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This Australian Standard was prepared by Committee HE-009, Hypodermic 
Equipment—General Medical. It was approved on behalf of the Council of Standards 
Australia on 17 November 2003. 

This Standard was published on 10 March 2004. 

 

The following are represented on Committee HE-009: 

 

Auckland Healthcare, New Zealand 

Australian Chamber of Commerce and Industry 

Australian College of Operating Room Nurses 

Australian Medical Association 

Certification Bodies, Australia 

Commonwealth Department of Health and Ageing 

Federation of Sterilizing Research and Advisory Councils of Australia 

Medical Industry Association of Australia 

New Zealand Chemical Industry Council 

Queensland Health 

Royal Australian College of General Practitioners 

Royal College of Pathologists of Australasia 

 

Keeping Standards up-to-date 

Standards are living documents which reflect progress in science, technology and 
systems. To maintain their currency, all Standards are periodically reviewed, and 
new editions are published. Between editions, amendments may be issued. 
Standards may also be withdrawn. It is important that readers assure themselves 
they are using a current Standard, which should include any amendments which 
may have been published since the Standard was purchased. 

Detailed information about Standards can be found by visiting the Standards Web 
Shop at www.standards.com.au and looking up the relevant Standard in the on-line 
catalogue. 

Alternatively, the printed Catalogue provides information current at 1 January each 
year, and the monthly magazine, The Global Standard, has a full listing of revisions 
and amendments published each month. 

Australian StandardsTM and other products and services developed by Standards 
Australia are published and distributed under contract by SAI Global, which 
operates the Standards Web Shop. 

We also welcome suggestions for improvement in our Standards, and especially 
encourage readers to notify us immediately of any apparent inaccuracies or 
ambiguities. Contact us via email at mail@standards.org.au, or write to the Chief 
Executive, Standards Australia, GPO Box 476, Sydney, NSW 2001. 

 

This Standard was issued in draft form for comment as DR 03220.
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PREFACE 

This Standard was prepared by the Australian members of Joint Standards Australia/Standards New 

Zealand Committee HE-009, Hypodermic Equipment—General Medical, to supersede, in part, 

AS 1094—1993, Medical equipment — Single-use syringes (sterile) for general medical use. 

This Standard incorporates Amendment No. 1 (October 2005). The changes required by the Amendment 

are indicated in the text by a marginal bar and amendment number against the clause, note, table, 

figure or part thereof affected. 

After consultation with stakeholders in both countries, Standards Australia and Standards New 

Zealand decided to develop this Standard as an Australian Standard rather than an Australian/New 

Zealand Standard. 

This Standard has been reproduced from, and is identical with, ISO 7886-1:1993, Sterile hypodermic 

syringes for single use, Part 1: Syringes for manual use, and Technical Corrigendum 1:1995. The 

corrigendum has been incorporated in the ISO text. 

The materials of the syringe should not only be compatible with injection fluids but should be such 

that the risk of triggering serious allergic reaction is minimized. 

Additional information has been included in Appendix ZA in order to provide guidelines for syringes 

with detachable needles to prevent accidental needle stick injuries or reuse of the syringe-needle 

combination (or both) after injection. 

The objective of this revision is to adopt ISO 7886-1:1993, including its Technical Corrigendum, to 

fit in with the new regulatory requirements of the Therapeutic Goods Administration. 

This Standard does not specify a range of syringe sizes and allows the syringes to be marked with 

graduations at greater than the nominal capacity. 

This Standard permits the use on package labelling of the ISO symbol for ‘Do not re-use’, but 

continues to require the written word. Manufacturers are encouraged to use the symbol so as to 

increase familiarity with it among purchasers and users. 

As this Standard is reproduced from an International Standard, the following modifications apply: 

(a) Its number does not appear on each page of the text, and its identity is shown only on the cover 

and title page. 

(b) In the source text, ‘this part of ISO 7886’ should read ‘this Australian Standard’. 

(c) A full point should be substituted for a comma when referring to a decimal marker. 

The terms ‘normative’ and ‘informative’ have been used in this Standard to define the application of 

the annex or appendix to which they apply. A ‘normative’ annex or appendix is an integral part of a 

Standard, whereas an ‘informative’ one is for information or guidance only. 

The references to international Standards should be replaced by references to the following Australian 

or Joint Australian/New Zealand Standards: 

Reference to International Standard or other 

publication 

 Australian/New Zealand Standard 

ISO   AS  

594 Conical fittings with a 6% (Luer) 

taper for syringes, needles and certain 

other medical equipment 

 1600 Medical equipment—Conical fittings 

with a 6% (Luer) taper 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 
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ISO   AS/NZS  

8601 Data elements and interchange 

formats—Information interchange—

Representation of dates and times 

 3802 Data elements and interchange 

formats—Information interchange—

Representation of dates and times 

Any international Standards not listed do not have an Australian/New Zealand equivalent. 
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AUSTRALIAN STANDARD 

 

Sterile hypodermic syringes for single use  
Part 1: 
Syringes for manual use 
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ISO 7886~1:1993/Cor.l:1995(E) 
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1. Zero graduation line 5. Fiducial line 10. Barrel 

2. Graduation lines 6. Finger grips 11. Piston 

3. Nominal capacity graduation line 7. Nozzle cap 12. Seal 

4. Total graduated capacity line 8. Nozzle lumen 13. Plunger 
9. Nozzle 14. Push-button 

NOTE - The drawing is intended to be illustrative of components of a Syringe. The piston/plunger assembly may or may not be of integral 
construction and may or may not incorporate more than one Seal. 

Figure 1 - Schematic representation of hypodermic Syringe for Single use 
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ISO 7886=1:1993(E) 

mium content of the control fluid, be lower than 
0,l mg/l. 

5 Cleanliness 

When inspected by normal or corrected-to-normal vi- 
sion without magnification under an illuminance of 
300 IX to 700 IX, the surface of the hypodermic 
Syringe which Comes in contact with injection fluids 
during normal use shall be free from particles and 
extraneous matter. 

8 Lubricant 

If the interior surfaces of the Syringe, including the 
Piston, are lubricated, the lubricant shall not be visible, 
under normal or corrected-to-normal Vision, as drop- 
lets or particles. 

An acceptable Iubricant, applied undiluted, for three- 
piece syringes is polydimethylsiloxane complying with 
a national or the European pharmacopoeia. The quan- 
tity of Iubricant used should not exceed 0,25 mg per 
Square centimetre of the internal surface area of the 
Syringe barrel. 

6 Limits for acidity or alkalinity 

When determined with a laboratoty pH meter and 
using a general purpose electrode, the pH value of an 
extract prepared in accordance with annex A shall be 
within one unit of pH of that of the control fluid. 

An acceptable lubricant for two-piece syringes is fatty 
acid amides of erucic and/or oleic acids. The quantity 
of Iubricant should not exceed 0,6 % (m/m) of the 
mass of the barrel, but attention is drawn to the fact 
that some national regulations may specify a lower 
maximum concentration. 

7 Limits for extractable metals 

When tested by a recognized microanalytical method, 
for example by an atomic absorption method, .an ex- 
tract prepared in accordance with annex A shall, 
when corrected for the metals content of the control 
fluid, contain not greater than a combined total of 
5 mg/1 of lead, tin, zinc and iron. The Cadmium con- 
tent of the extract shall, when corrected for the cad- 

9 Tolerante on graduated capacity 

The tolerantes on the graduated capacity shall be as 
given in table 1. 

Table 1 - Capacity tolerante, dead space, scale dimensions and test forces 
Fortes for leakage 

testing (see annex D) I 
Tolerante on any graduated capacity 

Nominal 
capacity of 

Increment 
between 

graduation 
lines to be 
numbered 

Scale 
interval 

ml 

Side Axial 

forte pressure 
(gaugeI 

(&5%) &5%) 

N kPa 

Syringe, V l I Less than half 
nominal capacity 

I ml 
I I ml 

I 
mm ml 

I 
7 

v<2 + (1,5 % of v + 2 % + 5 % of expelled 
of expelled volume) volume 0,07 57 0,05 OJ 0,25 300 

w 300 2<V<5 & (1,5 % of v+2 % & 5 % of expelled 
of expelled volume) volume 

I I 
0,07 27 02 0,5 or 1 

I 5<V<lO * (1,5 % of v+ 1 % & 4 % of expelled 
of expelled volume) volume 

I I 
0,075 36 1 zo 300 

310 300 

. 3,O 200 

3,O 200 

3,O 200 

I lO<V<20 & (1,5%of V+l % * 4 % of expelled 
of expelled volume) volume I I 0,lO 44 5 

p-g v<30 1 * (1,5%of V+l % of expelled volume) 1 ;o;lum,ofexpel’ed 1 0,15 1 52 10 

I 3o<v<50 * (1,5%of V+l % & 4 % of expelled 
of expelled volume) volume 1 O,l7 ( 67 zo 10 

I 
50 < v * (1,5%of V+l % & 4 % of expelled 

of expelled volume) volume I I 0,20 75 5,O 10 
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ISO 7886=1:1993(E) 

10 Graduated scale c) the use of shorter graduation lines for the extra 
graduation lines; 

AO.1 Scale d) the use of a broken line for the optional vertical 

10.1.1 The Syringe shall have either only one scale 
line of the extra scale length. . 

or more than one identical scales, which shall be 
graduated at least at the intervals given in table 1. The 
unit of volume shall be marked on the barrel. 

10.1.3 The graduation lines shall be of uniform 
thickness. They shall lie in planes at right angles to the 
axis of the barrel. 

NOTE 4 This requirement does not preclude the pro- 
Vision of additional graduation marks within the scale or as 
extensions to the scale. 

10.1.2 If the scale is extended beyond the nominal 
capacity, the extended portion shall be differentiated 
from the rest of the scale. 

Examples of means of differentiation are 

a) encircling the scale number of the nominal capac- 
ity line; 

10.1.4 The graduation lines shall be evenly spaced 
along the longitudinal axis between the zero gradu- 
ation line and the line for the total graduated capacity. 

IO.15 When the Syringe is held vertically, the ends 
of all graduation lines of similar length shall be verti- 
cally beneath each other. 

10.1.6 The lengths of the short graduation lines on 
each scale shall be approximately half the length of 
the long lines. 

b) the use of smaller scale numbers for the extra Examples of scales and the numbering of graduation 
graduation lines; lines are shown in figure 2. 

081 

02 
083 

0,4 

OS 

OA 
On7 

OB 
089 
1 

ml 
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O,l 

02 
003 

084 
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Oh 
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03 
089 
1 

ml 

_ 

1 

2 j 

1 

2 L 
1 
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4 
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ml ~ 

5 

IO 

NOTE - The vertical line of the scale may be omitted. 

Not to scale. 

Figure 2 - Examples of scale graduations 
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