JIS

JAPANESE
INDUSTRIAL
STANDARD

Translated and Published by
Japanese Standards Association

JIS T 3212-5 w»
(MTJAPAN/JSA)

Sterile blood transfusion set—
Part 5: Sterile transfusion sets for

single use with pressure infusion
apparatus

ICS 11.040.20

Reference number : JIS T 3212-5 : 2019 (E) Documents

Document Sharing Hub
PROTECTED eBX @ngﬁﬂmersi 0000000000000 , User=ERIKSSON , Anna Pern il 15 S

Copyright Japanese Standards Association

ooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Full document details: JIS T 3212-5 2019


http://www.avadocuments.com/doc/jis-t-3212-5-2019
http://www.avadocuments.com/doc/jis-t-3212-5-2019

T 3212-5:2019

Date of Establishment: 2019-03-01

Date of Public Notice in Official Gazette: 2019-03-01

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

Technical Committee on Medical Equipment

JIS T 3212-5:2019, First English edition published in 2019-12

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 2019

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

Document Sharing Hub
Copyright Japanese Standards Association
Provided by IHS Markit under license with JSA PROTECTED BY GORYRIGEEL technic universityo976803100, User=ERIKSSON, Anna Pernil
No reproduction or networking permitted without license from IHS Not for Resale, 02/28/2020 01:13:19 MST

Full document details: JIS T 3212-5 2019


http://www.avadocuments.com/doc/jis-t-3212-5-2019
http://www.avadocuments.com/doc/jis-t-3212-5-2019

T 3212-5: 2019

Contents
Page
0T 30 0 0 (o7 (03 0 N Lt 1
1 Scope .......................................................................................................................... 1
2 NOTIMNALIVE TEIETEIICES v eveererererttietiiiiiiiiiiiiiii ittt et eeraeseseneeeaes 1
3 Terms and definTtiOTNS crceeeeeerrereerttrteitiiiiiiiiiiiiiiiieittrtitetetaetstisttetetsetaereciecsenes 2
4 Composition .............................................................................................................. 2
5 BT 22N 1720 2 0 < 4
6 Physical requirements ............................................................................................. 5
6.1 Particulate CoOntamInation - - oceeeereereereeemtmmiimiieiiiiiitiieiiitieiriieeietietsetaeietieteesernenecnees 5
6.2 Leakage ..................................................................................................................... 5
6.3 Tensile Strength ....................................................................................................... 5
6.4 Closure_piercing [0 =37 6] = T 5
6.5 Tublng ....................................................................................................................... 6
6.6 Filter for blood and blood COMPONENTS ++eeeererrrrrrritti 6
6.7 Drlp chamber and drlp T ceererer 6
6.8 Flow regu]ator .......................................................................................................... 6
6.9 Flow rate of blood and blood COMPONENTS «rrvvrrrereerrrermriiii s 6
6.10 Injection o 17 S e 6
6.11 Male conical ﬁttlng .................................................................................................. 7
6.12 Protective CALPIS ####seesssmmmmmmn L 7
LT TS T o R 0 0 =) 7 1 < 7
7 Chemical requirements ............................................................................................ 8
7.1 DiSSOIVEd MALLET ccverereererarmniiiiiiiiiiiiiiii ittt e ae e e eaeaas 8
8 Biological requirements ........................................................................................... 9
8.1 Lo = = 1 N 9
8.2 Sterlllty ..................................................................................................................... 9
8.3 Pyrogenicity .............................................................................................................. 9
8.4 Haemolysis ---------------------------------------------------------------------------------------------------------------- 9
8.5 Tox1c1ty .................................................................................................................... 10
9 Packaging ................................................................................................................ 10
9.1 TUNIL CONTAIINIET +evvverrrererenrrntaneitiitiiieitiiteitterttitettteraetaetatieenetassseisessesessssnsssssssssnns 10
92 Shelf or MUItI-UNIL CONTAIINIET -+ rcereererrrreertremieiiimiiiiiiiiiiietetiieeietetreraeterernens 10
10 Labelhng .................................................................................................................. 10
T B = Y3 = 1 10
1O.2 TUNIL CONELALIIIET v cveevrrrerrrareeruerntiteitiiettetttietieteteetaeiteeraersetsetsssessssaessssssssssessessssssasnns 10
10.8 Shelf or MUltI-UNIt CONTALIIIET -t rcererrerrereerererieriimiiiiiiiiiiiiiietiitetrtretieietreraeressesaenns 11
W Documents
Document Sharing Hub
ngxxggg;kjyamgerjgriu‘ta::l;er?Tuctsnssoec:/z;ﬁgﬁA |‘ S PROTECTEDﬁicefB;szH@&ﬁ%ﬁ%ﬁg?ity/9976803100, User=ERIKSSON, Anna Pernil

Full document details: JIS T 3212-5 2019


http://www.avadocuments.com/doc/jis-t-3212-5-2019
http://www.avadocuments.com/doc/jis-t-3212-5-2019

T 3212-5: 2019

Annex A (normative) Physical LOSTES rvverrrrrrnreneneeeeneetetttiteiteeetiiteiteeeteateraeeeneaaeanenaananas 12
Annex B (normative) Chemical tests  coteeeeermemmiiniiiii 15
Annex C (normative) Biological LT 1 T s 17

Annex JA (informative) Comparison table between JIS and corresponding

International Standard «.-ccoceeeeerereiiiiiiiiiiiiiiiiiii 18
(ii) Documents
T Document Sharing Hub
Copyright J Standards Associati
Provded byamger;grkna:n:errficesnssoecfzi;ﬁnJSA PROTECTED BY GORYRIGEEL technic universityo976803100, User=ERIKSSON, Anna Pernil
No reproduction or networking permitted without license from IHS Not for Resale, 02/28/2020 01:13:19 MST

Full document details: JIS T 3212-5 2019


http://www.avadocuments.com/doc/jis-t-3212-5-2019
http://www.avadocuments.com/doc/jis-t-3212-5-2019

T 3212-5: 2019

Foreword

This Japanese Industrial Standard has been established by the Minister of Health,
Labour and Welfare through deliberations at the Japanese Industrial Standards Com-
mittee according to the proposal for establishment 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.

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.

JIS T 3212 series consists of the following 2 parts under the general title Sterile blood
transfusion set:
Part 4: Sterile transfusion sets for single use, gravity feed

Part 5: Sterile transfusion sets for single use with pressure infusion apparatus
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JAPANESE INDUSTRIAL STANDARD JIS T 3212-5:2019

Sterile blood transfusion set—Part 5:
Sterile transfusion sets for single use
with pressure infusion apparatus

Introduction

This Japanese Industrial Standard has been prepared based on ISO 1135-5:2015,
Edition 1, with some modifications of the technical contents to reflect the needs and con-
ditions unique to Japan.

The vertical lines on both sides and dotted underlines indicate changes from the cor-
responding International Standard. A list of modifications with the explanations is
given in Annex JA.

1 Scope

This Standard specifies requirements for sterile single-use transfusion sets with pres-
sure infusion apparatus capable of generating pressures up to 200 kPa {2 bar}. It can
also be employed to ensure compatibility of such transfusion sets with containers for
blood and blood components as well as with intravenous equipment.

NOTE The International Standard corresponding to this Standard and the sym-
bol of degree of correspondence are as follows.

ISO 1135-5:2015 Transfusion equipment for medical use—Part 5: Transfu-
sion sets for single use with pressure infusion apparatus (MOD)

In addition, symbols which denote the degree of correspondence in the
contents between the relevant International Standards and JIS are IDT
(identical), MOD (modified), and NEQ (not equivalent) according to ISO/
IEC Guide 21-1.

2 Normative references

The following standards contain provisions which, through reference in this text, con-
stitute provisions of this Standard. For standards with the year indication, only the
editions of the indicated year shall be applied and the revisions (including amendments)
made thereafter shall not be applied. For those without the indication of the year, the
most recent edition (including amendments) shall be applied.

JIS T 0993-1:2012 Biological evaluation of medical devices—Part 1: Evaluation and
testing within a risk management process

NOTE Corresponding International Standard: ISO 10993-1 Biological evaluation
of medical devices—Part 1: Evaluation and testing within a risk manage-
ment process

JIS T 3209 Sterile injection needles

NOTE Corresponding International Standard: ISO 7864 Sterile hypodermic
needles for single use (MOD)
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JIS T 3212-4 Sterile blood transfusion set—Part 4: Sterile transfusion sets for single
use, gravity feed

NOTE Corresponding International Standard: ISO 1135-4 Transfusion equip-
ment for medical use—Part 4: Transfusion sets for single use, gravity feed

JIS T 3217:2016 Plastic collapsible containers for human blood and blood compo-
nents

NOTE Corresponding International Standard: ISO 3826-1:2013 Plastics collaps-
ible containers for human blood and blood components—Part 1: Conven-
tional containers

ISO 3696 Water for analytical laboratory use—Specification and test methods

ISO 3826-2 Plastics collapsible containers for human blood and blood components—
Part 2: Graphical symbols for use on labels and instruction leaflets

ISO 14644-1 Cleanrooms and associated controlled environments—Part 1: Classifi-
cation of air cleanliness by particle concentration

NOTE JIS B 9920:2002 corresponds to the 1999 edition of the above ISO Stan-
dard.

ISO 15223-1 Medical devices—Symbols to be used with medical device labels, label-
ling and information to be supplied—Part 1: General requirements

ISO 80369-7:2016 Small-bore connectors for liquids and gases in healthcare appli-

3 Terms and definitions
For the purpose of this Standard, the terms and definitions given in Clause 2A of JIS

4 Composition

Composition of the transfusion set and nomenclature for components of the transfu-
sion set are given in Figures 1 and 2.
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protective cap of the closure-piercing device
closure-piercing device

fluid channel

drip tube

drip chamber

filter for blood and blood components
tubing

flow regulator
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injection site
10 male conical fitting

11 protective cap of the male conical fitting
Notes @ Indicates alternative locations of the filter for blood and blood components. Other designs are
acceptable, if the same safety aspects are ensured.

b TInjection site is optional.

Figure 1 Example of a transfusion set
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closure-piercing device
filter

air filter

injection site

shut-off valve

shut-off valve retainer
drip tube

burette
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supporting band

Figure 2 Typical burette

5 Materials

The materials from which the transfusion sets given in Clause 4 are manufactured
shall comply with the requirements specified in Clause 6. If components of the transfu-
sion set come into contact with blood and blood components, they shall additionally com-
ply with the requirements specified in Clauses 7 and 8.

Documents

Document Sharing Hub
Copyright Japanese Standards Association
Provided by IHS Markit under license with JSA PROTECTED BY GORYRIGEEL technic universityo976803100, User=ERIKSSON, Anna Pernil

No reproduction or networking permitted without license from IHS Not for Resale, 02/28/2020 01:13:19 MST
Full document details: JIS T 3212-5 2019


http://www.avadocuments.com/doc/jis-t-3212-5-2019
http://www.avadocuments.com/doc/jis-t-3212-5-2019

