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This is a mark-up copy and uses the following colour coding:
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Fext-exampte2 — indicates removed text (in red)

| | — indicates added graphic figure

———— ] — indicates removed graphic figure
1x.. — Heading numbers containg modifications are highlighted in yellow in

the Table of Contents

All changes in this document have yet to reach concensus by vote and as such should only
be used internally for review purposes.

DISCLAIMER

This Redline version provides you witha quick and-easy way to compare the main changes
between this edition of the standard and-its previous edition. It doesn’t capture all single
changes such as punctuation buthighlights the.modifications providing customers with
the most valuable information. Therefore it is‘important to note that this Redline version is
not the official ISO standard and that theaisers must consult with the clean version of the
standard, which is the official standard; forimplementation purposes.
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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.

'V

v
ts of this do%uﬁ%ent may be the subject of
g any or allsuck hts.

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

© IS0 2015 - All rights reserved v
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Infusion equipment for medical use —

Part 9:
Fluid lines for single use with pressure infusion equipment

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 following items are covered by this part of ISO 8536:
a) syringe pump lines (SPL);
b) connecting lines (CL); $

c) lines with integrated injection cannula (LIC). 46)

2 Normative references

The followin

are indispensable for thre=a .For dated references,
only the edition cited appliés.” For undated\ge?eg:&mes the latest edition of the referenced document
(including any amendments) applies. & @o

o,
ISO 594-2,UConical fittings with 6 @b@ﬁer) taper for syringes, needles and certain other medical
equipment — Part 2: Lock fittings \\% N

ISO 7864, Sterile hypodermic needles for single use
ISO 8536-4:%9-9-‘1'-, Infusion equipment for medical use — Part 4: Infusion sets for single use, gravity feed

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

ISO 8536-11, Infusion equipment for medical use — Part 11: Infusion filters for -use with pressure
infusion equipment

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to
be suppliec!ﬁ

FEE-66601-3-24—Medicateh ser] . DepppoePdPepreiens? . ! : Cireforst
pumpsairdrcontroters

1) Tobe replaced by IS0 80369-7.
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3 BesignationTermes and definitions

N
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Key

1 patient

2 occlusion

3 tube

4 bolus volume
5 syringe pump

Figaie 1 — Boliis volume

4 Materials
The materials from which the fluid lines as=givernrtr-€tawse=3are manufactured shall comply with the
requirements as specified in €tasesCGlause 5, Clause 6, and Clause 7.

5 Physical requirements

5.1 Transparency

Tubing of fluid lines shall be transparent. When tested as specified in A.1, the air-water interface shall
be detectable.

5.2 Particulate contamination
The fluid lines shall be manufactured under conditions that minimize particulate contamination.

The fluid pathway surfaces shall be smooth and clean. When tested as specified in A.2, the number of
particles shall not exceed the contamination index.

5.3 Tensile strength

When tested as specified in A.3, all parts of a fluid line shall withstand a static tensile force of at least
15N for #5515 s.

5.4 Leakage

In the beginning of the test, the whole system shall be conditioned at the test temperature.

© IS0 2015 - All rights reserved 3
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The fluid lines shall be impermeable to air, microorganisms, and fluids. When tested as specified in A.4,
there shall be no leakage of air or water.

5.5 Adapters with female and/or male conical fittings
In the beginning of the test, the whole system shall be conditioned at the test temperature.

Adapters shall be provided with a connector with female conical fitting and/or a connector with male

conical fitting according to ISO 594-2 Arerrtestedasspeeifiedimri-5SrnowatershatHeakfronrthepoint
of-commreetiom

5.6 Accessories

Accessories of fluid lines, other than infusion filters, shall comply with the requirements as specified
in ISO 8536-10.

5.7 Filters

Infusion filters shall comply with the requirements as specified in ISO 8536-11.

5.8 Storage volume

The storage volume shall be mmmn&—ﬁ%eﬁmm
aceording-tostated according to 9.2 i). For a defln}rt@l o@l‘e storagg@q‘aﬁle and for a test method for
the determination of the storage volume, see 9+g3Annex C.

5.9 Injection needles

Injection needles shall comply with ISQ7864“when tested as:specified in A.65.

5.10 Protective caps

[SO 8536-4 applies.

6 Chemical requirements

[SO 8536-4 applies. For test methods, see Annex B!

7 Biological requirements

7.1 Sterility

The fluid lines in their unit container shall have been subjected to a validated sterilization process (see

Reference [Bitsttography2] to Reference [5]).

7.2 Pyrogens

The fluid lines shall be assessed for freedom from pyrogens usinga suitable testand the results shall indicate
that the fluid lines are free from pyrogens. Guidance on testing for pyrogenicity is given in ISO 8536-4.

7.3 Haemolysis

The fluid lines shall be assessed for freedom from haemolytic constituents and the result shall indicate
that the fluid lines are free from haemolytic reactions.

Guidance on testing for haemolytic constituents is given in ISO 10993-4.
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