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Foreword

This document (prEN ISO 3630-2:2011) has been prepared by Technical Committee ISO/TC 106 “Dentistry”
in collaboration with Technical Committee CEN/TC 55 “Dentistry” the secretariat of which is held by DIN.

This document is currently submitted to the parallel Enquiry..

This document will supersede EN ISO 3630-2:2000.

Endorsement notice

The text of ISO/DIS 3630-2:2011 has been approved by CEN as a prEN ISO 3630-2:2011 without any
modification.
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This draft has been developed within the International Organization for Standardization (ISO), and
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five-month enquiry.

Should this draft be accepted, a final draft, established on the basis of comments received, will be
submitted to a parallel two-month approval vote in ISO and formal vote in CEN.

To expedite distribution, this document is circulated as received from the committee
secretariat. ISO Central Secretariat work of editing and text composition will be undertaken at
publication stage.

Pour accélérer la distribution, le présent document est distribué tel qu'il est parvenu du
secrétariat du comité. Le travail de rédaction et de composition de texte sera effectué au
Secrétariat central de I'ISO au stade de publication.

THIS DOCUMENT IS A DRAFT CIRCULATED FOR COMMENT AND APPROVAL. IT IS THEREFORE SUBJECT TO CHANGE AND MAY NOT BE
REFERRED TO AS AN INTERNATIONAL STANDARD UNTIL PUBLISHED AS SUCH.

IN ADDITION TO THEIR EVALUATION AS BEING ACCEPTABLE FOR INDUSTRIAL, TECHNOLOGICAL, COMMERCIAL AND USER PURPOSES, DRAFT
INTERNATIONAL STANDARDS MAY ON OCCASION HAVE TO BE CONSIDERED IN THE LIGHT OF THEIR POTENTIAL TO BECOME STANDARDS TO
WHICH REFERENCE MAY BE MADE IN NATIONAL REGULATIONS.

RECIPIENTS OF THIS DRAFT ARE INVITED TO SUBMIT, WITH THEIR COMMENTS, NOTIFICATION OF ANY RELEVANT PATENT RIGHTS OF WHICH
THEY ARE AWARE AND TO PROVIDE SUPPORTING DOCUMENTATION.

© International Organization for Standardization, 2011



ISO/DIS 3630-2

Copyright notice

This 1ISO document is a Draft International Standard and is copyright-protected by ISO. Except as permitted
under the applicable laws of the user’s country, neither this ISO draft nor any extract from it may be
reproduced, stored in a retrieval system or transmitted in any form or by any means, electronic,
photocopying, recording or otherwise, without prior written permission being secured.

Requests for permission to reproduce should be addressed to either ISO at the address below or ISO’s
member body in the country of the requester.

ISO copyright office

Case postale 56 ¢ CH-1211 Geneva 20
Tel. +4122749 01 11

Fax +41 227490947

E-mail copyright@iso.org

Web www.iso.org

Reproduction may be subject to royalty payments or a licensing agreement.
Violators may be prosecuted.

© 1S0O 2011 — All rights reserved




ISO/DIS 3630-2

Contents Page
Lo (=1 o] o H P UPTT PP iv
Ta) (e Te [UTox 110 Y o IR UPTUPPRPPP v
1 oo ] o =2 1
2 NOTMALIVE TEIEIENCES .. .eeii ettt e e s s et e e s sa b et e e e sabe e e e s sabaeeessbbeeeesanbeeeenas 1
3 Terms, definitions and SYMDBOIS ... 1
3.1 Terms and deFINITIONS ..ottt e e s s bt e e e s nb b e et ae e e s nnbbeeeeeneee 1
3.2 Y411 L0 SRS PPSRR 1
4 O 1= T | Tod= 1A o] o [ PRSPPI 2
4.1 LCT=T 0T - | TP UUTT R TTUUPPPPPRRT 2
4.2 o T = o =] I o =T C TP UTT PP PPPRRRT 2
4.3 L T = o T=] I o =T PP PUPUPPPPRRTT 2
4.4 o T = o L= IV o =T = 31 TP TT R PUPUPUPPPRRT 2
4.5 o T = o L= I o =T = 3PP PUPUPUPPPRRT 2
4.6 o T = o L= IV o =T PP PTPPPPPRTT 2
5 =0 {8 T =10 0 =1 PSSR 3
5.1 L L= = 1 PP OPPPRPOTIPRN 3
ST 001 R S £ - T | PR 3
S0 2V 1 Yo N o - S 3
5.2 Dimensions, designation and number of Blades ... 3
I R 1= s [T - | PR 3
5.3 Y LoTod g =T g YT o= U TT P UPTPUPPRTTTN 9
5.3.1 Resistance to fracture by twisting and angular deflection .........c.cccoiiiiiii e, 9
5.3.2  RESISIANCE 10 DBNUING ..etitiiiiiiiiiiitiiii ettt e e et e et e e e e s st bbbt e e e e e e e s anbeeeaaaeeeaannnnaens 10
5.3.3  RESISIANCE 10 FALIGUE ....eeiiiiiiiee ittt e e e e bbbt e e e e e e e s nbbe e e e e e e e e e e annnaees 10
R N o - o] AU (=3 (oY o= 4T ] E U RTTT R 10
6 SF= 00T o] 11 o o T TR P TP 11
7 = €1 R 12
7.1 (1= 1= T | PSRRI 12
7.2 (D10 T=T 0 LT o] 1= T PR ST 12
A R B -1 1= €= SRR UPPRPPTPRR 12
A | T RO PPP PPN 12
A TS 1 - 1 | PR PPRTPPRRPTPRR 12
A I = o Vo | o ISR 12
S T = 1 = Vo = TP PSTTR 12
7.3 Resistance to fracture by twisting and angular deflection ..........cccccoiiiii s 12
7.4 RESIStANCE 10 DENAING .ttt e e e e e s bbb beee e e e e e e aaas 12
7.5 RESISTANCE 10 FALIGUE .ottt e e ettt et e e e e e s bbb e e e e e e snbabbeeeeaaeeeanns 12
7.6 [ = (o (0T = Lo Tot= L o] o [T PUPPTPPPPRP 13
8 Designation, marking and identifiCation ... 13
9 L= Tl 1= Vo | o PSSR 13
10 INSEIUCTIONS FOF USE ..ttt ettt e e ettt e e e rbb et e e s sbbe e e e e snbaee e s abbeeeesanbeeaenas 13
11 L= o =1 1 1 o PSSR 14
(27101 TaTo | =T o] o 2P 15

© ISO 2011 — All rights reserved iii



ISO/DIS 3630-2

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with 1SO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.
International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. 1SO shall not be held responsible for identifying any or all such patent rights.

ISO 3630-2 was prepared by Technical Committee ISO/TC 106, Dentistry, Subcommittee SC 4, Dental
instruments.

This third edition cancels and replaces the second edition (ISO 3630-2:2000), which has been technically
revised.

The following changes were made:

a) tolerances for diameter measurements are aligned,

b) test procedures were aligned with 1ISO 3630-1.

ISO 3630 consists of the following parts, under the general title Dentistry — Endodontic instruments:
— Part 1: General requirements and test methods

— Part 2: Enlargers

— Part 3: Condensers, pluggers and spreaders

— Part 4; Auxiliary instruments

— Part 5: Shaping and cleaning instruments

iv © ISO 2011 — All rights reserved
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Introduction

Specific qualitative and quantitative requirements for freedom from biological hazard are not included in this
International Standard, but it is recommended that in assessing possible biological or toxicological hazards,

reference should be made to ISO 10993-1 and ISO 7405.

Attention is drawn to I1ISO 6360 which specifies a 15-digit number for the identification of dental rotary
instruments of all types.

© I1SO 2011 - All rights reserved



