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Foreword

This European Standard has been prepared by the Technical Committee CEN/TC 140 "In vitro diagnostic
systems" the secretariat of which is held by DIN.

Annex A is informativer

This European Standard shall be given the status of a national standard, either by publication of an identical text
or by endorsement, at the latest by June 1997, and conflicting national standards shall be withdrawn at the
latest by June 1997. -

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Denmark, Finland, France,
Germany, Greece, lceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland and the United Kingdom.
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1 Scope

This standard provides requirements for the marking of in vitro diagnostic instruments. In connection with
electrical equipment for laboratory use the requirements are additional to those specified in 5.1 to 5.3 of
EN 61010-1 : 1993.

An easy to understand uniform marking of in vitro diagnostic instruments is important for their safe and correct
handling.

2 Normative references

This European Standard incorporates, by dated or undated reference, provisions from other publications. These
normative references are cited at the appropriate places in the text and the publications are listed hereafter. For
dated references, subsequent amendments to or revisions of any of these publications apply to this European
Standard only when incorporated in it by amendment or revision. For undated references the latest edition of
the publication referred to applies.

EN 980
Graphical symbols for use in the labelling of medical devices

EN 61010-1 : 1993
Safety requirements for electrical equipment for measurement, control and laboratory use — Part 1: General
requirements {IEC 1010-1 : 1990 + A1 : 1992, modified)

3 Definitions
For the purposes of this standard, the following definitions apply:

3.1 in vitro diagnostic-instrument '): Anysinstrument which, used aloneior in combination with other in vitro
diagnostic medical devices,“is"intended by the manufacturerwholly or' mainly to be used in vitro for the
““examination of substances derived frem theshuman body for the purpose of providing information relevant to
the detection, diagnosts, monitoring or treatment 'of physuolog:cal states, states of health or disease, or
congenital abnormaiity.

NOTE: A particular in vitro diagnostic instrument, as defined for use.in_ human medicine, in some cases
can serve also in veterinary medicine. .

3.2 marking '): An inscription, in writing or as a graphical symbol, permanently affixed to a product.

NOTE: Examples tfor inscriptions are manufacturer’s or distributor’s trademark, model or type number,
identification of intended functions, supply voltage, particular warnings.

3.3 permanently affixed '): Removable with a tool only or by appreciable force and able to withstand the
effects of temperature, rubbing, solvents, reagents and vapours encountered during normal use.

4 Requirements for marking
4.1 General
5.1.1T of EN61010-1 : 1993 applies with the following addition:

The markings shall not be on the bottom of the instrument, except when space is limited or on a hand-held
instrument. Operating controls shall be marked with their function.

Graphical symbols shall be in accordance with EN 980.

Languages shall be used in accordance with the requirements of the country(ies) in which the product is
distributed.

NOTE: Multilingual markings are recommended.

') Provisional statement, subject to revision depending upon future EU Directives and/or European Standards
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4.2 I|dentification
5.1.2 of EN 61010-1 : 1993 applies with the following addition:
- serial or lot number, and, if appropriate, date of manufacture (CCYY-MM-DD);

- name of the distributor if appropriate.

4.3 Mains supply
5.1.3 of EN 61010-1 : 1993 applies.

4.4 Fuses
5.1.4 of EN 61010-1 : 1993 applies.

4.5 Measuring circuit terminals
5.1.5 of EN 61010-1 : 1993 applies.

4.6 Terminals and operating devices

5.1.6 of EN 61010-1 : 1993 applies with the deletion of the following words in the first sentence:
"Where necessary for safety"”.

Add the following note to 5.1.6 f) of EN 61010-1 : 1993:

NOTE: In this context "device identification” is interpreted as "switch identification".

_4.7 Instruments protected by double.or'reinforced insulation
5.1.7 of EN 61010-1 : 1993 applies with the/following addition:

The marking shall be given on those parts of the equipment which cannot be removed by users.

4.8 Battery charging and battery-compartments
4.8.1 5.1.8 of EN 61010-1 : 1993 applies with the following addition:

The marking shall be given on those parts of the equipment which cannot be removed by users.

4.8.2 The following information shall be marked in or near the battery compartment:
- the specific battery type;

- the polarity of the battery connections.

4.9 Warning markings
5.2 of EN 61010-1 : 1993 applies.

4.10 Durability of markings
5.3 of EN 61010-1 : 1993 applies with the following addition:

Markings shall be permanently affixed.
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Annex A (informative)
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