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Abstract

Mechines and applplices widely used for all industry, but due to the high frequency of
use, human negligence, mismanagement of the environment and other factors, resulting in
mechanical injuries, such as cutting and even death of fatal occupational accidents. The purpose
is to avoid mechanical injure of occupational accident, manage source for type certification of
mechanical appliances, investigate supervision and management systems for the product,
evaluate the current difficulties and problems of the mechanical appliances market and propose
a suitable model of international harmony.

The study collected and investigated documentations of mechines and appliances market
supervision and management system of the United States, Europe, Japan, South Korea and
China. We found that due to the trend of international free trade and the gradual tendency to
harmonization management system, through to employer liability, safety standards,
certification, stamp, register and other to practices source for simplificative market supervision

and management systems.

Keywords: Mechanical appliances, market supervision, type certification
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Motified Bodies in Germany are, for example, the testing and certification agencies
of the individual Berufsgenossenschaften (statutory accident insurance bodies) and
also private testing bodies (like the technical inspection agencies, TUV).

Market surveillance is done by the Land industry, craft and shops health and safety
inspectorates.

Occupational health and safety authorities: the Land health and safety offices and
the Berufsgenossenschaften technical inspectorates carry out workplace inspections.

[ 5 BRSO ] (R (SR [10]
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Figure 3 : The implementation of the Machinery Directive in Italy
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Figure 4 : The French prevention system and the Machinery Directive
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1. EN 349 - Safety of machinery; minimum gaps to avoid crushing of parts of the

human body.[19]

2. EN 547 - Safety of machinery — Human body measurements.[20]
3. EN 614 - Safety of machinery — Ergonomic design principles.[21]
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4. EN 894 - Safety of machinery — Ergonomic requirements for the design of displays
and control actuators.[22]
5.EN 1005 - Safety of machinery — Human physical performance.[23]
6.EN 13861 - Safety of machinery — Guidance for the application of ergonomics
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Safety Procedure for Machinery

(1) Implementation of risk assessment *!

1 Sat specifications for machine usage limitations atc.

(@ dentify hazards and hazardous situations for workers when using machines 2
(@ Evaluate the risk associated with each of these hazards
Machine @ Detarming whether appropriate risk reduction measures arg in placs

Manufacturers U
ete.

v

(2) Implementation of Safety Measures

@ Inherently safe design measuras {Attached Table 2
(@ Safeguarding and complomentary proteciive measures  (Altached Tables 3, 4)
@ Information for use (Aftached Table 5} =

—————————————————————————————————————————— Transfer/Loan \»—_—’—————————————————— -

- of Machine i i
Provizion of xH __f__f'!_,.-—-“' Supply of information

information gained (1) Implementation of risk assessment

through usage @ Confirmation of the confent of usage information  s——

(@ ldeniily hazards and hazardows situations for workers when using machines

@ Evaluate the risk associated with each of these hazards

@ Determing the priority of risk reduction and whether
appropriate risk reduction measuras are in place

Machine
User

Businesses H\/L’
(2) Implementation of Safety Measures

1 implemantation of inherenily safa design measures where passibla (Altached Tabk 2)

@ Implementation of safeguarding and complemeantary protective
measures (Atached Tables 3, 4)

@ Maintaining work mathods, implementing employes fraining, and
using personal protective equipment atc.

V

Safe Use of Machinery

#1.In the Attachment, *risk essessment” ks refered bo &s “assessment of Nazends end dangsrs™.
%2.In e Allachment, hazands™ ks refemad to &8 Tazands end dengers”.

[l O F 1R A i = A [26]

FIApu= (i *i&krﬁﬁlaﬂi % F )R Z5Ed (Minister of Health, Labor, and Welfare >
MHLW)I') 1 £ i 195570 T 20 NS5 = i 5 (Industrial Safety
and Health Act)[27] > W%aJICOSH (Japanese International Center of Occupational Safety
and Health » 777 £} Japan Industry Safety and Health Association » JISHA B ¥ ([ 157
PRI o P CET)BI 28] - [ OBy 2 RIS - 2000 B et
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Determination of conditions such as applicable
JIS standards and classification of certification

A 4 .Illll{ [Factory audit] Quality management system audit
i 7 of 1
[ Tnitial conformity }....E manufactoring factory
assessment " .
% mmmml [Froducttests] Test for the conformity to the JIS
l standards of products
o ‘Approval of certification based on the results of |
[AppﬂWlofwhﬁﬂuon }""--““{. itial conformity
; : Conclusion of certification agreement regarding
S ]' lumfmﬁ“mmmm
k 4
Procedure for the emsmnmmmuma| 13506 of certificate, public announcement of
completion of certification certified products, efc.
h 4 f"“'[ Petiodical surveillance
Certification maintenance .....E
surveillance m - - -
. Pemmmm Extra-ordinary surveillance at the time of
i_ changes on the JIS standards, efc.
Contmmuation of
cerfification

[fi! 10 JIS pof

Ministry of Economy, Trade and
Industry (METI)

Designation

JIS Mark Certification
Bodies

Certification

BEPH31)

Ministry of Economy, Trade and
Industry (MET!)

Conformity Assessment
Division

Certification

JIS Mark Certified Factories

JASC Japan Accreditation Systern for Product Certification Bodies of JIS Mark:
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Ministry of Economy, Trade and Industry

Deslgnation

Designated Inspection Bodies

il Follow -up Inspection
JIE Mark Certified Factories

[ 12 JIS A2 puge i A8
% 4 JIS fE14. ﬁlﬁfdﬁ'l@tﬂ_’a? (as from 31 March, 1999)

Organization Conditions

o 226,000 + travel costs and expenses for
Competent Minister

two assessors

_ _ + travel costs and expenses for two
JIS Mark Certification Body
assessors
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Ministry Related Act and Subordinate Statute Revision Date Implementation Date

Enforcement Rule of the high Pressure Gas Safety Control Act Dec. 31,'08 July 1,'09
(Decree No.49)

Energy Use Rationalization Act (Notice)

Labeling Regulations on Energy Consuption Enfficiencies Nov. 11, '08 July 1,'09
and Ratings for Automobiles (N0.08-162)
Operating Regulations on Officient Management on Feb. 10, '09 July 1,'09
Equipment and Materials (No.09-26)

MKE

Enforcement Rule of the Electric Appliances Safety Control Dec. 31,'08 July 1,'09
Act (Decree No.44)
Quality Management and Safety Control of Industrial Oct. 21, '08 July 1,'09
Products Act (Decree No.36)
Enforcement Rule of the Measures Act (Decree No.47) Dec. 31,'08 July 1,'09
Manufacture and Management of Elevators Act (Act Jan. 30, '09 July 1,'09
No0.9384)

Enforcement Rule of the Industrial Safety and Health Act Sep. 18, '08 Jan 1,'09

MOL

(Decree No.308)
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[1] Easily track the activities of the United States Congress ;

https://www.govtrack.us/congress/bills/110/hr4040#summary

[2] United states department of labor ; https://www.osha.gov/law-regs.html

[3] Third Party Testing for Certain Children's Products; Notice of Requirements for
Accreditation of Third Party Conformity Assessment Bodies to Assess Conformity with
the Limits on Total Lead in Children's Products ;
http://www.cpsc.gov/PageFiles/128011/totallead.pdf

[4] Satellite Notification and Acceptance Program (SNAP) ,EFFECTIVE DATE: May 11,
2009 ; https://www.osha.gov/dts/otpca/nrtl/snap description final.html

[5] CPSC Table Saw Rules: Emotion vs. Numbers ;

http://www.popularwoodworking.com/article/cpsc-table-saw-rules-emotion-vs-numbers

[6] US Department of Labor determines it will not adopt an SDoC system EU had requested
adoption of its system ;
https://www.osha.gov/pls/oshaweb/owadisp.show_document?p table=NEWS RELEA
SES&p_1d=18975

[7] ENHESA Consulting, For UL / Council of Labor Affairs (Taiwan) Post-Market
Surveillance requirements in Germany/EU, July2013.

[8] DIRECTIVE 2009/104/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL, 16 September 2009, concerning the minimum safety and health requirements

for the use of work equipment by workers at work (second individual Directive within the
meaning of Article 16(1) of Directive 89/391/EEC)

[9] COUNCIL DIRECTIVE of 12 June 1989 on the introduction of measures to encourage
improvements in the safety and health of workers at work (89/391/EEC)

[10] The implementation of the Machinery Directive A delicate balance between market and
safety, Stefano Boy, TUTB researcher Sandra Limou, Institute for Work, Robert Schuman
University, Strasbourg)

[11] Guide to application of the Machinery Directive 2006/42/EC 2nd Edition ; June 2010.

[12] European Agency for Safety and Health at Work ; https://osha.europa.eu/en

[13] Labour inspectorates’ strategic planning on safety and health at work ;

https://osha.europa.eu/en/publications/reports/TE-80-09-641-EN-N_labour_inspectorate
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[14] Ordinance of Company Safety(OCS)
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[15] Technical Rules on Company Safety (TRBS) 1201 — Inspection of Work Equipment and
Installations Requiring Supervision

[16] The human machine interface as an emerging risk ;

https://osha.europa.eu/en/publications/literature_reviews/HMI emerging_risk

[17] Inspection, Testing and Operation of Lifting Equipment inNuclear Power Plants , KTA
3903 (2012-11), Safety Standardsof the Nuclear Safety Standards Commission (KTA) ;

http://www.kta-gs.de/e/standards/3900/3903 engl 2012 11.pdf
[18] TRBS-1203 “technical rule for occupational safety, Authorized persons - general part”

[19] EN 349 - Safety of machinery; minimum gaps to avoid crushing of parts of the human
body

[20] EN 547 - Safety of machinery — Human body measurements

[21] EN 614 - Safety of machinery — Ergonomic design principles

[22] EN 894 - Safety of machinery — Ergonomic requirements for the design of displays and
control actuators

[23] EN 1005 - Safety of machinery — Human physical performance

[24] EN 13861 - Safety of machinery — Guidance for the application of ergonomics standards in
the design of machinery

[25] EN 60447 - Man-machine interface (MMI). Actuating principles

[26] ENHESA Consulting For UL / Council of Labor Affairs (Taiwan) Post-Market
Surveillance requirements in Japan, June 2013.

[27] Industrial Safety and Health Act

[28] Basic Policy of Labour Standards Administration for Fiscal 2000 ,Japan

International Center for Occupational Safety and Health ;

http://www.jniosh.go.jp/icpro/jicosh-old/english/topics/policy/2000.html

[29] = SE5Iof P CEARE (bR 1% % S S GBI
http://big5.mofcom.gov.cn/gate/bigS/policy.mofcom.gov.cn/export/print/a2.action

[30] e 3 F RS A = PRI I o i S S ﬂ'[ﬁﬁ'ﬁ?ﬁ‘%ﬁﬂ ;
http://big5.mofcom.gov.cn/gate/bigS/policy.mofcom.gov.cn/export/machinesafe/c4.acti

on
[31] S & J Technical and Commerical Affairs Co., LIMITED ;

http://www.sjtacsh.com/en/JIS.htm

[32] JIS Mark Certification Scheme, Japanese industrial standards committee ;

http://www.jisc.go.jp/eng/jis-mark/cap foreign-fact01.html
[33] ISHL-ER-Art. 135-3 par 2
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http://anzeninfo.mhlw.go.jp/anzen_pg/SAI DET.aspx?joho_no=101200
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d PR SE

http://anzeninfo.mhlw.go.jp/anzen_pg/SAI DET.aspx?joho_no=101203

[37] MORD: Ministerial Ordinance on Registration and Designation related to Industrial Safety
and Health Act and Orders based on the Act (%54 = @4 F R U Z UZE DK< FAH —‘?J

273 FT DRI BT 3 i)
[38] ENHESA Consulting, For UL / Council of Labor Affairs (Taiwan) Post-Market

Surveillance requirements in South Koreal, June 2013.
[39] KS Mark & KC Mark, ANSI ;

http://www.standardsportal.org/usa kr/e/conformity assessment/ca marks used in kor

€a.aspx

[40] & 5| RSB AL 2 PRSI B flE S AR AT
http://big5.mofcom.gov.cn/gate/big5/policy.mofcom.gov.cn/export/machinesafe/c4.acti
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[41] A AR A B AL 2 )
http://law.go.kr/lsSc.do?menuld=0&p 1 =&subMenu=1&nwYn=1&query=%EC%82%B
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95&x=52&y=14#liBgcolorl

[42] 2010 KOSHA , KOREA OCCUPATIONAL SAFETY & HEALTH AGENCY ;

http://english.kosha.or.kr/img/report/data/KOSHA _Annual_Report_2010.pdf

[43] AH P R A Al Y72 R ERF E PR SR
http://law.go.kr/lsSc.do?menuld=0&p 1 =&subMenu=1&nwYn=1&query=%EC%82%B
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[44] The EU-Korea Free Trade Agreement ;

http://eeas.europa.cu/delegations/south_korea/documents/eu_south korea/presenter 1-2
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[45] The Korea Occupational Safety and Health Agency ;
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[46] INTERNATIONAL ELECTROTECHNICAL COMMISSION SYSTEM FOR
CERTIFICATION TO STANDARDS RELATING TO EQUIPMENT FOR USE IN
EXPLOSIVE ATMOSPHERES (IECEx SYSTEM) ;
http://www.iecex.com/countries.htm

[47] ENHESA Consulting, For UL / Council of Labor Affairs (Taiwan) Post-Market

Surveillance requirements in Chinal, July 2013.

(48] CQC IR I 7L 4= - MR e S
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