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BE\STI STANDARDI EESSONA NATIONAL FOREWORD

v Eesti standard EVS-EN I1SO This Estonian standard EVS-EN I1SO
01 sisaldab Euroopa standardi EN | 7885:2001 consists of the English text of
ISO

5 2000 ingliskeelset teksti. the European standard EN 1SO
7885:2000.
Kaesolev@ ent on jéustatud This document is endorsed on 18.05.2001
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Foreword

International Standard

ISO 7885 : 2000 Sterile dental injection needles for single use,

which was prepared by ISO/TC 106 ‘Dentistry’ of the International Organization for Standardization, has been
adopted%chnical Committee CEN/TC 55 ‘Dentistry’, the Secretariat of which is held by DIN, as a European
Standard.

This Europe tandard shall be given the status of a national standard, either by publication of an identical text
or by endo sgjnt, and conflicting national standards withdrawn, by June 2001 at the latest.

In accordan h the CEN/CENELEC Internal Regulations, the national standards organizations of the
following coun are bound to implement this European Standard:

Austria, Belgium, ech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, lItaly,
Luxembourg, the lands, Norway, Portugal, Spain, Sweden, Switzerland, and the United Kingdom.

Endorsement noti

The text of the Internation ndard ISO 7885 : 2000 was approved by CEN as a European Standard without
any modification.
NOTE: Normative references#0 ipternational publications are listed in Annex ZA (normative.)
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&,

This International Standard is closely related to IS 64. Requirements for validated sterilization processes are
described in International Standards prepared by | £198, Sterilization of health care products.

In some countries national pharmacopoeia or other Ie@:binding regulations may take precedence over this

International Standard. .

attention is drawn to the existence of dental injection needles imperial threads (see annex A). Manufacturers

This International Standard specifies requirements for dental@ tion needies with metric sizes only. However,
currently producing needles with imperial thread sizes are requ@ to change to ISO metric threads; the year

2005 has been set as a target date.

Specific qualitative and quantitative requirements for freedom froQ ical hazards are not included in this
International Standard but it is recommended that, in assessing possible ical hazards, reference be made to
1SO 10993-1 and ISO 7405.
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1 Scope

This International Standard gives dimensional and performance requirements for sterile, single-use injection
needles for dental cartridge syringes for injection of dental local anaesthetics. It does not cover needles for special
applications or techniques.

ional Standard does not give requirements for validated sterilization processes.

Materfals of construction other than those of the needle tubing are not specified.
This Inté

2 Normat@(eferences

The following nor documents contain provisions which, through reference in this text, constitute provisions of
this International rd. For dated references, subsequent amendments to, or revisions of, any of these
publications do not agply?However, parties to agreements based on this International Standard are encouraged to

investigate the possibi |$Spplying the most recent editions of the normative documents indicated below. For
T

undated references, the#latgst edition of the normative document referred to applies. Members of IEC and
ISO maintain registers of ¢ @y valid International Standards.

ISO 6009:1992, Hypodermic n%’or single use — Colour coding for identification.
ISO 7000, Graphical symbols for usﬁ;equipment — Index and synopsis.
ISO 7864:1993, Sterile hypodermic ne d/eS for single use.

ISO 8601, Data elements and interchan
times.

formats — Information interchange — Representation of dates and

7

ISO 9626, Stainless steel needle tubing for manu@re of medical devices.
ISO 9997, Dental cartridge syringes. L/‘

ISO 15223, Medical devices — Symbols to be used v@ edical device labels, labelling and information to be
supplied. é

3 Terms and definitions &%

For the purposes of this International Standard, the following terms é@efinitions apply.

S.

needle unit

the primary container, needle and hub Q/
See Figure 1. @



