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Dsong Health Technalogy Administration Complex,
187 Gsongsasngmyeong2-ro, Jsong-eup,
Houngdosk—gu,

giu-9i, do, Karem, 23189
Tel: H82-43-T18-1110, Fax: +82~43-713-1000
No. of Certificate 20180013138 Date : 2016/01 /22

Certificate of Free Sales

Exportinglcertitying) country . Republic of Korea
Importingl requesting) country ¢ Thailand

The Binistry of Food and Drug Safety, certifies that the fallowing firm is suthorized to
manufacture medical devices under the Nedical Device Act and the following item{s) is{are}
permitted to be fresly sald in domestic and averseas markets.

Wanufacturer [Registered ©3079)

ROBOMAY. Co. Ltd

D-205-1, 2 , Bundang Technopark , 700, Pangyo-ro, Bundang-gu, Seongnam-si, Gyecnggi-da,
Korea
Produet-License Mo, Classificat

Combination stimulator, class &

13-380

®Attached © List of Product Classification and Model
o Do the facilities and operations conform to MGAP s recommended by the Ministry of Food and Drug Safety?
| Yos O

N
LAO  jmsha

Director of High-Tech Medical Devices Division
Department of Medical Device Evaluation
National Institute of Food and Drug Safety
Evaluation

Ministry of Food and Drug Safety

This medical device is approved by The Medical Device Information & Technology Assistance Center(MDITAC)
established under Article 42 of Medical Device Act.
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» OECD GLP

&) OECD

BETTER POLICIES FOR BETTER LIVES

> Competition

> Corporate governance

> Development

OECD Home About Countries - Topics
» Agricutture and fisheries > Education
—l
> Bribery and corruption > Employment i
I > Chemical safety and hiosafety I > Environment

> Finance
> Green growth and sustainable deyfopment

> Health

Find

¥ Guidelines for the testing of chemicals

[ Good Laboratory Practice (GLP) |

Y 9 CGQuantitative Structure-Activity Relationships Project
[([OISARS]

» Legal recommendations and decisions

¥ Environment, health and safety briefs

FOCUS

» Mutual Acceptance of Data (MAD)

» Council Acts Related to MAD

> Non-Member Adherents to the OECD System for Mutual /

ceptance of Chemical Safety Data

» Obiectives. Outcomes and Benefits of the MAD syste,

» OECD Principies of Good Laboratory Practice

IMPORTANT LINKS

» National websites on Good Laboratory Practice

» National Contact Point

» Test Guidelines

GUIDANCE DOCUMENTS F%_P AND COMPLIANCE MONITORING

|> Guidance Documents for GLP and Compliance Monitoring |

» Draft Guidance Documents for public comments

» Freguently Asked Questions on Technical issues

» General Questions about OECD GLP and MAD
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» OECD GLP

<OECD Principles of GLP>
No 1 : OECD Principles on Good laboratory Practice

<GLP consensus documents>
No 4 : Quality Assurance and GLP
No 5 : Compliance of Laboratory Suppliers with GLP Principles
No 6 : The Application of the GLP Principles to Field Studies
No 7 : The Application of the GLP Principles to Short Term Studies
No 8 : The Role and Responsibilities of the Study Director
in GLP Studies

No 10 : The Application of the Principles of

GLP to Computerised System
No 13 : The Application of the OECD Principles of GLP to

the Organisation and Management of Multi—Site Studies

Q AIZEO|OFEEOIRAY
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<Guidance Documents for Compliance Monitoring Authorities >

No 2 : Revised Guides for Compliance Monitoring Procedures
for Good Laboratory Practice

No 3 : Revised Guidance for the Conduct of Laboratory
Inspections and Study Audit

No @ : Guidance for the Preparation of GLP Inspection Reports

<Adyvisory Documents of the Working Group on GLP>
No 11 : The role and Responsibility of the Application and
the Principles of GLP

No 12 : Requesting and Carrying Out Inspections and Study Audits
in Another Country

No 14 : The Application of the Principles of GLP to in vitro Studies
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<Adpyvisory Documents of the Working Group on GLP>

No 15 : Establishment and Control of Archives that Operate in
Compliance with the Principles of GLP

No 16 : Guidance on the GLP Requirements for Peer Review
of Histopathology

No 17 : Application of GLP Principles to Computerised System

<Position Papers>
No 18 : OECD Position Paper Regarding the Relationship between
the OECD Principles of GLP and ISO/IEC 17025

Q AIZEO|OFEOFFA]
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> GLP HE A AHAS(HYSAHEHE7]|E 1A])

HT10x( O| Q)
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A8 EHE A SHAM G

| EC | ZECeE

Ref. Certif. No.

IEC SYSTEM FOR MUTUAL RECOGNITION OF TEST
CERTIFICATES FOR ELECTRICAL EQUIPMENT

{IECEE) CB SCHEME

CB TEST CERTIFICATE

Product
Produit

Mame and address of the applicant
Mom 2t adresse du demandeur

Mamie and address of the manufacturer
Mom et adresse du fabricant

MName and address of the factory
Mom 2t adresse de lusine

Note: Wdren mone an one faciony, Disas
Note: Lorsgue § i pus gune s,

report on page 2
1iirerin M page

Ratings and principa’ characteristics
Waleurs nominales et caractéristigues princpales

Trademark (if any)

Margue de fabrique (= elle axiste]

Type of Manufacturer's Testing Laboratories used
Type d= programme du (sboratoire d'essais
constructsur

Model | Type Ref.
Ref. b= type

Additons information (f necessary may also be
reported on page 2)

Les informations complémentaires (si nécessaire,

peuvent &ire indiqués sur la 265 page
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See Page 2
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Additional Information on page 2
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For full l=gal antiy names see www Ul comincbnames.
Date: 20168-00-05 Signature:;
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