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a%nns General requirements 4
kN }al Conditions for application to me| 4.1
equipment or me systems
a'Rnn o'112°0 n™77 o nn Risk management process forme| 4.
:00n equipment or me systms
Document No.: RA-07
fal 14y} Essential performance| 4.
o'xnn Exepected service life| 4
o'Rnn Equivalent safety for me equipment or me| 4
systems
a'Rnn Me wquipment or me system parts thet| 4
contact the patient
o'Rnn Single fault condition for me equipment| ¢
Q'Rnn Components of me equipment
oxnn Use of components with high-integrity
characterist in me equipment
o'Rnn Power supply
o'®nn Power input| 4
o'Rn”n General requirements for testing me
equipment
fal #yla) Type tests
o'’nn Number of samples
o'Rnn Ambient temperature,humidity,
atmospheric pressure
o'}nn Other conditions
o'xnn Supply voltages,type of current,nature of
supply frequency
o X? Repairs and modifcations
o°Rnn Humidity preconditioning treatment
o'RNn . Sequence of tests
o°RN1 Determmaﬂon of APPLIED PARTS and
* ACCESSIBLE PARTS
pwnn Classlﬁcatlon of ME EQUIPMENT and
ME SYSTEMS
RN" . General
DORND Protection against electric shock
o’Rnn Protection against harmful ingress of water
or particulate matter
o XY Method(s) of sterilizatior
oW KY Suitability for use in an OXYGEN RICF
ENVIRONMEN
o'Knn Mode of operatiol
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zoRnn ME EQUIPMENT identification, 7
marking and documents
oWwnn General| 7.1
fa)¥p}a) Marking on the outside of ME| 7.2
EQUIPMENT or ME EQUIPMENT parts
o'xnn Marking on the insids of ME| 7.3
EQUIPMENT or ME EQUIPMENT parts
fal ol Marking of controls and instruments| 7.4
o'Rnh Safety signs| 7.5
a'xnn Symbols| 7.6
a'xna Colours of the insulation of conductors| 7.7
RNz Indicator lights and controls| 7.8
i ACCOMPANYING DOCUMENTS| 7.9
BN Protection against electrical HAZARDS 8
from ME EQUIPMENT
o*™®nn Fundamental rule of protection against| 8.1
electric shock
oRnn Requirements related to power sources| 8.2
o'Rne Classification of APPLIED PARTS| 8.3
fakt Ny bal Limitation of voltage, current or energy| 8.4
O'Rnn Separation of parts| 8.5
falhégta) Protective earthing, functional earthing| 8.6
and potential equalization of ME
EQUIPMENT
o°Rnn LEAKAGE CURRENTS and PATIENT| 8.7
AUXILIARY CURRENTS
RN Insulation| 8.8
faifiigla) Dielectric strength| 8.8.3
fafidya) CREEPAGE DISTANCES and AIR| 8.9
CLEARANCES
a'Rnn Components and wiring| 8.10
o'RNA MAINS PARTS, components and layout| 8.11
oNnn Protection agaiast mechanical hazards 9
of ME EQUIPMET and ME SYSTEMS
o°XNn MECHANICAL HAZARDS of ME| 9.1
EQUIPMENT
o°xXnn HAZARDS associated with moving parts| 9.2
o'’nn HAZARD associated with surfaces,| 9.3
corners and edges
[l gla) Instability HAZARDS| 9.4
o XY Expelled parts HAZARD| 9.5
[aMiAR V) Acoustic energy (including infra- and| 9.6
ultrasound) and vibration
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oW RY Pressure vessels and pants subject to| 9.7
pneumatic and hydrulic pressure

o KY HAZARDS associated with support| 9.8
systems

oo Y Protection against unwanted and 10
excessive radiation HAZARDS

oW RY X-Radiation| 10.1

o' ®Y Alpha.beta,gamma.neutron and other| 10.2
particle radiation

o K9 Microwave radiation| 103

o' Ky Lasers and light emitting diodes (LEDs)| 10.4

oW Ry Other visible electromagnetc radiation| 10.5

o Ry Infrared radiation| 10.6

o Ny Ulraviolet radiation| 10.7

oMM Protection against excessive 11
temperatures and other HAZARDS

DRNM Excessive temperatures in ME| 11.1
EQUIPMENT

Fay Fita) Fire prevention| 112

oRNn Constructional requirements for fire| 113
ENCLOSURES of ME EQUIPMET

owr Ky ME EQUIPMENT and ME SYSTEMS| 114

intended for use with flammable
anaesthetics

o R ME EQUIPMENT and ME SYSTEMS| 11.5
intended for use in conjunction with
flammable agents

o°RNn Overflow, spillage, leakage, ingress of| 11.6
.water or particulate matter, cleaning
disinfection, sterilization and compatibility
with substances used with the

ME EQUIPMENT

oW RY Biocompatibility of ME EQUIPMENT| 11.7
and ME SYSTEMS

D'Rnn Interruption of the power supply /| 11.8
SUPPLY MAINS to ME EQUIPMENT
oNn” Accuracy of controls and instruments| 12
and protection against hazardous

outputs
ol 94 Accuracy of controls and instruments| 12.1
o'Rnn USABILITY| 122
o'Rnn Alarm systems| 123
Q'R0 Protection against hazardous output| 124
BoRnn HAZARDOUS SITUATIONS and fault| 13
conditions
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2enn Specific HAZARDOUS SITUATIONS | 13.1

fa M¥gha Y11 NPRY Avxna SINGLE FAULT CONDITIONS| 13.2

.maRwnn

Rk PROGRAMMABLE ELECTRICAL| 14
MEDICAL SYSTEMS (PEMS)

ST Construction of ME EQUIPMENT| 15

AL Arrangements of controls and indicators of | 15.1
ME EQUIPMENT

oRno Serviceability| 15.2

il Mechanical strength| 15.3

L ME EQUIPMENT components and| 154
general assembly

B MMAINS SUPPLY TRANSFORMERS | 15.5
of ME EQUIPMENT and transformers
providing
; separation

acakx ME SYSTEMS| 16

DRy General requirements for the ME| 16.1
SYSTEMS

o0 XY ACCOMPANYING DOCUMENTS of an| 16.2
ME SYSTEM

o'’ XY ENCLOSURES| 16.4

oo X SEPARATION DEVICES| 16.5

faglogl vl LEAKAGE CURRENTS| 16.6

apal Y Protection against MECHANICAL| 16.7
HAZARDS

st v Interruption of the power supply to parts| 16.8
of an ME SYSTEM

oo K? ME SYSTEM connections and wiring| 16.9

R Electromagnetic compatibility of ME| 17
EQUIPMENT and ME SYSTEMS
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