ISO 14630:2008-01 (E)

Non-active surgical implants - General requirements

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 ... 2
4 {19 L= T [ [ 0 =T g e o 44 F- o o1 2SS 3
5 Design attributes ... ———————— 4
6 MALEIIAIS ... —————————————————— 5
7 Design eValUuation ... —————— 5
71 7= o = T 5
7.2 Pre-clinical evaluation ... —————— 5
7.3 Clinical evalu@tion ... 6
7.4 Post-market surveillance ... —————— 6
8 T 14 L0 = Lo T 6
9 SEeriliZatioN ......ccooi e e eeeereeeeeeeseeeseesssssssESRSRsRERERRRRRSSSeseeesesensnnnnnnns 6
9.1 (1Y 3= - | PNt 6
9.2 Products supplied Sterile ... 6
9.3 Sterilization by the USer ... ——— 7
9.4 Sterilization residuals ..o ——————_. 7
10 = T2 = T | ' 7
10.1 Protection from damage in storage and transport ... ———— 7
10.2 Maintenance of sterility in transit ..........ccccooorriccc e —————— 8
1 Information supplied by the manufacturer ... ——— 8
1.1 (€ 1Y 3= - | PPNt 8
11.2 =1 7= |3V 9
11.3 LT3 4 e i Lo 4 E-30 oY gl U K= - PP 9
1.4 Restrictions on combinations ... ————— 1
11.5 Marking on implants ... ————————— 1
11.6 Marking for special PUIPOSES ... s s 1
Annex A (informative) Correspondence between this International Standard and ISO/TR

B = 1L 12
=1 o7 [T Yo | = T o 17/ 13



		2026-04-27T10:21:00+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




