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Foreword

This Japanese Industrial Standard has been revised by the Minister of
Health, Labour and Welfare through deliberations at the Japanese In-
dustrial Standards Committee as the result of proposal for revision of
Japanese Industrial Standard submitted by Medical Technology Associa-
tion of Japan (MTJAPAN)/Japanese Standards Association (JSA) with a
draft being attached, based on the provision of Article 12, paragraph (1)
of the Industrial Standardization Act applied mutatis mutandis pursuant
to the provision of Article 16 of the said Act. This edition replaces the
previous edition (JIS T 8238 : 2011), which has been technically revised.

This JIS document is protected by the Copyright Act.

Attention is drawn to the possibility that some parts of this Standard
may conflict with patent rights, published patent application or utility
model rights. The relevant Ministers and the Japanese Industrial Stand-
ards Committee are not responsible for identifying any of such patent
rights, published patent application or utility model rights.
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JAPANESE INDUSTRIAL STANDARD JIS T 3233 : 2023

Evacuated single-use containers for human venous blood
specimen collection

Introduction

This Japanese Industrial Standard has been prepared based on ISO 6710 : 2017,
Edition 2, with some modifications of the technical contents for only the parts relating
to evacuated single-use containers for venous blood specimen collection in order to
harmonize with the actual conditions in 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

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

ISO 6710 : 2017 Single-use containers for human venous blood speci-
men collection (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

Part or all of the provisions of the following standards, through reference in this text,
constitute provisions of this Standard. For standards with the year indication, only the
editions of the indicated year shall be applied and the revisions (including amend-
ments) made thereafter shall not be applied. For those without the indication of the
year, the most recent editions (including amendments) shall be applied.
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3 Terms and definitions

For the purpose of this Standard, the following terms and definitions apply.
3.1
container

vessel intended to contain a blood specimen, together with additives, with closure in
place

3.2
evacuated container

container intended for blood collection by means of evacuation already induced by the
manufacturer

3.3

tube

part of the container, without the closure, that contains the specimen

3.4

closure

component by which the container is sealed, which may consist of several parts
3.5

primary pack

package intended to directly cover the containers

3.6

container interior

inner surface of the container
3.7

additive
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substance that is placed in the container in order to allow the intended analysis to be
performed

3.10

draw volume
3.11

expiry date

3.12
visual inspection

inspection by an observer with normal or corrected-to-normal vision without magnifi-
cation under a uniform illuminance between 500 Ix and 1 000 Ix

3.13
relative centrifugal force, RCF

force that is generated during the specimen centrifugation process, which is specified
by the manufacturer for adequate separation

3.14
specimen

venous blood collected in a container

4 Configuration and names of parts

Anevacuated container consists of tube and closure. It may include additives in ac-
cordance with the purpose of use.
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Figure 1 illustrates a typical evacuated container.

Closure Tube Additive

/

/ 3 ©
© ©

Figure 1 Configuration and examples of names of parts of container

5 Materials

5.1 The tube shall be made of material which allows a clear view of the contents when
subjected to visual inspection, unless exposure to ultraviolet light or visible light would
degrade the contents.

5.2 If a container is intended specifically for the determination of a certain element/
substance, the maximum level of contamination with the element/substance inside the
container and the analytical method employed shall be stated by the manufacturer in
supporting literature or on the label or packaging (see 11.2).

For the determination of specified metals and other specified substances, the formu-
lation of the closure material should be such as not to interfere with the determination
thereby affecting the results.

5.3 The container shall be free from foreign matter when subjected to visual inspec-
tion.

6 Draw volume
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7 Design

7.1 The closure shall not become loose during mixing when tested for leakage in ac-
fluorescence shall be detectable in the water in which the container has been im-
mersed.

7.2 Where a closure is intended to be removed to gain access to the contents of the
container, it shall be designed so that it can be removed by gripping with the fingers
and/or by mechanical means, so that the part of the closure that could be in contact
with the specimen is not touched.

8 Construction

8.1 The container holding the specimen shall not break, crack or leak, when centri-
fuged at an RCF of 3 000 g or the value specified by the manufacturer for the intended

NOTE g =19.806 65 m/s2.

8.2 When subjected to visual inspection, the container shall not have a sharp edge,
projection or surface roughness capable of accidentally cutting, puncturing or abrading
the skin of the user.

The interior of the unopened and unused container shall be sterile. The container
and any additive shall be subjected to a validated process designed in accordance with

11 Marking and labelling
11.1  _Tube

Documents

PROTECTED BY COPYRIGHT Document Sharing Hub

Copyright Japanese Standards Association
Licensee=Hong Kong Polytechnic University/9976803100, User=CEN, Siyu

Prquided by Accuris under license with J
No @Tﬁdamm&d@rﬁaﬁ' éoiﬁﬁo]f: iRenderont hcdris Not for Resale, 01/12/2025 11:38:21 MST


http://avadocuments2026.com/doc/jis-t-3233-2023
http://avadocuments2026.com/doc/jis-t-3233-2023

