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Foreword

This translation has been made based on the original Japanese Indus-
trial Standard revised by the Minister of Health, Labour and Welfare
through deliberations at the Japanese Industrial Standards Commit-
tee as the result of proposal for revision of Japanese Industrial Stan-
dard submitted by Japan Medical Devices Manufacturers Association
(JMED)/Japanese Standards Association (JSA) with the draft being at-
tached, 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 3212 : 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 3212 : 2011

Sterile blood transfusion set

Introduction

This Japanese Industrial Standard has been prepared based on the third edition of
ISO 1135-4 published in 2004 with some modifications of the technical contents in or-
der to harmonize with the actual conditions in Japan.

The portions with continuous sidelines or dotted underlines are the matters in which
the contents of the corresponding International Standard have been modified. A list of
modifications with the explanations is given in Annex JA.

1 Scope

This Standard specifies the sterile blood transfusion sets for the transfusion of blood
preparations such as preserved blood (hereafter referred to as “transfusion sets”) that
are ready to use and single-use.

NOTE: The International Standard corresponding to this Standard and the
symbol of degree of correspondence are as follows.

ISO 1135-4:2004  Transfusion equipment for medical use—Part 4.
Transtfusion sets for single use (MOD)

In addition, symbols which denote the degree of correspondence in the
contents between the relevant International Standard 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,
constitute provisions of this Standard. For standards with the year indication, only the
edition of the indicated year shall apply but the revisions (including amendments)
made thereafter shall not apply.

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

NOTE : Corresponding International Standard : ISO 15223 Medical devices—
Symbols to be used with medical device labels, labelling and information
to be supplied and Amendment 1 (IDT)

JIS T 0993-1 Biological evaluation of medical devices—Part 1° Evaluation and test-
ing

NOTE : Corresponding International Standard : ISO 10993-1: 2003 Brological
evaluation of medical devices—Part 1° Evaluation and testing (IDT)
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JIS T 3209 :2011 Sterile injection needles

NOTE : Corresponding International Standard : ISO 7864:1993 Sterile hypoder-
mic needles for single use (MOD)

JIS T 3222 : 2011 Sterile winged intravenous devices

ISO 594-1:1986  Conical fittings with a 6 % (Luer) taper for syringes, needles and
certain other medical equipment—~Part 1 : General requirements

ISO 594-2:1998  Conical fittings with 6 % (Luer) taper for syringes, needles and
certain other medical equipment—DPart 2 : Lock fittings

ISO 3696 :1987 Water for analytical laboratory use—Specification and test methods

3. Terms and definitions
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3.7 _bottle needle
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3.23 intravenous needle

Figure 1 illustrates a typical transfusion set, figure 2 illustrates typical components
of transfusion set and figure 3 illustrates a typical burette.
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Figure 1 Configuration of typical transfusion set (Example)
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Figure 2 Components (Example)
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