DIN EN ISO 15225:2010-10 (E)

Medical devices - Quality management - Medical device nomenclature data structure
(1ISO 15225:2010)

Contents Page
0T =T o 3
o X0 11T T o 4
1 £ o - PSS 5
2 Normative referenCes ... e 5
3 Terms and definitioNs ... 5
4 Principle of StrUCLUre ......... . e e e 8
4.1 7= o = T 8
4.2 D LAY o 1 =Y o o o 8
4.3 L0 o 11T o )= Y o ¢ 9
4.4 GENEIIC HEVICE GIrOUP .coieiiiiiicciineirieriisssssssssmeresersssassssssnereesessassssssmsessesessasssasansnnssnsssssssssnnenssssnsssnnes 9
4.5 D LYoo T o - 9
4.6 Nomenclature structure example ... ——————— 10
5 L= o LT =Y 4 L= 0 10
5.1 D T oT o=« o 10
5.2 L= =T ol o Lo T o= o | T T« 1
5.3 DEVICE tYPO ieeiriiiietir it 12
5.4 Lo 1= o = =T 4 o 13
6 (D F= = T8 11 (=3 [ o2 4o 4 - T o P 13
6.1 7= o = | 13
6.2 Device category data file .........ccccoiiiiicciiiiir e e e 13
6.3 Generic device group data file ..........ccccccimiiiiiiccccserrr e 13
6.4 Device type data file .......cooiiiciecciiiii i n e annne 14
6.5 Collective term data file ... 15
Annex A (informative) Device categories ... ———— 16
Annex B (informative) Examples for generation of generic device group terms and synonyms ......... 19
Annex C (informative) Examples of generic device group records ........cccccceevmmmrrmrrinnssssssssseeseesesssssssnns 22
Annex D (informative) Examples of collective terms ...........cccociiiiiiiicccccscerrr e s 23
=1 o7 [T Yo | = T o 137/ 24



		2024-05-16T14:28:19+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




