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The following BSI references
relate to the work on this
standard:
Committee reference CH/51
Draft for comment 94/508364 DC

ISBN 0 580 27142 0

Amendments issued since publication

Amd. No. Date Text affected

Committees responsible for this
British Standard

The preparation of this British Standard was entrusted to Technical Committee
CH/51, Prosthodontic and orthodontic materials, upon which the following bodies
were represented:

Association of Dental Hospitals of the United Kingdom

British Ceramic Research Limited

British Dental Association

British Dental Trade Association

British Institute of Surgical Technologists

British Society for Restorative Dentistry

British Society for the Study of Prosthetic Dentistry

British Society of Periodontology

Dental Laboratories Association Limited

Dental Materials Panel

Department of Health

Gypsum Products Development Association

Institute of Materials

Institute of Physics

Orthodontic Technicians' Association

Royal Society of Medicine

Society of University Dental Instructors
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ii  BSI 1997

BS EN 1641 : 1997

National foreword

This British Standard has been prepared by Technical Committee CH/51 and is the
English language version of EN 1641 : 1996 Dentistry Ð Medical devices for
dentistry Ð Materials, 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
for human subjects

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

EN 1642 BS EN 1642 : 1997 Dentistry Ð Medical devices for dentistry
Ð Dental implants
BS EN 21942 Dental vocabulary

EN 21942-1 Part 1 : 1992 General and clinical terms
EN 21942-2 Part 2 : 1993 Dental materials
EN 21559 BS EN 21559 : 1992 Dentistry Ð Alloys for dental amalgam
EN 21560 BS 4227 : 1986 Specification for dental mercury
EN 21561 BS EN 21561 : 1992 Specification for dental inlay casting

wax
EN 21563 BS 4269 Dental elastic impression material

Part 2 : 1991 Specification for alginate impression material
EN 21564 BS EN 21564 : 1991 Specification for dental agar impression

material
EN 23107 BS 7214 : 1989 Specification for dental zinc oxide/eugenol

cements and zinc oxide non-eugenol cements
EN 24049 BS EN 24049 : 1992 Specification for resin-based dental

filling materials (class B)
EN 24823 BS EN 24823 : 1994 Dental elastic impression materials Ð

Specification for elastomeric impression materials
EN 26871 BS 3366 Dental base metal casting alloys

Part 1 : 1988 Specification for denture base alloys
EN 26873 BS 7013 : 1989 Specification for dental gypsum products
EN 26874 BS EN 26874 : 1992 Specification for dental resin-based pit

and fissure sealants
EN 26876 BS 6934 : 1988 Specification for dental root canal sealing

materials
EN 27491 BS 6790 : 1987 Method for determination of colour stability

of dental polymeric materials
EN 29333 BS EN 29333 : 1992 Specification for dental brazing

materials
EN 29917 BS EN 29917 : 1994 Specification for dental water-based

cements

EN 30139-1

BS EN 30139 Dentistry Ð Resilient lining materials for
removable dentures
Part 1 : 1994 Short-term materials

EN 30993-1
BS EN 30993 Biological evaluation of medical devices
Part 1 : 1994 Guidance on selection of tests

EN 30993-3 Part 3 : 1994 Test for genotoxicity, carcinogenicity and
reproductive toxicity

EN 30993-4 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
EN 28601 BS EN 28601 : 1992 Specification for representation of dates

and times in information interchange
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BS EN 1641 : 1997

Publication referred to Corresponding British Standard

EN ISO 1562 BS EN ISO 1562 : 1995 Dental casting gold alloys
EN ISO 1567 BS EN ISO 1567 : 1995 Dentistry Ð Denture base polymers

EN ISO 1942-5
BS EN ISO 1942 Dental vocabulary
Part 5 : 1995 Terms associated with testing

EN ISO 3336 BS EN ISO 3336 : 1996 Dentistry Ð Synthetic polymer teeth
EN ISO 4824 BS EN ISO 4824 : 1997 Dentistry Ð Ceramic denture teeth
EN ISO 8891 BS EN ISO 8891 : 1995 Dental casting alloys with noble metal

content of 25% up to but not including 75%
EN ISO 9693 BS EN ISO 9693 : 1995 Specification for dental ceramic fused

to metal restorative materials
EN ISO 10477 BS 7651 : 1993 Specification for dental polymer-based crown

and bridge materials

EN ISO 10993-10
BS EN ISO 10993 Biological evaluation of medical devices
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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