e -
o
o o Kl W
\uA!O —_— = :U o —
~ ~ o~ N
KT ~ i < BN
T o cal T M
™ ol =o T N
al T = w o b
- a3 = N =T
_Al ﬂA_l N i
< o = n <
oy ) ol = W mr nwr o o
N . B T
S o - = o = . > g oo
R - x ~ i R g i 2 =l
0 — Y ; —_—
- T i o oy i 7 = o < W g ~ e
X ) —_— — o - ©
N — G o 3 N < - = B
Z.E Q\ X X iy dﬂ ] B ] ® T o
= 5 N = < = . ~ X i
- £ X ® a X ) - N &= N
o o x R ® il ® ERGIPN o
K = i o = N g} * N ERa | BT
i T N i o T T A B cm | 2F
< 1 ) N - NJo .‘mAT </ l CES Jo
=0 bt o N ~ EiB o = o
~ e} za o N 7o =K Mo oF X
— E N o 3 = R N A M " W
~ " 3 X N e ~ & W T 4 °
N 3 b = \ T % il \a
™N < 3 1 3 rolrale oy
En# N —_ 1 mMO X OE —_
- S _— Z0 X Z..#
o = i ol % Try | 5T
< 3 N T Mo —
— B I % N
~ = T._ EH _io ﬂ
~ ~
EL Mo
o &
— i o of
2= - " 4 o = A
. T = o <] i &
fild X N ; T He
= 3 kS — ~ B =
® . S B K B Hin Y
% o = < 1ru1_
< ) -~ < <
,Q T M =0 =0 oF
1o ~ oy
) 7L 0
Mo iy 7o
oh




[Attached Table 1]

Tip for Preparation of Report on Production, Export, Import and Refurbishing Results of
Medical Devices

(Related to Paragraph 1 of Article 2)

1. Report on production results of Medical Devices (Attached Form No. 1)

Manufacturer Write the company name mentioned in the manufacturing license.
Business license no. Mention the license numbers mentioned in the manufacturing license.
Date of permission Write the date of permission mentioned in the manufacturing license.
Location Write the location mentioned in the manufacturing license.

Telephone and fax numbers | Write the telephone(fax) numbers of the department in charge of
(POC) preparing a report, and name of the POC (point of contact).

Number of permitted(reported)

it Write into the number of permitted items and reported items
items

Total number of produced | Total number of annually produced items (Write into permitted items and
items reported items.)

Divide into the total annual amount of production and the amount of
production of reported items and mention by the unit of one thousand
won(Less than one thousand won shall be cut, and it shall coincide with
the sum of the amounts of production by items.)

Annual amount of production

Write the total number of employees by functions(as of the end of
December); provided that in case of a company engaging itself in another
business except manufacturing of Medical Devices, write only the number
of employees who are actually involved in Medical Device related affairs.

Number of employees
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2. Production Results by Items of Medical Devices

(Attached Form No. 2)

Manufacturer

Write the company name mentioned in the manufacturing license. Prepare
per manufacturer.

Business license no.

Mention the license numbers mentioned in the manufacturing license.

Location

Write the location mentioned in the manufacturing license.

Item permit(report) no.

Write by order of item permit no. and item report no.

Write the permit(report) no. in the item license(report certificate). In case
of an item for report, mention ‘Report’ in the Remarks field, without
fail.

Categorization no.

Write the categorization no. mentioned in the Regulations on
Classification and Designation Etc. of Medical Devices.

Product name(item & model)

Write the item and model mentioned in the item permit(report certificate).

Packing unit

Write the packing unit mentioned in the item license(report certificate).

Output, production cost (won),
and amount of production(unit:
one thousand won)

Mention the amount of production that the output per packing unit is
multiplied by the production cost(factory price including VAT)(The
production cost shall be indicated by the unit of won and the amount of
production by the unit of one thousand won, however, less than one
thousand won shall be cut off.), with the exception that upon changes in
the production cost during the year, the annual average cost shall be
applied as the production cost(Write into packing units, certainly.)

Remarks

Indicate ‘MIL’ for military supplies and ‘EXP’ for export, and mention
change in matters of permit(report), etc.
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3. Report on Export Results of Medical Devices

(Attached Form No. 3)

Manufacturer

Write the company name mentioned in the manufacturing license.

Business license no.

Mention the license numbers mentioned in the manufacturing license.

Date of permission

Write the date of permission mentioned in the manufacturing license.

Location Write the location mentioned in the manufacturing license.
Telephone and fax numbers | Write the telephone(fax) numbers of the department in charge of
(POC) preparing a report, and name of the POC(point of contact).

Number of permitted(reported)
items

Write into the number of permitted items and reported items.

Total number of

items

exported

Total number of annually exported items (Mention into permit and
report.)

Annual amount of export

Convert the total amount of annual export and the amount of export on
permitted and reported items into US$ and mention the unit, as well.(It
shall be based on the customs FOB, decimal places shall be cut off, and
it shall coincide with the sum of amounts of export by items.)

Number of employees

Write the total number of employees by functions(as of the end of
December); provided that in case of a company engaging itself in another
business except manufacturing of Medical Devices, write only the number
of employees who are actually involved in Medical Device related affairs.
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4. Export Results of by Items of Medical Devices

(Attached Form No. 4)

Manufacturer

Write the company name mentioned in the manufacturing license.

Business License No.

Mention the license numbers mentioned in the manufacturing license.

Location

Write the location mentioned in the manufacturing license.

Item permit(report) no.

Write the permit(report) no. mentioned in the item license(report
certificate). In case of a reported item, indicate ‘Report’ in the Remarks
field, without fail.

Categorization no.

Write the categorization no. mentioned in the

Classification and Designation Etc. of Medical Devices.

Regulations on

Product name(item & model)

Write the item and model mentioned in the item permit(report certificate).

Packing unit

Write the packing unit mentioned in the item license(report certificate).

Exports,  export and

amount of export

cost,

Write the exports and the export cost per packing unit (Based on the
FOB price, it shall be converted into US$ at the time of export.), and
write the amount of export by cutting off the decimal places of the
amount that exports are multiplied by the export cost. However, upon
changes in the export cost during the year, the annual average cost shall
be applied as export cost(Mention by packing units, certainly.)

Exporting country

Mention the country where the manufacturing item is exported

Remarks

Mention changes in permit(report), etc.
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5. Report on Import Results of Medical Devices

(Attached Form No. 5)

Importer name

Write the company name mentioned in the import license.

Business license no.

Write the license numbers mentioned in the import license.

Date of permission

Write the date of permission mentioned in the import license.

Location Write the location mentioned in the import license.
Telephone and fax numbers | Write the telephone(fax) numbers of the department in charge of
(POC) preparing a report, and name of the POC(point of contact).

Number of permitted(reported)
items

Write into the number of permitted items and reported items.

Total number of

items

exported

Total
report.)

number of annually imported items (Mention into permit and

Annual amount of import

Convert the total amount of annual import and the amount of import on
permitted and reported items into US$ and mention the unit, as well.(It
shall be based on the customs CIF, decimal places shall be cut off, and
it shall coincide with the sum of amounts of import by items.)

Number of employees

Write the total number of employees by functions(as of the end of
December); provided that in case of a company engaging itself in another
business except importing of Medical Devices, write only the number of
employees who are actually involved in Medical Device related affairs.
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6. Import Results by Items of Medical Devices
(Attached Form No. 6)

Importer name Write the company name mentioned in the import license.
Business License No. Write the license numbers mentioned in the import license.
Location Write the location mentioned in the import license.

Write the permit(report) no. mentioned in the item license(report
Item permit(report) no. certificate). In case of a reported item, indicate ‘Report’ in the Remarks
field, without fail.

o Write the categorization no. mentioned in the Regulations on
Categorization no. . . . . . .
Classification and Designation Etc. of Medical Devices.

Product name(item & model) Write the item and model mentioned in the item permit(report certificate).

Packing unit Write the packing unit mentioned in the item license(report certificate).

Write the imports and the import cost per packing unit (Based on the
customs CIF price, it shall be converted into US$ at the time of

) import.), and write the amount of import by cutting off the decimal
Imports, import cost, and ) - .
) places of the amount that imports are multiplied by the import cost.
amount of import . . .
However, upon changes in the import cost during the year, the annual

average cost shall be applied as import cost(Mention by packing units,

certainly.)
Importing country Write the importing country in the item license(report certificate).
Manufacturer Write the manufacturer mentioned in the item license(report certificate).

Remarks Mention changes in permit(report), etc.
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7. Report on Refurbishing Results of Medical Devices

(Attached Form No. 7)

Refurbisher name

Write the name of the company mentioned in the refurbishing report
certificate.

Business report no.

Write the report no. mentioned in the refurbishing report certificate.

Date of report

Write the date of report mentioned in the refurbishing license

Location Write the location of the company mentioned in the refurbishing license.
Telephone and fax numbers | Write the telephone(fax) numbers of the department in charge of
(POC) preparing a report, and name of the POC(point of contact).

Total number of refurbished

) Total number of annually refurbished items

items

Annual amount of refurbishing

Write the total amount of annual refurbishing by the unit of one
thousand won(Less than one thousand won shall be cut off, and it shall

coincide with the sum of the amount of refurbishing by items.)

Number of employees

Write the total number of employees by functions(as of the end of
December); provided that in case of a company engaging itself in another
business except refurbishing of Medical Devices, write only the number
of employees who are actually involved in Medical Device related affairs
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8. Refurbishing Results by Items of Medical Devices

(Attached Form No. 8)

Refurbisher name

Write the name of the company mentioned in the refurbishing report
certificate.

Business report no.

Write the report no. mentioned in the refurbishing report certificate.

Location

Write the location of the company mentioned in the refurbishing license.

Sponsor

Mention name of the manufacturer or importer, or hospital, etc. which
requested refurbishing.

Item permit(report) no.

Write the permit(report) no. mentioned in the item license(report
certificate). In case of a reported item, indicate ‘Report’ in the Remarks
field, without fail.

Categorization no.

Write the categorization no. mentioned in the Regulations on
Classification and Designation Etc. of Medical Devices

Product name(item & model)

Write the item and model mentioned in the item permit(report certificate).

Refurbishments and amount of
refurbishing

Mention into the total number of annually refurbished items and the
amount of refurbishing by the unit of one thousand won.
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[Attached Form No.1]

Report on Production Results of Medical Devices

Year

Manufacturer

Business license Date of

. Day/month/year
no. permission

Location

Tel Fax POC

Telephone and fax
numbers (POC)

Number of Sum Permit Report

permitted(reported)
items

Total number of Sum Permit Report

produced items

Production results

. [Attached Form No. 2]
by items

Sum Permit Report
Annual amount of

production (unit :
one thousand won)

Sum Clerical Sales Research Production Others

Number of Male | Female | Male | Female | Male | Female | Male | Female | Male | Female
employees

I report the production results of Medical Devices as mentioned in the above pursuant to Paragraph 2 of
Article 12 of the Medical Device Act and Paragraph 2 of Article 15 of the Enforcement Regulations of the
Act.

Day/month/year

Representative : (sign or seal)
Quality supervisor : (sign or seal)

To the Chairman of the KMDIA

210mmx297mm[general paper 60g/m2(recyclable)]
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[Attached Form No. 2]

Production Results by Items of

Manufacturer

Business license

thousand won)

no.
Medical Devices Location
Product name Annual production
Item
No permit Categorizati Packing Amount of Remar
i Production production
(report) on no. Item Model unit Output ) ks
no. cost(won) (unit: one

364mmx257mm[general paper60g/m2(recyclable)]
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[Attached Form No. 3]

Report on Export Results of Medical Devices

Year

Manufacturer

Business license Date of

. Day/month/year
no. permission

Location

Telephone and fax Tel Fax POC

numbers (POC)

Sum Permit Report
Number of “ P

permitted(reported)
items

Total number of Sum Permit Report

exported items

Export results by

. [Attached Form No. 4]
1tems

Amount of annual | Sum Permit Report

export (unit:US $)

Sum Clerical Sales Research Production Others

Number of Male | Female | Male | Female | Male | Female | Male | Female | Male | Female
employees

I report the export results of Medical Devices as mentioned in the above pursuant to Paragraph 2 of
Article 12 of the Medical Device Act and Paragraph 2 of Article 15 of the Enforcement Regulations of the
Act.

Day/month/year

Representative : (sign or seal)
Quality supervisor : (sign or seal)

To the Chairman of the KMDIA

210mmx*297mm][general paper 60g/m2(recyclable)]
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[Attached Form No. 4]

Manufacturer

Export Results by Items of Medical

Business license

. no.
Devices
Location
Ttem Product name Annual exports
N permit Categorizati Packing Exporting | Remar
o.
: Export Amount of
(report) on no. Item Model unit Exports country ks
no. cost(US $) export(US $)

364mmx257mm[general paper 60g/m2(recyclable)]
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[Attached Form No. 5]

Report on Import Results of Medical Devices

Year

Importer

Business license
no.

Date of

. Day/month/year
permission

Location

Telephone and

Tel Fax POC

fax numbers
(POC)

Number of

Sum Permit Report

permitted(reporte
d) items

Total number of

Sum Permit Report

imported items

Import results
by items

[Attached Form No. 6]

Amount of

Sum Permit Report

annual import
(unit:US $)

Sum Clerical Sales Research Production

Others

Number of
employees

Male | Female | Male | Female | Male Female Male | Female

Male

Female

Representative :

Quality supervisor :

Day/month/year

(sign or seal)
(sign or seal)

To the Chairman of the KMDIA

I report the import results of Medical Devices as mentioned in the above pursuant to Paragraph 5 of Article
14 of the Medical Device Act and Paragraph 2 of Article 20 of the Enforcement Regulations of the Act.

210mmx297mm|[general paper 60g/m2(recyclable)]
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[Attached Form No. 6]

Import Results by Items

of Medical Devices

Importer

no.

Business license

Location

Item
N | permit
0. | (report)
no.

Categorizati

on no.

Product

name

Mo
del

Item

Packing

Annual imports

unit

Impor

ts

Import cost

(UsS$)

Amount of

import (US$)

Importi
ng

country

Manufactur

er

Remar

ks
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[Attached Form No. 7]

Report on Refurbishing Results of Medical Devices

Year

Refurbisher

Business

Date of report Day/month/year
report no.

Location

Telephone Tel Fax POC

and fax
numbers
(POC)

Total number
of
refurbished
items

Refurbishing
results by [Attached Form No. 8]
items

Amount of
annual
refurbishing
(unit :one
thousand
won)

Sum Clerical Sales Research Production Others

Number of
employees Male | Female | Male | Female | Male | Female | Male | Female | Male | Female

I report the refurbishing results of Medical Devices as mentioned in the above pursuant to Article 15 of the
Medical Device Act.

Day/month/year

Representative : (sign or seal)
Quality supervisor : (sign or seal)

To the Chairman of the KMDIA

210mmx297mm[general paper 60g/m2(recyclable)]
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[Attached Form No. 8]

Refurbishing Results by Items of

Refurbisher

Business license

no.

ts

(unit: one thousand

won)

no.
Medical Devices Cocation
Product name Annual Refurbishments
Item
N S permit Categorizati Amount of N .
o. ponsor . o emarks
t . Refurbishmen refurbishing
(report) on ne Item Model

210mmx297mm[general paper 60g/m2(recyclable)]
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[Attached Form No. 9]

Summary Table of Production, Export, Import and Refurbishing of

Medical Devices

Year

Company

Location

Category Sum Ist quarter 2nd quarter 3rd quarter 4th quarter

%% Mention "Production”, "Export", "Import" or "Refurbishing" in the Category field. Indicate "Production'
or "Refurbishing" in the unit of "One thousand won" and "Export" or "Import
in the unit of "US $ ", however, cut off less than one thousand won or the decimal places.

Day/month/year
Representative: (sign or seal)

To the Chairman of the KMDIA

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



