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INTERNATIONAL ELECTROTECHNICAL COMMISSION

SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT
FOR MEASUREMENT, CONTROL AND LABORATORY USE -

Part 2-101: Particular requirements for

in vitro diagnostic (IVD) medical equipment

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization fer standardization compris
all national electrotechnical committees (IEC National Committees). The\object>of NEC 1is to,prom
international co-operation on all questions concerning standardization in the-elestrical and elestronic fields.
this end and in addition to other activities, IEC publishes Internationak Standards, Technical Specificatio
Technical Reports, Publicly Available Specifications (PAS) and /Guides (heréafter referréd to as “I
Publication(s)”). Their preparation is entrusted to technical committees; any\\ECi{Ngtional\Committee interes
in the subject dealt with may participate in this preparatory work._Interpationak._governmental and n
governmental organizations liaising with the IEC also participate in“this~preparation. [EC collaborates clos
with the International Organization for Standardization (1ISO) in-accordance_ with \conditions determined
agreement between the two organizations.

A
The formal decisions or agreements of IEC on_technical|matters express, as nearly as possible, an internatio
consensus of opinion on the relevant subjects since each technical gommiftee has representation from
interested IEC National Committees. )

IEC Publications have the form of recommendations for_international-use and are accepted by IEC Natio|
Committees in that sense. While all reasonable efforts are.made to ensure that the technical content of |
Publications is accurate, IEC cannot be held respons\lhle for the way in which they are used or for 4

misinterpretation by any end user. \

In order to promote internationak uniformity, YEG National Committees undertake to apply IEC Publicatig
transparently to the maximum_extent possible™Nin their national and regional publications. Any diverger
between any IEC Publication and.the carresponding national or regional publication shall be clearly indicated
the latter. SN

IEC itself does not provide any atteste([ion’ of copformity. Independent certification bodies provide conforn
assessment services and,\in some. areas, access to IEC marks of conformity. IEC is not responsible for ¢
services carried out By independent certification bodies.

All users should €nsure that the\y have the Yatest edition of this publication.

No liability shall_attachto IEC onits directors, employees, servants or agents including individual experts 3
members ofits technical 'Committees and IEC National Committees for any personal injury, property damage
other damage of anysgature whatsoever, whether direct or indirect, or for costs (including legal fees) 3
expenses arising t{ut~ of the publication, use of, or reliance upon, this IEC Publication or any other |
Publicatiens. {

Attention is drawn to the Normative references cited in this publication. Use of the referenced publicationg
indispensable.forthe cofrect application of this publication.

Attention\is drawn to the possibility that some of the elements of this IEC Publication may be the subject
patentiights. IEC shall not be held responsible for identifying any or all such patent rights
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This redline version of the official IEC Standard allows the user to identify the changes
made to the previous edition. A vertical bar appears in the margin wherever a change
has been made. Additions are in green text, deletions are in strikethrough red text.
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International Standard IEC 61010-2-101 has been prepared by IEC technical committee 66:
Safety of measuring, control and laboratory equipment.

It has the status of a group safety publication, as specified in IEC Guide 104.

This standard has been prepared in close collaboration with Working Group CENELEC
BTTF 88.1.

This second edition cancels and replaces the first edition published in 2002. It constitutes a
technical revision and includes the following significant changes from the first edition, as wegll
as| numerous other changes:

e [ excluded IEC 61010-2-081 (general laboratory equipment) from the s
IEC 61010-2-081 and IEC 61010-2-101 equipment;

e [ updated Biohazard and Lot symbols in Table 1 in Clause 5;

his'separates

e [ added requirement for within expiration consumables
details in Instructions for Use to Clause 5;

e | added requirement to include OPERATOR instructions to i le
spills, jams or breakage inside equipment, al
protection, RISK reduction procedures relati s i s,

e [ added requirement for manufactu
storage and removal from use to Claus

e [ added normative reference ISO 18 i | al

e | excluded eqt m
drop test in Cla

e | added require

e | added reguite le

e [ replacedX { ith requirements of ISO 14971 for RISK assessment.

e | Annex BB-In ions for use for self-testing IVD Medical Equipment deleted and| a
reference given to 1ISO 18113-5 in Clause 5.

THe text'of this standard is based on the following documents:

FDIS Report on voting
66/545/FDIS 66/560/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

A list of all parts of the IEC 61010 series, under the general title: Safety requirements for
electrical equipment for measurement, control, and laboratory use, may be found on the IEC
website.
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This Part 2-101 is intended to be used in conjunction with IEC 61010-1. It was established on
the basis of the third edition (2010).

This Part 2-101 supplements or modifies the corresponding clauses in IEC 61010-1 so as to
convert that publication into the IEC standard: Safety requirements for in vitro diagnostic
(IVD) medical equipment.

Where a particular subclause of Part 1 is not mentioned in this Part 2, that subclause applies
as far as is reasonable. Where this part states “addition”, “modification”, “replacement”, or

“deletion” the relevant requirement, test specification or note in Part 1 should be adapt
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— requirements: in roman type;
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SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT
FOR MEASUREMENT, CONTROL AND LABORATORY USE -

Part 2-101: Particular requirements for
in vitro diagnostic (IVD) medical equipment

This clause of Part 1 is applicable except as follows:

Replacement:

Réplace the text by the following:

.1 Equipment included in scope

Scope and object

THis part of IEC 61010 applies to equipment intended in\(vi al

purposes, including self-test IVD medical purposes,

IVD medical equipment, whether
manufacturer to be used in vitro for the e
saImpIes, derived from the human bod

in
[ ]
[ ]

Se
hag

NG
we|

gi

Ad

Ad

he
ens, including blood and tisspe
iacipally for the purpose of providing

the determin

the monitorin

alls within the scope of one or more other part 2 standards of IEC 61010|as

se gcope.of this\standard,-it-will-also-need-to-meet-the requirements—of considerations have to|be

aa)

U a VD-medi devices—unle Heh—p ;
- Equipment in the scope of IEC 61010-2-081 unless they
are specifically intended by their manufacturer to be used for in vitro diagnostic
examination.
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1.2 Object

1.2.1 Aspects included in scope

ib
1-A

Ad

Ad

NG

IS
(E

IS

dition:
d two items:

ha) biohazards;
b) hazardous chemical substances.

p.2 Aspects excluded from scope

dition:

d the following item and note:

ha) the handling or manipulation outside the ent of material under analysis.

q

ility\ndf committees preparing relevant standards.

is clause of P@is )

dition:

d the followiny

D 14941 devices — Application of risk management to medical devices

D 18113-5,) M siagnostic medical devices — Information supplied by the manufactu
belling)(=yn vitro~diagnostic instruments for selftesting

D 43857, Safety of machinery — Safety distances to prevent hazard zones being reached

ler

pé&r’and lower limbs

up

3

Terms and definitions

This clause of Part 1 is applicable except as follows:

3.1 Equipment and states of equipment

Addition:

Add the following terms and definitions:
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T BEe

$ 2 218

Fr

[E

ZEY 588

arga where{OPERATOR access is typically unintended; the inside of this zone presefts
mechanicALHAZARDS and a more likely probability of biohazardous human skin puncture

LOADING ZONE
area of automated equipment where an OPERATOR handles sample or reagent material.

3.5.12 RESPONSIBLE BODY

Addition:

Add the following note:

NOTE 1 This is not the European Community responsible authority.
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4 Tests

This clause of Part 1 is applicable-except-asfollows.

441 General

THis clause of Pagt\1 i

5.1.1 General

Replacement:

Reé he following:

L ififes and units shall be in accordance with IEC 60027. Internationallly
recognized sy including those of Table 1, shall be used as far as possible. If other
additional ~symb are required, it shall not be possible to confuse them with the

infernationally recognized symbols. There are no colour requirements for symbols—exceptfor
symbal-101 (see-table-1). Graphic symbols shall be explained in the documentation.

Table 1 — Symbols
Addition:

Add the following symbols to Table 1:
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Number Symbol Publication Description

Background colour

—yeHow optional;
\p/ e
Symbol colour _ _
101 \I’ > optional: ISO 7000- 0659 (2004-01) Biological RISKS
Outline / outline colour
—-blaek optional;
EN-980. subclause 4
101 L O T Batch code
ISO 7000- 2492 (2004-01)
[\
5.1.2 Identification
Replacement:
Réplace the text by the following:

Eg

a)| manufacturer’s name or trade markj\an S ) address shall include at legst
the city and country;
NOTE 1 National regulation may require oreo theaddress than required in a).
b)| model number, name{ orathgr m ofigentifying the equipment;
e Rle ey y—Fegutation; e e R e
THe following addition

ing

1) the s¢
sL il

ify'applicable, a clear indication that the equipment is self-test IVD medigal
equipment;

iii) if a potential RISK is posed, the identification of detachable components py

manufacturer and pqri‘ idnnfifir\nfinn’ and where qpprnpriqfn the bhatch r\nrin’ etfc

3) instructions for use shall require that the OPERATOR only use consumables that are
within their expiration date. Where this is required by regulation, the name and address
of the authorized representative of the manufacturer.

NOTE 2 For example, in the European Union this is the natural or legal person as established within
the European Community.

5.1.5 TERMINALS, connections and operating devices

Addition:
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Add the following subclause:

5.1.5.101 Gas and liquid connections

If necessary for safety, the equipment shall be clearly marked near to the connector on the

eq

uipment with;

a) a means of identifying the gas or liquid to be used. Where no internationally recognized
symbol (including chemical formulae) exists, the equipment shall be marked with

symbol 14 of Table 1;

b)| the maximum permitted pressure, or alternatively symbol 14 of Table 1 (see 5.4.3).
Canformity is checked by inspection.
Addition:
Add the following subclause:
5.1.101 Transport and storage
Pdckaging of equipment shall be labelled to indicate ditions for transport |or
storage (see 5.4.102).
Canformity is checked by inspection.
5.2 Warning markings
Replacement:
e
iR
e
Warning matking ecified in 5.1.5.1, 5.1.5.2 ¢), 5.1.5.2 d), 5.1.5.101, 6.1.2 b);6-5-42-¢)

5.

b-2—F-2%¢)) 7.3.2b) 3), 7.4, 10.1, 13.2.2 and 13.101 shall meet the following requirements

8./ Durability of markings

Replacement:

Replace the first paragraph by the following paragraph:

Markings required by 5.1.2 to 5.2-shall-be PERMANENTLY-AFFXED—and shall remain clear and
legible under conditions of NORMAL USE, and resist the effects of temperature and rubbing, and
of solvent and reagents likely to be encountered in NORMAL USE, including cleaning and
decontaminating agents specified by the manufacturer.

Addition:

Add after the-first second paragraph the following paragraph:
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15

If a solvent or reagent specified for use with the equipment could affect the durability of a
particular marking, that marking is also rubbed for 30 s with-eaech the most frequently used
and/or aggressive solvent or reagent to which the equipment is likely to be exposed in NORMAL
USE

{er—with A representative sample of groups of solvents or reagents likely to have a similar
effect can optional be usedy.

5.4.1 General

D4

De

letion:

lete the note 2 in the second paragraph.

o2 &

a

2

R4

5.4

Dqg

c)
d)

e)
f)
g)

p2eE > >

.4.3 Equipment installation

placement:

1.3 Equipment tra

cumentation e

assemblyinstrustions;
instructions for protective earthing;
the'sound data required by 12.5.1;

h)

instructions relating to the handling, containment and exhaust of hazardous substances,

including any requirements for preventing back-syphonage;

any drainage systems required where a HAZARD could occur from the discharge
biological and chemical substances and hot fluids;

details of protective measures relating to hazardous radiation (see clause 12);
connections to the supply;
for PERMANENTLY CONNECTED EQUIPMENT only:

of

1) MAINS supply requirements and details of connections, including the RATED temperature

of the cable required at maximum RATED ambient temperature;
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2) requirements for any external switch or circuit-breaker (see 6.11.2.1) and external
overcurrent protection devices (see 9.6.1) and a recommendation that the switch or
circuit-breaker be near the equipment if this is necessary for safety;

m) requirements for special services (for example air, cooling liquid) including pressure limits.

Conformity is checked by inspection of the documentation.

5.4.4 Equipment operation

Replacement:
Ré¢place the first paragraph text by the following:
Ingtructions for use shall include if applicable:
a)| details of operating controls and their use in all operating mod
operation;
NOTE 1 IEC 60073 gives guidance on colours and symbols of op
b)| an instruction not to position the equipment so
disconnecting device (see 6.11);
c)| instructions for interconnections to accessori
suitable accessories, detachable paxts and g
d)| limits for intermittent operation;
e)
f)
9)
h)
i)
i) e personal protective equipment (e.g. gloves gowns) whgre
th the skin when handling potentially infectious substances |or
an samples or reagents);-the-need-to-use-protective-glovesorotHer
k)| Appropriate instrugtions and requirements for protection of the mouth, nose or eyes shgll
be given)where the equipment could emit hazardous aerosol vapours in NORMAL USE;
[) | Appropriate instructions and requirements for protective devices, such as protective

glasses shall be given where potentially hazardous visible or invisible radiation could pe

apmittad-
Tty

0)

p)

deta|led mstructlons about RISK reduction procedures relatmg to fIammabIe liquids (see
9.5 ¢));

details of methods of reducing the RISKS of burns from surfaces permitted to exceed the
temperature limits of 10.1.

Appropriate warnings to reduce RISK during loading and unloading of samples and
reagents (see 7.3.102)

Instructions for the RESPONSIBLE BODY to ensure that all retaining hardware (e.g screws,
fasteners) are in place on removable PROTECTIVE BARRIERS, and the removable PROTECTIVE
BARRIERS are in place on the instrument during normal operation..
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gq) A statement that, if a TOOL is required to remove a fixed PROTECTIVE BARRIER and/or
ENCLOSURE guarding a SAMPLE ZONE, access to that tool should be controlled by the
RESPONSIBLE BODY.

r) A statement listing the tools to be controlled by the RESPONSIBLE BODY.

NOTE 2 Information on decontaminants their use, dilution and potential application is contained in the Laboratory
Biosafety Manual, published by the World Health Organization and the Biosafety in Microbiological and Biomedical
Laboratories, published by Centers for Disease Control and Prevention and National Institutes of Health,
Washington. There are also national guidelines that cover these areas.

NOTE 3 Cleaning and decontamination may be necessary as a safeguard when equipment and their accessories
arg llldillldilleu, lepdileu, Ol lldllbfﬂlleu. Frelerdiory MdnuraClurers—sHouta pluviue d I’Ulllldl i-Ul Me RESPOUNSIBLE
BOpY to certify to those maintaining, repairing or transferring equipment that such a treatment has been carried\dqut.

Canformity is checked by inspection of the documentation.

Addition:

Add the following subclauses:

5.4.4.101 Instructions for use, self-test IVD medical e¢

Instructions for use of self-test IVD medical equip
ith 1ISO 18113-5.

shall comply

5.4.101 Removal of equipment fro

Ing DS
in o
Eop ed
inthe documentation.

N(TE Regional or

Cq

5.

TH he
dg n a specification of the permissible environmental condltlons or
trg ich. Essential information shall be repeated on the outside of the
e package using appropriate symbols (see 5.1.101).

When the manufacturer assumes responsibility for delivery and installation the above is not
refiuired in the documentation.

Compliance is checked by inspection.

6 Protection against electric shock

This clause of part 1 is applicable.

7 Protection against mechanical HAZARDS

This clause of part 1 is applicable, except as follows:
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7.3.1 General

Replacement:
Replace the second sentence as follows:

The conditions specified in 7.3.4, 7.3.5, and 7.3.101 are considered to represent a tolerable
level.

R pl:ar-a the ﬁnnfnrmify statement as follows:

Canformity is checked as specified in 7.3.2, 7.3.3, 7.3.4, 7.3.5, 7.3.101 ang C/auQ}ﬂ as
applicable.

7.3.2 Exceptions

Reéplacement:
Replace item b) 3) text by the following:

THere are warning markings prohibiting access by (untyai UBEF RS. Markings shall pe
placed within the area requiring maintenance & the OPERATOR to the
HAZARD. As an alternative, symbol 14 ¢ , with the warnings included|in
the¢ documentation.

Addition:

Add the following item to ¥6

b)[4) There are OPEBERATOR uctions that specify safe maintenangce
procedures

7.3.3 RISK ass@n

Réplacement:
Replace texkb

nt
AZARDS in the SAMPLE ZONE are solely caused by the sample andfor
applies specifically for the SAMPLE ZONE. Subclause 7.3.101 does not

materials and g ' 2
repgent pro%
apply to s@ sting™e

nggl’lall be reduced to a tolerable level by at least the applicable minimum protectT/e
re of Table 12, taking into account the severity, probability of exposure and possibiljty
of avoiding the HAZARD.

Conformity is checked by evaluation of the RISK assessment documentation to ensure that the
RISKS have been eliminated or that only TOLERABLE RISKS remain.

Table 12 — Protective measures against mechanical HAZARDS to body parts

Replacement:
Replace the text of item B by the following text:

Moderate measures; emergency switches, PROTECTIVE BARRIERS or covers removable only
with a TooL, distances (see ISO 13857), or separations (see 1ISO 13854 or EN 349).
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Addition:
Add the following subclause:

7.3.101 SAMPLE ZONE

Equipment with a SAMPLE zZONE shall comply with the requirements of one or more of the
following:

aa) PROTECTIVE BARRIER Or

bb) all following measures apply:
1) The minimum maintained gap between LOADING ZONE and SAMPLE Z@N
2) Unintentional contact between OPERATOR and sample/reagent pipeg

3) The area between LOADING ZONE and SAMPLE ZONE is mag nd
symbol 101 of table 1 (see 5.4.4 0)), or if not visible by the ORERN e markijrs @ll
be located visible and close to the area.

8 | Mechanicalresistance to-shockand-impact R

stresses ‘
THis clause of part 1 is applicable except as follows:
Addition:
Additional-subelause:

8. General

Reéplacement:

Replace the tex@

3)| except for Fixg ~ equipment with a mass over 100 kg, or for equipmeént
whose size ay y Atentional movement unlikely and which is not moved|in
NORMAL U3 Q test of 8.3. The equipment is not operated during the tests.

Addition;
Add the follow

8.101 Transport and storage

Wheh-packed delivered in the manufacturer’s packaging, equipment shall not cause a HAZARD
dt ring NORMAI USE after transport or storage in the conditions qppr-ifipd hy the manufactuter

(see 5.1.101 and 5.4.101).

If the manufacturer assumes responsibility for delivery and installation, the above requirement
is met without inspection of test records.

Conformity is checked by inspection of records of transport tests performed by the
manufacturer.

NOTE Guidance on tests is given in ASTM D4169, and in the publications of the International Safe Transport
Association (ISTA).
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9 Protection against the spread of fire

This clause of Part 1 is applicable.

10 Equipment temperature limits and resistance to heat

This clause of Part 1 is applicable.
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d-nor be-able to-inhaleaguanti
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q

G
cshall ha
SHa+H—Pe

Add the following subclause:

13.101 Biohazardous substances

prpminently marked with symbol 101 of Table 1
ndar the sampling area and visible in N

Biphazard symbols shall be near biohazs
igible only during this maintenance.

<

Symbol 101 of Table 1 sha
which can be removed fro
drfin connection.

Equipment that
with the appropriate’ip

14.3 Over-temmperature’protection devices

Addition:

Addd{he’following paragraph after the second paragraph:

Equipment that can be potentially infectious due tg’ th

Fn A

0]

be
be

Over-temperature protection devices in self-test IVD medical equipment shall not be self-

resetting.

15 Protection by interlocks
This clause of Part 1 is applicable except as follows.

15.1 General
Addition:

Add the following text after the first sentence:
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As an alternative method, for interlock systems containing electric/electronic or programmable
components (E/E/P components) the reliability and design requirements can be determined by
applying e.g. IEC 62061 (SIL) or ISO 13849 (PL) or other solutions providing equivalent
functional safety.

16 Measuring-cireuits HAZARDS resulting from application

This clause of Part 1 is applicable except as follows:

1§-2—Ergonomic aspects

Réplacement:

Replace the note by the following note:

NJTE RISK assessment procedures for ergonomics can be found in IEC 62 , E Q4-R S 11,
SEMI S8 and other documents. Not all of the requirements in these docurgfent i . Ent
within the scope of this standard.

17 RISK assessment
THis clause of Part 1 is replaced as follows:

Réplacement:

RI 71

fo

Cq
RI

TH gxcept as follows:

Ad

Annex-H L
(informative)

Index of defined terms

Ad
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Intolerable
region

region

Increasing| pfjobability of occurrence

Broadly acceptable
region
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ool :-“m----ee prays are being used, or where oxygen-is beipg
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Bibliography

Addition:

Add the following references:

EN

ISP 15223-1 Medical devices — Symbols to be used with medk
information to be supplied — Part 1: General requirements

La

Bi
Cq

Pd
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INTERNATIONAL ELECTROTECHNICAL COMMISSION

SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT
FOR MEASUREMENT, CONTROL AND LABORATORY USE -

Part 2-101: Particular requirements for

in vitro diagnostic (IVD) medical equipment

FOREWORD

1) | The International Electrotechnical Commission (IEC) is a worldwide organizatig standardizgtion™¢compris|ng
all national electrotechnical committees (IEC National Committees). The\obje E s to)prompte
international co-operation on all questions concerning standardlzatlon in theselestric ¢ fi .[To
this end and in addition to other activities, ards, | >pecificatiops,
Technical Reports, Publicly Available Specifications (PAS) and & e ; : “IEC
Publication(s)”). Their preparation is entrusted to technical committges; an N atlonal Committee interested
in the subject dealt with may participate in this preparatory work Qg i > bn-
governmental organizations liaising with the IEC also participéate i is™p ian. collaborates closgly

with the International Organization for Standardization (I
agreement between the two organizations.

onditions determined |by

2) | The formal decisions or agreements of IEC or i itey as nearly as possible, an internatiohal
consensus of opinion on the relevant subjects si S i i i all

3) | [EC Publications have the form of recommendations i i uSe and are accepted by IEC Natiopal
Committees in that sense. While all reasonfable effortsare.made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be 3 any
misinterpretation by any end

4)|In order to promote internayj i ity al £ommittees undertake to apply IEC Publicatigns
transparently to the maxi { € i {q their pational and regional publications. Any divergernce
between any IEC Publicatis i sational or regional publication shall be clearly indicated in
the latter.

5) | IEC itself does f vie any ati ¢ S\ ity. Independent certification bodies provide confornjity
assessment serV| es a i ity. i i qny

6) | All users should &nsuxe ve the fatest edition of this publication

7) | No liability spha 3 C or\s directors, employees, servants or agents including individual experts gnd
members ofts teck njtteed and IEC National Committees for any personal injury, property damage| or
other damag® of anya e whatsoever, whether direct or indirect, or for costs (including legal fees) gnd
expenges axsig QW g publication, use of, or reliance upon, this IEC Publication or any other IEC

8) | Attention is drawn to the Normative references cited in this publication. Use of the referenced publications
indispensable.forthe cotrect application of this publication.

S

9) | Attention\is’ drawn to the possibility that some of the elements of this IEC Publication may be the subject| of
patentitights. IEC shall not be held responsible for identifying any or all such patent rights.

Inferndtional Standard IEC 61010-2-101 has been prepared by IEC technical committee §6:
Safety of measuring, control and laboratory equipment.

It has the status of a group safety publication, as specified in IEC Guide 104.

This standard has been prepared in close collaboration with Working Group CENELEC
BTTF 88.1.

This second edition cancels and replaces the first edition published in 2002. It constitutes a
technical revision and includes the following significant changes from the first edition, as well
as numerous other changes:

e excluded IEC 61010-2-081 (general laboratory equipment) from the scope. This separates
IEC 61010-2-081 and IEC 61010-2-101 equipment;
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updated Biohazard and Lot symbols in Table 1 in Clause 5;

added requirement for within expiration consumables and authorized representative
details in Instructions for Use to Clause 5;

added requirement for gas or liquid markings and ratings to Clause 5;

added requirement to include OPERATOR instructions to deal with consumable or sample
spills, jams or breakage inside equipment, disposal of hazardous waste, personal
protection, RISK reduction procedures relating to flammable liquids, burns from surfaces,
and loading and unloading of sample and reagents in Instructions for Use to Clause 5;

Fu
VO

THi

A
eld
W6

Th

adu'cu' quuilClllClli fUI |||a||ufabtwc| tU [JIUViUIC illbilubiiullb UTl1 cquiplllcnt tlallbpbrt,
storage and removal from use to Clause 5;

added normative reference ISO 18113-5 for instructions for use of est VD \medigal

equipment in Clause 5;

added requirement for OPERATOR maintenance instructions to Clg

excluded equipment whose size and weight make uninten & 1 likely from
drop test in Clause 8;

added requirement for biohazard marking to Clause

e

Report on voting

66/560/RVD

list of all patts of the 'IEC 61010 series, under the general title: Safety requirements for
betrical equipment for measurement, control, and laboratory use, may be found on the IEC
bsite.

sed in conjunction with IEC 61010-1. It was established pn
b hacic fithao thirAd n

th

istPart 2-101 is intended to be
1 oA

o aditin L
TaSTS OT Tt O CUTtroT—

This Part 2-101 supplements or modifies the corresponding clauses in IEC 61010-1 so as to

co

nvert that publication into the IEC standard: Safety requirements for in vitro diagnostic

(IVD) medical equipment.

Where a particular subclause of Part 1 is not mentioned in this Part 2, that subclause applies

as far as is reasonable. Where this part states “addition”, “modification”, “replacement”, or
“deletion” the relevant requirement, test specification or note in Part 1 should be adapted
accordingly.

In

this standard:
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1) the following print types are used:
— requirements: in roman type;
— NOTES: in smaller roman type;
— conformity and test: in italic type;

— terms used throughout this standard which have been defined in clause 3: SMALL
ROMAN CAPITALS;

2) subclauses, figures, tables and notes which are additional to those in part 1 are numbered
starting from 101. Additional annexes are lettered starting from AA.

THe committee has decided that the contents of this publication will remain unchanged urLtiI
the stability date indicated on the IEC web site under "http://webstore,iee.ch" in the data

=

related to the specific publication. At this date, the publication will be

@%

* | reconfirmed,

¢ | withdrawn,

» | replaced by a revised edition, or
* | amended.

2
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SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT
FOR MEASUREMENT, CONTROL AND LABORATORY USE -

Part 2-101: Particular requirements for
in vitro diagnostic (IVD) medical equipment

1| Scope and object

THis clause of Part 1 is applicable except as follows:

1.1.1 Equipment included in scope

Replacement:
Replace the text by the following:

THis part of IEC 61010 applies to equipment intended i gnostic (IVD) medigal
pUurposes, including self-test IVD medical purposes,

tion, is intended by the
¢hs, including blood and tisspe
igcipally for the purpose of providipng

IVD medical equipment, whether
manufacturer to be used in vitro for the s
saImpIes, derived from the human bogd
in

[ )
e [ a congenital abnor
¢ | the determin

e [ the monitorin

Se
ho

NQ
we

1.1.
Ad

Adddhe’following item:

aa) Equipment in the scope of IEC 61010-2-081 unless they are specifically intended by
their manufacturer to be used for in vitro diagnostic examination.

1.2 Object
1.2.1 Aspects included in scope

Addition:

Add two items:

aa) biohazards;
bb) hazardous chemical substances.
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1.2.2 Aspects excluded from scope

Addition:

Add the following item and note:

aa

) the handling or manipulation outside the equipment of material under analysis.

NOTE Requirements covering these subjects are the responsibility of committees preparing relevant standards.

2

TH
Ad
Ad
IS

IS
(14

IS
up

—Normative references
is clause of Part 1 is applicable except as follows:

dition:

d the following references:

D 13857, Safety of machinery — Safe
per and lower limbs

Terms and definition

[er

3.5.12 RESPONSIBLE BODY

Addition:

Add the following note:

NOTE 1 This is not the European Community responsible authority.

4

Tests

This clause of Part 1 is applicable:
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Marking and documentation

This clause of Part 1 is applicable except as follows:

5.1.1 General

Replacement:

Replace the third paragraph by the following:

Letter symbols for quantities and units shall be in accordance with IEC 60027. InternationJIIy

recognized symbols, including those of Table 1, shall be used as far as
additional symbols are required, it shall not be possible to conf
ernationally recognized symbols. There are no colour requirement

mbols shall be explained in the documentation. /
Table 1 — Symbols
dition:
d the following symbols to Table 1: C()\
N\ A

in
sy

Ad

Ad

passible I 0ther
em{~with the
. Graphic

imber Symbol /\ /\ é b(\étl n Description

10

o folegign
Background coloyr \J

— optional;

-’ Symbol col

2/ ymbol cotour IS0 %0002 0659 (2004-01) | Biological RISKS
I - optional;

utli outlinexcolour
[\ —\.opti al;(\

ISO 7000- 2492 (2004-01) Batch code

a)

b)

Hosaimo i farmn oti .
T

manufacturer’s name or trade mark, and the address. The address shall include at least
the city and country;

NOTE 1 National regulation may require more details on the address than required in a).

model number, name, or other means of identifying the equipment;

The following additional information shall be marked on the equipment or packaging or in the
instructions for use:

1) the serial number, for example SN XXXX or alternatively the batch code, preceded by
‘LOT’, using symbol 102 of Table 1;

2) the following information:
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i) a clear indication that the equipment is IVD medical equipment;

i) if applicable, a clear indication that the equipment is self-test IVD medical
equipment;

iii) if a potential RISK is posed, the identification of detachable components by
manufacturer and part identification, and where appropriate the batch code, etc.

3) instructions for use shall require that the OPERATOR only use consumables that are
within their expiration date. Where this is required by regulation, the name and address
of the authorized representative of the manufacturer.

Tthin

the European Commun}ty.
5.1.5 TERMINALS, connections and operating devices

Addition:

Add the following subclause:

5.1.5.101 Gas and liquid connections

If hecessary for safety, the equipment shall be cleapty marked\n o, th& connector on the

equipment with;

a)| a means of identifying the gas or Jiqui ) . e noyinternationally recognized
symbol (including chemical forfulae ént shall be marked wjth
symbol 14 of Table 1;

b)| the maximum permitted pressure, gf alternatiye nbol 14 of Table 1 (see 5.4.3).

Canformity is checked by jrispecti

Addition:

Add the fo//owin@c/

or

Cq

5-A

Replacement:

Replace the Tirst paragraph by the following:

Warning Markings specified in 5.1.5.1, 5.1.5.2 ¢), 5.1.5.2 d), 5.1.5.101, 6.1.2 b), 7.3.2 b) 3),
7.4,10.1,13.2.2 and 13.101 shall meet the following requirements:

5.3 Durability of markings

Replacement:
Replace the first paragraph by the following paragraph:

Markings required by 5.1.2 to 5.2 shall remain clear and legible under conditions of NORMAL
USE, and resist the effects of temperature and rubbing, and of solvent and reagents likely to
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be encountered in NORMAL USE, including cleaning and decontaminating agents specified by
the manufacturer.

Addition:

Add the following paragraph after the second paragraph:

If a solvent or reagent specified for use with the equipment could affect the durability of a
part/cular marking, that marking is also rubbed for 30 s with the most frequently used and/or

aggressire-sofvrent-orreagentto-whichthe-equiptrentistiketrto-be-exposetd+HANORMAUSE

A representative sample of groups of solvents or reagents likely to have iilar effect cpn

oftional be used.

5.4.1 General

De¢letion:

De¢lete the note 2 in the second paragraph.

5.4.3 Equipment installation

Replacement:

Replace subclause 5.4.3 by the followingx

5.4.3 Equipment transportation, install

Dgcumentation for the RESR

a)| instructions for tra

b)| floor loading
NOTE Mass and d

¢)| individual maS§s o

d)| location @nd~mounting or
safe and &

e)| assemblyin tr ons;

f) | instructionsifor protective earthing;

g)| the sound data>xequired by 12.5.1;

h)| instructions relating to the handling, containment and exhaust of hazardous substances,
including any requirements for preventing back-syphonage;

i) Lary—dratrage—systems—required—where—a—HAZARB—eotld—eceur—from—the—discharge- of
biological and chemical substances and hot fluids;

j) details of protective measures relating to hazardous radiation (see clause 12);

k) connections to the supply;

[) for PERMANENTLY CONNECTED EQUIPMENT only:

1) MAINS supply requirements and details of connections, including the RATED temperature

of the cable required at maximum RATED ambient temperature;

2) requirements for any external switch or circuit-breaker (see 6.11.2.1) and external

overcurrent protection devices (see 9.6.1) and a recommendation that the switch
circuit-breaker be near the equipment if this is necessary for safety;

or

m) requirements for special services (for example air, cooling liquid) including pressure limits.
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Conformity is checked by inspection of the documentation.

5.4.4 Equipment operation

Replacement:

Replace the first paragraph text by the following:

Instructions for use shall include if applicable:

a)

b)

f)
g)

h)
i)

)

P)

q)

r)

details of operating controls and their use in all operating modes; with any sequence
operation;

NOTE 1 IEC 60073 gives guidance on colours and symbols of operating controls,

an instruction not to position the equipment so that it is . perate t
disconnecting device (see 6.11);

instructions for interconnections to accessories and other £

chemical substances, instructions
protection measures;

detailedN \ about RISK reduction procedures relating to flammable liquids (s
9.5 ¢));

details_ of ' methods of reducing the RISKs of burns from surfaces permitted to exceed t
temperature limits of 10.1.

Appropriate warnings to reduce RISK during loading and unloading of samples a
2 102\

of

ve
be

nd

ranaanta (an Z
TCaygCTito \(oCC 1O 1oy

Instructions for the RESPONSIBLE BODY to ensure that all retaining hardware (e.g screws,

fasteners) are in place on removable PROTECTIVE BARRIERS, and the removable PROTECT!I
BARRIERS are in place on the instrument during normal operation..

VE

A statement that, if a TooL is required to remove a fixed PROTECTIVE BARRIER and/or

ENCLOSURE guarding a SAMPLE ZONE, access to that tool should be controlled by t
RESPONSIBLE BODY.

A statement listing the tools to be controlled by the RESPONSIBLE BODY.

he

NOTE 2 Information on decontaminants their use, dilution and potential application is contained in the Laboratory
Biosafety Manual, published by the World Health Organization and the Biosafety in Microbiological and Biomedical
Laboratories, published by Centers for Disease Control and Prevention and National Institutes of Health.
Washington. There are also national guidelines that cover these areas.
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NOTE 3 Cleaning and decontamination may be necessary as a safeguard when equipment and their accessories
are maintained, repaired or transferred. Preferably manufacturers provide a format for the RESPONSIBLE BODY to
certify to those maintaining, repairing or transferring equipment that such a treatment has been carried out.

Conformity is checked by inspection of the documentation.
Addition:

Add the following subclauses:

5.4.2101 Instructions for use, self-test IVD medical equipment

Instructions for use of self-test IVD medical equipment shall comply with |

5.4.101 Removal of equipment from use for repair or disposal

Instructions shall be provided for the RESPONSIBLE BODY for eli ; AZARPS
inyolved in removal from use, transportation or disposal, or a informatipn
shfall be provided in the documentation.

NQTE Regional or international requirements can apply.

Cq

5.4

TH
do
trg
us|

d’ storage of the equipment. The
nissible environmental conditions for

w ¢ iility_fer delivery and installation the above is not
re €

Cq

7 | Protectionagainst mechanical HAZARDS

THis clause of part 1 is applicable, except as follows:

7.3t General

Replacement:
Replace the second sentence as follows:

The conditions specified in 7.3.4, 7.3.5, and 7.3.101 are considered to represent a tolerable
level.

Replace the conformity statement as follows:

Conformity is checked as specified in 7.3.2, 7.3.3, 7.3.4, 7.3.5, 7.3.101, and Clause 17 as
applicable.
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7.3.2 Exceptions

Replacement:
Replace item b) 3) text by the following:

There are warning markings prohibiting access by untrained OPERATORS. Markings shall be
placed within the area requiring maintenance where they can alert the OPERATOR to the
HAZARD. As an alternative, symbol 14 of Table 1 can be used, with the warnings included in
the documentation.

Addition:

Add the following item to to the list:

b)|[4) There are OPERATOR maintenance instructions that sp
procedures.

ce

7.83.3 RIsK assessment for mechanical HAZARDS to bod)

Replacement:
Replace text by the following:

If pquipment is specified by the man ink gading of sample and reaggnt
materials and associated HAZARDS in the 7 caused by the sample andjor
repgent probes 7.3.101 applies specifi€ally for P_E ZONE. Subclause 7.3.101 does not
apply to self-testing and point of care i

Rigks shall be reduc east the applicable minimum protective
measure of Table 12, ing i 3 severity, probability of exposure and possibiljty

oflavoiding the Hfi:R
Canformity is checked b o the RISk assessment documentation to ensure that the
RISKS have been ;

Tgble 12 — Prote a ps against mechanical HAZARDS to body parts

Replace
Replace the text.of iteqm B by the following text:

Moderatexmeasures; emergency switches, PROTECTIVE BARRIERS or covers removable only
with alTooL, distances (see ISO 13857), or separations (see ISO 13854 or EN 349).

Addition:
Add the following subclause:

7.3.101 SAMPLE ZONE

Equipment with a SAMPLE zONE shall comply with the requirements of one or more of the
following:
aa) PROTECTIVE BARRIER or
bb) all following measures apply:
1) The minimum maintained gap between LOADING ZONE and SAMPLE ZONE is 120 mm.
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2) Unintentional contact between OPERATOR and sample/reagent pipettor is unlikely.

3) The area between LOADING ZONE and SAMPLE ZONE is marked with symbol 14 and
symbol 101 of table 1 (see 5.4.4 0)), or if not visible by the OPERATOR the marking shall
be located visible and close to the area.

Resistance to mechanical stresses

This clause of part 1 is applicable except as follows:

8.
Ré

R4
3)

Ad

Ad

o0

Cq
md

NG
As

9

Th

10

.101 Transport and storage

placement:

place the text of item 3) by the following:

dition:

d the following subclause:

RMAL USE after transport or stor
be 5.1.101 and 5.4.101).

he manufacturer asgyme ibility for_deliyery and installation, the above requiremegnt

is clause Of-Part

General

ent shall not cause a HAZARD duripg
gns specified by the manufacturer

nformity is c ) 1 of records of transport tests performed by the
bnufacturer.
TE Guidance~an te i i D4169, and in the publications of the International Safe Transport
ociation (1S3

Prote 3 e spread of fire

g applicable.

Equipment temperature limits and resistance to heat

This clause of Part 1 is applicable.

11 Protection against HAZARDS from fluids

This clause of Part 1 is applicable:

12 Protection against radiation, including laser sources, and against sonic and

ultrasonic pressure

This clause of Part 1 is applicable.
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13 Protection against liberated gases and substances, explosion and implosion
This clause of Part 1 is applicable except as follows:

Addition:

Add the following subclause:

13.101 Biohazardous substances

Equipment that can be potentially infectious due to the samples or reagents used shall pe
prominently marked with symbol 101 of Table 1. At minimum, a biohazgz mbol¢shall pe
ngar the sampling area and visible in NORMAL USE.

Biphazard symbols shall be near biohazardous areas accessed duri
vigible only during this maintenance.

Symbol 101 of Table 1 shall be marked on containers or b ial
which can be removed from the equipment during NORMADNUSENS any biohazardous
drain connection.

Equipment that can be hazardous due to the uge\of hazargQus substances shall be marked
with the appropriate international sympo6 i i ' \

14 Components and subassemblj
THis clause of Part 1 is appglisabl

14.3 Over-temperat
Ad

Ad

THis clause of Part 1 is applicable except as follows.

15|.1 General

Addition:
Add the following text after the first sentence:

As an alternative method, for interlock systems containing electric/electronic or programmable
components (E/E/P components) the reliability and design requirements can be determined by
applying e.g. IEC 62061 (SIL) or ISO 13849 (PL) or other solutions providing equivalent
functional safety.

16 HAZzZARDS resulting from application

This clause of Part 1 is applicable except as follows:
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16.2 Ergonomic aspects

Replacement:

Replace the note by the following note:

NOTE RISK assessment procedures for ergonomics can be found in IEC 62366, EN 894-2, EN 894-3, ISO 9241,
SEMI S8 and other documents. Not all of the requirements in these documents will be applicable to equipment
within the scope of this standard.

17T RISK assessment
THis clause of Part 1 is replaced as follows:

Replacement:

RI$K assessment shall be carried out and documented using ISO 14971
folf HAZARDS not addressed in this standard and Part 1.
Canformity is checked by evaluation of the RISK assessrt s Yentationfo assure that the

RISKS have been eliminated or that only TOLERABLE R
Annexes

THe annexes of Part 1 are applicable exce
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Annex L
(informative)

Index of defined terms
Addition:

Add the following defined terms to the list:

SAMPLE ZONE .. ettt ettt et et et a et e a ettt asen e enenn ey 3.1

LOADING ZONE ...ttt ettt et ettt | I N 7o 3.1.1

&

D1
02
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Bibliography
Addition:
Add the following references:
EN 980:2008, Graphical symbols for use in the labelling of medical devices

ISO 15223-1 Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1: General requirements

AS$TM D4169, Standard practice for performance testing for shipping conta

Ldboratory Biosafety Manual, World Health Organization

Bipsafety in Microbiological and Biomedical Laboratories, pub S or Diseagse
Coantrol and Prevention and National Institutes of Health

Pyblications of the International Safe Transport Associa
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COMMISSION ELECTROTECHNIQUE INTERNATIONALE

REGLES DE SECURITE POUR APPAREILS ELECTRIQUES
DE MESURAGE, DE REGULATION ET DE LABORATOIRE —

Partie 2.101: Exi iculis ! il

médicaux de diagnostic in vitro (DIV)
AVANT-PROPOS

La Commission Electrotechnique Internationale (IEC) est une organisatjgh
composée de I'ensemble des comités électrotechniques nationaux (Comités na
objet de favoriser la coopération internationale pour toutes les questions ds no
de I'électricité et de I'électronique. A cet effet, 'lEC - entre auftes a
internationales, des Spécifications techniques, des Rapports technj
public (PAS) et des Guides (ci-aprés dénommés "Publication(s) de
comités d'études, aux travaux desquels tout Comité national inté
organisations internationales, gouvernementales et non gou ernem
également aux travaux. L'IEC collabore étroitement avec I' rga
selon des conditions fixées par accord entre les deux organi
Les décisions ou accords officiels de I'lEC s représentent, dans la mesyire
du possible, un accord international sur |e M iég; é ) que’ les Comités nationaux de I'lEC
intéressés sont représentés dans chaque cd 1é
Les Publications de I'lEC se présentent sou ommanddtions internationales et sont agréges
comme telles par les Comités nationaux d¢ I'lEC. To ef ots raisonnables sont entrepris afin que I'lEC
s'assure de I'exactitude du contenu technique de/Ses i ¥IEC ne peut pas étre tenue responsable|de
I'éventuelle mauvaise utilisatign ou interpréta tion ite,par un quelconque utilisateur final.
Dans le but d'encourager I'vpiforiite internationale, e omvtés nationaux de I'lEC s'engagent, dans toutq la
mesure possible, a appliquer de fagn tr e les Puplications de I'lEC dans leurs publications nationajes
et régionales. Toutes div 3 ications de I'l[EC et toutes publications nationales |ou
régionales correspgndantes d0oi i en termes clairs dans ces derniéres.
L'IEC elle- mémur it aucype a estation dg”conformité. Des organismes de certification indépendapts
fournissent des se \ < ormité et, dans certains secteurs, accédent aux marques |de
conformité de I'lEC. K gable daucun des services effectués par les organismes de certificat|on
indépendants.
Tous les utilis s sont en possession de la derniére édition de cette publication.
Aucune ke, N ire imputée a I'l[EC, a ses administrateurs, employés, auxiliaires |ou
mandatai efts particuliers et les membres de ses comités d'études et des Comifés
nationgd pour tot préjudice causé en cas de dommages corporels et matériels, ou de tout autre
dommag ature que ce soit, directe ou indirecte, ou pour supporter les colts (y compris les frpis
de justice) gnses’découlant de la publication ou de I'utilisation de cette Publication de I'lEC ou|de
toute autre Rublication §e I'lEC, ou au crédit qui lui est accordé.
L'attentign“est attirée’sur les références normatives citées dans cette publication. L'utilisation de publicatigns
référencees est obligatoire pour une application correcte de la présente publication.
L’attention est attirée sur le fait que certains des éléments de la présente Publication de I'lEC peuvent fgire
kobjet de droits de brevet. L'IEC ne saurait étre tenue pour responsable de ne pas avoir identifié de tels drqits

datl 4 4+ o H H 1Al it
teorevetrs et e pasSavott—StghareTeur—exXtStentes

La Norme internationale IEC 61010-2-101 a été établie par le comité d'études 66 de I'lEC:
Sécurité des appareils de mesure, de commande et de laboratoire.

Cette norme a le statut de publication groupée de sécurité, conformément au Guide 104 de
I'EC.

La préparation de cette norme a été réalisée en étroite collaboration avec le groupe de travail
CENELEC BTTF 88.1.
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Cette deuxiéme édition annule et remplace la premiére édition parue en 2002. Cette édition
constitue une révision technique et inclut les modifications techniques majeures suivantes par
rapport a la premiére édition, ainsi que de nombreuses autres modifications:

Le

exclusion de I'lEC 61010-2-081 (appareils d’'usage général de laboratoire) du domaine
d’application, ce qui distingue les appareils de I'lEC 61010-2-081 et ceux de I'l[EC 61010-
2-101;

mise a jour des symboles Danger biologique et Lot dans le Tableau 1 a I’Article 5;

ajout d’ une exigence relative aux: consommables possedant une date d explratlon et aux

I’ Artlcle 5;

ajout d’'une exigence relative aux marquages et caractéristiques a ses des/gaz |et
liquides a I'Article 5;

ajout d’une exigence incluant des instructions a 'OPERATEUR
deversements bourrages ou br|s de consommables ou de pre :

les Instructions d’utilisation a I’Article 5;

ajout d’'une exigence imposant au fabricant
transport, au stockage et au retrait d’utilisation d

es

nt

rle

b

du

dctions d’utilisation de I’Annexe BB relatives aux appareils médicajux

d’autodiagnostic DIV et ajout d’'une référence a I'lSO 18113-5 a I'Article 5.

texte-de cette norme est issu des documents suivants:
FDIS Rapport de vote
66/545/FDIS 66/560/RVD

Toute information sur le vote ayant abouti a I'approbation de cette norme se trouve dans le
rapport de vote indiqué dans le tableau ci-dessus.

Cette publication a été rédigée selon les Directives ISO/IEC, Partie 2.

Une liste de toutes les parties de la série IEC 61010, publiées sous le titre général: Regles de
sécurité pour appareils électriques de mesurage, de régulation et de laboratoire, peut étre
consultée sur le site web de I'lEC.
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La présente Partie 2-101 doit étre utilisée conjointement avec I'|EC 61010-1. Elle a été établie

sur la base de la troisiéme édition (2010).

La présente Partie 2-101 compléte ou modifie les articles correspondants de I'lEC 61010-1 de
fagcon a la transformer en norme |IEC: Régles de sécurité pour les appareils médicaux de

diagnostic in vitro (DIV).

Lorsqu’un paragraphe particulier de la Partie 1 n’est pas mentionné dans cette Partie 2, ce
paragraphe sappllque pour autant qu’il est ralsonnable Lorsque cette partie speC|f|e

d'ssal ou la note correspondante deIa Partie 1 d0|t etre adaptée en consequence A

Dans la présente norme:

1)| les caractéres d’imprimerie suivants sont employés:

e exigences: caracteres romains;
(] NOTES: petits caracteres romains;

e conformité et essai: caractéres italiques;

e termes définis a I'Article 3 et utilisés dans tolte Ce FITES CAPITALES EN
CARACTERES ROMAINS
2)| les paragraphes, figures, tableaux et notes €0 ires\a ceux de la Partie 1 sgnt
numérotés a partir de 101. Les anpe opt fommées a partir de AA.
Lg comité a décidé que le contenu de C oubli erd pas modifié avant la date fde
es

relatives a la publication recherchée.

* | reconduite,
* | supprimée,
* [ remplacée p
* [ amendée.

stabilité indiquée sur le site web de us-\https//webstore.iec.ch"” dans les donné
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REGLES DE SECURITE POUR APPAREILS ELECTRIQUES
DE MESURAGE, DE REGULATION ET DE LABORATOIRE —

Partie 2-101: Exigences particulieres pour les appareils
médicaux de diagnostic in vitro (DIV)

Ce

1.1.1 Appareils inclus dans le domaine d’application

R4

Ré

La

DI

Le

les
do

Ad

Domaine d’application et objet

t article de la Partie 1 est applicable, a I'exception de ce qui suit:

mplacement:

mplacer le texte par ce qui suit:

5 prélévements de sang et de tissu
nner des informations s

état physiologique ¢

anomalie conggnit
déterminatio

dition;

ions
ftic

ris
de

ises

on
hte

Ajouter le point suivant:

aa) Les appareils couverts par le domaine d’application de I'lEC 61010-2-081, sauf s
sont spécifiqguement destinés par leur fabricant a étre utilisés a des fins de diagnos
in vitro.

1.2 Objet

1.2.1 Aspects inclus dans le domaine d’application

Addition:

Ajouter deux points:

‘ils

tic
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a
b

1

a) dangers biologiques;
b) produits chimiques dangereux.

.2.2 Aspects exclus du domaine d’application

Addition:

Ajouter le point et la note suivants:

a

N

appropriées.

2

Cgt article de la Partie 1 est applicable, a I'exception de ce qui
Addition:
Ajputer les références suivantes:

ISP 14971, Dispositifs médicaux — Application
medicaux

ISP 18113-5, Dispositifs médicaux de
fapricant (étiquetage) — Instruments d

ISP 13857, Sécurité de

S

Ajouter les terme

z
z
z
b

3
z

3| Termes et'

a) la manutention ou la manipulation de substances analysées en dehors de I'équipemen

t.

QTE Les exigences applicables a ces sujets sont de la responsabilité des comités préparant les fomn

Références normatives

upérieurs et inférieurs

éfinitions suivants:

.1.101

es

le

es

oINE DE/PRELEVEMENT
one.dans laguelle I'accés de 'OPERATEUR est généralement involontaire; 'intérieur de ce

te

one présente des DANGERS mécaniques et une probabilité supérieure de piqdre

iologiguement dangereuse de la peau humaine

.1.102
ONE DE CHARGEMENT

zone d’appareillage automatisé dans laquelle un OPERATEUR manipule des prélévements ou

d

3

es réactifs

.5.12 AUTORITE RESPONSABLE

Addition:

Ajouter la note suivante:
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NOTE 1 a I'article: Il ne s’agit pas de I'autorité responsable de la Communauté Européenne.
4 Essais

Cet article de la Partie 1 est applicable:

5 Marquage et documentation

Cet article de |a Partie 1 est applicable, 3 'exception de ce qui suit:

5.1.1 Généralités

Remplacement:

Remplacer le troisieme alinéa par ce qui suit:

Lgs symboles littéraux pour les grandeurs et les unités doi é ’ 7.
Legs symboles internationaux reconnus, y compris ceux diKJabteg i re
du possible étre utilisés prioritairement. Si g i nt
nécessaires, il ne doit pas étre possible de les confond i i Jux
reconnus. Aucune exigence n’est spécifiée en ce qui c S,

Lgs symboles graphiques doivent étre expliqués

Addition:

Ajputer les symboles SUIVW j

Nyméro k W \ \ Publication Description

10 ISO 7000- 0659 (2004-01) DANGERS biologiqugs

102 ISO 7000- 2492 (2004-01) Code de lot

5.1.2 Identification

Remplacement:
Remplacer le texte par ce qui suit:

Les appareils doivent étre marqués, au minimum, avec les informations suivantes:

a) le nom du fabricant ou la marque de fabrique et 'adresse. L’adresse doit comprendre au
moins la ville et le pays;

NOTE 1 La réglementation nationale peut nécessiter des informations plus détaillées concernant I'adresse
que celles exigées en a).
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