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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

in accordance with the
org[directivesl.

eastingavote: 3: ,

N <O
cuiment may be the subject of
13uch patent rights.

ISO/TC 76, Transfusion, infusion and @j@g\ n equipment for medical and
pharmaceutical use. \Qé\ &
Q

6.14 nnex B
Clause 10

Clause 11

i

ISO 8536 consists of the following parts, under the general title Infusion equipment for medical use:

Part 1: Infusion glass bottles

—n
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— Part 2: Closures for infusion bottles

— Part 3: Aluminium caps for infusion bottles

— Part 4: Infusion sets for single use, gravity feed

— Part 5: Burette infusion sets for single use, gravity feed

— Part 6: Freeze drying closures for infusion bottles

— Part 7: Caps made of aluminium-plastics combinations for infusion bottles

— Part 8: Infusion emmm-b- for -use with pressure infusion apparatus
— Part 9: Fluid lines for -use with pressure infusion equipment

— Part 10: Accessories for fluid lines for -use with pressure infusion equipment

— Part 11: Infusion filters for -use with pressure infusion equipment
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Infusion equipment for medical use —

Part 8:
Infusion sets for single use with pressure infusion apparatus

1 Scope

This part of ISO 8536 gives users information on sterilized infusion sets for single use with pressure
Eqm'pmeneh up to a maximum of 200 kPa (2 bar).

infusion

2 Normative references Q

The followin
are indispensable for
only the edition cited applies. For undated i
(including any amendments) applies. § A

ISO 594-2:49981), Conical fittings with-6v% @er) g@rﬁr%éyrmges needles and certain other medical
equipment — Part 2: Lock fittings &yw & ‘?XQ Q

ISO 8536-4:2004, Infusion equipment for mec(&?hlg?e — Part 4: Infusion sets for single use, gravity feed

ISO 15223’ Medical devices — Simboliﬁ gaased with medical device labels, labelling and information to
be supplie

nnex B
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bousvolume

VB

FI_

Note 1 to entry: For ilustation ofthe bolus volume see i 1

34 General requirements

9—1. The nomenclature to be used for components of infusion sets and of a separate air-inlet device is
given in Figures #2, 23, and 34. These figures illustrate examples of the configuration of infusion sets and
air-inlet devices; other configurations may be used provided they lead to the same results. Infusion sets as
illustrated in Figure 23 should only be used for collapsible plastics containers. Infusion sets as illustrated
in Figure 23 used with separate air-inlet devices as illustrated in Figure 34, or infusion sets as illustrated
in Figure #2 shall be used for rigid containers.
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Key
protective cap of closure-piercing device

closure-piercing device

air-inlet with air filter and closure \lbﬂ' injection site

fluid channel %-B\% 1 ‘male conical fitting

drip tube @Q 12 protective cap of male conical fitting
drip chamber 13 flow element

rerik1

Figure #2 — Example of a vented infusion set
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