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NATIONAL FOREWORD

R?s v Eesti standard EVS-EN I1SO
8 :2005 sisaldab Euroopa standardi
EN 8536-9:2004 ingliskeelset teksti.
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Kéesolev@ ent on joustatud
25.01.2005 le kohta on avaldatud
teade Eesti st rdiorganisatsiooni
ametlikus valja

Standard on kattes
standardiorganisatsioeni

This Estonian standard EVS-EN I1SO
8536-9:2005 consists of the English text of
the European standard EN ISO 8536-
9:2004.

This document is endorsed on 25.01.2005
with the notification being published in the
official publication of the Estonian national
standardisation organisation.

The standard is available from Estonian
standardisation organisation.
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Kasitlusala: ¢
e%S) sterilized

This part of ISO 8536 appli
fluid lines for single use for use wi
pressure infusion equipment up&
maximum of (). The following item
covered by this part of ISO 8536:
syringe pump lines (SPL); b) connect{s
lines (CL); c) lines with integrated injects
cannula (LIC).

Scope:

This part of ISO 8536 applies to sterilized
fluid lines for single use for use with
pressure infusion equipment up to a
maximum of (). The following items are
covered by this part of ISO 8536: a)
syringe pump lines (SPL); b) connecting
ylines (CL); c) lines with integrated injection
rmnula (LIC).
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Infusion equipment for medical use

6%9: Fluid lines for use with pressure infusion equipment

(1SO 8536-9:2004)

Matériel de sion a usage médi- Infusionsgeréate zur medizinischen
cal — Partie 9f res pour utilisa- Verwendung - Teil 9: Ubertragungs-
tion avec des eils de perfusion leitungen zur Verwendung mit Druck-
sous pression (I 0}36—9:2004) infusionsapparaten

(1SO 8536-9:2004)
This European Standard w. proved by CEN on 2004-09-30.
CEN members are bound to y with the CEN/CENELEC Internal Regulations
which stipulate the conditions f jving this European Standard the status of a
national standard without any a&l’:\‘n.
Up-to-date lists and bibliographic rences concerning such national stand-
ards may be obtained on applicati the Management Centre or to any
CEN member.
The European Standards exist in three of%ersions (English, French, German).
A version in any other language made by t ation under the responsibility of a
CEN member into its own language and notifi o the Management Centre has
the same status as the official versions.

CEN members are the national standards bodie ustria, Belgium, Cyprus, the
Czech Republic, Denmark, Estonia, Finland, Fran rmany, Greece, Hungary,

Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembo alta, the Netherlands,
Norway, Poland, Portugal, Slovakia, Slovenia, Spain, den, Switzerland, and
the United Kingdom. ﬁ
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Foreword

International Standard
ISO 8536-9:2004 Infusion equipment for medical use — Part 9: Fluid lines for use with pressure infusion
equipment,
which W%epared by ISO/TC 76 ‘Transfusion, infusion and injection equipment for medical and
e

pharmace | use’ of the International Organization for Standardization, has been adopted by Technical
Committ /TC 205 ‘Non-active medical devices’, the Secretariat of which is held by BSI, as a European
Standard. .

This Europeawg dard shall be given the status of a national standard, either by publication of an identical text
or by endorse , and conflicting national standards withdrawn, by June 2005 at the latest.

In accordance wit CEN/CENELEC Internal Regulations, the national standards organizations of the
following countrie ound to implement this European Standard:

the Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary,
ia, Lithuania, Luxembourg, Malta, the Netherlands, Norway, Poland, Portugal,
eden, Switzerland, and the United Kingdom.

Austria, Belgium, Cy
Iceland, Ireland, Italy,
Slovakia, Slovenia, Spa

Endorsement notice

The text of the International Sta ISO 8536-9:2004 was approved by CEN as a European Standard without
any modification.
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1 Scope

This part of ISO 8536 applies to sterilized fluid lines for single use for use with pressure infusion equipment up
to a maximum of 200 kPa (2 bar).
The followinghitems are covered by this part of ISO 8536:

a) syringe p lines (SPL);
*

b) connecti

¢) lines with i rated injection cannula (LIC).

2 Normative rg@wes

The following referenc
references, only the editio
(including any amendments

cuments are indispensable for the application of this document. For dated
it€d applies. For undated references, the latest edition of the referenced document
ies.

ISO 594-2, Conical fittings with
Part 2: Lock fittings

uer) taper for syringes, needles and certain other medical equipment —

ISO 7864, Sterile hypodermic needles &gingle use
ISO 8536-4:2004, Infusion equipment for /@cal use — Part 4: Infusion sets for single use, gravity feed

ISO 8536-10, Infusion equipment for medical Part 10: Accessories for fluid lines for use with pressure
infusion equipment

ISO 8536-11, Infusion equipment for medical use ﬁrt 11: Infusion filters for use with pressure infusion
equipment ®
ISO 15223, Medical devices — Symbols to be used with @a/ device labels, labelling and information to be

supplied ®

IEC 60601-2-24, Medical electrical equipment — Part 2-24: PaftigUlar requirements for the safety of infusion
pumps and controllers
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