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The t@ ISO 10555-1:1995, including Amd 1:1999 and Amd 2:2004 has been prepared by Technical
Commi ISO/TC 84 “Medical devices for injections” of the International Organization for Standardization
(1ISO) and en taken over as EN ISO 10555-1:2009 by Technical Committee CEN/TC 205 “Non-active
medical de%he secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endors t, at the latest by November 2009, and conflicting national standards shall be withdrawn
at the latest by Ma

Attention is drawn to th

sibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENE&

shall not be held responsible for identifying any or all such patent rights.
This document supersedes E 10555-1:1996.

*
This document has been prepar{ﬂwder a mandate given to CEN by the European Commission and the
European Free Trade Association, supports essential requirements of EC Directive.

For relationship with EC Directive, see@rmative Annex ZA, which is an integral part of this document.
According to the CEN/CENELEC Intern lations, the national standards organizations of the following
countries are bound to implement this Edfopean Standard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Franc rmany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Nor\& Roland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom. /@

Endorsem tice

The text of ISO 10555-1:1995, including Amd 1:1999 and@2:2004 has been approved by CEN as a EN

ISO 10555-1:2009 without any modification. ®
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Annex ZA
(informative)

ReIatiOn)\ ip between this European Standard and the Essential Requirements of
EU Directive 93/42/EEC
®

This European StaE@has been prepared under a mandate given to CEN by the European Commission
and the European Fr de Association to provide a means of conforming to Essential Requirements of the
New Approach Directive(@3/42/EEC on medical devices.

Once this standard is citeQ Official Journal of the European Communities under that Directive and has

been implemented as a nati andard in at least one Member State, compliance with the clauses of this
standard given in table ZA A1 rs, within the limits of the scope of this standard, a presumption of
conformity with the correspondin ntial Requirements of that Directive and associated EFTA regulations.

Table ZA.1 — Correspondeno&}ween this European Standard and Directive 93/42/EEC

Clause(s)/sub-clause(s) of this | E ial Requirements (ERs) | Qualifying remarks/Notes
EN of ctive ...
4 1, 2, 3,& Except | 1. first indent —
/\ regarding ergonomics
4.1 6,72, 817 A2
4.2 6,71,75 * ‘E.R. 7.5 is only partially
covered: protection against risks
L . posed by the presence of
/ phthalates and other toxic
® substances are not specifically
% addressed”

4.4 6,7.3
4.6 6,7.6 N\

4.7 9.1 t
5 1,3,9.2 xcept | 1. first indent —

rding ergonomics

6 3,13.1,13.4 s

6a) 13.3b) o

6 d) 13.3 a) exc 3(a) (regarding
repres ive in the
Comm %

6e) 13.3d) "N\

6 f) 13.3 ¢e) e aY

69) 5 v

6 h) 13.3¢) P

61i) 13.3m) )

6j) 13.3 ) Except 13.3 (f) (secdhd®phrase
regarding indication of si use
consistent across com y

6 k) 13.3k)

61) 7.3,13.1,13.31), 13.3]), 13.3 k), &,

13.4,13.6 a), 13.6 b), 13.6 g) (\S}
Annex A 1,2,3,4,5 Except | 1. first indent —

regarding ergonomics
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Annex B 1,2,3,4,5 Except | 1. first indent —
) regarding ergonomics
Anpex C 1,2,3,4,5,7.6 Except | 1. first indent —
X . regarding ergonomics
Afipek D 1,2,3,4,5,7.6 Except | 1. first indent —
t regarding ergonomics
NOTE 6a Requirement on clinical

evaluation not covered by this

% standard
E
Q

NOT 13.6 (h) — 2" phrase Regarding information on
known characteristics and

O technical factors known to

manufacturer that could pose a

risk if reused is not covered by
"\ this standard
NOTE \.\’o 13.6 (q) regarding date of issue or latest
/

revision of instructions for use is
not covered by this standard
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WARNING — Other requirements ‘and other EU Directives may be applicable to the product(s) falling within
the scope of this standard.
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1 Scope

S
0/‘

This part of ISO 10555 specifies general requirem@
rile

for intravascular catheters, supplied in the ste

condition and intended for single use, for any appli- /
@Cor the purposes of this part of ISO 10555, the fol-

%ng definitions apply.
.1 _intravascular catheter: Tubular device, single

cation.

It does not apply to intravascular catheter accessories,
which will be covered by a separate standard.

2 Normative references

The following standards contain provisions which,
through reference in this text, constitute provisions
of this part of ISO 10555. At the time of publication,
the editions indicated were valid. All standards are
subject to revision, and parties to agreements based
on this part of ISO 10555 are encouraged to investi-
gate the possibility of applying the most recent edi-
tions of the standards indicated below. Members of
IEC and ISO maintain registers of currently valid
International Standards.

ISO 594-1:1986, Conical fittings with a 6 % (Luer) ta-
per for syringes, needles and certain other medical
equipment — Part 1: General requirements.

ISO 594-2:1991, Conical fittings with a 6 % (Luer) ta-
per for syringes, needles and certain other medical
equipment — Part 2: Lock fittings.

ISO 7886-1:1993, Sterile hypodermic syringes for sin-
gle use — Part 1: Syringes for manual use.

.3 Definitions

Wumen, designed to be partially or totally in-
planted into the cardiovascular system for
d/or therapeutic purposes.

3.2 distal
into the patle

3.3 proximal ccess end: End of the catheter
to which connec‘u%@w be made.

3.4 hub: Connector( th proximal end of the
catheter which may eitmb integral with the
catheter or be capable of securely fitted to the
proximal end of the cathet r

3.5 effective length, I Lengt@ catheter that
can be inserted into the body. (Se f'éure 1)

3.6 outside diameter: Maximum dig@r of that

part of the catheter that can be ins d into the
vessel.

End of the catheter inserted furthest

3.7 junction: That portion of the catheter that joins
one tube to multiple tubes.





