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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation I nternationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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|EC 80001-1, 2010: Application of risk management for I T-networks incorporating medical
devices— Part 1: Roles, responsibilities and activities
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1- Medical Devices
2- I T-Networks
3- Interoperability
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1- Regulatory or legal requirements
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1- Configuration Management
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1- Interoperability
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1- Residual Risk



Yy-v

oo plojlu

Gl (S 1T a4l S (6,10455 g oolain] Jotuws a5 505290

1) Slailr S by oy sl e Sy sililony 5o e plaie & el o Jytos Cusszae ) 55910k
sk \)50 oly 5l oD Sloas oasas

1EC 60601-1:2005 o lasbwsl V+ V¥ o 5 5l 418,510 =¥ (59T0b,

A

Sy )
DIVIFF oyl oyl (oo o yluslinl 15— ¥ uly 5 iy 2]

Yf-Y

Sy ol
» QT s_im.l) u,..o?u 9 u‘).la} uw Lg‘)'.’ u,.;)."l.wb L uLC)'Ua‘ )‘ o r:l.b.a oolaw
[IVIYS oo oyl ol sho o il WW=F o 1§ iy y35]

Yo-Y

Y )
Sy (2L 35!

Sy ot Sy g Sy Jelow S5l ISicte IS g0l 3
IYAS 0ylois oyl sho o losbow! VA=Y st § Gy 23]

v

YS-Y

Sy J S

Pl e Sy Ll by 4 a5 355 oo plowl SLla3l 5 4283y &j50 (5 moead O 0 &5 gyl
W9)5 oo Lk JouB BB CuaBge o b aslly jalS pasie mlae

[IYIYE o los oyl ol (o o ylailiw! VA=Y 0ly 9 5 iy y2i]

1- Telehealth Organization
2- Risk Assessment
3- Risk Evaluation
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[9] IEC 60601-1:2005, Medical electrical equipment — Part 1. General requirements for basic
safety and essentia performance
[10] 1SO 16484-2:2004, Building automation and control systems (BACS) — Part 2: Hardware

[11] GHTF/SG1/N29R16:2005, Information Document Concerning the. Definition of the
Term “Medical Device”. Global Harmonization Task Force (GHTF) — Study Group 1 (SG1)
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