ISO 18113-3:2022-10 (E)

In vitro diagnostic medical devices - Information supplied by the manufacturer
(labelling) - Part 3: In vitro diagnostic instruments for professional use

Contents Page
0T =N o iv
L Yo 11T o) \'
1 £ T o o1 1
2 Normative referenCeS ... e 1
3 TermsanddefinitioNs ........ .. e 1
4 Essential reqUIremMeNnts ...... ..o ssssssss s ss s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s s e s s e e s esssnsnsnsnnees 2
5 L= T oY= == 14 Lo [ 4 1o 13V [ S S 2
5.1 1671 1= - 1 2
5.2 Identification of the IVD instrument ... 2
5.21 AV IR 4 £ 0T 7= 0L T T = 2
5.2.2 85T 3 F= L 10T 4] o = P 2
5.2.3 IN Vitro diagnoStiC USE .......coicciiiiiiii i 2
5.2.4 Unique device identifier (UDI) ........cccocoiimiiiiiimiir s s sssn e 3
6 Elements of the inStructions fOr USe ... s 3
7 Content of the iNStructions fOr USe ... e s e 4
71 = 14 LB = Lo DT 4
7.2 Identification of the IVD instrument ... e e 4
7.21 AV BT T W] 1= 1 =T 4
7.2.2 Module and software identification .........ccccoo i ———————————— 4
7.3 Intended use/Intended PUrPOSE ... 5
7.4 Storage and handling ..o 5
7.5 Warnings and precautions and/or measures to be taken and limitations of use regarding
the INSTIUMENL ... e s e e s e mmn e e e e e mmmme e e e s 5
7.6 Instrument inStallation ... s 6
7.6.1 (€71 4 1Y o | PSP 6
7.6.2 AcCtion UPON dEIIVEIY ... s e 6
7.6.3 Site preparation prior to installation ... ——— 6
7.6.4 Bringing into operation ... ———— 6
7.7 B 0 T=Te VK e oY= = 11 (e o R SR 7
7.8 T Lo 1 oY o 1 7
7.9 I 1 1o T 7
7.10 Preparation prior t0 operation ... 7
711 Operating ProCeAUIE .......ccceiiiiiiiriiiirr e e an e e an e e e an e s e amn e e e amn e 7
712 CONLrol ProCEAUIE ......ciiiiiiiicirr e r e an e e R e e e s e e e e amn e e e e 8
713 Calculation of examination reSUILS ... e 8
714 Special FUNCLIONS ... s mmme e e e nan 8
715 EMergencCy SAMPIES ......cccceeiiiimiiiiiiiis i s s s 8
7.16 Shut-dOWN ProCeAUIE ... mm e e s e s s mmn e e e e e s s e mmn e e e e e e s nnnnn 8
717 Disposal iNfOrMatioN .........coo e s sse e e e s e s s mmnn e e e e e e e s nnnns 8
7.18 1 = T ] €= 4 = Lo = PR 9
719 TroubleSROOLtING ......cooiii e 9
7.20 DoCUMENE CONLION ... s r e e e annn e e e e s e a s annns 9
=31 o1 e |- o 13V 10



		2026-06-16T10:49:35+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




