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PREFACE

This Standard was prepared by the Standards Australia Committee HE-021, Transfusion
Equipment, to supersede, in part, AS 2385—1990, Single-use (sterile) infusion sets for general
medical use.

This Standard is identical with, and has been reproduced from ISO 1135-4:2004, Transfusion
equipment for medical use—Part 4: Transfusion sets for single use.

The objective of this Standard is to specify requirements for single use transfusion sets for
medical use in order to ensure their compatibility with containers for blood and blood
components as well as with intravenous equipment. Also, to provide requirements for air-inlet
devices for use with rigid containers for blood and blood components and guidance on
specifications relating to the quality and performance of materials used in infusion sets and to
present designations for transfusion set components.

The term ‘normative’ has been used in this Standard to define the application of the annex to
which it applies. A ‘normative’ annex is an integral part of a Standard.

As this Standard is reproduced from an international standard, the following applies:

(a) Its number appears on the cover and title page while the international standard number
appears only on the cover.

(b)  In the source text ‘this part of ISO 1135’ should read ‘this Australian Standard’.
(c) A full point substitutes for a comma when referring to a decimal marker.

References to International Standards should be replaced by references to Australian or
Australian/New Zealand Standards, as follows:

Reference to International Standard Australian Standard

ISO AS

594 Conical fittings with a 6% (Luer) 1600 Medical equipment—Conical
taper for syringes, needles and fittings with a 6% (Luer) taper
certain other medical equipment for syringes, needles and certain

other medical equipment

594-1 Part 1: General requirements 1600.1 Part 1: General requirements

594-2 Part 2: Lock fittings 1600.2 Part 2: Lock fittings

7864 Sterile hypodermic needles for 1946 Sterile hypodermic needles for
single use single use

Only international references that have been adopted as Australian Standards have been listed.



CONTENTS

Page
s ToT0 ] o LT PP PP TP TP PPPPTPPRR 1
2 NOIMALIVE FEFEIENCES ..oiiiiiiiiiiii ettt e e s bbbt e s e et bt e e e sab bt e e e s sabb et e e e sbbaae e e s naneeas 1
R 1T o L= o I (=To LU T =] a g T=T o £ TP PP TTP TP PR PRPP 1
3.1 Nomenclature for components of the transfuSion Set ..., 1
3.2 MaiNteNANCE Of STEIIITY .ouiuiiiiiiiii i e e e e e e e e e e e e et e e et e e e teee et e e e nrarreaaaas 3
T T I 1= T] T [ o = Lo o1 I 3
I Y L= T K PP PPRT 4
5 PRYSICAl FEQUITEMENTS .ottt e sttt e e e s bbbt e e s bbb et e e s bbn e e e e s naneees 4
5.1 Particulate CONTAMINALION .....ooiiiiiiiiiiiieie et e bbbt e e st e e e e s saba e e e e s eneeeas 4
I == 1 g Lo =PTSRS 4
TG I =T o Y [T A =T o o | { o U TP PP PTT PRSP RPPPP 4
5.4 ClOSUIE-PIEICING UBVICE ...coiiiiiiititiee ittt e e oo et e bttt e e et e e e e e e e et bbb e e et e e e e e e e e s s nnbnbbnneeeas 4
5.5 AI-INIEE ABVICE .ottt et e e st e e e st e e st e e e s e 5
G I NV oY1 o Yo [ PSSP RTP 5
5.7 Filter for blood and blood COMPONENTS ......uiiiiiiiiiiiii e et 5
5.8 Drip chamber and drip tUDE ......eeiiii e 5
S I o (o A =T o [ U] =1 o S PSSP RRP 5
5.10 Flow rate of blood and blood COMPONENTS ...occiiiiiiiiiie e 5
L0 [ 0 VT =Td A o] o IR L (T TP EPPT PP PTPP 6
5.12  Male CONICAI FITEING .eeeeiiiiiiiiiiie ettt ettt e et e e e e e e s bbbt e e e e e e e e e e e e s nnbnbbeaeeeas 6
N R B o o) (Tt (V=T oF= T £ ST PP PP UT T PSTRPPPP 6
6 ChemiCal FEQUITEMENTS ..ottt ettt e e s st b et e e e s bbb et e e s bbb e e e e s bbnee e e s nnaeeas 6
6.1 Reducing (OXidizable) MALEr ........oiiiiiiiiie et 6
L I 1 = Yo o TSP PR 6
6.3 Titration acidity OF @lIKAIINITY ....ooouueiieiiiei e e st e e e et e e e e aibnee s 6
6.4 RESIAUE ON EVAPOTALION .oiiiiieieieieiet ettt e e e sttt e e e e e e e e e e e e bbb b et e e et eaaeee e s s s nnbnbbnneeeas 6
6.5 UV absorption of @Xtract SOIULION .....coii i 6
7 BiolOgiCal rEQUITEMENTS ..ottt e ettt e e et e e e e e e s bbbt e e e e e e e e e e e e s nnbnbbeneeeas 7
480 R 7= o =T - TR 7
S 1 (=] €1 1 SO UTUPRTP 7
S T = Y/ (0 1o 1=] 11T o1 P PSPPI 7
A o = U110 Yo 12 SO RTP 7
AT Ko ) Lo 1 |V TP EPP T PP PRPP 7
S T I 1o 1= | 1o Yo [T UPTT TR PP PRPP 7
ST U o 1] A eT o1 ] =] o = OO SO P PP SR 7
8.2  Shelf or MUILI-UNIT CONTAINET ......eiiiiii e e e e e e e 8
1S B = (ol &= o 1 o PSPPI 8
Annex A (NOrmative) PRYSICAl TESIS ..ot e e 9

Annex B (normative) ChemiCal tESTS .....uiiiiiiiiiiie e s e s 13



Annex C (normative) Biological tests

Bibliography .....ccccoooiiiiiiiiiiiiiin,



AUSTRALIAN STANDARD

Transfusion sets for single use

1 Scope

This part of ISO 1135 specifies requirements for single-use transfusion sets for medical use in order to ensure
their compatibility with containers for blood and blood components as well as with intravenous equipment.

This part of ISO 1135 also specifies requirements for air-inlet devices for use with rigid containers for blood and
blood components.

Secondary aims of this part of ISO 1135 are to provide guidance on specifications relating to the quality and
performance of materials used in transfusion sets and to present designations for transfusion set components.

In some countries, the national pharmacopoeia or other national regulations are legally binding and take
precedence over this part of ISO 1135.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced document
(including any amendments) applies.

ISO 594-1:1986, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other medical
equipment — Part 1. General requirements

ISO 594-2:1998, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other medical
equipment — Part 2: Lock fittings

ISO 3696:1987, Water for analytical laboratory use — Specification and test methods
ISO 7864:1993, Sterile hypodermic needles for single use

ISO 14644-1:1999, Cleanrooms and associated controlled environments — Part 1: Classification of air
cleanliness

ISO 15223, Medical devices — Symbols to be used with medical device labels, labelling and information to be
supplied

3 General requirements

3.1 Nomenclature for components of the transfusion set

The nomenclature for components of transfusion sets is given in Figure 1. An air-inlet device as shown in
Figure 2 is required for use with rigid containers for blood and blood components.
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