IS0 10555-2 9L MM 4451903 ObL218Y 910 W

INTERNATIONAL ISO
STANDARD 10555-2

First edition
1896-068-15

W

Sterile, single-use intravascular catheters —

Part 2
Angiographic catheters

Cathéters intravascuigiras stérites, non réutilisables —
FPartie 2: Cathéters angiographiques

This material s reproduced from IS0 documents under Internatlonal
Crganization for Standardization (ISO) Copyright Licensa number
IHS/ICC/1986. Not for resale, No part of these ISO documents may be
reprediuced in any form, #lectronic retricval system or otherwise, except as
allowed In the copyright law of the country of use, or with the prior written
censent of ISO (Case postale §6, 1211 Geneva 20, Switzerland, Fax +41 22
734 10 78}, IHS or the I1SO Licensor's members.

Reference number
1SQ 105655-2;1996(E)

Copyright by the International Organization For Standardization
Tue Nov 05 12:42:19 2002

Documents

Document Sharing Hub

Eull document details: ISO 10555-2-1996



http://www.avadocuments.com/doc/iso-10555-2-1996
http://www.avadocuments.com/doc/iso-10555-2-1996

I30 10555-2 96 M@ 43451903 0ObLE2LAS 857 W
ISO 10555-2:1996(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide fed-
eration of national standards bodies {ISO member bodies). The work of
preparing International Standards is normally carried out through (SO
technical committees. Each member body imterested in & subject for
which a technical committee has been establishad has the right to be rep-
resented on that committes. International organizations, governmental and
non-governmental, in liaison with 1SO, also take part in the work, |SO col-
laborates closely with the International Electrotechnical Commission (IEC)
on all matters of eiectrotechnical standardization,

Oraft International Standards adopted by the technical committees are cir-
culated to the member bodies for voting, Publication as an International
Standard requires approval by at least 75 % of the member bodies casting
a vote.

internationai Standard 1SO 10555-2 was preparad by Technical Committee
ISO/TC 84, Medical devices for infactions, Subcommittee SC 1, Syringes,
neadles and intravascular catheters for single use.

ISO 10555 consists of the following parts, under the general title Stesile,
single-use intravascular catheters:

—  Fart 1; General requirements

—  Part 2: Angicgraphic catheters

—  Part 3: Central venous catheters

—  Part 4. Bailoon dilatation catheters

—  Part 5: Over-needie peripheral catheters

Annex A forms an integral part of this part of 1SO 10555. Annex B is for
information only,
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INTERNATIONAL STANDARD ¢SO

ISO 10555-2:1996(E)

Sterile, single-use intravascular catheters —

Part 2:
Angiographic catheters

1 Scope

This part of ISO 10566 specifies requirements for
angiographic catheters supplied in the sterile con-
dition, and intended for single use.

NOTE 1 Attention is drawn to 1SO 11070, which specifies
requirernents for accessory devices for use with intravascy-
lar cathaters,

2 Normative reference

The following standards contain provisions which,
through reference in this text, constitute provisions of
this part of IS0 10555. At the time of publication, the
edition indicated were valid. All standards ere subject
to revision, and parties to agreements based on this
part of IS0 10555 are encouraged to investigate the
possibility of applying the most recent editions of the
standards indicated below. Members of IEC and 1SQ
maintain registers of currently valid international Stan-
dards.

ISO 10555-1:1995, Sterile, single-use intravascular
catheters — Part 1: Ganersl requirements,

3 Definitions

For the purposes of this part of 1SO 10555, the defi-
niticns given in 15O 105565-1 and the following defi-
nitichs apply.

3.1 angiographic catheter: Intravascuiar catheter
used for the injection or infusion of contrast media
and/or fluids and which may be used for pressure
measurements and 1o obtain blood samplas.

3.2 distal end configuration: Shape of the catheter
which is designed 1o facilitate its manuat manipulation
through the cardiovascular system and the placement
of the tip in the location chosen far the angiographic
procedures.

4 Requirements

4.1 General

Unless otherwise specified in this part of 1SC 10565,
catheters shall comply with 1SO 10555-1.

4.2 Radio-detectability

The catheter shall be radic-detectable.

NOTE 2 At the time of publication of this part of
ISO 10555, there is no acceptable, validated test method 1o
determing radic-detectability, An approved tast method for
producing a value of radio-detectability will be established.
Until that time, a manufacturer may label his product *radio-
opaque” provided he can support this claim by demonstrat-
ing that he has an appropriate method for showing radic-
opsacity.

4.3 Designation of nominal stze

The nominal size of the catheter shall be designated in
accordance with SO 10555-1 and also by the diarmn-
eter of the largest guidewire that can be used with the
catheter, If the inside diameter of the catheter is addi-
tionally designated, it shall be expressed in milli-
metres, rounded down to the nearest 0,1 mm.
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