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QHW Designation: D 3492 — 97

Standard Specification for

Rubber Contraceptives (Male Condoms) *

This standard is issued under the fixed designation D 3492; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilone} indicates an editorial change since the last revision or reapproval.

1. Scope Inspection by Attributes

_ 11 This specification covers the minimum requirements for& Materials and Manufacture
individually packaged male condoms made from natural rubber
latex and intended for single use. This specification does not 3-1 Condoms shall be manufactured from natural rubber
cover the specifications for lubricants or other dressing matd@t€x conforming to Specification D 1076. . .
rials that may be applied to condoms except as noted in 3.2, 3-2 The condoms and any dressing materials applied to

1.2 This specification is intended to assist buyers in obtainthem shall not liberate substances that are known to be toxic,
ing condoms of consistent quality. The safe and proper use §€nsitizing, locally irritating, or otherwise harmful to the
condoms is excluded from the scope of this specification. 9€neral population under normal conditions of use.

1.3 The applicability of this specification is as a design Nore 1—Natural rubber latex products are known to cause irritation or
guideline and a reference test specification. It is not intended teensitivity in a small proportion of the user population.
be a routine quality control specification for condom manufac- Note 2—Condom lubricants that contain Nonoxynol 9 spermicide are
turing operations. known to cause irritation in a small proportion of the user population.
14 The annexes in this specification mclud_e important, Requirements
information, such as that on apparatus or materials, that is a

4.1 General

mandatory part of the specification but too detailed for inclu- i )
4.1.1 Sampling—Samples will be selected randomly from

sion in the main text. : L .
1.5 The appendixes in this specification contain informatiorfn® defined “lot”. The sampling plan must conform to the

intended to provide guidance only and are not a mandatory pafgduirements listed in Table 1.~
of the specification. 4.1.2 Sample Handling- To avoid inadvertent damage,

operators must wear rubber gloves, finger cots, or other
2. Referenced Documents suitable hand/finger covers and exercise reasonable caution in
2.1 ASTM Standards: handling the packet or condom in order to minimize the

D 412 Test Methods for Vulcanized Rubber and Thermo-Possibility of damage during the testing procedure.
plastic Rubbers and Thermoplastic Elastomers—TeRsion 4-1.3 Process Controls- Manufacturers may use process

D 573 Test Method for Rubber—Deterioration in an Air control tests to determine condom properties. Finished con-
Oover? doms shall be used for qualification and referee tests.

D 1076 Specification for Rubber—Concentrated, Ammonia_4-2 Dimensions-Condoms shall meet the requirements
Preserved, Creamed, and Centrifuged Natural [2atex ~ isted in Table 2. _ _

D 3078 Test Method for Determination of Leaks in Flexible ~4-2.1 Procedures for Dimensional Test
Packaging by Bubble Emissin 4.2.1.1 Length—Measure the length of the condom to the

D 3767 Practice for Rubber—Measurement of Dimensions€arest 1 mm, using the method described in Annex Al.

E 691 Practice for Conducting an Interlaboratory Study to 4-2.1.2 Width—Measure to the nearest 0.5 mm the width of
Determine the Precision of a Test Metfod the condom laid flat at a distance 305 mm from the open

2.2 Other Document: end. , . .
ANSI/MIL-STD 105E Sampling Procedures and Tables for 4.2.1.3 Thickness-Measure the thickness of condoms dried
at room temperature for a minimum of 16 h after any dressing
materials have been removed with water or isopropanol.
[ Measure the wall thickness at three points,=3® mm, 90+
1 This specification is under the jurisdiction of ASTM Committee D-11 on 5 mm and 150+ 5 mm from the closed end. The thickness
Rubber and is the direct responsibility of Subcommittee D11.40 on Consumemeasuring device shall conform to that specified in Practice

Rubber Products. ;
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