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T 3246 : 2005
Foreword

This translation has been made based on the original Japanese
Industrial Standard established by the Minister of Health, Labour and
Welfare through deliberations at the Japanese Industrial Standards
Committee according to the proposal of establishing a Japanese
Industrial Standard from Japan Medical Devices Manufacturers
Association (JMED)/Japanese Standards Association (JSA), with a draft
being attached, based on the provision of Article 12 Clause 1 of the
Industrial Standardization 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, utility model right or application for registration of utility
model after opening to the public 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, utility model right or application for
registration of utility model after opening to the public which have the
said technical properties.

Date of Establishment: 2005-03-25

Date of Public Notice in Official Gazette: 2005-03-25

Investigated by: Japanese Industrial Standards Committee
Standards Board

Technical Committee on Medical Equipment

JIS T 3246: 2005, First English edition published in 2005-12

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 2005

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 T

Documents
PROTECTED BY COPYRIGHT Document Sharing Hub

Copyright Japanese Standards Association
Provided by IHS under license with JSA
No reproduction or networking permitted without license from IHS Not for Resale

Full document details: JIS T 3246 2005


http://www.avadocuments.com/doc/jis-t-3246-2005
http://www.avadocuments.com/doc/jis-t-3246-2005

T 3246 - 2005

Contents
Page
1 S O ettt ettt et e ite et et e e et e et e et e et ee st e b ettt bt et e taa et theataaranatbas st st aranes 1
2 Normative referenCeS. .. ....iiin et ee et e ee et e et e e r e e 1
3 Terms and definitions .......oooiiiiiiiiii e e 1
4 Configuration and name of @aCh PAL ..vvveeiveeiieeiie e ern e eanns 1
5 Requirements. ..o 2
5.1  Appearance and Cleanliness.....coc.vviieeiririvenieiieirieerieeeiaseeeeerreranseeneesrieernaerans 2
5.2  Tensile strength of catheter tubes ..o, 2
5.3  Strength of the joint part between catheter tubes and hubs............................. 2
5.4  Strength of the joint part between catheter tubes and needles.............couveeenie. 2
5.5  Blockage of catheter tubes and leakage of the joint part.........ccooevvvveevreneennnnn.. 2
5.6 Leakage test for Dalloomns ..o iiieeieiieiei e 2
5.7 Biolo@ical Safety..cuun i rann s 2
B.8  Assurance of Sterility .......ooeuiiieiii e 3
6 PACKAGINIE «oeeeieieie ettt ettt e e e 3
6.1  Primary PACKAGING . .o.oeeniii e e eaan 3
6.2  Secondary Packaging ..........oouiiiiiiiiiiiii e aaanas 3
7 LabElling ...t e s 3
7.1  Primary PaCKagINg ...ooooe i e et aeanaeeaaan 3
7.2 Secondary PACKAZING ....couiiiiiiiiii ittt ee et e e st e et e e b e ataa st aaans 3
7.3 USE O SYMDOLS «.ceviiiiiiiiiieiei e eteeeereeesrnteeerateeserenesssaneesrnnnssrnnnesseres 4
@ Documents
PROTECTED BY COPYRIGHT Document Sharing Hub

Copyright Japanese Standards Association
Provided by IHS under license with JSA
No reproduction or networking permitted without license from IHS Not for Resale

Full document details: JIS T 3246 2005


http://www.avadocuments.com/doc/jis-t-3246-2005
http://www.avadocuments.com/doc/jis-t-3246-2005

