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1- International Organization for Standardization

2- International Electrotechnical Commission

3- International Organization for Legal Metrology (Organisation Internationale de Metrologie Legals)
4- Contact point

5- Codex Alimentarius Commission
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BS EN 50527-1:2016, Procedure for the assessment of the exposure to electromagnetic fields
of workers bearing active implantable medical devices - Part 1: General
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[1] EN 45502-2-1, Active implantable medical devices — Part 2-1: Particular requirements
for active implantable medical devices intended to treat bradyarrhythmia (cardiac
pacemakers)

[2] EN 45502-2-2, Active implantable medical devices — Part 2-2: Particular requirements
for active implantable medical devices intended to treat tachyarrhythmia (includes
implantable defibrillators)

[3] EN 45502-2-3, Active implantable medical devices — Part 2-3: Particular requirements
for cochlear and auditory brainstem implant systems

[4] EN 50413, Basic standard on measurement and calculation procedures for human
exposure to electric, magnetic and electromagnetic fields (0 Hz — 300 GHz)

[5] EN 50499, Procedure for the assessment of the exposure of workers to electromagnetic
fields

[6] EN 50500, Measurement procedures of magnetic field levels generated by electronic and
electrical apparatus in the railway environment with respect to human exposure

[7] EN 50527-2-1, Procedure for the assessment of the exposure to electromagnetic fields of
workers bearing active implantable medical devices — Part 2-1: Specific assessment for
workers with cardiac pacemakers

[8] prEN 50527-2-2, Procedure for the assessment of the exposure to electromagnetic fields
of workers bearing active implantable medical devices — Part 2-2: Specific assessment
for workers with implantable cardioverter defibrillators

[9] ISO 14708-3, Implants for surgery — Active implantable medical devices — Part 3:
Implantable neurostimulators
- ecsls BB Jled S blwy - >l sl smsls AYAA JLo ATVYYY-Y 5 Les ol Lo o lasbisl - g 59Tob
el 0 905 1ISO 14708-3 o lsslisl 51 oolital b ccudsls” LB coae glacs oo ¥ Caonad
[10] ISO 14708-4, Implants for surgery — Active implantable medical devices — Part 4:
Implantable infusion pumps
- ecals B L Siip blwy - ool sl cmsls AYAA Jlo AVYYV-F 5 les ol Lo o lasbiul - 55910k
el 00 (13905 1ISO 14708-3 o lastiw 51 solal b ccetsls” B 35,5 sloceey :F Coodd
[11] Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to
encourage improvements in the safety and health of workers at work

[12] Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the
Member States relating to active implantable medical devices

[13] 1999/519/EC: Council Recommendation of 12 July 1999 on the limitation of exposure
of the general public to electromagnetic fields (0 Hz to 300 GHz)

[14] Directive 2013/35/EU of the European Parliament and of the Council of 26 June 2013
on the minimum health and safety requirements regarding the exposure of workers to the
risks arising from physical agents (electromagnetic fields) (20th individual Directive
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within the meaning of Article 16(1) of Directive 89/391/EEC) and repealing Directive
2004/40/EC

[15] Directive 2007/47/EC of the European Parliament and of the Council of 5 September
2007 amending Council Directive 90/385/EEC on the approximation of the laws of the
Member States relating to active implantable medical devices, Council Directive
93/42/EEC concerning medical devices and Directive 98/8/EC concerning the placing of
biocidal products on the market



