JIS

JAPANESE
INDUSTRIAL
STANDARD

Translated and Published by
Japanese Standards Association

JIS T 3215

(JMED/JSA)

Drainage catheters and accessory
devices

ICS 11.040.25
Reference number : JIS T 3215 : 2011 (E)

Documents
. PROTECTED BY COPYRIGHT DocumenthhSaring Hub
Provided by IHS

Licensee=Hong Kong Polytechnic University/9976803100
No reproduction or networking permitted without license from IHS Not for Resale, 07/25/2014 03:41:23 MDT
Full document details: JIS T 3215 2011


http://avadocuments2026.com/doc/jis-t-3215-2011
http://avadocuments2026.com/doc/jis-t-3215-2011

Provided by IHS

T 3215: 2011

Date of Establishment: 2005-03-25

Date of Revision: 2011-07-29

Date of Public Notice in Official Gazette: 2011-07-29
Investigated by: Japanese Industrial Standards Committee

Standards Board

Technical Committee on Medical Equipment

JIS T 3215 : 2011, First English edition published in 2012-02

Translated and published by: Japanese Standards Association
4-1-24, Akasaka, Minato-ku, Tokyo, 107-8440 JAPAN

In the event of any doubts arising as to the contents,
the original JIS is to be the final authority.

© JSA 2012
All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized
in any form or by any means, electronic or mechanical, including photocopying and microfilm, without
permission in writing from the publisher.

Printed in Japan NH/MT

Documents

PROTECTED BY COPYRIGHT Document Sharing Hub

Licensee=Hong Kong Polytechnic University/9976803100

No reproduction or networking permitted without license from IHS Not for Resale, 07/25/2014 03:41:23 MDT

Full document details: JIS T 3215 2011


http://avadocuments2026.com/doc/jis-t-3215-2011
http://avadocuments2026.com/doc/jis-t-3215-2011

T 32152011

Contents
Page
0N o ¢ RO Tc1 Lo s REUUUT PR 1
1 167 ) ¢ 1< DU 1
2 03 8 1 N A oY () ) o o1 TP 1
3 Terms and e TnIbIoriS o vv ittt et et st e e et e enetnearenseneanens 1
4 ReqUITEIMIENTS. ...ueiiiii e 2
4.1 ResiStance 10 defleCtlon ..t 2
4.2 Stress at BreaKage ...oovivun i 2
4.3 AIrtIZRENESS o r e e eaaas 3
4.4 ReSISEANCE 10 IIMPACT . ..uiiveiiiiii et ettt e e et e e e e e e e e e s eanaas 3
4.5 Biological SAfety...ciiveeiiiiiei e 3
4.6 Assurance of Sterility......ccooiviiiiii i e 3
4.7 TSt fOT COTTOSION tavvteetiniieit ittt ettt e e et et et st et e s esaasunensansanenss 3
5 Labelling ..o e 4
Annex A (normative) Test method for resistance to deflection.........cccoeveeeeeeveeeennnn.. 5
Annex B (normative) Impact resistance test method for collecting tools................. 6
Annex C (normative) Test method for safety of connecting parts ..........cc..cceveeune... 7
Annex D (normative) Test method for tensile strength...........ccccooevvveeiiiiiieeeiiinenn. 8
Annex E (normative) Test method for airtightness by negative pressure.............. 10
Annex F (normative) Corrosion resistance test method..........ooeevveveeeiiieeeeieeeeeeean. 11
@ Documents
PROTECTED BY COPYRIGHT Document Sharing Hub
Provided by IHS Licensee=Hong Kong Polytechnic University/9976803100
No reproduction or networking permitted without license from IHS Not for Resale, 07/25/2014 03:41:23 MDT

Full document details: JIS T 3215 2011


http://avadocuments2026.com/doc/jis-t-3215-2011
http://avadocuments2026.com/doc/jis-t-3215-2011

T 32152011

Foreword

This translation has been made based on the original Japanese
Industrial Standard revised by the Minister of Health, Labour and
Welfare through deliberations at the Japanese Industrial Standards
Committee as the result of proposal for revision of Japanese Industrial
Standard submitted by Japan Medical Devices Manufacturers
Association (JMED)/Japanese Standards Association (JSA) with the
draft being attached, based on the provision of Article 12 Clause 1 of the
Industrial Standardization Law applicable to the case of revision by the
provision of Article 14.

Consequently JIS T 3215 : 2005 is replaced with this Standard.
This JIS document is protected by the Copyright Law.

Attention is drawn to the possibility that some parts of this Standard
may conflict with a patent right, application for a patent after opening to
the public, or utility model right which have technical properties. The
relevant Minister and the Japanese Industrial Standards Committee
are not responsible for identifying the patent right, application for a
patent after opening to the public or utility model right which has the
said technical properties.
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JAPANESE INDUSTRIAL STANDARD JIS T 3215 : 2011

Drainage catheters and accessory devices

Introduction

This Japanese Industrial Standard is the Standard which is revised so that the
contents such as terms, constitution of documents are altered for the convenience of
users in the reviewing of JIS T 3215 established in 2005.

1 Scope

This Standard specifies drainage catheters and accessory devices, which are designed
to evacuate liquid or gas from the body by gravitation or with negative pressure. The
drainage catheters and accessory devices include the drainage catheters, drainage
system and their accessories. However, this Standard does not apply to the following:

— catheters for suction used by airway;

— catheters for trachea (tracheal tube);

— catheters for nephrostomy or cystostomy;
— catheters for urinary passage.

Moreover, JIS T 3215 : 2005 may be applied until July 28th, 2014.

2 Normative references

The following standards contain provisions which, through reference in this text,
constitute provisions of this Standard. For standards with the year indication, only the
edition of the indicated year shall apply and the revisions (including amendments)
made thereafter shall not apply.

JIS T 0307 : 2004 Medical devices—Symbols to be used with medical device labels,
labelling and information to be supplied

JIS T 0993-1: 2005  Biological evaluation of medical devices—Part 1° Evaluation
and testing
3 Terms and definitions
For the purposes of this Standard, the following terms and definitions apply.
3.1 drainage catheter

tubes and catheters designed for collection of liquid or gas, or for percutaneous or
surgical insertion into cavitas thoracis, abdominal cavity, wound part, etc. of short term
or of long term
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