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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 3209 : 2011), which has been technically revised. 

However, JIS T 3209 : 2011 remains valid for three years from the date of 
public notice of the revision of this Standard. 

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 Minister and the Japanese Industrial Stand-
ards Committee are not responsible for identifying any of such patent 
rights, published patent application or utility model rights. 

 

Foreword 
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Sterile injection needles 
 

Introduction 

  This Japanese Industrial Standard has been prepared based on ISO 7864 : 2016, 
Edition 4, with some modifications of the technical contents to reflect actual situations 
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 for sterile injection needles for single use of 
0.18 mm to 1.2 mm in nominal outer diameter. 

  It does not apply to dental needles and pen needles. 

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

 ISO 7864 : 2016  Sterile hypodermic needles for single use — Require-
ments and test methods (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 G 4305 : 2021  Cold-rolled stainless steel plate, sheet and strip 

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

NOTE Normative reference in the corresponding International Standard : ISO 
10993-1  Biological evaluation of medical devices — Part 1 : Evaluation 
and testing within a risk management process 

ISO 6009 Hypodermic needles for single use — Colour coding for identification 

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

ISO 15223-1 Medical devices — Symbols to be used with medical device labels, 
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labelling and information to be supplied — Part 1 : General re-
quirements 

ISO 23908 Sharps injury protection — Requirements and test methods — Sharps 
protection features for single-use hypodermic needles, introducers for 
catheters and needles used for blood sampling 

ISO 80369-7 Small-bore connectors for liquids and gases in healthcare applica-
tions — Part 7 : Connectors for intravascular or hypodermic applica-
tions 

3  Terms and definitions 

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

3.1 

gauge 

needle size designation; a particular gauge size corresponds to a designated metric size 
defining limits for outer diameters 

3.2 

unit packaging 

packaging of an individual device, intended to maintain its sterility 

3.3 

user packaging 

packaging, which contains one or more items of unit packaging, designed to provide 
labelling information to the user 

3.4 

needle cap 

cover intended to physically protect the needle tube prior to use 

3.5 

tapered needle 

needle with conical needle tube which has an outer diameter spanning at least two 
consecutive designated metric sizes 

3.6 

nominal outer diameter 

dimension of outer diameter of the needle tube indicated on the encapsulation or con-
tainer of injection needle 

3.7 

nominal length 
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dimension of length of the needle tube indicated on the encapsulation or container of 
injection needle 

3.8 

purified water 

“purified water” specified in Official Monographs of Japanese Pharmacopoeia or water 
at least equivalent thereto in quality 

4  Requirements 

4.1  General 

  Testing finished products shall be conducted on sterilized products. 

4.2  Statistics and reproducibility of test methods 

  Any suitable test system can be used when the required accuracy (calibration) and 
precision [Gauge repeatability and reproducibility (R&R)] can be obtained. 

4.3  Cleanliness 

a) When inspected by normal or corrected-to-normal vision without magnification, the 
surface of the needle tube shall appear free from particles and extraneous matter. 

b) When inspected by normal or corrected-to-normal vision without magnification, the 
hub socket (fluid path surface) shall appear free from particles and extraneous 
matter. 

4.4  Limits for acidity or alkalinity 

  When determined with a laboratory pH meter and using a general purpose electrode, 
the pH value of an extract prepared in accordance with Annex A shall be within one 
unit of pH of that of the control fluid. 

4.5  Limits for extractable metals 

  When tested by a recognized microanalytical method, for example by an atomic ab-
sorption method, an extract prepared in accordance with Annex A shall, when correct-
ed for the metals content of the control fluid, contain not greater than a combined total 
of 5 mg/L of lead, tin, zinc and iron. The cadmium content of the extract shall, when 
corrected for the cadmium content of the control fluid, be lower than 0.1 mg/L. 

4.6  Size designation 

4.6.1  Tubular needle designation 

  The size of the tubular needle shall be designated by the following : 

a) the designated metric size of the needle tube, may also be expressed in millimetres 

— considering the regional distribution of the products, optionally the needle size 
expressed in gauge size; 

b) the nominal length of the needle tube, expressed in millimetres (see Figure 2); 

c) optionally, the wall thickness of the needle, expressed as 
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