufacturing
business of the
relevant product
for 1 month
<Consignor>
Suspension of
manufacturing
business of the
relevant product

for 6 months

<Consignee>

Suspension of

Suspension of
manufacturing
business of the
relevant product
for 3 months
<Consignor>
Suspension of
manufacturing
business of the
relevant product

for 9 months

<Consignee>

Suspension of

Suspension of
manufacturing
business of the
relevant product
for 6 months
<Consignor>
Cancellation of
license of the
relevant product
or prohibition
from
manufacturing
<Consignee>

Suspension of




Violations Relevant ‘ Administrative disposition
law I 2 3 4"
manufacturing manufacturing manufacturing manufacturing
business of the | business of the | business of the | business of the
relevant type relevant type relevant type relevant type
for 1 month for 3 months for 6 months for 9 months
3. When the Article 32 | Cancellation of
Manufacturer/Importer is found | of the manufacturing/i
to be pertinent to Paragraph 6 | Act mport business
of Article 6 of the Act license
4. When the Article 32
Manufacturer/Importer, , and of the
the party who applied for Act
provisional license or
provisional notification as
provided in Paragraph 1 of
Article 7 of the Act, does not
execute the condition of
license or notification:
A. Conditional license of Cancellation of
manufacturing/importing manufacturing/i
business mport business
license
B. Conditional product Cancellation of
license and product license
C. Conditional product Prohibition of
notification the relevant
product from
manufacturing/i
mport
5. When the
Manufacturer/Importer
violated the order of
re-examination pursuant to
Paragraph 2 of Article 8 of
the Act:
A. When not taking Article 32 | Suspension of Cancellation of
re-examination; of the sale s of the license of the
Act relevant product | relevant product

for 6 months

or deletion of
the relevant

purpose of use




Relevant Administrative disposition

Violations

law I 2 3 4"

B. When not taking Suspension of Suspension of Suspension of Cancellation of
follow-up measures sales of the sales of the sales of the license of the
necessary for the result relevant for 2 relevant item relevant relevant product
of re-examination; and months for 4 months product for 6 or deletion of

the relevant
months
purpose of use

C. When safety & efficacy Cancellation of
are not recognized as a license of the
result of re-examination relevant product

of the item or
deletion of the
relevant purpose
of use

6. When the Article 32
Manufacturer/Importer of the
violated the matters about | Act
re-evaluation pursuant to
Article 9 of the Act:

A. Whenapplication for Suspension of Suspension of Cancellation of
revaluation is not made; sales of the sales of the license of the

relevant product | relevant product | relevant product
for 3 months for 6 months or

prohibition of
the relevant

product from

manufacturing/i
mport
B. When not taking Suspension of Suspension of Suspension of Cancellation of
follow-up measures as sales of the sales of the sales of the license of the
directed by the relevant relevant product | relevant for 5 relevant product
Commissioner of KFDA product for 1 for 3 months months or
(except for measures for month prohibition of
labeling and collection the relevant
/destroy ) product from
manufacturing/i
mport

C. When safety & efficacy Cancellation of

are not recognized as a license of the




Relevant Administrative disposition
Violations law 1 o 3 4
result of re-evaluation relevant product
or
prohibition of
the relevant
product from
manufacturing/i
mport or
deletion of the
relevant purpose
of use
7. When the Article 32
Manufacturer/Importer does not | of the
get the amendment of license Act

or notification pursuant to

Article 11 of the Act:

. Movement of the location
of the
manufacturing/importing
business;

. Change in the
representative or name of
the party of
manufacturing/importing
business;

. Change in appearance,
specification or material,
etc. of part of the
components that are
carrying out main
performance of them

Medical device;

. Deleted <on May 29,
2009>

. When manufacturing and
distributing the medical
device in any other place

except the approved

Suspension of
manufacturing/i
mport business
for 3 months
Notice of

warning

Suspension of
manufacturing/i
mport business
of the relevant
product for 3

months

Suspension of
whole

manufacturing

Suspension of
manufacturing/i
mport business
for 6 months
Suspension of
whole
manufacturing/i
mport business
for 15 days
Suspension of
manufacturing/i
mport business
of the relevant
product for 6

months

Cancellation of
manufacturing

business license

Cancellation of
manufacturing/i
mport business
license
Suspension of
whole
manufacturing/i
mport business
for 1 day
Cancellation of
license of the
relevant product
or

prohibition of

the relevant

product from
manufacturing/i
mport

Suspension of
whole
manufacturing/i
mport business

for 3 months




Relevant

Administrative disposition

Violations law = o 3 "
manufacturing business; business for 6
and months
F. When importing and Cancellation of | Cancellation of

distributing the Medical whole import import business
Device in any other place business for 6 license
except the approved months
importing business

8. When the Article 32

Manufacturer/Importer violates of the

the following observances as Act

provided in Paragraph 1 of
Article 12 of the Act or
Paragraph 5 of Article 14 of
the Act:

A. When did not

B.

C.

hygienically control the
manufacturing facilities
and thoroughly check the
hygienic condition of its
employees in order not to
cause risk to public

health;

When placing an object in
the working place, which
is likely to cause risk, or
leaking or discharging
substance harmful to the

public health;

When does not take a
corrective action against a

poor medical device;

Suspension of
whole
manufacturing/i
mport business
or suspension of
manufacturing/
import of the
relevant product

for 1 month

Suspension of
manufacturing/i
mport business
of the relevant
product for 2

months

Suspension of
manufacturing/i
mport business
of the relevant
product for 3

months

Suspension of
whole
manufacturing/i
mport business
or suspension of
manufacturing
/import of the
relevant for

3months

Suspension of
manufacturing/i
mport business
of the relevant
product for 4

months

Suspension of
manufacturing/i
mport business
of the relevant
product for

6months

Suspension of
whole
manufacturing/i
mport business
or suspension of
manufacturing
/import of the
relevant product

for 6 months

Suspension of
manufacturing/i
mport business
of the relevant
product for 6

months

Cancellation of
license of the
relevant product
or prohibition
of the relevant
product from

manufacturing

/import

ancellation of
manufacturing/i
mport business
license, or
cancellation of
product license
or prohibition
from
manufacturing/i
mport
Cancellation of
manufacturing
business license,
Cancellation of
license of the
relevant product
or prohibition
from

manufacturing




Relevant

Administrative disposition

Violations law = o 3 "

D. When does not report Suspension of Suspension of Suspension of Suspension of
the result of a corrective manufacturing/i | manufacturing/i | manufacturing/i | manufacturing/i
action against a poor mport business mport business mport business mport business
medical device, or did of the relevant of the relevant of the relevant of the relevant
not keep the relevant product for 15 | product for 1 product for 2 product for 3
record; and days month months months

E. When does not use a new Suspension of Suspension of Suspension of | Cancellation of
container for a sterile manufacturing manufacturing manufacturing license of the
medical device; business of the | business of the business of relevant product

relevant product | relevant product or prohibition
the relevant
for 1 month for 3 months from
product for 6
manufacturing
months

F. When distributes the Suspension of Cancellation of
medical device without manufacturing/i license of the
getting acknowledgment mport business relevant product
of conformity to the of the relevant or
quality management product for 6 prohibition of
standard; and months the relevant

product from
manufacturing/i
mport

G. When does not take Suspension of Suspension of Cancellation of
regular review of manufacturing/i manufacturing/i license of the
acknowledgment of mport business mport of the relevant product
conformity to the quality of the relevant relevant product | or prohibition
management standard product for 3 for 6months of the relevant

months product from
manufacturing
/import
9. When the Manufacturer does | Article 32
not observe the following of the
standard for manufacturing and | Act

quality management as
provided in Paragraph 1 of
Article 12 of the Act:
A. Deleted <on May 29,
2009>
B. When writes down the
quality-related record

falsely;

Suspension of
whole

manufacturing

Cancellation of
manufacturing

business license




Violations

Relevant

law

Administrative disposition

lst

2nd

3rd

C. When does not prepare
and place the quality

manual,

D. When does not prepare
and place the manual of
document control

procedure;

E. When does not prepare
and place other

documents;

F. When does not prepare

the quality-related record;

G. When does not execute
the content of the
documents mentioned in

the above C or E; and

business for 6
months
Suspension of
whole
manufacturing
business for 3
months
Suspension of
whole
manufacturing
business for 1

month

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 15
days

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 7

days

Suspension of
whole
manufacturing
business or
suspension of
manufacturing

of the relevant

Suspension of
whole
manufacturing
business for 6
months
Suspension of
whole
manufacturing
business for 3

months

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 1

month
Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 15

days

uspension of
whole
manufacturing
business or
suspension of

manufacturing

Cancellation of
manufacturing

business license

Suspension of
whole

manufacturing
business for 6

months

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 3

months

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 1

month

uspension of
whole
manufacturing
business or
suspension of

manufacturing

Cancellation of
manufacturing

business license

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 6

months

Suspension of
whole
manufacturing
business or
suspension of
manufacturing
of the relevant
product for 3

months

Cancellation of
manufacturing
business
license, or
cancellation of
product license

or prohibition




Relevant

Administrative disposition

Violations law = o 3 "
product for 1 of the relevant | of the relevant | from
month product for 3 | product for 6 | manufacturing
months months of the relevant
product
H. When violating other Notice of uspension of uspension of Suspension of
standard for quality Warning whole whole whole
control manufacturing manufacturing manufacturing
business for 7 business for business for 1
days month
15 days
10. When the Article 32 | Suspension of  |uspension of
Manufacturer/Importer does not | of the whole whole
report the result of production Act manufacturing manufacturing
or import pursuant to /importing mporting
Paragraph 2 of Article 12 of business for 15 | business for 1
the Act or Paragraph 5 of days month
Article 14 of the Act
11. When the Article 32 |uspension of uspension of uspension of lancellation of
Manufacturer/Importer does not | of the whole whole whole manufacturing/i
notify business closure, etc. Act manufacturing/i | manufacturing/i | manufacturing/i | mporting
pursuant to Article 13 of the mporting mporting mporting business license
Act or Paragraph 5 of Article business for 1 business for 3 business for 6
14 of the Act month months months
12. When the Importer is not Article 32
equipped with the facilities and | of the
quality control system as Act

provided in Paragraph 4 of
Article 14 of the Act
A. When there is no business

place or warehouse

B. When there are no storing
facilities necessary for
handling of the medical
device in warehouse

C. Whenpart of the facilities
of the relevant product is
not present, or even if

they are present, they are

useless and

Suspension of
whole importing
business for 6
months
Suspension of
whole importing
business for 1
month
Suspension of
import business
of the relevant
product for 3

months

Cancellation of
import business

license

Suspension of
whole importing
business for 3
months
Suspension of
import business
of the relevant
for 6

product

months

Suspension of
whole importing
business for 6
months
Suspension of
import business
of the relevant
product for 1

year

Cancellation of
import business

license

Suspension of
import business
of all products

for 3 months




Relevant Administrative disposition
Violations « - o o
law 1 2 3 4
D. When violating  other Suspension of Suspension of Suspension of Suspension of
standards for control of import business | import business | import business import of the
the facilities of the relevant of the relevant of the relevant relevant
roduct for 15 roduct for 1 roduct for 3
P P P product for 6
days month months
months
13. When the Importer does Article 32
not observe the following of the
criteria for import and quality | Act

management pursuant to
Paragraph 5 of Article 14 of
the Act:

A. When does not

prepare

and keep the manual of

product specification and

the manual of import

management

standard;

B. When failing to observe

the content of the written

specification

C. When filling in the test

report falsely; and

D. When violating other

criteria for import and

quality control

Suspension of
whole import
business or
importing of the
relevant product

for 3 months

Suspension of
whole import
business or
importing of the
relevant product

for 1 month

Suspension of
whole import
business or
importing of the
relevant product

for 6 months

Warning

Suspension of
whole import
business or
importing of the
relevant product

for 6 months

Suspension of
whole import
business or
importing of the
relevant product

for 3 months

Suspension of
whole import
business or
importing of the
relevant product

for 12 months

Suspension of
whole import
business or
importing of the

relevant product

Cancelation of
import business
license , or
cancellation of
license of the
relevant product
or prohibition
from importing
Suspension of
whole import
business or
importing of the
relevant product

for 6 months

Cancelation of
import business
license , or
cancellation of
approval of the
relevant product
or prohibition
from importing
Suspension of
whole import
business or
importing of the

relevant product

Cancelation of
import business
license , or
cancellation of
approval of the
relevant product
or prohibition

from importing

Suspension of
whole import
business or
importing of the

relevant product




Relevant

Administrative disposition

Violations law = o 3 "
for 1 month for 3 months for 6 months
14. When the Refurbisher Article 32 | Suspension of Suspension of Suspension of Closure of the
violates Standards for the of the whole whole whole refurbishing
Facilities and Quality Act refurbishing refurbishing refurbishing business
Management System of business for 2 business for 5 business for 8
Refurbishing Business pursuant months months months
to Paragraph 2 of Article 15
of the Act
15. When the Refurbisher does | Article 32
not notify the followings of the
pursuant to Paragraph 4 of Act
Article 15 of the Act:

A. Amendment notification Suspension of Suspension of Suspension of Closure of
for notified subjects such whole whole whole refurbishing
as the repretsentative, refurbishing refurbishing refurbishing business
location, etc.; and business for 1 business for 3 business for 6

month months months

B. Notification of suspension Suspension of Suspension of Suspension of Closure of
and resumption of whole whole whole refurbishing
business refurbishing refurbishing refurbishing business

business for 1 business for 3 business for 6
month months months

16. When the Refurbisher Article 32

violates the following of the

observances pursuant to Act

Paragraph 4 of Article 15 of

the Act:

A. When the Refurbisher Suspension of Suspension of Closure of
falsify the medical device whole whole refurbishing
as different from the refurbishing refurbishing business
matters approved or business for 3 business for 6
notified months months

B. When does not mentioning Suspension of Suspension of Suspension of Closure of
the name and address of whole whole whole refurbishing
refurbisher on the refurbishing refurbishing refurbishing for business
container or the housing business for 1 business for 3 6 months
of the medical device month months
whenever refurbishing
and

C. When does not give a Suspension of Suspension of | Suspension of | Closure of




Relevant Administrative disposition
Violations -
law I 2 3 4"
notice to the party who whole whole whole refurbishing
requested refurbishment refurbishing refurbishing refurbishing business
about the details of business for 1 business for 3 | business for 3
refurbishment in writing month months months
17. When the Seller /Renter Article 32
does not make amendment of the
notification of the followings Act
pursuant to Paragraph 3 of
Article 16 of the Act:
A. Movement of the location Suspension of Suspension of
of the business place; and selling or distribution or
renting business | renting business
for 1 month for 1 year
B. Name of the business Warning Suspension of | Suspension of | Suspension of
party or the representative sale or renting | saleor renting | sale or renting
business for 3 | business for 7 | business for
days days 15 days
18. When the Distributor/Renter
violates the following
observances pursuant to
Article 17 of the Act:
A. When buying the medical | Article 32 | Suspension of Suspension of Suspension of Suspension of
device from a party who | of the sale or renting sale or renting sale or renting sale or renting
is not a manufacturer or Act business for 15 | business for 1 business for 3 business for 6

importer, or seller
B. When does not
Prepare, place and keep a
records on handling of a

poor medical device;

C. When labeling likely to
cause risk to be
misunderstood as the
business party of the
manufacturer or the
importer, or using the
name of the medical

institution or a similar

days

Suspension of
sale or renting
business for 15

days

Suspension of
sale or renting
business for 3

days

month
Suspension of
sale or renting

for 1 month

Suspension of
sale or renting
business for 7

days

months
Suspension of
sale or renting

for 3 months

Suspension of
sale or renting
business for 15

days

months
Suspension of
sale or renting

for 6 months

Suspension of
sale or renting
business for 1

month




Violations

Relevant

law

Administrative disposition

2nd

3rd

name as a proper name,
or using them together
with the indication of the
business party; and

D. When selling or renting,
or storing or displaying
with the purpose of
saleor renting the
following medical
devices:

(1) When a test certificate is
not attached in case of a
secondhand imported
medical device;

(2) When the medical device
is contaminated or
damaged, or is directed
to be collected or

destroyed by the KFDA

Commissioner or the head

of the local food and

drug administration and
(3) When the medical device

past the shelf-life or the

expiration date

Suspension of
sale or renting
business for 15
days, and
collection and
destruction of
the relevant

product

Suspension of
saleor renting
business for 1
month, and

collection and
destruction of
the relevant

product

Suspension of
sale or renting
business for 3
months, and

collection and
destruction of
the relevant

product

Suspension of
sale or renting
business for 6
months, and

collection and
destruction of
the relevant

product

Article 30

19. When the labeling of on
of the
Act

the container or packing, or
insert paper of the medical
device of the manufacturer
/importer violates Articles 19,

20 and 21 of the Act:

A. When Korean labeling are
neither written nor

attached; and

B. When part of Korean
labeling is neither written

nor indicated

Suspension of
sale of the
relevant product

for 6 months

Suspension of
sale of the
relevant

product for 1

Suspension of
sale of the
relevant product

for 6 months

Suspension of
sale of the
relevant

product for 3

Suspension of
sale of the
relevant

product for 6

Cancellation of
license of the
relevant product

or prohibition




Relevant

Administrative disposition

Violations o = o e 4
month months months from
manufacturing/i
mporting
20. When the Article 32
Manufacturer/Importer indicates | of the
or mentions in violation of the | Act

provisions of Article 23 of the

Act:
A.

When the characteristics
of the product are
indicated or mentioned
without objectivity, out of
the range of

approval/notification

When the principle of
action or performance is
mentioned, which makes
a false or exaggerative
impression of the purpose

of use etc.;

When the unapproved or
un-notified name, raw
material, indications, and
purpose of use of
product, or company
name and address of the
Manufacturer/Importer
are mentioned or
indicated in a false or

exaggerative manner;

. When unapproved or

un-notified direction for
use , principle of action,
or direction for use
involving hygienic risk to
health etc. are mentioned;

and

E. When mentioning

Suspension of
distribution of
the relevant

product for 1

month

Suspension of
distribution of
the relevant

product for 1

month

Suspension of
distribution of
the relevant

product for 6

months

Suspension of
distribution of
the relevant

product for 3

months

Suspension of

Suspension of
distribution of
the relevant

product for 3

months

Suspension of
distribution of
the relevant

product for 3

months

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing/i

mporting

Suspension of
distribution of
the relevant

product for 6

months

Suspension of

Suspension of
distribution of
the relevant

product for 6

months

Suspension of
distribution of
the relevant

product for 6

months

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing/i
mporting

Suspension of

Cancellation of
approval of the
relevant product
or prohibition
from
manufacturing/i
mporting
Cancellation of
approval of the
relevant product
or prohibition
from
manufacturing/i

mporting

Suspension of




Relevant Administrative disposition
Violations law = o 3 "
otherwise in violation of distribution of distribution of distribution of distribution of
the provisions for the the relevant the relevant the relevant the relevant
mentions as specified in product for 15 product for 1 product for 3 product for 6
the Ministerial Ordinance days month months months
for Health and Welfare
21. When the Article 32
Manufacturer/Importer/Dist | of the
ributor/Renter make an Act
advertisement in violation
of the provisions of
Paragraph 2 of Article 23
of the Act:
A. Manufacturer or Importer; Suspension of Suspension of Suspension of Cancellation of
and distribution of distribution of distribution of license of the
the relevant the relevant the relevant relevant product
product for 2 product for 4 product for 6 or prohibition
months or months or months or from
suspension of suspension of suspension of manufacturing/i
advertisement advertisement advertisement mporting
for 4 months for 8 months for 1 year
B. Distributor or Renter Suspension of Suspension of | Suspension of Closure of the
distribution/renti | Jistribution/ren | distribution/renti | business
ng for 2 ting for 4 ng for 6
months months
months
22. When the Article 32
Manufacturer/Importer/Distributo | of the
r/Renter make an advertisement | Act

in violation of the range of
advertisement, which is
specified in the Ministerial
Ordinance for Health and
Welfare, as provided in
Paragraph 3 of Article 23 of
the Act:

A. Manufacturer or Importer;

and

B. Seller or Renter

Suspension of
advertisement of
the relevant
product for 1
month

Suspension of

Suspension of
distribution of
the relevant
product for 1
month

Suspension of

Suspension of
distribution of
the relevant
product for 3
months

Suspension of

Suspension of
distribution of
the relevant
product for 6
months

Suspension of




Relevant

Administrative disposition

Violations law = i o 4
advertisement of | sales /renting sales /renting sales/renting for
the relevant for 1 month for 3 months 6 months
product for 1
month

23. When the Medical Device Article 32
Handling Party violated the of the
provisions of Article 26 of the | Act

Act:

A. When does not prepare
or keep the record
necessary for tracking
pursuant to Paragraph 1
of Article 26 of the Act:

(1) Manufacturer or Importer;

and

(2) Refurbisher, Seller, or

Renter

B. When does not respond
to demand for submission
from the KFDA
Commissioner in violation
of the provisions of
Paragraph 2 of Article 26
of the Act:

(1) Manufacturer or Importer;

and

(2) Refurbisher, Seller , or

Renter

Suspension of
distribution of
the relevant
product for 1
month
Suspension of
refurbishing/selli
ng /renting
business for 1

month

Suspension of
distribution of
the relevant
product for 15
days

Suspension of
refurbishing/selli
ng /renting

for 15

business

days

Suspension of
distribution of
the relevant
product for 3
months
Suspension of
refurbishing/selli
ng /renting
business for 3

months

Suspension of
distribution of
the relevant
product for 1
month
Suspension of
refurbishing/sel
ling /renting
business for 1

month

Suspension of
distribution of
the relevant
product for 6
months
Suspension of
refurbishing/selli
ng/renting

for 6

business

months

Suspension of
distribution of
the relevant
product for 2
months
Suspension of
refurbishing/sel
ling /renting
business for 2

months

Cancellation of
license of the

relevant product

Suspension of
refurbishing/selli
ng /renting
business for 1

year

Suspension of
distribution of
the relevant
product for 3
months
Suspension of
refurbishing/sel
ling /renting
business for 3

months




Violations Relevant : Adn;inistrative dispositidon .
law I° 2" 3" 4
24. When the Medical Device Article 32
Handling Party does not report | of the
an adverse event or keep the Act
record pursuant to Article 27
of the Act
Suspension of Suspension of Suspension of Cancellation of
distribution of distribution of distribution of license of the
the relevant the relevant the relevant relevant product
product for 1 product for 3 product for 6 or prohibition
month months months from
manufacturing
/importing
Suspension of Suspension of Suspension of Suspension of
refurbishing/selli | refurbishing/selli | refurbishing/selli refurbishing/selli
ng/renting ng/renting ng /renting ng/renting
business for 15 | business for 1 business for 3 business for 3
days month months months
24- 2. When, , violating one Article 32
of the followings, with regard of the
to recall etc. of the medical Act

device subject to recall as

provided in Paragraphs 2, 3
and 5 of Article 27 of the
Act:

A. Whenthe Refurbisher or
Seller, or Renter does not
to stop refurbishing,
selling or renting the
medical device subject to
recall in violation of
Paragraph 1 of Article 32
-2

B. Whenthe Refurbisher or
Seller, or Renter does not
inform the required
recaller pursuant to
Paragraph lof Article 32
-2

C. When the Manufacturer or

Importer does not take

Suspension of
refurbishing/distr
ibuting/renting
business for 15

days

Suspension of
refurbishing/selli
ng/renting for 3

days

Suspension of

distribution of

Suspension of
refurbishing/distr
ibuting/renting
business for 1

month

Suspension of
refurbishing/selli
ng/renting for 7

days

Suspension of

distribution of

Suspension of
refurbishing/distr
ibuting/renting
business for 3

months

Suspension of
refurbishing/selli
ng/renting for

15 days

Cancellation of

license of the

Suspension of
refurbishing/distr
ibuting/renting
business for 6

months

Suspension of
refurbishing/selli
ng/renting for 1

month




Violations

Relevant

law

Administrative disposition

lst

2nd

3rd

an action such as
stopping distribution of
the medical device due to
violation of Paragraph 3
of Article 32-2

D. When the Manufacturer or
Importer does not
submit a recall plan
pursuant to Paragraph 3

of Article 32-2

E. When the Manufacturer or
Importer does not follow
the order to supplement
the recall plan in
violation of Paragraph 6
of Article 32 -2of the
Act;

F. When the Manufacturer or
Importer does not
publicly announce the
recall plan in violation of
Paragraph 1 of Article
32-3

G. When the Manufacturer or
Importer does not
inform the party who
handles the medical
device subject to recall of
the part or all of the
recall plan pursuant to
Paragraph 3 of Article
32-3

H. When the Refurbisher or
Distributor, or Renter
does not take an action

such as return or send a

recall certificate to the

required recaller pursuant

the relevant
product for 3

months

Suspension of
distribution of
the relevant

product for 1

month

Suspension of
distribution of
the relevant

product for 1

month

Suspension of
distribution of
the relevant

product for 1

month

Suspension of
distribution of
the relevant

product for 1

month

Suspension of
refurbishing/selli
ng/renting
business for 3

days

the relevant
product for 6

months

Suspension of
distribution of
the relevant

product for 3

months

Suspension of
distribution of
the relevant

product for 3

months

Suspension of
distribution of
the relevant

product for 3

months

Suspension of
distribution of
the relevant

product for 3

months

Suspension of
refurbishing/selli
ng/renting
business for 7

days

relevant product,

or prohibition
from
manufacturing/i
mport
Suspension of
distribution of
the relevant
product for 6

months

Suspension of
distribution of
the relevant

product for 6

months

Suspension of
distribution of
the relevant

product for 6

months

Suspension of
distribution of
the relevant

product for 6

months

Suspension of
refurbishing/selli
ng/renting
business for 15

days

Cancellation of
license of the
relevant product,
or prohibition
from
manufacturing/i
mport
Cancellation of
license of the
relevant product,
or prohibition
from
manufacturing/i
mport
Cancellation of
license of the
relevant product,
or prohibition
from
manufacturing/i
mport
Cancellation of
license of the
relevant product,
or prohibition
from
manufacturing/i

mport

Suspension of
refurbishing/selli
ng/renting
business for 1

month




Violations Relevant : Adn;inistrative dispositidon .
law I° 2" 3" 4
to Paragraph 4 of Article
32-3
I. When the Manufacturer or Suspension of Suspension of Suspension of Suspension of
Importer does not destroy distribution of distribution of distribution of distribution of
the medical device the relevant the relevant the relevant the relevant
subject to recall, or take product for 15 product for 1 product for 3 product for 6
an action to prevent risk, days month months months
or prepare a evaluation
report of recall pursuant
to Paragraph 1 and 2 of
Clause 4 of Article 32-4
J. When the Manufacturer or Suspension of Suspension of Suspension of Suspension of
Importer does not o keep distribution of distribution of distribution of distribution of
a certificate of destruction the relevant the relevant the relevant the relevant
pursuant to Paragraph 2 product for 15 product for 1 product for 3 product for 6
of Article 32 -4 days month months months
K. When the Manufacturer or Suspension of Suspension of Suspension of Cancellation of
Importer does not distribution of distribution of distribution of approval of the
submit a report on the relevant the relevant the relevant relevant product,
completion of recall in product for 1 product for 3 product for 6 or prohibition
violation of Paragraph 3 month months months from
of Article 32 -4, or manufacturing/i
submit a report on mport
completion of recall
falsely
25. When the Medical Article 32
DeviceHandling Party denies or | of the
interrupts, or avoids entry, Act

inspection, question, and recall
from the public officials as
provided in Paragraph 1 of
Article 28 of the Act

- Manufacturer or Importer;

and

Suspension of
whole
manufacturing/i
mporting
business for 1
month or
suspension of

manufacturing

Suspension of
whole
manufacturing/i
mporting
business for 3
months or
suspension of

manufacturing

Suspension of
whole
manufacturing/i
mporting
business for 6
months or
suspension of

manufacturing

Cancellation of
manufacturing/i
mporting

business license




Violations Relevant ‘ Administrative disposition
law I 2 3 4"
/import business | /import business | /import business
of the relevant of the relevant of the relevant
product import product for 5 product for 8
for 2 months months months
- Refurbisher or Seller , or Suspension of Suspension of Suspension of Closure of the
Renter refurbishing/distr | refurbishing/distr | refurbishing/distr | refurbishing

ibution/renting ibution/renting ibution/renting business or the
business for 1 business for 3 business for 6 business party
month months months

26. When the result of testing | Article 32

the medical device of the

manufactured/imported by the Act

Manufacturer/Importer for the

purpose of distribution pursuant

to Paragraph 1 of Article 28

and Article 29 comes under

the followings, which caused

risk to the public health or has

potential to cause such risk:

A. Whenthe test results of

B.

appearance(shape)/structure
(including inside drawing
and circuit
diagram)/parts/performance
/scale/ and
indication/length
measurement/rubber
texture/thickness/extension/
inside & outside/weight
measurement or tensile
strength measurement do
not meet the criteria;
When the test for
performance or of eluted
alkali, eluted material,
needle pick-out, needle
holder, holder’s hole,
spiral ring, etc. and test
for material do not meet

the criteria;

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 15 days

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 2 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 3 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 5 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 6 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 8 months

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing

/importing

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing

/importing




Violations

Relevant

law

Administrative disposition

lst

2nd

3rd

4th

C. When the test result of

flexural elasticity strength
or penetration do not

meet the criteria;

D. When the safety(electric,

mechanical, physical, or
chemical safety etc.) test
results of elasticity of the
needle tube, heat/cold
resistance of the needle,
thermal shock, foreign
substance and foam,
compressive strength,
adhesion of rubber and a
spiral ring, appearance,
etc. do not meet the

criteria; and

E. When test results the

safety (electric,
mechanical, physical, or
chemical safety
etc.),corrosion resistance
or flexural strength(only
for the needle holder and
suture needle), elasticity,
compression, suction, etc.
do not meet the

specification and

F. When the material does

not meet the criteria

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 3 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 4 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 5 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 6 months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 6 months

Suspension of
manufacturing/
importing
business of
the relevant
product for 8

months

Suspension of
manufacturing/
importing
business of
the relevant
product for 10

months

Suspension of
manufacturing/i
mporting
business of the
relevant product

for 12 months

Suspension of
manufacturing/
importing
business of
the relevant
product for 9
months
Cancellation of
approval
business of the
relevant product
or prohibition
from
manufacturing/i

mporting

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing

/importing

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing

/importing

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing

/importing




Relevant

Administrative disposition

Violations law = o 3 "
G. When the result of Cancellation of
safety(electric, mechanical, license of the
physical or chemical relevant product
safety etc.) or or prohibition
performance test does not from
meet the specification manufacturing
such as pin hole, sterility, /importing
biological,
trifluorotrichloroethane
soluble, etc.
27. When the Article 32 | Suspension of Suspension of Suspension of Cancellation of
Manufacturer/Importer does not | of the whole whole whole manufacturing/i
execute the order of testing Act manufacturing/i manufacturing/i manufacturing/i mport business
pursuant to Article 29 of the mporting mporting mporting license
Act business or business for 3 business for 6
suspension of months or months or
distribution of suspension of cancellation of
the relevant distribution of license of the
productfor 2 the relevant relevant product
months product for 6 or prohibition
months from
manufacturing
/importing
28. When the medical device Article 32
handling Party does not of the
execute the order of destruction | Act

pursuant to Article 30 of the
Act:

A. Manufacturer or Importer;

and

B. Refurbisher, Distributor or

Renter

Cancellation of
license of the
relevant product
or prohibition
from
manufacturing
/importing and
collection/destru
ction of the
relevant product
Suspension of

refurbishing/distr

Cancellation of
manufacturing/i
mporting
business license
and collection
/destruction of
the relevant

product

Suspension of

refurbishing/distr

Suspension of

refurbishing/distr

Closure of the

refurbishing




Relevant

Administrative disposition

Violations law = o 3 "
ibution/renting ibution/renting ibution/renting business or the
business for 1 business for 3 business for 6 business and
month and months and months and collection/destru
collection/destru | collection/destru | collection/destru | ction of the
ction of the ction of the ction of the relevant product
relevant product | relevant product | relevant product

29. When does not follow the Article 32 | Suspension of Suspension of Suspension of Suspension of
directions by the KFDA of the whole whole whole whole

Commissioner pursuant to Act manufacturing/i manufacturing/i manufacturing/i manufacturing/i
Article 32 of the Act mporting mporting mporting mporting for 6

business for 15
days or
suspension of
manufacturing/i
mporting
business of the
relevant product

for 1 month

business for 1
month or
suspension of
manufacturing/i
mporting
business of the
relevant product

for 3 months

business for 3
months or
suspension of
manufacturing/i
mporting
business of the
relevant product

for 6 months

months or
cancellation of
license of the
relevant product
or prohibition
of
manufacturing/

import
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[Attached Table 8] <Amended on April 2, 2007>
Fees (Related to Paragraph 1 of Article 39)

11.Application for Preliminary Review of Advertisement

Item Fee

1. Application for Manufacturing/Import Business License KRW 30,000
2. Application for License by Items or Provisional Item License

A. If safety & efficacy review is required KRW 40,000

B. If technical document review is required KRW 30,000

C. If any review of technical documentation etc. is not required KRW 10,000
3. (Conditional) Product(Amendment) Notification KRW 500
4. Application for Re-examination of Newly Developed Medical Device Etc. KRW 100,000
5. Notification for Refurbishing Business KRW 30,000
6. Notification for Sale or Rental Business KRW 10,000
7. Amendment notification of Sales or Rental Business KRW 5,000
8. Amendment Notification for Manufacturing/Import/Refurbishing Business

A. Change of Representative (transferor/transferee/heir) KRW 30,000

B. Change of location KRW 20,000

C. Other change of approval or notification KRW 20,000
9. Application for amendment of product licenses, etc.

A. If a safety & efficacy review is required KRW 35,000

B. If technical document review is required KRW 30,000

C. If any review of technical documentation etc. is not required KRW 5,000
10. Review of Technical Document, etc.

A. Safety & efficacy review KRW 30,000

B. Technical document review KRW 20,000

KRW 100,000
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[Attached Table 9] <Amended on May 29, 2009>
Criteria for imposition of Administrative Default Fine (Related to Article 40)

(Unit : KRW 10,000)

Relevant Act Content of Violation Standard amount of a fine
Article 13, Paragraph 5 of Article A person or entity failing to 50
14, Paragraph 4 of Article 15 or notify the suspension, closure of
Paragraph 3 of Article 16 of the business or resumption
Act
Article 41 of the Act A person or entity failing to 30
renew the license or the
notification certificate

Note: A person or entity having the right to impose a fine may reduce a fine up to the extent of a half of
the amount specified in the above table, in consideration of motive, fact, and the frequency of a

violation.
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[Attached Form No. 1 ] <Amended on September 1, 2010> (Front)

Settlement
Application for Approval of period
Medical Device Manufacturing(Importing) Business 25 days
(D Name 2 Corporate
(Chinese registration no.
Applicant characters) or date of birth
@ Place of
registration
@ Company
name
Manufacturer | (Business
(Importer) | hame)
(® Location
0 Manufacturing business 0o Import business
® Category of business o Conditional manufacturing business
o Conditional import business

I apply for approval of medical device manufacturing(import) business as mentioned in
the above pursuant to Articles 6, 7 and 14 of the "Medical Device Act) and Paragraph
1 of Article 3, Paragraph 1 of Article 8, Paragraph 1 of Article 17, and Article 21 of

the enforcement regulations of the Act.

Date:
Applicant: (sign or seal)

Name of the person in charge :
Telephone No. of the person in charge:

To the KFDA Commissioner

¥ Caution: In case of corporation, do not fill in the ‘@ Place of Fee
registration’ field of the ‘Applicant’ fields. (revenue
% Required documents: See the back side. stamp)
30,000won

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

Attached
documents

Category

Submission by the applicant(president)

Points to be
checked by the
public official

Application for
approval of
manufacturing
(import)
business license

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)

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 a corporation)

commercial
registry
certificates
(only for a
corporation)

Conditional
application for
approval of
manufacturing
(import)
business license

1. In case that a building is newly constructed to install
manufacturing(import) facilities, a copy of document(In case that
verification by a registered copy of land register, this attached
documents may be replaced with this verification) or lease agreement
mentioning the ownership of the site.

2. In case that manufacturing(import) facilities are installed in the
existing building, a copy of document (In case that verification by a
registered copy of building register, this attached documents may be
replaced with this verification) or lease agreement mentioning the
ownership of the building.

3. 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)

4. 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 a corporation)

1. commercial
registry
certificates
(only for a
corporation)
2. A certified
copy of land
register

3. A certified
copy of
building
register

This application is handled as follows:

Applicant

Agency of settlement(relevant department)

KFDA (medical device approval -related department)

Preparation of application >

Receipt

\4

‘ Examination

v

Approval

\4

Issue

| Preparation of a license
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[Attached Form No.2 ] <Amended on May 29, 2009> (front)

No.

License of Medical Device Manufacturing (Import)

1. Company name:

2. Location:

3. Representative:

4. Date of birth:

5. Condition of license:

This is to permit as mentioned in the above pursuant to Article 6 and Article 14
of the "Medical Device Act; and Article 3 and Article 7 of the Enforcement

Regulations of the Act.

Date:

KFDA Commissioner |Scal

210mm x 297mm[General paper 60g/m’(recyclable)]
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Amendment and Disposition Etc.

Date

Description
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[Attached Form No. 3] <Amended on May 29, 2009>

(Front)

Application for Product
Manufacturing (Import) License

Settlement period

required : 80 days

days

1. If a safety & efficacy review is
2. If a technical document review: 65

3. If any review for technical document
etc is not required: 10 days

. @ Name @ Date of birth
Applicant
@ Address
@ Company name (® Business
Manufacturer . .
i (Business name) License no.
(importer)

® Location

O

(DCategory Type of approval

O

Product Manufacture o Product Import
Conditional manufacturing item o Conditional import item

of
application Type of review

m}

O

No need of review O Technical document review
Safety & efficacy review

Product name (classification
name and model name)

© Classification
code (Class)

@ Appearance and structure

@ Raw material or component and
its  quantity

@ Manufacturing method

@ Performance and purpose of use

Direction for Operation or
direction for use

@® Cautions for use

(@ Packing unit

(@ Storage method and shelf -life

@® Specification of test

Source of manufacture (in case
of consignment of all the import
or manufacturing processes)

20 Remarks

I apply for product approval of the medical device manufacturing(import) as mentioned in the above
pursuant to Articles 6, 7, and 14 of the "Medical Device Act) and Paragraph 1 of Article 5, Paragraph
2 of Article 8, Paragraph 1 of Article 18, and Article 21 of the Enforcement Regulations of the Act.

To the KFDA Commissioner

Date:

Applicant: (sign or seal)

Name of the persons in charge:
Telephone No. of the person in charge:

Fee

(revenue stamp)

% Required documents : See the back side.

1. 40,000 won
2. 30,000 won
3. 10,000 won

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

¥ Required documents
1. Application for product manufacture license

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

B. 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 20f the Enforcement Regulations of
the Medical Device Act

C. 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.

2. Application for product import license

A. Technical documents and data concerning safety and efficacy, or results of review of technical documentation etc. under
Paragraph 3 of Article 7 of the Enforcement Regulations of the Medical Device Act, which shall not be more than 2 years
old from the issue date 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)

B. 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 recognizesthat 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 of the Enforcement Regulations of the Medical Device Act or (ii)
meets the international standards provided that such documents 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.

C. A copy of an application submitted to the head of the Medical Device Quality Management Review Agency pursuant to Item
11-A of Attached Table5, or a copy of quality management compliance certificate for import under Item 11-C of Attached
Table 5 of the Enforcement Regulations of the Medical Device Act.

3. Provisional application for approval of manufacturing item

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

4. Provisional application for approval of import item

A. Technical documents and data concerning safety and efficacy, or results of review of technical documentation etc. under
Paragraph 3 of Article 7of the Enforcement Regulations of the Medical Device Act, which shall not be more than 2 years old
from the issue date 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)

B. 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 of the Enforcement Regulations of the Medical Device Act
or (ii) meets the international standards provided that such documents 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.

This application is handled as follows:

Agency of settlement(relevant department)

Applicant
KFDA (medical device approval-related department)

Preparation of application > Receipt

v

‘ Examination ‘

v

‘ Approval ‘

v

A

Issue Preparation of license
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[Attached Form No.4] <Amended on May 29, 2009>

(Front)

No.

Product Manufacture(Import) License of Medical Device

License no.:

Category: (manufacturing or import)

Product name (classification name

and model name)

Classification code

(Class)

Appearance and structure

Raw material or component and its

quantity

Manufacturing method

Performance and purpose of use

Direction for operation or direction

for use method

Cautions for use

Packing unit

Storage method and shelf life

Specification of test

Source of manufacture (in case of
consignment of all the import or

manufacturing processes)

Condition of approval

This is to permit as mentioned in the above pursuant to Article 6 and Article 14 of the

MMedical Device

Acty and Paragraph 2 of Article 5 and Paragraph 3 of Article 18 of the Enforcement Regulations of the

Act.

KFDA Commissioner Seal

Date:

210mm x 297mm[General paper 60g/m’(recyclable)]




(Back)

Amendment and Disposition Etc.

Date

Description
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[Attached Form No. 5 ] <Amended on May 29, 2009> (Front)

. . . Settlement
Product Manufacturing (Import) Notification period
of Medical Device 10 days
@ Name @ Date of birth
Party of
notification @ Address
@ Company (® Business License
name (Business
Manufacturer name) no.
(importer) €
(®Location

0 Product Manufacture o Amendment of product manufacture
@ Category of notification o Conditional Product Manufacture

0 Product Import o Amendment of Product Import

o Conditional Product Import
Product name(classification name Classification code
and model name) (Class)

@ Appearance and structure

@ Raw material or component and
its quantity

@ Manufacturing method

@3 Performance and purpose of use

Direction for  Operation or
direction for use

@ Cautions for use

Packing unit

@ Labeling

@® Source of Manufacture (in case of
consignment of all the import or
manufacturing processes)

Remarks

I notify the product manufacture(import) of medical device as mentioned in the above pursuant to
Paragraph 2 of Article6 and Articles 7, 11 and 14 of the "Medical Device Act; and Paragraph 3 of
Article 5, Paragraph 2 of Article 8, Paragraph 2 of Article 14, Paragraph 2 of Article 18, and Article 21
of the Enforcement Regulations of the Act.

Date:

Notification party: (sign or seal)
Name of the person in charge:
Telephone No. of the person in charge:

To the KFDA Commissioner (ref/zzue
To the Head of Local Food and Drug Administration stamp)
% Required documents: See the back 500won

210mm x 297nm[general paper 60g/ni(recyclable)]




(Back)

3% Required documents
1. Report of manufacturing item

A. 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 2of the Enforcement Regulations of the Medical Device Act

B. 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, of the "Enforcement Regulations of the Medical
Device Acty or a copy of a quality management compliance certificate under C of same Item of the
Attached Table 3.

2. Report of import item

A. 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 3of the Enforcement Regulations of the Medical Device Act or (ii)
meets the international standards provided that such documents 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.

B. 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 of the Enforcement Regulations of the Medical
Device Act, or a copy of quality management compliance certificate for import under Item 11-C of
Attached Table 5 of the Enforcement Regulations of the Medical Device Act

3. Amendment report of manufacturing(import) item
Documentation mentioning the changes with certificate of notification

4. Provisional report of manufacturing item
No required document

5. Provisional report of import item
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 3of the Enforcement Regulations of the Medical Device Act or (ii)
meets the international standards provided that such documents 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

This notification is handled as follows:

Agency of settlement(relevant department)

Party of Notification KFDA, Regional KFDA
(medical device-related department)

Preparation of Notification > Receipt

v

‘ Examination ‘

v

‘ Approval ‘

v

Preparation of
a certification of notification

Issue <
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[Attached Form No. 6] <Amended on May 29, 2009>

(Front)

No.

Certificate of Product Manufacturing (Import)
Notification of Medical Device

Business License no.:

Category: (manufacturing or import)

Product name (classification
name and model name)

Classification
code(Class)

Appearance and structure

Raw material or component

and its quantity

Manufacturing method

Performance and purpose of

use

Direction for operation or

direction for use method

Cautions for use

Packing unit

Labeling

Source of Manufacture (in
case of consignment of all
the import or manufacturing

processes)

Remarks

This is to accept the notification as mentioned in the above pursuant to Article 6 and
Article 14 of the Medical Device Act; and Paragraph 4 of Article 5, Paragraph 5 of
Article 14, and Paragraph 3 of Article 18 of the Enforcement Regulations of the Act.

KFDA Commissioner

Head of Local food and drug administration

Date:

Seal

210mm x 297mm[General paper 60g/m’(recyclable)]




(Back)

Amendment and Disposition etc.

Date

Description
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[Attached Form No. 7] <Amended on May 29, 2009>

(Front)

Application for Review of Medical
Device Technical Documentation Etc.

Settlement Period

efficacy: 70 days

: 55 days
3.Application

1. Application requiring Review of safety &
2.Application requiring Technical Document Review

requiring Amendment review

A. Application requiring Submissions of the
documents for safety& efficacy: 50 days

B. Submissions on technical documentation : 32

days
@ Date of
o ) Name birth
pplicant
®
Address
@ ®
Company name Business License
Manufacturer (business name) No.
(Importer)
©®
Location
Source of
Manufacture @ Name ® Country
(in case of of manufacturer of production
conﬁlgnment of all
the 1mport or
manufacturing )
processes) Location

@ Category of application for
review

[] Safety & efficacy review [] Technical document review
[J Amendment review
(J Safety & efficacy submissions [] Technical document submissions)

Product of application for review
@ Product name (classification @ Classification
name and model name) code .(Class)
@ Appearance, structure and
dimensions
® Raw material or component
and its quantity

@ Manufacturing method

@® Performance and purpose of use

@ Direction for Operation or
direction for use

Packing unit

@ Cautions for use

@ Storage method and shelf life

@D Test specification

22 Remarks (grounds for application)

I request review of technical documentation medical device as mentioned in the above pursuant to Paragraph 1 of
Article 7 of the "Enforcement Regulations of the Medical Device Act. .

To the Commissioner of KFDA

To the Head of the Technical Document Review Agency

Date:
Applicant:
Name of the person in charge:
Telephone No. of the person in charge:

(sign or seal)

Fee
(revenue stamp)

% Required documents: See the back.

See Attached Table 8

210mm x 297mm[General paper 60g/m’(recyclable)]




(Back)

¥ 3 Required documents

1. Data on technical documents

T QO T m g O w o»

. Data on the 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.

2. Data concerning safety and efficacy; provided, however, that such datamay be omitted in case of

products whose structure, principle, performance, purpose of use, and instructions for use are

essentially identical to those of the products that have already been approved.:

Mo 0w

. Data on the origin or discovery and background for development

Data concerning safety

Data concerning clinical trials

. Data concerning usage status in foreign countries, etc.

Data cross-checked with similar domestic products, as well as data concerning characteristics of the

medical device concerned.

3. Products subject to review (Only in case that it is deemed necessary by the KFDA Commissioner.)

This application is handled as follows:

Agency of settlement(relevant department)

Applicant KFDA Commissioner (medical device-related department) or the

Head of of the Technical Document Review Agency

Preparation of request > Receipt

‘ Approval ‘

v

Notice < Preparation of result notice
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[Attached Form No.8 ] <Amended on May 29, 2009>

No.

Notice of Review Result for Medical Device Technical Document Etc.

Product name (classification
name and model name)

Classification code
(Class)

. Name Date of birth
Applicant
Address
Company
Manufacturer | hame (business
(Importer) name)
Location
Compan
Source of p .y Country of
name (business '
Manufacture production
. name)
(in case of
consignment
of all the
import or Location
manufacturing
processes)
Appropriateness
Correction

Category of review

[] Safety & efficacy review [ Technical document review

[J Amendment review
(O Safety & efficacy data submission [J Technical document submission)

Remarks

% Attachment: Technical document

This is to give notification of the review result as mentioned in the above pursuant to Paragraph 3 of

Article 7 of the "Enforcement Regulations of the Medical Device Act.

Head of the Technical Document Review Agency

Date:

KFDA Commissioner
Seal

210mm x 297mm[General paper 60g/m’(recyclable)]
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[Attached Form No.9] <Amended on May 29, 2009> (Front)

No.

Conditional License of Medical Device

Manufacture (Import) Business

1. Company name:

2. Location:

3. Representative:

4. Date of birth:

5. Condition of license:

This is to permit as mentioned in the above pursuant to Article 7 and Article 14

of the "Medical Device Act; and Article 8 and Article 21 of the Enforcement
Regulations of the Act.

Date:

KFDA Commissioner Seal

210mm x 297mm[General paper 60g/m’(recyclable)]




(Back)

Amendment and Disposition Etc.

Date

Description
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[Attached Form No. 10 ] <Amended on May 29, 2009>

(Front)

No.

Conditional Product Manufacture (Import) License
of Medical Device

Business License no.:

Category: (manufacturing or import)

Product name (classification

name and model name)

Classification code

(Class)

Appearance and structure

Raw material or component

and its quantity

Manufacturing method

Performance and purpose of

use

Direction for operation or

direction for use

Cautions for use

Packing unit

Storage method and shelf life

Specification of test

Source of Manufacturer (in
case of consignment of all the
import or manufacturing

processes)

Condition of license

Remark

This is to permit conditionally as mentioned in the above pursuant to Article 7 and Article 14 of the
MMedical Device Act; and Article 8 and Article 21 of the Enforcement Regulations of the Act.

KFDA Commissioner | >e€al

Date:

210mm x 297mm[general paper 60g/m’(recyclable)]



(Back)

Amendment and Disposition Etc.

Date

Description
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[Attached Form No. 11] <Amended on May 29, 2009> (Front)

No.

Conditional Certificate of Product Manufacturing (Import) Notification

of Medical Device

Business License no.:

Category: (manufacturing or import)

Product name(classification Classification

name and model name code (Class)

Appearance and structure

Raw material or component

and its quantity

Manufacturing method

Performance and purpose of

use

Direction for Operation or

direction for use

Cautions for use

Packing unit

Labeling

Source of Manufacture(in case
of consignment of all the
import or manufacturing

processes)

Conditions

Remarks

This is to accept conditional notification as mentioned in the above pursuant to Article 7 and Article 14

of the Medical Device Acty and Article 8 and Article 21 of the Enforcement Regulations of the Act

Date:

KFDA Commissioner
Seal

Head of Local food and drug administration

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

Amendment and Disposition Etc.

Date

Description
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[Attached Form No. 12 ] <Amended on May 29, 2009> (Front)
Period of
Application for Re-examination of Medical Device settlement
150 days
. D Name @ Date of birth
Applicant
@ Address
@ Company
(5 Business
Name (Business
Manufacturer (Importer) License no.
name)
® Location
Source of Manufacture(in | @ Name of Country of
case of consignment of | Nfanyfacturer production
all the import or
@ Location

manufacturing processes)

@0 Product name subject to re-examination

(classification name and model name)

@ Classification
code (Class)

@ Product license no.

@ Date

of license

@ Period of

re-examination

@® Result of

investigation

Period of investigation
and the number of
investigated cases

Summary of investigation
results , and result of

analysis

Amount of Production (import) performance

(amount of shipment)

I apply for re-examination of the medical device as mentioned in the above pursuant to Article 8 of

the "Medical Device Act,

Act.

To the KFDA Commissioner

Applicant:

Date:

Name of the person in charge:

Telephone No. of the person in charge:

and Paragraph 2 of Article 10 of the Enforcement Regulations of the

(sign or seal)

% Required documents: See the back.

Fee

(Receipt stamp)

KRW 100,000

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

¥ Required documents

1. Data concerning investigation of product safety and efficacy after the sale of the
products in Korea

2. Domestic and foreign data concerning any side effects and safety

3. Data concerning domestic and foreign sales status and product approvals abroad

This application is handled as follows:

Agency of settlement(relevant department)

Applicant
KFDA(medical device-related department)

Preparation of

> Receipt

application

Approval

\4

Preparation of notice of

A

Notice

re-examination result
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[Attached Form No.13 ] <Amended on May 29, 2009>

No.
Notice of Result of Medical Device Re-examination
Business License no.:
Category: (manufacturing or import)
Aonlicant Name Date of birth |
ican
pp Address
Company .
. Business
Manufacturer | Name(Busin )
License no.
(Importer) ess name)
Location
Source of
Manufacture(in case Name Country' of
of consignment of product1on
all the import or
manufacturing Location
processes)
Product subject to ) )
. ) ) . Classification
re-examination(classification
code (class)
name and model name)
. Date of
Product license no. .
license
Appropriateness
Correction

(3% 1If there is any matter which needs a correction, please take the required follow-up
measures like application for amendment of product approval within 30 days from the
date of notice.)

I notify you of the result of reexamination as mentioned in the above pursuant to
Article 8 of the "Medical Device Acty and Paragraph 3 of Article 10 of the
Enforcement Regulations of the Act.

Date:

KFDA Commissioner | Seal

210mm x 297mm[general paper 60g/m’(recyclable)]
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[Attached Form No. 14] <Amended on May 29, 2009> (Front)

Application for Medical Device Re-evaluation

@ Date of
D Name birth
Applicant it
@ Address
@Company Name (® Business
Manufacturer (Business name) License no.
(Importer) ® Location
Source of @ @
. Name of Country of
Manufacture (in Y
) Manufacturer production
case of consignment
of all the import or
manufacturing Location
processes)
Product applied for Re-evaluation
@ Product subject to )
reexamination(classification name Classification
and model name) code (class)
No. of
@ Date of duct
roduc
@ Year of re-evaluation product license p
. . license or
or notification ] )
notification

I apply for medical device re-evaluation as mentioned in the above pursuant to Article 9
of the "Medical Device Acts and Paragraph 2 of Article 11 of the Enforcement
Regulations of the Act.

Date:

Applicant: (sign or seal)
Name of the person in charge:

Telephone No. of the person in charge:

To the KFDA Commissioner

Fee
% Required documents: 1 submit necessary data for re-evaluation as (Receipt
notified by the KFDA Commissioner stamp)

N/A

210mm x 297mm[general paper 60g/m’(recyclable)]




This application is handled as follows:

(Back)

Applicant

Agency of settlement(relevant department)

KFDA(medical device-related department)

Preparation of

application

> Receipt

v

Examination

v

Approval

v

Reading and public

announcement
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[Attached Form No. 15] <Amended on May 29, 2009> (Front)

Application for Approval of Clinical Trial Period of
settlement
of Medical Device 30 days
Date of
(@D Name @ ate o
Applicant birth
@ Address

@ Company Name

. (® License no.
Manufacture r(Importer) (Business name)

® Location
Source of Manufacture | (7) Name of Country of
(in case of consignment | Manufacturer production

of all the import or

manufacturing processes) Location

@9 Product name
@ Classification

(classification name and
code (Class)

model name)

@ Appearance and
structure

@ Law material or
Product .
component and its

quantity

(49 Manufacturing
method

@ Storage method and
Shelf life

Synopsis Title of clinical trial

@ Name and location

Institution Telephone
Name of Investigator IE@ P
o.

I apply for approval of clinical trial of Medical Device as mentioned in the above pursuant to Article 10
of the "Medical Device Act; and Paragraph 1 of Article 12 of the Enforcement Regulations of the Act.
Date:

Applicant: (sign or seal)
Name of the person in charge:

Telephone No. of the person in charge:

To the KFDA Commissioner

Fee

% Required documents: See the back.
N/A

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

% Required documents

1. 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 2of the 'Enforcement regulations of the Medical Device Act

3. Technical documents, etc. under Paragraph 2 of Article 7of the "Enforcement
regulations of the Medical Device Act.

4. Approval letter issued by institutions conducting clinical trial

This application is handled as follows:

Agency of settlement(relevant department)

Applicant

KFDA(medical device-related department)

Preparation of

> Receipt

v

application

Review

v

Approval

v

Notice < Preparation of approval
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[Attached Form No.16] <Amended on May 29, 2009> (Front)

Application for Amendment of Clinical Trial Period of
settlement
of Medical Device 30 days
Date of
_ (D Name @
Applicant birth
@ Address
@ Company
Name (5 Business
Manufacturer . .
Imort (Business License no.
(Importer) name)
® Location
(@ Approval no. of clinical trial
plan
o ©
Product name (classification name ) )
Classification
and model name)
no. (Class)

Source of Manufacture and

location

(in case of consignment of all the

import or manufacturing processes)

@) Amended Item

@3 Matter to be

@ Approved Matter
amended

I apply for amendment of clinical trial plan as mentioned in the above pursuant to

Article 10 of the "Medical Device Act

Enforcement Regulations of the Act.

To the KFDA Commissioner

and Paragraph 1 of Article 12 of the

Date:

Applicant: (sign or seal)
Name of the person in charge:
Telephone No. of the person in charge:

% Required documents: See the back.

Fee

N/A

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

¥ Required documents

1. Approval letter of clinical trial plan issued by KFDA

2. Amended clinical trial plan

3. Data specified or notified by the KFDA Commissioner in relation to technical
document

4. Approval letter issued by institutions conducting clinical trial

5. Other necessary data for amendment

This application is handled as follows:

Agency of settlement(relevant department)

Applicant
KFDA(medical device-related department)

Preparation of

> Receipt

v

application

Review

v

Approval

v

Preparation of approval

Notice <

letter




AAT <A 2009.5.29>

<

[EA] A18

~F

0]
=

Al

—_—

0
I

B

‘._mo

~ mﬁ of
5 ol e
— e :
AJo i X
&) © =)
—_
X
- _ ~ - ) B ~
) ‘.mo KO
T O T s S B
= ] K ® 4 » Pl E T
oI Ao - © B "=
il il o T i J& e %
B T w J X
B e e i - ay A )
~ | T | ® N L G I
o | % | 5 G I I G
s ~ = W@ ~ N N o N =Y
&) S) S e 2@ 8 e S

)

a48F

210mm><297mm(L &% 60g/m’ (A



[Attached Form No. 18] <Amended on May 29, 2009>

Document registration no.
Date of enforcement
Recipient : KFDA Commissioner Sender : Institution(Business name)

Representative: (sign or seal)

Title : Report on the progress of the clinical trial of medical device

I report on the progress of the clinical trial as mentioned below pursuant to Article
10 of the "Medical Device Act; and Paragraph 2 of Article 13 of the Enforcement
Regulations of the Act.

(D Title of a clinical trial

plan

@ Approval no. of clinical @ Date of
trial plan approval
@Product

(® Classification

name(classification name
( code (Class)

and model name)

(MName of

® Institution institution

9 Location

Telephone no.

Number of enrolled
subjects by institutions

@ Number of completed
subjects by institutions

@@ Increase or decrease of
subjects by institutions
compared to the previous

year

@ Expected date of
completion by institutions

(1 Remarks

210mmx297mm(general paper 60g/m’(recyclable))
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[Attached Form No.19] <Amended on May 29, 2009>

Document registration no.

Date of enforcement

Recipient : KFDA Commissioner

Sender : Institution(Business name)

Representative: (sign or seal)

Title : Report on termination of a clinical study for medical device

I report the termination of the clinical trial as mentioned below pursuant to

Article 10 of the "Medical Device Act; and Paragraph 2 of Article 13 of the

Enforcement Regulations of the Act.

Title of a clinical trial

plan
Approval no. of clinical Date of
trial plan approval
Product name(classification Classification

name and model name)

code (class)

Name of

institution

Telephone no.

Institution

Location

Date when the subjects

were selected initially

(Date when the clinical
trial was initiated)

Number of enrolled

subjects

Summary of unexpected
serious adverse events

Remarks

210mmx297mm(general paper 60g/m’(recyclable))
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[Attached Form No. 20 ] <Amended on September 1, 2010> (Front)

S Settlement
Application for Amendment .
period
of Medical Device Business License 15 days
@ Date of
‘ (D Name ,
Applicant birth
@ Address
@ Company
name (® Telephone
Manufacturer .
Imoort (Business no.
(Importer) name)
® Location
(@ Category of business (] Manufacturing [] Importing
Description of amendment
M li
Item ©@Approved matter atter applied @DReason

for amendment

I apply for amendment of medical device manufacturing(import) license as mentioned in
the above pursuant to Articles 11 and 14 of the Medical Device Act; and Paragraph 1
of Article 14 and Article 21 of the enforcement regulations of the Act.

Date:
Applicant: (sign or seal)
Name of the person in charge:

Telephone no. of the person in charge :

To the KFDA Commissioner

Fee
. . . . revenue
% Caution: If the representative is changed, mention (stamp)
resident registration number in the ‘@D ate of birth’ field.
. . . See
% Required documents: See the back side.
q Attachment
No. 8.

210mm x 297mm[general paper 60g/m’(recyclable)]



(Back)

Required
document
S

Submission by the applicant(representative)

Points to be checked by the
public official

1. Original copy of license

2. Change of location: A copy of itemized
statement for facilities in the relevant
manufacturing site and a copy of
entrustment agreement (only to the extent
that part of the manufacturing process or
testing has been entrusted).

A business registration
certificate (submission of a
copy of certificate unless it is
agreed), or a certificate of
corporate register (only for
corporation)

I agree that the public official checks my business registration certificate through the
common use of administrative information pursuant to Paragraph 1 of Article 36 of
the 'e-Government Act) with regard to settlement of this case.

Applicant(representative) (sign or seal)

This application is handled as follows:

Agency of settlement(relevant department)

Applicant

KFDA(medical device-related department)

Preparation of

application

Receipt

v

Examination

v

Approval

v

A

Issue of license

Mention of amendment
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[Attached Form No. 21 ] <Amended on May 29, 2009>

(Front)

Application for Amendment for Medical

Device Product License

Settlement Period

1.

2.

Application requiring
Review of safety &
efficacy: 60 days
Application requiring
Technical Document
Review: 42 days

3. Others: 10 days
Date of
. @D Name @
Applicant birth
©) Address
Compan
@ ) pamy ® Telephone
Manufacturer | name (Business
no.
(Importer) | name)

® Location

(@ Category of business

[J Manufacturing

[] Importing

name)

Product name
(classification name and model

code (Class)

© Classification

Description of amendment

C)

Item

Approved
matter

(B) Matter applied

for amendment

@3 Reason

To the KFDA Commissioner

I apply for authorization amendment of medical device manufacturing(import)
item license as mentioned in the above pursuant to Articles 11 and 14 of
the "Medical Device Act; and Paragraph 3 of Article 14 of the enforcement

regulations of the Act.

Applicant:

Date:

(sign or seal)

Name of the person in charge:

Telephone No. of the person in charge:

% Required documents: See the back.

Fee
(revenue
stamp)

1. 35,000 won
2. 30,000 won
3. 5,000 won

210mm x 297mm[general paper 60g/m’(recyclable)]



(Back)

% Required documents

1. Original copy of license

2. Documents confirming the change 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,
technical documents etc. under Item 1, Paragraph 1, Article 5 of the 'Enforcement
regulations of the Medical Device Act, shall be additionally submitted.

3. 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, such person shall submit the relevant transfer agreement on
manufacturing facilities, manufacturing method, etc. for the product as an attached

document .

This application is handled as follows:

Agency of settlement(relevant department)

Applicant
KFDA(medical device-related department)

Preparation of

L > Receipt
application

v

Examination

v

Approval

v

Issue of a license | « Mention of amendment
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[Attached Form No. 22] <Amended on May 29, 2009> (Front)

. . . Settlement
Notification on Suspension or Closure of period
Medical Device Business 7 days
@ Date of
N .
Party of | ¥ ame birth
notification
@ Address
@ Name of (® Telephone
Business | business place no.
lace
P ® Location
. 0 Manufacturing o Importing o Refurbishing
Cat fb
@ Category of business o Selling o Rental Service
Category of notification i Suspensi9n of bus.iness 0 Closure of business
o Resumption of business

© Date of closure of
business

Expected period for
suspension of business

@ Date of resumption of
business

I notify suspension - closure of business as mentioned in the above pursuant to
Articles 13 through 16 of the "Medical Device Act; and Paragraph 1 of Article 16,
Paragraph 5 of Article 22, and Paragraph 4 of Article 24 of the Enforcement
Regulations of the Act.

Date:

Party of Notification: (sign or seal)
Name of the person in charge:
Telephone No. of the person in charge:

To the KFDA Commissioner

To mayor or Goon govemor, or Gu-Govermner

Fee

% Required documents: See the back.

N/A

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

¥ Required documents

1. In case of closure of business

A. Manufacturer & importer: Manufacturing(importing) Licenses and certificates of
notifications for all products

B. Refurbisher, seller, and renter: Notification certificate

. In case of suspension of business: Business license or a notification certificate, and
a reason for suspension of business with a written form

3. In case of resumption of business: No required document

This notification is handled as follows:

Agency of settlement(relevant department)
Party of Notification

KFDA, mayor or Goon governor, or
Gu-governer(medical devicerelated department)

Preparation of
notification

> Receipt

v

Examination

\

Approval

v

< Preparation of a result
form

Notice
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[Attached Form No. 23 ] <Amended on September 1, 2010> (Front)

Settlement
Notification for Medical Device Refurbishing Business period
20 days
@ Name @ Date of birth
Party of
notificatio @ Standard
n Place of
registration
@ Business
Teleph No.
Ear‘fy of | Lame (® Telephone No
usiness
® Location

(@ Type of medical device
subject to refurbishing
business

Engagement in other
business

© Remarks

I notify medical device refurbishing business as mentioned in the above pursuant
to Article 15 of the "Medical Device Act; and Paragraph 1 of Article 22 of
the Enforcement Regulations of the Act.

Date:

Party of notification: (sign or seal)
Name of the person in charge:
Telephone No. of the person in charge:

Fee
(revenue stamp)

To the head of local food and drug administration

30,000won

% Caution: In case of corporate, do not fill in the ‘@ Standard Place of registration’
field of the ‘Party of notification’ fields.
% Required documents: See the back.

210mm x 297mm[general paper 60g/m’(recyclable)]



(Back)

Required

documents

Submission by the party of

notification(representative)

Points to be checked
by the public official

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

"Medical Device 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)

2. A medical certificate from a medical specialist
proving that the applicant does not fall under
Item 3, Paragraph 6, Article 6 of the Medical
Device Act; , which shall not be more than 6
months old from the issue date (this document is

not required from a corporation)

commercial registry
certificates (only for a
corporation)

This notification is handled as follows:

Agency of settlement(relevant department)

Party of notification Regional KFDA

(medical devicerelated department)

Preparation of

>

notification

Receipt

v

Examination

|
\4

Approval

|
\4

Issue <

Preparation of a
certificate of

notification
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[Attached Form No. 24 ] <Amended on May 29, 2009> (Front)

No.

Certificate of Notification

for Medical Device Refurbishing Business

1. Name of business:
2. Location of business:
3. Representative:

4. Date of birth:

5. Type of medical device subject to refurbishing business:

This is to certify the acceptance of notification as mentioned in the above pursuant to
Article 15 of the "Medical Device Act) and Paragraph 2 of Article 22 of the
Enforcement Regulations of the Act.

Date:

head of local food and drug administration | Seal

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

Amendment

and Disposition Etc.

Date

Description
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[Attached Form No. 25] <Amended on September 1, 2010> (Front)

Settlement Period

Amendment Report on Report

of Medical Device Repairing Business 15 days
@ Date of
@ Name .
Party of birth
notification
) Address
@ Business ® Notification
Party of | name no.
business
©® Location
Description of amendment
. ©) Matter
@ TItem Notified matter 10 Reason

requiring amendment

I make amendment notification on medical device refurbishing business as
mentioned in the above pursuant to Article 15 of the "Medical Device Act,
and Paragraph 3 of Article 22 of the Enforcement Regulations of the Act.

Date:
Party of notification: (sign or seal)

Name of the person in charge:
Telephone No. of the person in charge:

To the head of local food and drug administration

¢ Caution: If the representative is changed, mention the resident Fee

(Revenue stamp)

registration number. in the ‘@ Date of birth’ field.
% Required documents: See the back.

See the
Attachment No. 8.

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

Required

documents

Submission by the party of notification

(representative)

Points to be checked
by the public official

1. Certificate of notification
2. Reason of amendment and the documentary

evidence

commercial registry
certificates (only for a

corporation)

This notification is handled as follows:

Agency of settlement

(relevant department)

Party of notification

(medic

Local food and drug administration

al devicerelated department)

Preparation of

notification

> Receipt

\4

Examination

v

Approval

\4

Mention of

Issue <

amendment
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[Attached Form No. 26 ] <Amended on September 1, 2010>

(Front)

Notification on Medical Device Sales (Rental)

Settlement Period

Business 7 dags
@ Date
@© Name .
of birth
Party of
notification | @
Standard Place
of registration
@ ®
Party of Business Name Telephone no.
Business
®
Location
@ Category of notification O Sales business O Rental business

I notify the medical device sales(rental) business as mentioned in the above pursuant to
Article 16 of the "edical Device Act; and Paragraph 1 of Article 24 of the

enforcement regulations of the Act.

Date:

Party of notification:

Name of the person in charge:

(sign or seal)

Telephone No. of the person in charge:

To mayor or Goon govemor, or Gu-Governer

¥ Caution: For corporation, do not fill in the ‘@ Standard place of
registration field’ in the ‘party of notification’ fields.
% Required documents: See the back.

Fee
(revenue stamp)

10,000 won

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

Required
documents

Submissions by the party of notification (representative)

Points to be
checked by the
public official

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 'Medical Device Act
1, 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)

2. A medical certificate from a medical specialist proving
that the applicant does not fall under Item 3, Paragraph
6, Article 6 of the ™edical Device Act; , which shall
not be more than 6 months old from the issue date (this
document is not required from a corporation)

commercial
registry
certificates (only
for a
corporation)

This notification is handled as follows:

Agency of settlement(relevant
department)

Party of notification Mayor or Goon governor, or

Gu-Governer (medical devicerelated
department)

Preparation of

notification

> Receipt

\4

Examination

v

Approval

\4

Preparation of the
Issue < certificate of
notification
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[Attached Form No. 27 ] <Amended on May 29, 2009> (Front)

Certificate of Notification For Medical Device Sales (Rental) Business

Notification no. :

Name of business party :

Location of business :

Representative :

Date of birth :

This is to certify the acceptance of notification for medical device sales (rental)
as mentioned in the above pursuant to Article 16 of the "Medical Device Act; and

Paragraph 2 of Article 24 of the Enforcement Regulations of the Act.

Date:

Mayor or Goon governor, or Go-Governor (seal)

210mmx297mm(permanent paper(Type 1) 120g/m")




(Back)

Amendment

and Disposition Etc.

Date

Description
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[Attached Form No. 28] <Amended on September 1, 2010> (Front)
. . Settlement
Amendment Notification of Period
Medical Device Sales (Rental) Business 3 days
@ Date of
@ Name :
Party of birth
notification | (3)
Address
@ ®
Party of | Business name Notification no.
Business | (6
Location
(@) Category of business o Sales business O Rental business
Description of amendment
©) Notified i) Matter requirin
Item auirne @ Reason
matter amendment

I make amendment notification of medical device

sales(rental) business as

mentioned in the above pursuant to Article 16 of the "™edical Device Act,
and Paragraph 3 of Article 24 of the Enforcement Regulations of the Act.

Date:

Party of notification:

Name of the person in charge:

(sign or seal)

Telephone No. of the person in charge:

To mayor or Goon govemor, or Gu-Governor

% Caution: If the representative is changed, mention the resident registration

number. in the ‘@ Date of birth’ field.
% Required documents: See the back.

Fee
(revenue
stamp)

5,000 won

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

Required

documents

Submissions by the party of notification
(representative)

Points to be checked by
the public official

1. certificate of notification
2. Reason of amendment and the documentary

evidence

commercial registry

certificates (only for a

corporation)

This notification is handled as follows:

Agency of settlement(relevant department)

Party of notification

Mayor or Goon governor, or
Gu-Governer (medical devicerelated

department)

Preparation of

notification

Receipt

\4

Examination

\4

Approval

v

Issue <

Mention of

amendment
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[Attached Form No.28-2 ] <Newly established on June 26, 2009>

Recall Plan

Name of Business . .
Business license no.
party
Location Zip code
Required Category 0 Manufacturer o Importer
Recaller Representative Date of birth
Th i
e person in E-mail
charge
Telephone No. FAX
Product name Model name
License Classification
Information | (notification) no. code (class)
about Indications for use
4 Date of
pg(_) uct Packing unit manufacturing or
subject to shelf life (valid term)
recall Lot no.
Source of
Manufacture
Medical devices under the "Enforcement regulations of the Medical
Degree of risk Device Act; (o Item 1, Paragraph 2, Article 32-3, o Item 2, Paragraph
2, Article 32-2, o Item 3, Paragraph 2, Article 32-2)
Reason for Grounds for
recall decision of recall
Description for
deficiency of
product

. Quantity of
Quantity of | yroduction(import) by Lot

products Nos.
subject to quantity of subject of recall
recall Total amount of stock

Method of recall
Subject of recall

Method of
© ) 0 (; Method of notice
notice o Promotion method to the
recall etc. public
Date of
E t te of f
ond of xpected date of end o
return
return

I submit recall plan on the medical device, which received the recall order pursuant to Article 27
of the "Medical Device Act; and Paragraph 3 of Article 32-2 of the Enforcement Regulations of

the Act, as below.
Representative : Position Name (Sign or seal)
Person in charge : Position Name (Sign or seal)
To the KFDA Commissioner

% Required documents
1. A copy of manufacturing or import record on the item, and record on sales volume by dealers, date of

sale, rental volume by renters, date of rent, etc.
2. Notice of return plan to be notified pursuant to Paragraph 3 of Article 32-3 of the 'Enforcement

Regulations of the Medical Device Act
3. Document mentioning the reason for return

210mmx>297mm[general paper 60g/m’(recyclable)]
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[Attached Form No. 28-3 ] <Newly established on June 26, 2009>

Confirmation of Recall

Business name of
the handling party

Location of the
handling party

f handli
name of handling E-mail
party
Point of contact FAX
Description of product subject to recall

N f .

an'le © Product Date of ) . Quantity
business Lot no. : Packing unit Remarks

party name manufacturing of recall

This is to certify that the medical devices subject to retcall are returned and there is
no stock pursuant to Article 27 of the "Medical Device Act; and Paragraph 4 of
Article 32-3 of the Enforcement Regulations of the Act.

Date:
Representative : Position Name (Sign or seal)
Person in charge : Position Name (Sign or seal)

Telephone No.(E-mail):

To ocoo(Required Recaller who has submitted the recall plan )

210mmx297mm[general paper 60g/m’(recyclable)]
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[Attached Form No. 28-4 ] <Newly established on July 26, 2009>

Evaluation Report of Recall

O

Was the notice about recall plan to the handling parties of the medical device

subject to return confirmed?

O

Was an additional noticegiven to the handling parties who has not been given the

retcall plan and handle the medical device subject to recall?

Was a proper action taken to effectively perform recall?

©)

Action planned against those not returned

O

Countermeasures against recurrence

@)

Other matters required to be improved or suggestions in relation to retcall

This Evaluation Report of Recall on the medical device subject to recall is
prepared as mentioned below pursuant to Article 27 of the "Medical Device Act,
and Paragraph 1 of Article 32-4 of the Enforcement Regulations of the Act.

Date:
Name of business party :
Representative : Position Name (Sign or seal)
Person in charge :  Position Name (Sign or seal)

210mmx*297mm[general paper 60g/m’(recyclable)]
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[Attached Form No. 28-5] <Newly established on July 26, 2009>

Confirmation of Destruction

Name of business Business
party License no.
' Location Zip code
Applicant
for category 0 Manufacturer o Importer
destruction representative Date of birth
Person in charge E-mail
Telephone No. FAX
_ Product name Model name
Information License Classification
about (notification) no. code.(class)
product Amount of
. Lot no. .
subject to destruction
destruction Source of
Manufacture
Reason for
destruction
Information Date C?f
about destruction
] Place of
destruction )
destruction
Method of
destruction
Information Company name
about
company Representative
treating Location
waste
treatment Telephone No. FAX

This is to certify that the defective product is destroyed pursuant to Paragraph 2
of Article 324 of the Enforcement regulations of the Medical Device Act,

and Article 13 of the "Waste Control Act; .

Witness

Confirmer :

Name :

Department :
Position :

Date:

(Sign or seal)

210mmx*297mm|[general paper 60g/m’(recyclable)]
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[Attached Form No.28-6 ] <Newly established on June 26, 2009>

Report on Recall Completion of Recall

Name of business Business License
party no.
) Location Zip code
Requlred Type 0 Manufacturer o Importer
Recaller recall Representative Date of birth
Person in charge E-mail
Telephone No. FAX
Item Model name
License Classification Code
. (notification) no. (Class)
Information Date of
about product : . manufacturing or
subject to recall Packing unit shelf life(valid
term)
Lot nos. Source of
Manufacture

Quantity of

Quantity of production(import) by
Lot Nos.

products subject Expected quantity of
to recall recall

Amount of stock

Date of start of recall

Period of recall Date of end of recall

Amount(rate) of recall

Result by recall methods

Details of recall by

Result of recall .
recall businesses

Amount not recalled

Reason for non-recall

I report completion of recall of the medical device subject to recall pursuant to
Article 27 of the "Medical Device Act; and Paragraph 3 of Article 32-4 of the
Enforcement Regulations of the Act.

Date:
Representative : Position Name (Sign or seal)
Person in charge :  Position Name (Sign or seal)

To the KFDA Commissioner

% Required documents

1. A copy of the confirmation of recall in form of the Attachment Form No.28-3 of
the "Enforcement regulations of the Medical Device Act,

2. A copy of the evaluation report on recall in form of the Attachment Form No.28+4
of the "Enforcement regulations of the Medical Device Act,

3. A copy(just in case of destruction) of the Confirmation of Destruction(export license
etc.) in form of the Attachment Form 285 Form of the 'Enforcement Regulations
of the Medical Device Act,

210mmx297mm[general paper 60g/m’(recyclable)]



] #2952 </1A 2009.5.29>

A87171FAS

NO.

(599 %9) &1

A

A

FAE=GA
9 A EW | Axds | AZIA | T A o S
o271/, Al28EAILael whet $ish o] 4 gt
A 3 (A7 = Q)

210mm><297mm (A F&A] 54g/m’ (A &E3%))



[Attached Form No. 29] <Amended on May 29, 2009>

Receipt of collection

NO.
Manufacturer (importer or seller)
Location
Representative
Details of Items Collected
Product Date of Specificati .
No. rodue Lot no. awe o pectheatio Quantity Remarks

name manufacturing n

This is to certify the collection as mentioned in the above pursuant to Paragraph 1 of
Article 28 of the "™edical Device Act; .

Date:

Collector name (sign or seal)

210mmx*297mm(newspaper 54g/m’(recyclable))
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[Attached Form No.30 ] (Front)

Certificate of Medical device surveillance officer

Photo
(3cmx4cm)

(Name)

(Name of the agency to which the officer belongs)

53mmx85mm(permanent paper(Type 1) 120g/m’)

(Back)

Belongs to

Position

Name

Resident registration number

This is to certify that the above person is a medical device surveillance officer.

Date:

KFDA Commissioner (Seal]
ea
City Mayor or Goon governor, or Gu Governor

If you pick up this certificate, please put it in a near mailbox.
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[Attached Form No. 31] <Amended on May 29, 2009>

(Front)

Period of
Application for Renewal Medical Device License Etc. settlement
14 days
@ Resident
(D Name registration
Applicant number
@ Address (name and telephone no. of the person in charge)
@ Compan .
pany (® License or
name . )
Manufacturer . notification no.
(Business name)
(company)
® Location
(@) Category of business oOManufacturing olmport oRefurbish oSales oRental
. © License or
Matters subject to renewal o
notification no.
Reason for application

I apply for renewal of the license ‘notification as mentioned in the above pursuant to

Article 41 of the "™edical Device Act, and Article 37 of the

Regulations of the Act.

Date

Applicant (Sign or seal)

To KFDA Commissioner
Head of local food and drug administration

Mayor or Goon governor, or Gu Governor

Enforcement
Receipt stamp or
receipt stamp Fee
N/A

Required documents : License and notification subject to renewal

210mmx*297mm(general paper 60g/m’(recyclable))




This application is handled as follows: (Back)

Applicant

Agency of settlement(relevant department)

KFDA Commissioner
Head of local food and drug administration
Mayor or Goon county governor, or Gu Governor
(Medical devicerelated department)

Preparation of
application

Issue

> Receipt

v

Examination

|
v

Approval
|

v

License etc.
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[Attached Form No.32 ] <Amended on May 29, 2009>

(Front)

Period of
Application for Reissuing Medical Device License Etc. settlement
7 days
(2 Resident
@ Name registration
Applicant number
@ Address (name and telephone no. of the person in charge)
Business .
@ (® License or
Name
Manufacturer report no.
(company)
® Location
(@ Category of business oManufacturing olmport oRepair oSale oRent
© License or
Matters subject to renewal notification
no.
@0 Reason for application

I apply for reissuing license-certificate of notification as mentioned in the above
pursuant to Paragraph 1 Article 38 of the 'Enforcement Regulations of the Medical

Device Act; .

Date

To the KFDA Commissioner

Head of local food and drug administration
Mayor or Goon governor, or Gu Governor

Applicant (Sign or seal)
Revenue stamp or
. Fee
Revenue certificate
N/A

Required documents

1. In case that (applicant) cannot use (licenses, etc) or there is a change in the items

described on licences, etc., the license etc.
2. If the licenses, etc are lost, the reason for loss

210mmx=297mm(general paper 60g/m’(recyclable))



This application is handled as follows: (Back)

Agency of settlement(relevant department)

KFDA Commissioner

Applicant Head of the local food and drug administration

Mayor or Goon governor, or Gu governor (Medical
devicerelated department)

Preparation of
application

| 2 Receipt

\4

Examination

v
Approval

\{

Issue < License etc.
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[Attached Form No.33] <Amended on May 29, 2009>

(Front)

Period of
Application for Reclassification of Reclassification sttlement
90 days
Date of
@ Name b® N ate o
Applicant it
@ Address
(5 Business
@ Business License or
Manufacturer | pame notification
(importer) Ho.
® Location
Product name
@ (Brand name)
Designation | (9 Manufacturer
of class (Country of
production)
@ Product 12
Application name(item and Classificatio
for Amendment | modeD) n code
reclassification | of cl Class for
oF Chss @ Current class amendment
application
@5 Reason
for
application
Others

I apply for reclassification of medical device class as mentioned in the above pursuant to
Article 2 and Attachment 1 of the "Enforcement Regulations of the Medical Device

Act) .

Date:
Applicant: (Sign or seal)
Name of the person in charge:
Tel:
To the KFDA Commissioner
Fee
) (Revenue
% Required documents: See the back. stamp)
N/A

210mm x 297mm[general paper 60g/m’(recyclable)]




(Back)

¥ Required documents
1. Data on technical documents, etc.

2. Data on comparative analysis of technical characteristics including structure,
principle, performance, purpose of use, and instructions for use with other medical

devices with similar to those subject to reclassification

This application is handled as follows:

Agency of settlement(relevant department)

Applicant
KFDA(medical devicerelated department)

Preparation of
> Receipt

application

\4

Examination

v

Approval

v
Preparation of result

Reply <
of examination




