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National foreword

This British Standard has been prepared by Technical Committee CH/59 and is the
English language version of EN 1642 : 1996 Dentistry — Medical devices for dentistry
— Dental implants, published by the European Committee for Standardization (CEN).

Cross-references

Publication referred to Corresponding British Standard

EN 540 BS EN 540 : 1993 Clinical investigation of medical devices
Jor human subjects

EN 550 BS EN 550 : 1994 Sterilization of medical devices —
Validation and routine control of ethylene oxide sterilization

EN 552 BS EN 552 : 1994 Sterilization of medical devices —
Validation and routine control of sterilization by
wradiation

EN 556 BS EN 556 : 1995 Sterilization of medical devices —
Requirements for terminally-sterilized devices to be labelled
Sterile’

EN 980 BS EN 980 : 1997 Graphical symbols for use in the labelling
of medical devices

EN 1641 BS EN 1641 : 1997 Dentistry — Medical devices for dentistry
— Materials
BS EN 21942 Dental vocabulary

EN 21942-1 Part 1: 1992 General and clinical terms

EN 21942-2 Part 2 : 1993 Dental materials

EN 28601 BS EN 28601 : 1992 Specification for representation of dates

and times in information interchange
BS EN 30993 Biological evaluation of medical devices

EN 30993-1 Part 1 : 1994 Guidance on selection of tests
EN 30993-3 Part 3 : 1994 Test for genotoxicity, carcinogenicity and
reproductive toxicity
EN 309934 Part 4 : 1994 Selection of tests for interactions with blood
EN 30993-5 Part 5 : 1994 Tests for cytotoxicity, in vitro methods
EN 30993-6 Part 6 : 1995 Test for local effects after implantation
BS EN ISO 1942 Dental vocabulary
EN ISO 1942-5 Part 5 : 1995 Terms associated with testing
BS EN ISO 10993 Biological evaluation of medical devices
EN ISO 10993-10 Part 10 : 1996 Tests for irritation and sensitization
EN ISO 10993-11 Part 11 : 1996 Tests for systemic toxicity

Compliance with a British Standard does not of itself confer immunity
from legal obligations.
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This document comprises a front cover, an inside front cover, pages i and ii, the EN
title page, pages 2 to 8, an inside back cover and a back cover.
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EUROPEAN STANDARD EN 1642
NORME EUROPEENNE
EUROPAISCHE NORM August 1996

ICS 11.060.10

Descriptors: Dentistry, dental implant, specifications, information, labelling, technical notices

English version

Dentistry — Medical devices for dentistry — Dental implants

Art dentaire — Dispositifs médicaux pour I'art Zahnheilkunde — Medizinprodukte fiir die
dentaire — Implants dentaires Zahnheilkunde — Dentalimplantate

This European Standard was approved by CEN on 1996-07-04. CEN members are
bound to comply with the CEN/CENELEC Internal Regulations which stipulate the
conditions for giving this European Standard the status of a national standard
without any alteration.

Up-to-date lists and bibliographical references concerning such national standards
may be obtained on application to the Central Secretariat or to any CEN member.

This European Standard exists in three official versions (English, French, German).
A version in any other language made by translation under the responsibility of a
CEN member into its own language and notified to the Central Secretariat has the
same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Denmark,
Finland, France, Germany, Greece, Iceland, Ireland, Italy, Luxembourg, Netherlands,
Norway, Portugal, Spain, Sweden, Switzerland and United Kingdom.

CEN

European Committee for Standardization
Comité Européen de Normalisation
Europiisches Komitee fiir Normung

Central Secretariat: rue de Stassart 36, B-1050 Brussels

© 1996 Copyright reserved to CEN and its members.
ReDo UM NS E

Document Sharing Hub

Full document details: BS EN 1642:1997


http://www.avadocuments.com/doc/bs-en-1642-1997
http://www.avadocuments.com/doc/bs-en-1642-1997

