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FOREWORD
1) The IEC (International Electrotechnical Commission) is a worldwide organization
all pational electrotechnical committees (IEC National Committees). The opje
intefnational co-operation on all questions concerning standardization in the e ctrlal
this| end and in addition to other activities, the IEC publishes Internatig
entjusted to technical committees; any IEC National Committee inte
parficipate in this preparatory work. International, governmental and
with the IEC also participate in this preparation. The IEC collaborat
for | Standardization (ISO) in accordance with conditions
org@nizations.
2) The
inte)
from all interested National Committees
3) The
of s
4) In
Sta
dive
indicated in the latter
5) The IEC provides no m
equjipment declared to bg
6) Attgntion is drawntQ the\possibilt
of patent rights. @ S t
Intern
imaging equipme
The te dard is based on the following documents:
FDIS Report on voting
62B/360/FDIS 62B/364/RVD
Full infarmation on the \/nfing for the :-llnprn\lnl of this Particular Standard can he found

INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT —

Part 2-44: Particular requirements for the safety of
X-ray equipment for computed tomography

hprising
romote

iglds. To

ption is
th may
liaising
hization
he two

ible, an

bntation

he form

hational
s. Any
clearly

for any

subject

nostic

ice.

in the

report on voting indicated in the above table.

Annex AA forms an integral part of this standard.

In this standard, the following print types are used:

requirements, compliance with which can be tested and definitions: roman type;

explanations, advice, notes, general statements and exceptions: small roman type;

test specifications: italic type,

TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR OF THIS PARTICULAR STANDARD OR

IN

IEC 60788: SMALL CAPITALS.

A bilingual version of this Standard may be issued at a later date.
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INTRODUCTION

The relationship of this Particular Standard with IEC 60601-1 (including the amendments) and
the Collateral Standards is explained in 1.3.

@%
o
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-44: Particular requirements for the safety of
X-ray equipment for computed tomography

SECTION 1: GENERAL

The clausesamdsubctauses of this sectiomof the Generat-Standardappty, except=s fotlgws:

1 Sgope and object

This dlause of the General Standard applies, except as follows:

1.1 [Scope

Additipn:

This [Particular Standard applies to X-RAY
SCANNERS). It does not cover the safe i
subje¢t of another standard.

for ED TOMOGRAPHY (CT
r@V-geerators which will be the

ts ffo

1.2 PObject

Replacement:

The opject of this standard™ bl c ERS in
as faf as those requjren 0, the
Collateral Stand 0

1.3 |Particular Sta

Additipn:

This Rarticula g eindfter referred to as "this standard”, amends and supplemgnts a
set of } hereinafter referred to as "General Standard", consistfg of
IEC 60601<1: electrical equipment — Part 1: General requirements for safety, its
amen@ments™ {2 (1995), and any Collateral Standard.

The numhbering of sections, clauses and subclauses of this Particular Standard correspohds to
that of the’General Standard. The changes to the text of the General Standard are specified by
the use of the following words:

"Replacement” means that the clause or subclause of the General Standard is replaced
completely by the text of this Particular Standard.

— "Addition" means that the text of this Particular Standard is additional to the requirements
of the General Standard.

— "Amendment" means that the clause or subclause of the General Standard is amended as
indicated by the text of this Particular Standard.

Subclauses, figures or tables which are additional to those of the General Standard are
numbered starting from 101, additional annexes are lettered AA, BB, etc., and additional items
aa), bb), etc.

Where there is no corresponding section, clause or subclause in this Particular Standard, the
section, clause or subclause of the General Standard applies without modification.
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Where it is intended that any part of the General Standard, although possibly relevant, is not to
be applied, a statement to that effect is given in this Particular Standard.

A requirement of this Particular Standard replacing or modifying requirements of the General
Standard takes precedence over the original requirements concerned.

1.3.101 Related international standards

IEC 60601-1-1:1992, Medical electrical equipment — Part 1: General requirements for safety —
1. Collateral Standard: Safety requirements for medical electrical systems

IEC 60601-1-2:1993, Medical electrical equipment — Part 1: General requirements for_safety —
2. Cofateral Standard: Electromagnetic compatibility — Requirements and tests

IEC 60601-1-3:1994, Medical electrical equipment — Part 1: Genera
3. Collateral Standard: General requirements for radiation pre
equipment

IEC 60601-1-4:1996, Medical electrical equipment — Part 1. ; y 3 nfety —
4. Cofateral Standard: Programmable electrical medica

IEC 60601-2-32:1994, Medical electrical equip
safety| of associated equipment of X-rgy equip

IEC 6

ISO 2 mbols

2 T
This ¢

Additii

2.101

: terms printed in SMALL CAPITALS are used in accordance with their
definigions i Geheral Standard, in this standard or in IEC 60788.

An index of defined t¢rms used in this Particular Standard is given in annex AA.

Additiorratdefirmtions:

2.101.1
CT SCANNER
X-RAY EQUIPMENT for COMPUTED TOMOGRAPHY

2.101.2

CT CONDITIONS OF OPERATION

all selectable parameters governing the operation of a CT SCANNER, for example NOMINAL
TOMOGRAPHIC SECTION THICKNESS, PITCH FACTOR, FILTRATION, PEAK X-RAY TUBE VOLTAGE and
either X-RAY TUBE CURRENT and LOADING TIME, Or CURRENT TIME PRODUCT
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1 TOMOGRAPHIC PLANE
2 PHANTOM

Figure 101 — Coordinate s
2.10143

DOSE PROFILE
repregentation of the dose as a functio

2.101}4
SENSITIVITY PROFILE

relatiie response of a syste a line
perpepdicular to the TOMO

2.101)5

TOMOGRAPHIC PL

geometric plane i \ POT and perpendicular to the axis of rotatiof; see
figure|101

2.101/6

COMPUYTED.JOMOGRARKY-D

integral from
-50 mm to NS N
produged in @ APHIC

SECTIPN THIGKNESS\J in a single rotation of the RADIATION SOURCE

+50 mm

D( z)

dz

CTDI =
100 ] NxT

=50 mm

where

D(z) is the DOSE PROFILE along a line z perpendicular to the TOMOGRAPHIC PLANE, where dose

iS measured as ABSORBED DOSE to air;

N is the number of TOMOGRAPHIC SECTIONS produced in a single rotation of the RADIATION

SOURCE;
T is the NOMINAL TOMOGRAPHIC SECTION THICKNESS.

NOTE 1 — The term CTDI1g9 has been introduced as a more representative value for dose than the traditional CTD/

integrated from —7T to +7T as defined by the FDA in 21 CFR Ch. | § 1020.33.
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NOTE 2 — Dose is calculated as ABSORBED DOSE to air. This is required in order to avoid present confusion, as
some MANUFACTURERS of CT SCANNERS express dose values calculated as ABSORBED DOSE to air and others as
ABSORBED DOSE to polymethyl-methacrylate (PMMA).

NOTE 3 - When the RADIATION SOURCE rotation is limited to less than 360°, the CTDI,,, should be scaled
accordingly.

NOTE 4 - This definition assumes that the DOSE PROFILE is centred on z= 0 and that for CT SCANNERS, which
acquire two or more TOMOGRAPHIC SECTIONS in one rotation, the increment between adjacent scans is N x T and for
helical scans the CT PITCH FACTOR is equal to 1.

2.101.7

CT PITCH FACTOR
ratio gfthe PATIENT SUPPORT travet T thehorizomtatdirectiom per Totatiom of the—X"RAY TUBE
divided by the product of the number N of TOMOGRAPHIC SECTIONS irradiate multaneoysly by
the X-RAY TUBE, and the NOMINAL TOMOGRAPHIC SECTION THICKNESS T.

CT pitch factor = _Ad _
N X

where}:
Ad s the PATIENT SUPPORT travel in horizontal direction;
N s the number of TOMOGRAPHIC SECTIONS produged b ion of the X-RAY|TUBE;
T s the NOMINAL TOMOGRAPHIC SECTION THICKNME

2.101)8
TOMOGRAPHIC SECTION
volumie of an object in which the propefties

2.101{9
TOMOGRAPHIC SECTION
FULL WIDTH AT HALF
sectiopal volum r

Cross-

2.101
NOMIN
in CT
CONTR

bn the

2.202

This s

6 Identification, marking and documents

This clause of the General Standard applies, except as follows:
6.8 ACCOMPANYING DOCUMENTS

Additional subclause:

6.8.101 Site test report

When means for emergency switching of the SUPPLY MAINS are to be incorporated on site by
the USER, the requirements and site test procedures shall be specified in the ACCOMPANYING
DOCUMENTS. The test results should be incorporated in the site test report.
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SECTION 2: ENVIRONMENTAL CONDITIONS
The clauses and subclauses of this section of the General Standard apply.
SECTION 3: PROTECTION AGAINST ELECTRIC SHOCK HAZARDS
The clauses and subclauses of this section of the General Standard apply.

SECTION 4: PROTECTION AGAINST MECHANICAL HAZARDS

The clauses and subclauses of this section of the General Standard apply, t as fallgws:
22 Noving parts
Subclause 22.4 of IEC 60601-2-32 applies, except as follows:

Additipnal subclauses:

22.4.101 Gantry and PATIENT SUPPORT

a) Ge¢neral

ge any

1)| Interruption or failure of powe
imum

parts in motion to be stopped

ACCOMPANYING DOCUMENTS.
nd by

bpping
35 kg

Compliance is che

L USE,

in the
ion is

ComplianceNs/checked by inspection of the ACCOMPANYING DOCUMENTS.

b) Tilting of the gantry
When the emergency stop control is actuated, the gantry tilt shall stop within an angle of 0,5°.

Compliance is checked by inspection.

c) Linear movements of the PATIENT SUPPORT

When the emergency stop control is actuated, the PATIENT SUPPORT shall stop within a
distance of 10 mm.

Compliance is checked by inspection.
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22.4.102 Operation of EQUIPMENT movements from inside the RADIATION room

Any motorized movements of equipment parts which may cause physical injury to the patient
shall be controlled by continuous deliberate action by the operator.

The control shall

be located close to the PATIENT SUPPORT so that the OPERATOR can

continuously observe the PATIENT and thus avoid possible injury to the latter and be positioned

in suc

h a way that it cannot easily be touched by the PATIENT.

22.4.103 Operation of EQUIPMENT movements from outside the  RADIATION room

Any m
shall
are pd

Subcl

Additii

22.7.]

Readi
circuit
motor
opera
switch

Simila'l'r] controls shall alsg

move

The ti
switch

NOTE
MAINS ]
same ¢

Compyi

conne

27 H

This ¢

otorized movements of equipment parts which may cause physical/injurk to the [Latient

be controlled by continuous deliberate action by the operator. Those movexents
rt of a pre-programmed scanning protocol are exempt from this

huse 22.7 of IEC 60601-1 applies, except as follows:

bnal subclause:

01 Emergency stop of motorized movements

me to effeg e
es shall not

lause of the General Standard applies, except as follows:

which

twired
of all
When
s and

which

s and

SUPPLY
be the

d dis-

Replacement:

27.101 Variations of PRESSURE in PRESSURE powered movements of CT SCANNERS

If a hazardous situation can arise from a change in the PRESSURE of a system used to provide

power

for movements, all movements shall stop within the limits specified in 22.4.101.

Compliance is checked by simulation of a fault condition, the operation of protective devices
and measurement of stopping distances.
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SECTION 5: PROTECTION AGAINST HAZARDS FROM UNWANTED
OR EXCESSIVE RADIATION

The clauses and subclauses of this section of the General Standard apply, except as follows:

29 X-RADIATION
This clause of the Collateral Standard IEC 60601-1-3 applies, except as follows:

Additional subclauses:

29.101 Emergency termination of X- RADIATION

Readily identifiable and accessible means shall be provided in hard-wire
on, the PATIENT SUPPORT and/or the gantry, for emergency interrupti
termirlate LOADING.

NOTE + The means provided for emergency interruption of all SUPPLY AIN
all movjements as described in 22.4.101 b), 22.4.101 c) and 22.7.101. Bgth n
stop button.

29.102 Dose statements and test equipment

29.102.1 Dose statements

The following dose information shal

be —obtai
COMPYTED TOMOGRAPHY. Far any CT SCA de i
separgate dose informatigh S ide
DOCUMENTS. All dose 3 X

place
PHANT]

The fd
a) Th
in
1)
2)

3)| Along" a line parallel to the axis of rotation and 10 mm interior to the surface
PHANTOM at positions 90°, 180° and 270° from the position in item a) 2) d

ed’to image both the head and
pach application in the ACCOMPA

to, or
INS to

S0 stop
brgency

M for
body,
NYING
102.2
imetry

ations
of the
ble at

of the
f this

SupcClause. The Ul CONDITIONS OF OPERATION Shall De ne typlCcdl vValues Sugges

ed by

the MANUFACTURER. The location of the position where the CTDI 5, is maximum as
specified in item a) 2) of this subclause shall be given by the MANUFACTURER with
respect to the housing of the scanning mechanism or other readily identifiable part of
the CT SCANNER in such a manner as to permit placement of the dosimetry PHANTOM in

this orientation.

b) The CTDIoo in the centre location of the dosimetry PHANTOM for each selectable
CT CONDITION OF OPERATION that varies either the rate or duration of IRRADIATION or the
NOMINAL TOMOGRAPHIC SECTION THICKNESS. This CTDI, 4, shall be presented as a value that
is normalized to the CTDI,qq in the centre location of the dosimetry PHANTOM from item a)
of this subclause, with the CTDI,,, of item a) of this subclause having a value of 1. As a
single CT CONDITION OF OPERATION is changed, all other independent CT CONDITIONS OF
OPERATION shall be maintained at the typical values described in item a) of this subclause.
These data shall encompass the range of each CT CONDITION OF OPERATION stated by the
MANUFACTURER as appropriate. When more than three selections of a CT CONDITION OF
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c)

d)

29.102.2 Dosimetry PHANTOM
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OPERATION are available, the normalized CTDI ,, shall be provided, at least for the
minimum, maximum and one midrange value of the CT CONDITION OF OPERATION.

The CTDI g at the location coincident with the maximum CTDI;y, at 10 mm interior to the
surface of the dosimetry PHANTOM for each selectable peak X-RAY TUBE VOLTAGE. When
more than three selections of the peak X-RAY TUBE VOLTAGE are available, the normalized
CTDI g shall be provided, at least for the minimum, maximum and one midrange value of
the peak X-RAY TUBE VOLTAGE. The CTDly, shall be presented as a value that is
normalized to the maximum CTDIl;y, located at 10 mm interior to the surface of the
dosimetry PHANTOM from item a) above, with the CTDI/,, of item a) above having a value
of 1.

A statement of the maximum deviation from the values given according to items a), b)
and c). Deviation of values shall not exceed these limits.

The dosimetry PHANTOM shall consist of PMMA cylinders of d] 1 head
techniques and 320 mm for body techniques. The length of th 3 st 140
mm. The PHANTOM shall be longer than the SENSITIVE VOLUM B used
for the measurements. The PHANTOM shall contain holes\j ArQe pt the
RADIATION DETECTOR. These holes shall be parallel to Xi ~ M and
the centres of the holes shall be located at the cetre a i\ of the

PHANTIOM at 90° intervals.

For the holes not used during a measb
as thg PHANTOM shall be used.

29.108 Dose information
29.108.1 DOSE PROFI

A graphical pres ti
PLANE| measure

PHANTIOM shall be” g

aterial

along a line z perpendicular to the TOMOGRAPHIC
the head-dosimetry PHANTOM and body-dosimetry
PANYING DOCUMENTS for each selectable NQMINAL

TOMOG CTION
THICKN 8 mum,
maxinpum angd G DOSE

PROFIL S 8 e same graph and to the same scale as the corresponding

SENSIT

29.108.

A graphicalpresentation of the SENSITIVITY PROFILE at the location corresponding to the gentre
locationnof the dosimetry PHANTOM shall be given in the ACCOMPANYING DOCUMENTS folf each
NOMINAL TOMOGRAPHIC SECTION THICKNESS for which the DOSE PROFILE is given according to
29.103.1.

29.103.3 Weighted CTDlI g0

The weighted CTDI o (CTDI,) is

1/3 CTDI g (centre) + 2/3 CTDI g (peripheral);

see 29.102.1 a) items 1) and 2).
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This CTDI, value shall be displayed on the OPERATOR's console reflecting the type of
examination selected, head or body, and the CT CONDITIONS OF OPERATION. If the NOMINAL
TOMOGRAPHIC SECTION THICKNESS is not equal to the table increment per rotation, a corrected
CTDI,, value shall be displayed describing the average dose over the total volume scanned for
the selected CONDITIONS OF OPERATION.

This is required in the following instances:

— multi-slice detection arrays,

— when the NOMINAL TOMOGRAPHIC SECTION THICKNESS is not equal to the table increment per
rotation_ _or

— when the NOMINAL TOMOGRAPHIC SECTION THICKNESS is not equal to ble dncrement

between two consecutive scans.

This list is not exclusive.
29.108.4 Geometrical efficiency in  z-direction

The geometric efficiency in z-direction is the full width the SENS|TIVITY
PROFILE expressed as percentage of the full width g f the DOSE PROHILE. If
there ¢ g ITY PROFILES Of each
array shall ess than 70 %, the [actual
geome 2 e di RATOR'S console.

29.104

CT sd FOCAL SPOT TO SKIN DISTANCH is at

least 15 cm.

29.10b Safety measufes as

a) Means shallN\p i 3 atevthe LOADING automatically by de-energizing the
RADIATION SOURGE iR the r failure. Such a termination shall occur within an
erval that lipr | infe to not more than the lesser of 110 % of the preset
value or one (i thé X-RAY SOURCE ASSEMBLY through the use of either a
Z ' ich monitor the EQUIPMENT function. A visible indicatjon of

tefminatio DE. P 0 the OPERATOR.
b) MeaRs sha : i i i - izing the
R i i i i ithin a

specified _pexiod. inati ithi ilure. A Yisible

c) Mans Shall be prowded SO that the OPERATOR can termmate the LOADING at any time
0,5 s

duratlon

d) When LOADING has been terminated either by the OPERATOR or system failure, resetting of
the CT CONDITIONS OF OPERATION shall be required prior to the initiation of another scan.

e) When more than one scan is programmed in the same TOMOGRAPHIC PLANE there shall be a
warning on the OPERATOR'S console that this mode has been selected and the OPERATOR
shall confirm that this is to occur before continuing with the scan series.

f) Any data acquired prior to interrupting the LOADING of a helical scan series should be
available for image reconstruction when LOADING has been interrupted by whatever cause.
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29.106 Control and indication of operable states
29.106.1 Visual indication

The CT CONDITIONS OF OPERATION to be used during a scan series shall be indicated prior to
the initiation of a scan or scan series. On EQUIPMENT having all or some of these
CT CONDITIONS OF OPERATION at fixed values, this requirement may be met by permanent
markings. Indication of the CT CONDITIONS OF OPERATION shall be visible from any position from
which scan initiation is possible.

29 10" 2 RBaoam aon ctatiic indicatay
. P= oo oH—Stottao—Horeator

When|and only when RADIATION is produced, visible indication shall be grqvide ontrol
panel|from which the X-RADIATION is actuated and on or near the Aovusing thexscanning
mechanism, and audible indication shall be provided on the contr . > afion of
LOADI$G is less than 0,5 s, the indication of LOADING shall be actyated 3 Wdi 5 at or
near fhe housing of the scanning mechanism shall be visible\from™ak to the

PATIENT opening where insertion of any part of the humap™body in{g IATION

BEAM |s possible.
29.201 RADIATION QUALITY

This subclause 29.201 of the Collatera

[

applies, except as follow]

Replacement of the NOTE:

NOTE |- Subclauses 29.201.3 to 29.201.9 relg RADIATION QUALITY of X-RAY BEAM$ to be
appropfiate for producing the inte i i inistering unnecessarily high ABSORBE[ DOSES
to the PATIENT. The required f YUAKITY in terms of both FILTRATION for X-RAY TUBE
ASSEMBLIES and X-RAY SOURKGE ASSEMBLNS and of first E LAYER for TOTAL FILTRATION in CT SCANNERS.

Additipn:

For CIT SCANNERS W p ERS, measurements of RADIATION QUALITY sHall be
performed in the '

29.20L.1 Lithitati , voltage range in dental applications
This subeslause

29.201.5 TOTAE FLIRATION in X-RAY EQUIPMENT

Replacement:

In addition to the FILTRATION addressed in 29.201.3 and 29.201.4, fixed ADDED FILTERS shall be
used so that, for all configurations in NORMAL USE, the first HALF-VALUE LAYERS attained in the
X-RAY BEAM incident to the PATIENT shall not be less than the minimum permissible values
given in table 101.
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Table 101 — HALF-VALUE LAYERS in CT SCANNERS

Comp
valueq

Comp
descr

29.20

Repla

Measl|
the XA
HALF-
value

X-RAY TUBE VOLTAGE Minimum permissible
(see note 1) first HALF-VALUE LAYER

(see note 2)

kv mm Al

<60 see note 3

60 1,9

70 2,1

80 2,4

90 2,7

100 3,0

110 3,4
120 )

130
140
>140 see ek

NOTE 1 — HALF-VALUE LAYERS for intermediate vgltages are\te helobtained by linear
interpolation.

NOTE 2 — The values correspond to a TOTAL FILRR N of@mm l.

NOTE 3 — Linear extrapolation Mu d Rere-

iance with the HALF-VALUE LAYER requitem
of ADDITIONAL FILTRA .

iance is checkg
bed in 29.204.9.

.9 Test for

cement:

ire 1 ues of
R/ 7

ALU 3 irange
of the XFRAY TUB

The
Al 99,

according to 1ISQ 2092)

29.202 Limitation and indication of the extent of the X- RAY BEAM

Subclauses 29.202.4 to 29.202.9 of the Collateral Standard IEC 60601-1-3 do not apply.

Additional subclause:

29.202.103 Indication and position of the = TOMOGRAPHIC SECTION OR REFERENCE PLANE

a) A

preview image shall be provided on which the OPERATOR may set up the TOMOGRAPHIC
SECTIONS to be taken. The reference lines indicating these sections shall not differ from the

true positions by more than 2 mm with the gantry in vertical position.

t I be maintained for all selectable

CCOMPANYING DOCUMENTS and by the test

| TAGE,

atefrjal of these layers shall be aluminium of a purity of at least 99,9 % (designhated by
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b) A LIGHT FIELD shall be provided for marking the TOMOGRAPHIC SECTION Or REFERENCE PLANE.
The LIGHT FIELD shall be visible under ambient light conditions of up to 500 Ix. The width
of the LIGHT FIELD shall not exceed 3 mm, measured in the centre of the gantry opening,
and the coincidence of the centre of the light field and the centre of the TOMOGRAPHIC PLANE
shall be within 2 mm. If more than one tomographic section is acquired at a time, the
ACCOMPANYING DOCUMENTS shall describe the position of the lightfield in reference to the
tomographic section.

c) For motions of the PATIENT SUPPORT beginning at a typical starting position, and continuing
to a position which is the lesser of the maximum selectable scan increment or 30 cm, and
returning to the starting position, the deviation of the scan increment shall not exceed
1 mm. This test shall be performed with a load of at least 135 kg evenly distributed across

th RATIENT SURRPORT Measurements of actual versus indicated scan increment

ay be

taken anywhere along the travel.

29.208

Subclfuse 29.203 of IEC 60601-1-3 does not apply.
29.204.2 Statement of reference LOADING conditions
This dubclause of the Collateral Standard IEC 60601

Replacement:

The ALCOMPANYING DOCUMENTS for all
shall gtate the values of CT CONDITIO
X-RAY|TUBE VOLTAGE, correspond to th

29.206

29.208

This dubclause of:e
Protection”ag

Relationship between X- RAY FIELD and IMAGE RECEPTION AR

ATTENUATION of the

This dubclause ofthe

Replace

STRAY RADIA

maximum locaNdose

includ

20 cm| shall be used for the measurements. It shall be positioned in the centre of rotation

thes-highe selectable X-RAY TUBE VOLTAGE. A cylindrical PHANTOM of

mblies
MINAL

in the
least

TISSUE
EQUIVALENT-MATERIAL (e.g. water or PMMA) with a diameter of 32 cm and a length of 14

cm to

of the

CT scaANNER. The phantom shall be centered on the tomographic plane. The measurement
results may be averaged over a volume of 500 cm®, of which no principal linear dimension

exceeds

20 cm.

Additional subclause:

29.208.101 Statements in the ACCOMPANYING DOCUMENTS

STRAY RADIATION measurements shall be given measured in the horizontal plane which is at the
height of the centre of rotation of the CT SCANNER. The region of measurement shall include
the region of a rectangle defined as follows: the side which is parallel with the axis of rotation is
at least 3 m long with its centre at the position of the scan plane, and extends as far as,
necessary to include the region of the PATIENT SUPPORT; the side which is perpendicular to the
axis of rotation is at least 3 m long with its centre at the position of the axis of rotation.
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Measurements shall be provided at least at every 50 cm in both directions. Information
regarding the PHANTOM shall be provided in the ACCOMPANYING DOCUMENTS.

The unit of measurement shall be AIR KERMA per mAs applied to the X-RAY TUBE during NORMAL
USE.

SECTION 6: PROTECTION AGAINST HAZARDS OF IGNITION OF
FLAMMABLE ANAESTHETIC MIXTURES

The clauses and subclauses of this section of the General Standard apply.

SECTION 7: PROTECTION AGAINST EXCESSIVE TEMPER
AND OTHER SAFETY HAZARDS

The clauses and subclauses of this section of the General Standard

The clauses and subclauses of this section of the Gep WS
50 Accuracy of operating data
This dlause of the General Standard apph

Additipn:

50.101 Accuracy of reco

a) When a RADIOGRAM 0O i iSprovided (as described in 29.202.101 &), the
position of ea@ ' RAM.
The indication Z mm.

b) In[NORMAL US e bspect

to[the PATIEN

Complianee i ] gction.

”ABNORMAL OPERATION AND FAULT CONDITIONS;
ENVIRONMENTAL TESTS

The clauses and subclauses of this section of the General Standard apply.

SECTION 10: CONSTRUCTIONAL REQUIREMENTS

The clauses and subclauses of this section of the General Standard apply.
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Annex AA
(normative)

Terminology — Index of defined terms

Clause 2 Of IEC GO0 - . et ettt ettt e a e ae e e e e et enaneaeas NG-2...
Clause 2 of IEC 60601-2-44 (present publication) ........ccocoiiiiiiiiii e 2.
O S0 7422 - 7 rme-..-..

tameofumitimrthetnt—SystemSt————"""7"""7 0 mm /m/  // / / / rm-..-..*

Derived term without definition ... NG -t

Term without definition ... AN e N

Name of earlier Unit.......coooiiiiii e \ .

Shortened termM......c.coovveiiiiiiieeeeeeeieeeeeeee G G RGN -..-..S
ABSORBED DOSE .oitiitiiitiiieiitiieiieeineeeeineeneenneeneenneaneennenneenneaeenssSereneeeN AT NG 13-08
ACCOMPANYING DOCUMENTS 82-01
P10 =1 I 11 R == . TN S WU\ A, 135-02
ADDIT|ONAL FILTRATION 13-47
AIR KH {113-11
ATTEN 112-08
CompP 41-20
CowmpP 101.6
CONTH 183-02
CT cg 101.2
CT PIT 101.7
CT sg 101.1
CURRJ 36-13
DoOSE 101.3
Eouir p.2.11
FILTEH 135-01
FILTRA {112-11
Focal 37-12
FuLL \ 73-02
HALF- 13-42
INSTR 82-02
IRRAD 112-09
L] ol =TT =T Y, rm-37-09
[0 7Y 0 1V rm-36-09
[N 0 | T =N 3 1 ] = N rm-36-01
[0 YN 0 1N =S rm-36-10
YN N L 1= X i U= = = rm-85-03-
MAXIMUM CONTINUOUS HEAT DISSIPATION .ttt ittt it tateiteent et eneeeeasseneeasetneeasereeneeanes rm-36-34
NARROW BEAM CONDITION L tittttuttitttnttite ettt ene e aaeeeeass e eass et tse et sseeasearerreeareeeenns rm-37-23
NOMINAL TOMOGRAPHIC SECTION THICKNESS . titiuiiiititititie et eteae et ee e e e e e aeteneeaeaanes 2.101.10
NOMINAL X-RAY TUBE VOLT AGE .1ttt ittt ettt et a ettt e e et e e eaaesbeeaaeaneeeeees rm-36-03
LIV Y T Y = rm-82-04

(O] 232y N 0 PP rm-85-02
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