DIN EN 1639:2010-02 (E)

Dentistry - Medical devices for dentistry - Instruments

Contents Page
[ 0T, o T o 3
11 o T W T o2 4 ' o PR 4
1 T o - 5
2 NOIrMAtive refErEeNCES ... s n e mnn e s 5
3 Terms and definitioNs ... 7
4 Yo [T =Y .4 L= o 8
4.1 (1Y 3= - | RPNt 8
4.2 Chemical and physical Properties ... e 8
421 (€T 3= - | PPNt 8
4.2.2 Contaminants and reSIdUES ... s e 8
4.2.3 Contact With SUDSLaNCES ... 9
4.3 Control of contamination ... e 9
4.31 =Y o 1= T 9
4.3.2 Instruments supplied Sterile ... ————————— 9
4.3.3 Instruments supplied NON-StErile ... ——— 9
4.4 Construction and environmental Properties .........cccccciiiiicccisemriernss s s eeans 9
4.5 Instruments connected to or equipped with an energy sSource ..........cccceiiriinnnnnnnnnn.. 10
4.6 Protection against electrical riSkS ..........cccciiiiiiiiiiii 10
4.7 Protection against mechanical and thermal risks .........ccccccvminni 10
471 V10T - 14 o o 10
4.7.2 o L= PR 10
4.7.3 Electricity, gas or hydraulic and pneumatic energy ..........ccccovvimminiinnns s 10
4.74 SUurface teMPErature ... s mn e e e s amn e e e nnnns 10
4.8 Controls and iNAICAtOrs ... s e 1
4.9 Clinical evalu@tion ... e 11
410 Marking, labelling and information supplied by the manufacturer .............ccccovvemririiiiccccinnns 1
4.10.1 7= o 1= | 11
4.10.2 SYMDOIS ... e ane e a e an e e ane s 11
4.10.3 1= ] R 1
4.10.4 = o 12
4.10.5 Detachable COMPONENTS ... s 12
4.10.6 INSErUCLIONS fOI USE ...ecer e e e e e s 12
Of EU DirecCtive 93/42/EEC ........cooiiceeieriseererssssssesssssssessssssssssssssssssasssssssssssssesssssssesssssnsesssssnnessssnnesssssnnenssssnnees 14
=1 o7 [T Yo | = T o 137/ 15



		2026-04-17T05:56:38+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




