DIN EN ISO 18113-5:2010-05 (E)

In vitro diagnostic medical devices - Information supplied by the manufacturer
(labelling ) - Part 5: In vitro diagnostic instruments for self-testing (ISO 18113-5:2009)

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 Essential reqUIremMents ... e 6
5 LI 1o =Y K== 1 Lo [ 4 = (] 4 6
5.1 7= o = T 6
5.2 Identification of the IVD inStrument ... 6
6 Elements of the inStructions fOr USE ... 7
7 Content of the instructions for USe ... 7
71 (V= T LT = o B =Y PP 7
7.2 Identification of the IVD instrument .......... ... 7
7.3 7= o (=Y o N1 T PP 8
7.4 Storage and handling ... —————————————— 8
7.5 Warnings and preCautions ... s s s s s s s s s s s s s s s s s s s s s s s s sssnsnnnnn 8
7.6 Instrument installation ..o ———————— 8
7.7 Principles of Measurement ... e 9
7.8 Performance of the IVD inStrument ... 9
7.9 Limitations Of US@ ....cooiiiiii e 9
7.10 Preparation prior to operation ... —————— 9
7.1 L0 1o T=T - 1T g Vo e T o Yo=Y [T - S 9
712 Lo 01 oY I o7 o Yo=Y o [T 4 10
713 Reading of examination results ...........cccccviiii e —————— 10
714 Special FUNCLIONS ... e s e e 10
715 Shut-dOWN ProCeAUIE ... sms e mmn e e e e e e e mmmn e e e s s mnnns 10
7.16 D 1T o Lo == T 01 ] o 4 0 =1 A e o TP 10
717 MaINTENANCE ...t 1
7.18 I8 o 0 o {53 e Yo 5 T 1
7.19 Lo [ 3NV T o = T o o 1
=1 o7 [T Yo | = T o 137/ 12

Annex ZA (informative) Relationship between this European Standard and the Essential

Requirements of the EU Directive 98/79/EC on "in vitro Diagnostic Medical Devices" ........ 13



		2026-06-29T21:10:23+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




