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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

Käesolev Eesti standard EVS-EN ISO 10555-
5:1999 sisaldab Euroopa standardi EN ISO 
10555-5:1997+AC:1999 ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 10555-
5:1999 consists of the English text of the 
European standard EN ISO 10555-
5:1997+AC:1999. 

 
Standard on kinnitatud Eesti Standardikeskuse 
12.12.1999 käskkirjaga ja jõustub sellekohase 
teate avaldamisel EVS Teatajas.  
 
 
 
 

 
This standard is ratified with the order of 
Estonian Centre for Standardisation   dated 
12.12.1999  and is endorsed with the notification 
published in the official bulletin of the Estonian 
national standardisation organisation. 
 
 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

The standard is available from Estonian 
standardisation organisation. 

ICS 11.040.20 

kateetrid, meditsiiniaparatuur, pärast kasutamist hävitatavad vahendid, soontesüsteem, steriilne 
varustus, teave tarbijale, tehnilised andmed, testimine, tähistus 

 

Standardite reprodutseerimis- ja levitamisõigus kuulub Eesti Standardikeskusele 

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse süsteemi või edastamine ükskõik millises vormis või 
millisel teel on keelatud ilma Eesti Standardikeskuse poolt antud kirjaliku loata. 
 
Kui Teil on küsimusi standardite autorikaitse kohta, palun võtke ühendust Eesti Standardikeskusega: 
Aru 10 Tallinn 10317 Eesti;  www.evs.ee;  Telefon: 605 5050;  E-post: info@evs.ee  
 
Right to reproduce and distribute belongs to the Estonian Centre for Standardisation 
 
No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical,  including 
photocopying, without permission in writing from Estonian Centre for Standardisation. 
 
If you have any questions about standards copyright, please contact Estonian Centre for Standardisation: 
Aru str 10 Tallinn 10317 Estonia; www.evs.ee; Phone: 605 5050; E-mail: info@evs.ee 
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IS0 10555=5:1996(E) 

Foreword 

IS0 (the International Organization for Standardization) is a worldwide fed- 
eration of national standards bodies (IS0 member bodies). The work of 
preparing International Standards is normally carried out through IS0 
technical committees. Each member body interested in a subject for 
which a technical committee has been established has the right to be rep- 
resented on that committee. International organizations, governmental and 
non-governmental, in liaison with ISO, also take part in the work. IS0 col- 
laborates closely with the International Electrotechnical Commission (IEC) 
on all matters of electrotechnical standardization. 

Draft 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. 

International Standard IS0 10555-5 was prepared by Technical Committee 
ISO/TC 84, Medical devices for injections, Subcommittee SC 1, Syringes, 
needles and intravascular catheters for single use. 

IS0 10555 consists of the following parts, under the general title Sterile, 
single-use intravascular catheters: 

Part I: General requirements 

Part 2: Angiographic catheters 

Part 3: Central venous catheters 

- Part 4: Balloon dilatation catheters 

- Part 5: Over-needle peripheral catheters 

Annexes A and B form an integral part of this part of IS0 10555. 
Annexes C, D and E are for information only. 

0 IS0 1996 

All rights reserved. Unless otherwise specified, no part of this publication may be repro- 
duced or utilized in any form or by any means, electronic or mechanical, including photo- 
copying and microfilm, without permission in writing from the publisher. 

International Organization for Standardization 
Case Postale 56 l CH-1211 Geneve 20 l Switzerland 
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INTERNATIONAL STANDARD @ IS0 IS0 10555=5:1996(E) 

Sterile, single-use intravascular catheters - 

Part 5: 
Over-needle peripheral catheters 

1 Scope 

This part of IS0 10555 specifies requirements for 
over-the-needle peripheral intravascular catheters, in- 
tended for accessing the peripheral vascular system, 
supplied in the sterile condition and intended for single 
use. 

NOTE 1 Attention is drawn to IS0 11070, which specifies 
requirements for accessory devices for use with intra- 
vascular catheters. 

2 Normative references 

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 
editions indicated were valid. All standards are 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 IS0 
maintain registers of currently valid International Stan- 
dards. 

IS0 594-l :I 986, Conical fittings with a 6 % (Luer) 
taper for syringes, needles and certain other medical 
equipment - Part 7: General requirements. 

IS0 9626: 1991 I Stainless steel needle tubing for the 
manufacture of medical devices. 

IS0 10555-I : 1995, Sterile, single-use intravascular 
catheters - Part 7: General requirements. 

3 Definitions 

For the purposes of this part of IS0 10555, the defi- 
nitions given in IS0 10555-I and the following defi- 
nitions apply. 

3.1 peripheral intravascular catheter: Catheter 
designed for the introduction or withdrawal of liquids 
or devices into or from the peripheral vascular system. 

3.2 needle: Assembly comprising at least a needle 
tube attached to, and communicating with, a needle 
hub. 

See figure 1. 

3.3 needle tube: Rigid tube with one end sharpened 
to facilitate entry into body tissue. 

3.4 needle hub: Fitting attached to the needle tube, 
providing communication with its bore. 

3.5 vent fitting: Fixed or removable fitting per- 
mitting venting of air while restricting or preferably 
preventing the escape of blood. 

3.6 catheter unit: Assembly comprising the cath- 
eter tube, catheter hub and any integral fittings. 

See figure 1. 

3.7 flashback: Blood flow into the needle hub. 

4 Requirements 

4.1 General 

Unless otherwise specified in this part of IS0 10555, 
catheters shall comply with IS0 10555-I. 

4.2 Radio-detectability 

It is recommended that catheters be radio-opaque. 
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