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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 8226-2 : 2015), which has been technically re-
vised.

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, published patent application or utility
model rights. The relevant Minister and the Japanese Industrial Stand-
ards 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 3226 series consists of the following 2 parts under the general title
Needle-based injection systems for medical use —:

Part 1°- Needle-based injection systems — Requirements and test methods

Part 2 Needles — Requirements and test methods
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JAPANESE INDUSTRIAL STANDARD JIS T 3226-2 : 2023

Needle-based injection systems for medical use — Part 2:
Needles — Requirements and test methods

Introduction

This Japanese Industrial Standard has been prepared based on ISO 11608-2 : 2012,
Edition 2, with some modifications of the technical contents to reflect the local condi-
tions in Japan.

The dotted underlines indicate changes from the corresponding International Stand-
ard. A list of modifications with the explanations is given in Annex JA.

1 Scope

This Standard specifies requirements and test methods for single-use, double-ended,
sterile needles for needle-based injection systems (NISs) that fulfil the specifications of
JIS T 3226-1 (hereafter referred to as needles). It is not applicable to:

— needles for dental use;
— pre-filled syringe needles;
— needles pre-assembled by the manufacturer;

— needles not requiring assembly or attachment to the NIS.

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

ISO 11608-2 : 2012 Needle-based injection systems for medical use —
Requirements and test methods — Part 2: Needles (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.

JIS C 60068-2-30 : 2011 Environmental testing — Part 2-30° Tests — Test Db:
Damp heat, cyclic (12 h + 12 h cycle)

NOTE Normative reference in the corresponding International Standard: IEC
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60068-2-30 : 2005 Environmental testing — Part 2-30° Tests — Test
Db’ Damp heat, cyclic (12 h + 12 h cycle)

NOTE 1 Normative reference in the corresponding International Standard: ISO
7864 : 1993 Sterile hypodermic needles for single use

JIS T 3226-1 Needle-based injection systems for medical use — Part 1° Needle-
based injection systems — Requirements and test methods

NOTE Normative reference in the corresponding International Standard: ISO
11608-1 Needle-based injection systems for medical use — Require-
ments and test methods — Part 1° Needle-based injection systems

ISO 9626 Stainless steel needle tubing for the manufacture of medical devices —
Requirements and test methods

8 Terms and definitions

For the purpose of this Standard, the following terms and definitions apply.
3.1
needle-based injection system, NIS

injection system intended for parenteral administration by injection of medicinal
products using a needle and a multi-dose or single-dose container

Note 1 to entry See Figure 1.
3.2
unit packaging

needle container, together with the seal forming the packaging of the device, that
maintains the sterility of the needle

3.3

user packaging

what is provided to the user with one or a collection of devices, in their unit packaging,
of the same item and from the same manufacturing batch

3.4

seal

removable barrier which is intended to maintain the sterility of the needle inside the
unit packaging
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1: seal
2! means of needle assembly attachment
3: needle hub
4: unit packaging
5: needle shield (not required)
6: needle tube
7: jointing medium Gf used)

NOTE The unit packaging may serve as a needle shield.

Figure 1 Example presentation of needle assembly for a NIS

4 Requirements

4,1 Materials

15510.
4.2 Dimensions
4.2.1 General

The tubing characteristics used in needles shall meet the requirements of ISO 9626.
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