DIN EN I1SO 22794:2007-10 (E)

Dentistry - Implantable materials for bone filling and augmentation i n oral and
maxillofacial surgery - Contents of a technical file (ISO 22794:2007)

Contents Page
0T =T o 3
o X0 11T T o 4
1 £ o - PSS 5
2 NOrMative referenNCes ... —————————— 5
3 Terms and defiNitioNS ... s nnnnnnnnnnn 6
4 Implantable materials ... 6
5 TeChNICAl file ... e 7
5.1 L0 o 5 =T 41 7
5.2 {0 3 T=7 g T o= TR eZ 0] 4 01 Yo -3 1o o R S 7
5.3 e Y2 o= T I o] o o 1= o €= 7
5.4 Intended applications, precautions, warnings and instructions ..........ccccccciiiiieenen, 8
5.5 Preclinical and clinical evaluation ... 8
5.6 (= T LT = o ] PP 10
5.7 Materials of animal origin ..o ——————— 10
5.8 SEeriliZatioN .....ccooi i re e eeeeeereeeneseseessssssssssSRsRERERERERSSSeeseesesenennnnnnns 10
5.9 e T3 = Vo 11 ' 1
5.10 Additional information supplied by the manufacturer ............. s 1
=1 o7 [T Yo | = T o 17/ 12



		2026-05-12T13:54:24+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




