JIS

JAPANESE
INDUSTRIAL
STANDARD

Translated and Published by
Japanese Standards Association

JIS T 3243 =
(MTJAPAN/JSA)

Catheters and tubes designed for
the biliary tract

ICS 11.040.25
Reference number : JIS T 3243 : 2017 (E)

PROTECTED BY COPYRIGHT 7S



T 3243 : 2017

Date of Establishment: 2005-03-25

Date of Revision: 2017-11-01

Date of Public Notice in Official Gazette: 2017-11-01

Investigated by: Japanese Industrial Standards Committee
Standards Board for ISO area

Technical Committee on Medical Equipment

JIS T 3243:2017, First English edition published in 2018-02

Translated and published by: Japanese Standards Association
Mita MT Building, 3-13-12, Mita, Minato-ku, Tokyo, 108-0073 JAPAN

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

© JSA 2018

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
HT/AT

PROTECTED BY COPYRIGHT



T 3243 : 2017

Contents
Page
| R aR R0 ]s RUTs17 (o) 8 LT T TN 1
1 Scope ............................................................................................................................ 1
2 NOIrMNALIVE TEIETEIICES «+ vrererrrertietitiiiiiiiiiiiiiiiiiiiiii ittt tsetateseserrseesaresesssnions 1
3 Terms and definitionS - oceeeecercrrertermetiiiiiiiitiiitieiireittariseiertiesetsteacietstonstsssressnsions 1
4 Configuration and name of each PATE oo eeee e 2
R I (0= 0 1= 5 1 T 2
4.2 Basket catheter «ccccocerirmm s 2
4.3 BalloOn CAteler «reeeeererireermiimeiiririiiiiiiiiiiiiiiieiitiirtiresisertristrertsrstsesserreresnssresessrsrenns 3
4.4 Drainage L 0> 4
5 Requirements .............................................................................................................. 5
5.1 Basket catheter «ccoccceerevtmmiiiiiiiii it e e e e s e e e e e ae 5
5.2 Balloon CaAtheter «-ccocerereterermiiiiiiiiiiiiiiiiiiiiiiii ittt e e ea e s e e ae 6
5.3 Drainage B D et e e 6
5.4 Appearance and cleanliness «ccccveeeeerriririrtriiii s 6
5.5 Biologica] Safety ......................................................................................................... 6
5.6 Assurance of Sterlllty ................................................................................................. 6
6 Packaging «-oooeeeeeemmne 6
6.1 Primary packaging ..................................................................................................... 6
6.2 Secondary packag‘ing ................................................................................................. 7
7 Marking ....................................................................................................................... 7
7.1 Primary packaging ..................................................................................................... 7
7.2 Secondary packaging ................................................................................................. 7
7.3 Use of graphic Symbols .............................................................................................. 8
(1)

PROTECTED BY COPYRIGHT



T 3243 : 2017

Foreword

This Japanese Industrial Standard has been established by the Minister of Economy,
Trade and Industry through deliberations at the Japanese Industrial Standards
Committee as the result of proposal for revision of Japanese Industrial Standard
submitted by Medical Technology Association of Japan (MTJAPAN)/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 3243:2011 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
patent rights, applications for a patent after opening to the public or utility model rights.
The relevant Minister and the Japanese Industrial Standards Committee are not
responsible for identifying any of such patent rights, applications for a patent after
opening to the public or utility model rights.
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JAPANESE INDUSTRIAL STANDARD JIS T 3243 : 2017

Catheters and tubes designed for
the biliary tract

Introduction

This Japanese Industrial Standard was established in 2005 and has gone through
two revisions up to the present. The last revision was made in 2011, and the revision
at this time is made to correspond to the improvement of convenience for users derived
from changes of the terms, structure of documents, etc.

1 Scope

This Standard specifies tubes and catheters designed for the biliary tract, and their
components. They are inserted into biliary tract [biliary duct (intrahepatic biliary duct,
extrahepatic biliary duct), cholecyst, cystic duct, and papilla] or pancreatic duct, in the
transduodenal, percutaneous transhepatic, or open abdominal surgery, for the purposes
of performing the treatment, such as pus discharge, drainage, perfusion, expansion of
stricture or papilla, prevention of stricture parts, fragmentation, grasp and collection,
extraction and purge of calculus.

2 Normative references

The following standards contain provisions which, through reference in this text, con-
stitute provisions of this Standard. The most recent editions of the standards (includ-
ing amendments) indicated below shall be applied.

JIS T 0307 Medical devices—Symbols to be used with medical device labels, label-
ling and information to be supplied

JIS T 0601-2-18 Medical electrical equipment—Part 2-18: Particular requirements
for the basic safety and essential performance of endoscopic equip-
ment

JIS T 0993-1 Biological evaluation of medical devices—Part 1: Evaluation and test-
ing within a risk management process

3 Terms and definitions

For the purposes of this Standard, the following terms and definitions apply.

3.1 basket catheter

catheter provided with the wire of a basket shape at the tip part, and used for fragmen-
tation, grasp and collection or removal of calculus in the biliary tract

It is used with or without the endoscope, and can be operated by pushing the basket
out of the sheath by manipulating the hand-operated portion, and can fragment or grip
the calculus by putting the basket back into the sheath (see Figure 1)

3.2 balloon catheter

catheter provided with the balloon for expansion or collection, to be used to expand stric-
ture parts of biliary duct or duodenal papilla, or to exclude calculus in the biliary tract
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