ISO 10451:2002-02

(E)

Dental implant system - Contents of technical file

Contents Page
0T =310 o iv
11 o T W T o2 4 ' o PR \'
1 T o - 1

2 NOIrMAtive refErEeNCES ... s n e mnn e s 1

3 Terms and definitioNs ... 1

4 Yo [T =Y .4 L= o 2
4.1 (1Y 3= - | RPNt 2
4.2 7= Lo (=Y o N1 T PP 2
4.3 Design characteriStiCs ... ————— 2
44 Properties of the constituent materials ... —— 2
4.5 Properties of the final Product ............. 4
4.6 ManUufaCturing ProCeSS .......ccciiiiiieiriiiiir i n s 4
4.7 Quality control of the implant manufacturing process ..........ccoccriiiiicrnirciccer e 4
4.8 Control of infection and microbial contamination ...........ccccoiiiiioiinceccc 4
4.9 RISK @SSE@SSMENL ... 4
410 Clinical evalu@tion ... 5
4.11 = T2 - T | ' 5
412 7= = 5
413 L T3 4 e i Lo 4 E-30 oY gl U L= - PP 6
BibliOGraphy ...eeieiieie it 7



		2026-05-12T14:37:34+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




