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Foreword

This translation has been made based on the original Japanese Industrial
Standard established by the Minister of International Trade and Industry,
and Minister of Health and Welfare through deliberations at the Japanese
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a Japanese Industirial Standard from the Japan Glove Industries
Association (GIA), with a draft of Industrial Standard based on the
provision of Clause 1, Article 12 of the Industrial Standardization Law.
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JAPANESE INDUSTRIAL STANDARD JIS T 9107 : 2000

Single-use sterile surgical rubber gloves

Introduction This Japanese Industrial Standard has been prepared based on the
first edition of ISO 10282 Single-use steriie surgical rubber gloves—~Specification pub-
lished in 1994 for the corresponding parts without modification in technical contents
(shape and dimensions), and items not specified in the corresponding International
Standard have been additionally contained herein as Japanese Industrial Standard.

1 Scope This Standard specifies the packed sterilized surgical rubber gloves of
single-use type (hereafter referred to as “gloves”) to protect the patient and the user
from cross-contamination, when used for medical and dental operations.

Remarks : The corresponding International Standard to this Standard is as fol-
lows.

ISO 10282 : 1994 Single-use sterile surgical rubber gloves—Specifi-
cation

2 Normative references The following standards contain provisions which, through
reference in this Standard, constitute provisions of this Standard. If the indication
of the year of coming into effect is given to these referred standards, only the edi-
tion of indicated yvear constitutes the provision of this Standard but the revision and
amendments made thereafter are not applied. The normative references without the
indication of the year of coming into effect apply limiting only the most recent edi-
tion (including amendments).

JIS K 6250 General rules of physical testing methods for rubber, vulcanized or
thermaplastic

Remarks : ISO 471 : 1983 Rubber—Standard temperatures, humidities and times
for the conditioning and testing of test pieces,

ISO 1826 : 1981 Rubber, vulcanized-time-interval between vulcani-
zation and testing—Specification,

ISO 4648 : 1991 Rubber, vuicanized or thermoplastic—Determination
of dimensions of test pieces and products for test purposes and

ISO 4661 : 1993 Rubber, vulcanized or thermoplastic—Preparation

of samples and test pieces—Part 1 : Physical test are equivalent to JIS
K 6250.

JIS K 6251 Tensile testing methods for vuleantzed rubber

Remarks : ISO 37 :1994 Rubber, vulcanized or thermoplastic—Determination of
fensile stress-strain properties is equivalent to the said standard.

JIS K 6257 Accelerated aging test meithods for vuleanized rubber

Remarks : ISO 188 : 1982 Rubber, vulcanized—Accelerated aging or heat-resis-
tance tests is equivalent to the said standard.

JIS T 9010 Test methods relevant to biological safety of rubber products

Remarks : ISO 2859-1: 1989 Sampling procedures for inspection by atiributes—
Part 1:Sampling plans indexed by acceptable quality level (AQL) for
lot-by-lot inspection is equivalent to the said standard.
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T 9107 : 2300

ISO 7000 : 1989 Graphical symbols for use on equipment—Index and synopsis
Bilingual edition

3 Classification

3.1 Type The gloves shall be classified by material used as follows:
a) Type 1: gloves made primarily from natural rubber latex;

by Type 2: gloves made primarily from synthetic rubber latex or from a solution
of natural rubber or a solution of synthetic rubber.

3.2 Design The gloves shall be classified by shape as follows:
Design S: gloves with straight fingers;
Design C: gloves with fingers curved in the palmar direction.

Remarks : Design S is expressed by “R” in ISO.

3.3 Finish The gloves shall be clagsified by finish as follows:
Finish T: gloves with textured surface over part or all of them,;

Finish P: gloves with smooth surface.
4 Materials

4.1 Primary material The primary material of gloves shail be compounded natural
or synthetic rubber latex or compounded natural or synthetic rubber solution.

Information : It is recognized that some individuals may become sensitized to
water-soluble protein originated from natural rubber (Type I al-
lergy or Immediate type allergy)}, and require gloves of an alter-
native formulation.

4.2 Auxiliary material

a) To facilitate donning and removing the gloves, any surface treatment, lubricant
oY powder may be used.

b) Any pigment used shall be safe.

¢) The materials to be used for surface treatment shall not be biologically hazard-
ous and the materials shall be marked as occasion needs.

Information : It is recognized that some individuals may become sensitized to
specific rubber compounding reagents {Type IV allergy or Delayed
type allergy), and require gloves of an alternative formulation,

5 Size codes and dimensions The size codes and dimensions of gloves shall conform
to Table 1. Dimensions shall be measured in accordance with 8.1.
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