Licensed exclusively to SABS.
Copying and network storage prohibited.

ISBN 9
978-0-626-3
32369-1

SANS
S 1866
6-2:20
018
Edition 1

SO
OUTH AFRIC
A
CAN N
NATIO
ONAL
L STAN
NDAR
RD

Med
dical device
d
es
Parrt 2: Medicall respiirators
s

W
WARNING
G
Th
his docum
ment refere
ences oth
her
docume
ents norm
matively.

Publish
hed by the So
outh African Bureau
B
of Sta
andards
1 Dr Lattegan Road Groenkloof
G
 Private Bag
g X191 Pretorria 0001
Tel: +27
7 12 428 7911
1 Fax: +27 12 344 1568
www.sa
abs.co.za
 SABS
S

Licensed exclusively to SABS.
Copying and network storage prohibited.

This page has been left blank intentionally

Licensed exclusively to SABS.
Copying and network storage prohibited.

COPYRIGHT PROTECTED DOCUMENT

© SABS
In terms of the Standards Act 8 of 2008, the copyright in all South African National Standards or any
other publications published by the SABS Standards Division, vests in the SABS. Any use of
South African National Standards is limited to use specifically prescribed by the SABS. In the case of a
South African National Standard based on an international standard, ownership of the copyright vests in
the organization from which the SABS adopted the standard, whether it be under licence or
membership agreement. The SABS is obliged to protect such copyright and is authorized to make the
relevant international organization aware of any misuse thereof. Unless exemption has been granted,
no extract or full text of any South African National Standard may be copied, reproduced, stored in a
retrieval system or transmitted in any form or by any means without prior written permission from the
SABS Standards Division. This does not preclude the free use, in the course of implementing the
standard, of necessary details such as symbols, and size, type or grade designations. If these details
are to be used for any purpose other than implementation, prior written permission must be obtained.
Details, advice and limitations of use can be obtained from the Manager: Standards Sales and
Information Services. Tel: +27 (0) 12 428 6883 email: sales@sabs.co.za
SABS – Standards Division
The objective of the SABS Standards Division is to develop, promote and maintain South African
National Standards. This objective is incorporated in the Standards Act, 2008 (Act No. 8 of 2008).
The SABS continuously strives to improve the quality of its products and services and would therefore
be grateful if anyone finding an inaccuracy or ambiguity while using this standard would inform the
secretary of the technical committee responsible, the identity of which can be found in the foreword.
Buying Standards
Contact the Sales Office for South African and international standards, which are available in both
electronic and hard copy format. Tel: +27 (0) 12 428 6883 email: sales@sabs.co.za
South African National
www.store.sabs.co.za

Standards

are

also

available

online

from

the

SABS

Webstore

Information on Standards
SABS Customer Services provide comprehensive standards-related information on national, regional
and international standards. Tel: +27 (0) 12 428 7911 / 0861 27 7227 email: info@sabs.co.za

Licensed exclusively to SABS.
Copying and network storage prohibited.

SANS 1866-2:2018
Edition 1
Table of changes
Change No.

Date

Scope

Foreword
This South African standard was prepared by National Committee SABS/TC 1039, Medical devices,
in accordance with procedures of the South African Bureau of Standards, in compliance with
annex 3 of the WTO/TBT agreement.
This document was approved for publication in March 2018.
Reference is made in A.1.2 to the "relevant national legislation". In South Africa this means the
Occupational Health and Safety Act, 1993 (Act No. 85 of 1993).
SANS 1866 consists of the following parts, under the general title Medical devices:
Part 1: Medical face masks.
Part 2: Medical respirators.
Annex A forms an integral part of this document.
Compliance with this document cannot confer immunity from legal obligations.

Introduction
An air purifying medical respirator provides a barrier to prevent healthcare workers from inhaling
infective airborne agents such as bacteria and viruses. The level of protection a medical respirator
provides is determined by the efficiency of the filter material and the extent to which the face piece
fits or seals to the healthcare worker’s face. A number of studies have shown that surgical masks
alone do not provide adequate protection in filtering out infective airborne agents. Surgical masks
are not respirators; they do not comply with the necessary requirements for respiratory protection.
Respirators are designed to have the characteristics of both an approved respirator and a surgical
mask. In the United States these products, typically referred to as "Surgical respirators", are
approved by the National Institute for Occupational Safety and Health (NIOSH) and are cleared by
the US Food and Drug Administration (FDA) for use in surgery. In Europe medical respirators,
referred to as "Health care respirators", are tested in accordance with EN 149 and are endorsed by
both the European Medical Devices Directive and the Personal Protective Equipment (PPE)
Directive.
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