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Additional information

European Medical Device Directive 93/42/EEC.:
http://ec.europa.eu/enterprise/medical devices/quide-stds-directives/cons vers 93-42-eec.pdf

European Medical Device Directive Guidance documents:
http://www.meddev.info

Canadian Medical Devices Regulations:
http://laws.justice.gc.ca/en/f-27/sor-98-282/126598.htm|

Australian Medical Devices Regulations:
http://scaleplus.law.gov.au/html/pastereq/3/1762/top.htm

Global Harmonization Task Force:
http://www.ghtf.org

Japan MHLW:
http://www.mhlw.go.jp/english/index.html

China:
CNCA: http://www.cnca.gov.cn/index.htm or http://www.cnca.gov.cn/download/english.html
SFDA: http://www.sfda.qov.cn/eng/
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. Additional information (cont.):

General:
http://www.fda.gov

FDA site searchable for QSR and Electronic Records & Signature (21 CFR Parts 820
and 11) :

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

FDA Guidance documents
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfGGP/Search.cfm
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Additional information (cont.)

Guidance on Technical Files developed by the Co-ordination of Notified Bodies - Medical
Devices (NB-MED) can be found at:
http://www.meddev.info/_documents/R2_5_1-5_rev4.pdf

Guidance on “Essential Principles of Safety and Performance of Medical Devices

on a Global Basis* developed by Study Group 1 of the Global Harmonization Task Force can
be found at:

http://www.ghtf.org/sgl/inventorysql/sql-n20r5.pdf
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Sources of Standards - IEC

The International Electrotechnical Commission (IEC) is the
leading global organization that prepares and publishes
International standards for all electrical, electronic and related

technologies.

International Electromedical Commission (IEC)
Central Office of the IEC

3, rue de Varembe

P.O. Box 131

CH-1211 Geneva 20

Switzerland

Telephone: (+41) 2291902 11
Fax: (+41) 22 919 03 00
Web Site: http://www.lec.ch
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Sources of Standards - ISO

ISO Is a hon-governmental organization, consisting of a
network of the national standards institutes of 148 countries,
on the basis of one member per country, with a Central
Secretariat in Geneva, Switzerland, that coordinates the
system

International Organization for Standardization (ISO)

1, rue de Varembe

Case postale 56
CH-1211 Geneve 20

Switzerland

Telephone: (+41) 22 749 01 11
Fax: (+41) 22 733 34 30
e-mail: central@iso.ch
Web Site: http://www.is0.ch
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Sources of Standards - CEN

CEN, the European Committee for Standardization, develops
voluntary technical standards which promote free trade, the
safety of workers and consumers, interoperability of networks,
environmental protection, exploitation of research and

development programs, and public procurement.
European Committee for Standardization (CEN)

Rue de Stassart, 36

B-1050 Brussels

Belgium

Telephone: (+32) 2550 08 11

Fax: (+32) 2 550 08 19

E-Mail: Infodesk@cenorm.be

Web Site: http://www.cenorm.be/cenorm/index.htm
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Sources of Standards - CENELEC

CENELEC is a non-profit technical organization set up under
Belgian law and composed of the National Electrotechnical
Committees of 28 European countries. CENELEC prepares
voluntary electrotechnical standards.

Comite Europeene de Normalisation Electrotechnique (CENELEC)
Rue de Stassart, 35
B-1050 Brussels

Belgium

Telephone: (+32) 251968 71

Fax: (+32) 251969 19
E-Mail: iInfo@cenelec.org

Web Site: http://www.cenelec.org
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Sources of Standards - ASTM

ASTM International develops voluntary technical standards
for materials, products, systems, and services.

American Society for Testing and Materials (ASTM)
100 Barr Harbor Drive
West Conshohocken, PA, 19428-2959

USA

Telephone: (610) 832-9500

Fax: (610) 832-9555
Web Site: http://www.astm.org
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Sources of Standards - ANSI

The American National Standards Institute (ANSI) is a
private, non-profit organization (501(c)3) that administers and
coordinates the U.S. voluntary standardization and conformity
assessment system.

American National Standards Institute (ANSI)
1819 L Street, NW, Suite 600
Washington, DC 20036

USA

Telephone: (202) 293-8020
Fax: (202) 293-9287
Web Site: http://www.ansi.org
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Sources of Standards - AAMI

The AAMI standards program consists of over 100 technical
committees and working groups that produce Standards,
Recommended Practices, and Technical Information Reports
for medical devices.

Association for the Advancement of Medical Instrumentation (AAMI)
1110 North Glebe Road, Suite 220
Arlington, VA 22201-4795

USA

Telephone: (703) 525-4890

Fax: (703) 276-0793
Web Site: http://www.aami.org
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Sources of Standards - NEMA

NEMA provides a forum for the standardization of electrical
equipment and develops technical standards.

National Electrical Manufacturers Association (NEMA)
1300 N. 17th Street, Suite 1847
Rosslyn, VA, 22209

USA

Telephone: (703) 841-3200

Fax: (703) 841-5900
E-Mail: webmaster@nema.org
Web Site: http://www.nema.org
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Sources of Standards - UL

Underwriters Laboratories Inc. (UL) Is an independent, not-
for-profit product-safety testing and certification organization,
as well as a developer of safety standards

Underwriters Laboratories, Inc.
333 Pfingsten Road
Northbrook, IL 60062-2096

USA

Telephone: (847) 272-8800

Fax: (847) 272-8129
E-mail: northbrook@us.ul.com
Web Site: http://www.ul.com
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Sources of Standards - CNCA

Certification Accreditation Administration Of The People's
Republic Of China (CNCA)

9A Madian Street
Haidian District
Beijing 100088

China

Telephone: (+86) 10 - 82260766 or 82262775
Fax: (+86) 10 - 82260767

E-Mail: webmaster@cnca.gov.cn

Web Site:  http://www.cnca.gov.cn
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Sources of Standards - JISC

JISC consists of many national committees and plays a central
role in standardization activities in Japan.

Japanese Industrial Standards Committee (JISC)
1-3-1 Kasumigaseki

Chiyoda-ku

Tokyo 100-8901

Japan

Telephone: +81-3-3501-9471

Fax: +81-3-3580-8637

E-Mail: [Isc@meti.go.jp

Web Site: http://www.]isc.go.jp/eng/
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