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ﬁSTI STANDARDI EESSONA NATIONAL FOREWORD

9 2003 sisaldab Euroopa standardi | 9360-2:2003 consists of the English text of
EN 9360-2:2002 ingliskeelset teksti. |the European standard EN ISO 9360-

O 2:2002.

R%v Eesti standard EVS-EN ISO This Estonian standard EVS-EN I1SO

Kéesolev@ ment on joustatud This document is endorsed on 19.03.2003
19.03.2003 é le kohta on avaldatud with the notification being published in the
teade Eesti s rdiorganisatsiooni official publication of the Estonian national

ametlikus valja . standardisation organisation.
Standard on kattes v Eesti The standard is available from Estonian
standardiorganisatsioeni standardisation organisation.
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Kasitlusala: ¢ Scope:
This part of ISO 9360 is bas&ﬂ)n ISO This part of ISO 9360 is based on ISO

9360-1:2000 and specifies certai 9360-1:2000 and specifies certain
requirements and test methods@neat requirements and test methods for heat
and moisture exchangers (HMEs‘ww and moisture exchangers (HMEs) without
machine connector ports, includi )Q machine connector ports, including those
incorporating breathing system filters ® incorporating breathing system filters
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Votmesonad: anaesthesiology, breathing equipment, definition, defi s,
determination of moisture, documentations, exchangers, heat exchange@nhaled air,

ICS 11.040.10

marking, medical equipment, moisture control, mould growth tests, peo sting,
tracheotomy, wetting, volume j
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Oé English version

naesthetic and respiratory equipment — Heat and moisture
ex ers (HMEs) for humidifying respired gases in humans

2: HMEs for use with tracheostomized patients having
minimum tidal volumes of 250 ml

@ (ISO 9360-2 : 2001)
Matériel d’anesﬁée et de réanima- Anésthesie- und Beatmungsgeréate —
tion respiratoire — ngeurs de cha-  Warme- und Feuchtigkeitsaustau-
leur et d’humidité utilisés pour scher zur Anfeuchtung von Atemgasen
humidifier les gaz respirés par les étres  beim Menschen - Teil 2: Warme- und
humains — Partie 2: EC@UF utilisa- Feuchtigkeitsaustauscher zur Verwen-
tion avec des patients t éotomisés dung bei tracheostomierten Patienten

ayant des volumes courant u mit Mindesthubvolumina von 250 ml
moins 250 ml (ISO 9360-2": ;z (ISO 9360-2 : 2001)
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This European Standard was appr@ﬁy CEN on 2002-09-23.

CEN members are bound to comply wi e CEN/CENELEC Internal Regulations
which stipulate the conditions for givi s European Standard the status of a
national standard without any alteration!

Up-to-date lists and bibliographical references concerning such national stand-
ards may be obtained on application to @anagement Centre or to any
CEN member.

The European Standards exist in three official ver English, French, German).
A version in any other language made by translati er the responsibility of a
CEN member into its own language and notified to @anagement Centre has
the same status as the official versions.

CEN members are the national standards bodies of Aus¢
Republic, Denmark, Finland, France, Germany, Greece,
Luxembourg, Malta, the Netherlands, Norway, Portugal, Spai
land, and the United Kingdom.

elgium, the Czech
, Ireland, ltaly,
eden, Switzer-
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Foreword

International Standard

ISO 9360-2 : 2001 Anaesthetic and respiratory equipment — Heat and moisture exchangers (HMEs) for hu-
midifying respired gases in humans — Part 2: HMEs for use with tracheostomized patients
having minimum tidal volumes of 250 ml (ISO 9360-2 : 2001),

which wi\s»oared by ISO/TC 121 ‘Aneasthetic and respiratory equipment’ of the International Organization

for Standardizétion, has been adopted by Technical Committee CEN/TC 215 ‘Respiratory and aneasthetic

equipment¥asja European Standard.

This Europe ndard shall be given the status of a national standard, either by publication of an identical

text or by end@r ent, and conflicting national standards withdrawn, by May 2003 at the latest.

In accordance wit?@éEN/CENELEC Internal Regulations, the national standards organizations of the follow-

ing countries are to implement this European Standard:

Austria, Belgium, th ch Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, ltaly,
Luxembourg, Malta, t erlands, Norway, Portugal, Spain, Sweden, Switzerland, and the United Kingdom.

The text of the International
any modification.

NOTE: Normative references to @ tional publications are listed in Annex ZA (normative).

rd ISO 9360-2 : 2001 was approved by CEN as a European Standard without

Endorsement noticeo
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1 Scope

This part of ISO 9360 is based on 1SO 9360-1:2000 and specifies certain requirements and test methods for heat
and moisture exchangers (HMEs) without machine connector ports, including those incorporating breathing system
filters. These devices are intended for the humidification of respired gases for tracheostomized patients having a
tidalﬁ@e of 250 ml or greater.

*
2 N m{ﬁive references

The following tive documents contain provisions which, through reference in this text, constitute provisions of
this part of 1S 60. For dated references, subsequent amendments to, or revisions of, any of these publications
do not apply. H @ er, parties to agreements based on this part of ISO 9360 are encouraged to investigate the
possibility of applymg, the most recent editions of the normative documents indicated below. For undated
references, the late @ion of the normative document referred to applies. Members of ISO and IEC maintain

registers of currently international Standards.
1ISO 4135, Anaesthetic a@piramry equipment — Vocabulary.

ISO 5356-1:1996, Anaesthe respiratory equipment — Conical connectors — Part 1: Cones and sockets.

=)

ISO 7000, Graphical symbols for é( on,equipment — Index and synopsis.

1SO 9360-1:2000, Anaesthetic and r&é}atory equipment — Heat and moisture exchangers (HMEs) for humidifying
respired gases in humans — Part 1: H E&r use with minimum tidal volumes of 250 ml.

ISO 11607, Packaging for terminally sterilized medical devices.
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3 Terms and definitions QL

*
For the purposes of this part of ISO 9360, the terms a finitions given in 1ISO 4135 and 1SO 9360-1 apply, except

as follows.

3.1 (R) é

HME internal volume

volume contained within the HME, when not pressurized, c@ng of the internal surface of the impermeable
material of the HME and a hypothetical boundary surface |@onsists of the minimum surface area which
encloses the active element of the HME, minus the volume of all ﬁements within the HME, minus the volume

inside all the female connectors



