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Foreword

ISO-{the-trterrational-Organization—ferStandardizations-a-worldwide fed-
eration of national standards bodies (ISO member bodjes)|The work of

preparing International Standards is normally carried)out
technical committees. Each member body interested in

which a technical committee has been established has th
represented on that committee. International grganizations,

through 1SO
h subject for
e right to be
jovernmental

and non-governmental, in liaison with I1SO, also'take part in the work. I1ISO

collaborates closely with the International-Electrotechnical
(IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical co
circulated to the member bodies fer voting. Publication as af
Standard requires approval by.at'least 75 % of the member &
a vote.

International Standard ISO 7885 was prepared by Technic
ISO/TC 106, Dentistry, Subcommittee SC 4, Dental instrumel

Annex A of this International Standard is for information only.

Commission

nmittees are
International
odies casting

bl Committee
nts.
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ISO 7885:1996(E)

Sterile, single-use dental injection needles

1 Scope

This Interndtional Standard specifies dimensional and

performanc
tal injection
injection of
needles for

The materia
needle tubir

NOTE 1 Thi
ISO 7864 prg
jections.

This Interns

b requirements for sterile, single-use den-
needles for dental cartridge syringes for
Hental local anaesthetics. It does not cover
special applications or techniques.

Is of construction other than those of the
g are not specified.

5 International Standard is closely related to
epared by ISO/TC 84, Medical devices for in-

tional Standard does not specify require*

ments for validated sterilization processes.

NOTE 2 1SQ
is in the co
such process

This Interng
coding.

NOTE 3 1ISQ
adoption of |
present Inter

In some cq
legally bindi

/TC 198, Sterilization of health caré products,
irse of preparing International“Standards for
es.

tional Standard dogs.not specify colour

/TC 106 has ndicated a preference for the
SO 6009 colour coding at first revision of the
hational Standard.

untries national pharmacopoeia or other

hg Pegulations may take precedence over

the editions indicated were Gvalid. All d
subject to revision, and partiés to agree
on this International Standard are enco
vestigate the possibility~of applying the
edition of the standards indicated below
IEC and ISO maintain registers of curren
national Standards.

ISO 7000:1989, Graphical symbols for (
ment <-Index and synopsis.

ISO" 8601:1988, Data elements and int
mats — Information interchange — Rep
dates and times.

ISO 9626:1991, Stainless steel tubing for
of medical devices.

ISO 9997:1990, Dental cartridge syringes

ISO 10993-1:—1"), Biological evaluation o
vices — Part 1: Evaluation and testing.

ISO 10993-11:1993, Biological evaluatio|
devices — Part 11: Tests for systemic to

3 Definitions

tandards are
ments based
uraged to in-
most recent
Members of
tly valid Inter-

se on equip-

prchange for-
esentation of

manufacture

f medical de-

n of medical
icity.

this International Standard.

2 Normative references

The following standards contain provisions which,
through reference in this text, constitute provisions of
this International Standard. At the time of publication,

1) To be published. (Revision of ISO 10993-1:1992)

For the purposes of this International Standard,the
following definitions apply.

3.1 needle unit: Dental needle unit comprising
the primary container, needle and hub, as shown in
figure 1.

NOTE 4 The terms used to describe the components are
given in figure 1.
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L4

55°
15°

1 Primary cgntainer (two parts)
2 Butt end dheath

3 Buttend lgngth (L))

4  Effective needle length (L)
5  Effective :[eedle sheath

6 Needle

7 Hub

8

Socket depth (L3)

NOTE — The gdrimary container of the needle may be hardpack orsoftpack.

3.2 hardpagk: Needle unit, consisting of axigid butt
end sheath and a rigid effective needle sheath, sealed
to form a conpplete unit, as shown in figure 1.

3.3 softpack: Needle unit, consisting of a preformed
plastic tray wWith a peel-off coven, in which the effec-
tive needle is|protected by, a rigid sheath.

NOTE 5 A buft end sheathymay or may not be present.

3.4 primary container: Protective package, hard-
pack or softpack)for the needle.

Figure 1 — Schematic diagram of hardpack

ISO 10993-11 or in the European, U.S. dr Japanese
Pharmacopoeia.

4.2 Freedom from abnormal toxicity

The assembled needle and hub shall satigfy the test
for abnormal toxicity specified in ISO 10998-1 or in the
European, U.S. or Japanese Pharmacopoeis.

3.5 secondary container: Container in which pri-
mary containers are packed.

4 Requirements of assembled needle
and hub

4.1 Freedom from pyrogenic material

The assembled needle and hub shall satisfy the test
for freedom from pyrogenic material specified in

4.3 Freedom from extraneous matter

The surface of the assembled needle and hub shall be
clean and free from extraneous matter when viewed
by normal or corrected vision without magnification.

4.4 Union between hub and needle

The union of the hub and needle shall not break under
a force of 22 N applied as either a push or pull in the
direction of the needle axis.
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5 Requirements of needle tubing
5.1 Material

The tubing used for construction of the needle shall
comply with ISO 9626.

5.2 Dimensions

ISO 7885:1996(E)

5.6 Lubricant

Lubricant on the external surface shall not be visible
as droplets of fluid under normal or corrected vision
without magnification.

Table 1 — Size of stylet to test patency of lumen

Dimensions in millimetres

Nominal outside diameter Diameter of stylet
5.2.1 The nominal outside diameter of the needle of needle o
tubing, expressed in millimetres, in accordance with ~001
ISO 9626 shall be between 0,3 mm and 0,5 mm. 02 »
5.2.2 The effective needle length (see L, in figure 1) 0.4 D.15
of the negdle tubing, expressed in millimetres, shall 0,5 D,18

be within £ 2 mm of that stated by the manufacturer.

5.2.3 Thq size of the needle shall be designated by
the nomipal outside diameter and the effective
needle Igngth, expressed in millimetres, e.g.
0,4 mm x B4 mm.

5.3 Butf end

5.3.1 Thd angle at the butt end shall be between 15°
and 55° when measured through the long needle axis
(see figurg 1, detail A).

5.3.2 Thg butt end length (see L, in figure 1) shall be
between 94,0 mm and 14,0 mm.

5.4 Needle point

The needle shall be pointed and wwhen examined
under x 2|5 magnification shall dppear sharp, free
from feather edges, burrs, hooks and/or other defects.
The angle pf the needle point . $hall be

— normal point: 12° +,3%;

— short point: 18%+3°.

5.5 Patg¢ncy of lumen

6 Requirements'of the hub
6.1 Compatibility with syringe

If an internalMthread is present in the hup, it shall mate
with the:threaded mounting hub of a cartridge syringe
havingan external thread of metric form M6 x 0,75 in
accerdance with ISO 9997 or of Imperigl system form
0,218 x 40 T.P.1. (Whitworth form).

6.2 Socket depth

The depth of the socket of the hub (L3 in figure 1)
shall be not less than 5 mm.

7 Requirements of the primary container

7.1 Each needle shall be supplied in f primary con-
tainer.

7.2 The material and design of this tontainer shall
ensure

— maintenance of sterility;

The patency of lumen shall be such that either

a) a stainless steel stylet of the appropriate diam-
eter, selected from the diameters given in table 1,
shall pass through the needle;

b) the rate of water passage through the needle
under a hydrostatic pressure not exceeding
1 x 105 Pa shall be not less than 80 % of that of a
needle of equivalent outside diameter and length
having a minimum inside diameter in accordance
with ISO 9626 when tested under the same
pressure.

— that, once opened, the container shall show clear
evidence of having been opened;

— that the effective needle sheath can be used as
an aid for attaching the needle to the syringe,
without the operator touching the needle.

8 Sterility

The dental needle unit shall have been subjected to a
validated sterilization process.


https://standardsiso.com/api/?name=1a954de5814fd7f0b271163672ae93a6

ISO 7885:1996(E)

9 Labelling

The primary or secondary container shall be marked
with at least the following information:

a) size of needle (see 5.2.3);

b) name or trademark of manufacturer or distributor;

c) the words “Sterile single-use dental injection
needle”;

e)
f)

9)

h)

© SO

ISO graphical symbol for single use, i.e. symbol
No.1051 in accordance with ISO 7000;

batch or lot number;
the words “Do not use if seal is broken”;

date including year (in accordance with ISO 8601)
of sterilization;

type of thread.
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ISO 6009:1992; Hypodermic needles for single use — Colour coding for identification.

ISO 7,

Annex A
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