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Disclaimer

All technical publications of EIGA or under EIGA's name, including Codes of practice, Safety procedures and any other technical
information contained in such publications were obtained from sources believed to be reliable and are based on technical
information and experience currently available from members of EIGA and others at the date of their issuance.

While EIGA recommends reference to or use of its publications by its members, such reference to or use of EIGA's publications
by its members or third parties are purely voluntary and not binding.

Therefore, EIGA or its members make no guarantee of the results and assume no liability or responsibility in connection with the
reference to or use of information or suggestions contained in EIGA's publications.

EIGA has no control whatsoever as regards, performance or non performance, misinterpretation, proper or improper use of any
information or suggestions contained in EIGA's publications by any person or entity (including EIGA members) and EIGA expressly
disclaims any liability in connection thereto.

EIGA's publications are subject to periodic review and users are cautioned to obtain the latest edition.

© EIGA grants permission to reproduce this publication provided the Association is acknowledged as the source
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Amendments to Doc 193/14

Section Content
Whole Document Given the years of existence of the technology, detailed advice to
manufacturer (materials, etc...) was removed.
Whole Document Duplication with other EIGA documents was removed. References were
updated.
Section 7 and 8 For the concentrator, reference is made to EIGA Doc 89.
Section 9 Life Cycle and environmental compliance was removed as it is covered in
previous chapters.
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1 Introduction

Many patients suffering from respiratory diseases receives ambulatory (mobile) oxygen therapy and
services, among which self-fill systems.

Self-fill systems allow the patients to fill oxygen cylinders at high pressure, at home, for personal use
only. These systems have been in use for a number of years.

The units described in this publication consist of assemblies of components that include compressors,
stationary concentrators, cylinders with standard valves and oxygen conserving devices.

It remains important to maintain the safety aspects of these medical devices which are compressing
oxygen at a high pressure and filling cylinders in an uncontrolled environment.

2 Scope and purpose
21 Scope

The publication covers the principles of design, filling process, maintenance and use of self-fill gaseous
oxygen units.

2.2 Purpose
To provide guidance on these systems working in a home environment with high pressure oxygen and

to provide advice to the manufacturers, designers, purchasers, homecare service providers, users
(patients or care givers) and prescribers.

3 Definitions
31 Publication terminology
3.1.1  Shall

Indicates that the procedure is mandatory; it is used wherever the criterion for conformance to specific
recommendations allows no deviation.

3.1.2 Should

Indicates that a procedure is recommended.

3.1.3 May

Indicates that the procedure is optional.

3.1.4 Wil

Will is used only to indicate the future, not a degree of requirement.
3.1.5 Can

Indicates a possibility or ability.

3.2 Technical definitions

3.21 Medical oxygen and Oxygen enriched air

. Medical oxygen, supplied as a medicinal product under a Marketing Authorisation (MA),
compliant with the European Pharmacopoeia specification for medical oxygen. This covers
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