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In vitro diagnostic medical devices - Information supplied by the manufacturer
(labelli ng) - Part 2: In vitro diagnostic reagents for professional use (ISO 18113-

2:2009)

Contents Page
1 T o - P 5
2 Normative referenCes ... 5
3 Terms and definitioNs ... 5
4 =Y o 1= T 6
4.1 Essential reqUIremMents ..o ss s s s s s s s s s e s s n s r e esssnsnsnssnnn 6
4.2 Identification of kit COMPONENLS ... 6
5 Content of the outer container label ... 6
5.1 T 10 2= e (1T =Y 6
5.2 Identification of the IVD reagent ..o 6
5.3 L0 11 (=1 0 | =S 6
5.4 L =Y g T L= o T = 6
5.5 In Vitro diagnoStiC USE .....iccceiiiiiiiiii it 7
5.6 Storage and handling conditions ..........cccciiiini i ———————— 7
5.7 o117 - 1 (= 7
5.8 Warnings and pPreCautions ... s s s s s s s s s s s s s s s s s s s s s s s s snnnnn 7
6 Content of the immediate container 1abel ... 7
6.1 (€71 0 =T 1IN o1 o3V T o o L= PSP 7
6.2 T 14 T0 = Lo T =Y 8
6.3 Identification of the IVD reagent ... 8
6.4 L0 11 (=1 0 1 =S 8
6.5 IN Vitro diagnoStiC USE .....iccceiiiiiiiiii it 8
6.6 Storage and handling conditions ..........ccccciiiiii i ———————— 8
6.7 EXPIry date ...cccoeiiiiiiiiiiiii i 8
6.8 Warnings and preCautions ... ——— 8
7 Content of the iNStructions fOr USe ... 9
71 T 14 L0 = Lo T =Y 9
7.2 Identification of the IVD reagent ... s ssn e e snnne s 9
7.3 INEENAEA USE ... 9
7.4 Principles of the examination method ............... 9
7.5 Traceability of values assigned to calibrators and trueness-control materials ...................... 9
7.6 L0 oY 1T o T 4 =T o | £ 10
7.7 Additional required eqUIPMENt ... 10
7.8 Reagent preparation ... s e s 10
7.9 Storage and shelf life after first opening ........ccccoccriiriiini e ——— 10
7.10 Warnings and PreCautions ... sssssssssssssssssssssssssssssssssnsssnsnns 10
7.11 Primary sample collection, handling and storage .........ccccccoiiiiiiinininin e 1
712 EXamination ProCeaUre .........cccccciiiiiiiiiiininissssssssssssss s s sss s s s s s s s s s s ssssssssssssssssssssssssssssssssssssnsssssssssns 1
713 L0207 011 oY I oY o Yo7 =T o 11T 4 - SR 1
714 Calculation of examination reSUlts ..o 11
715 Interpretation of reSUILS ... 1
7.16 Performance characteriStiCs ... e 1
717 Biological reference intervals ... s 12
7.18 Limitations of the examination procedure ... —— 12



7.19 Literature referE@nNCEeS ........cccciiiieciiiiie i s rres s rsss s s rsaa s e an s s eanass s ranas s e nn s s eanasss s ennasssnenns 12

BibliOGrapRy ...ooceeeiiicis i, 13
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" ....... 15
0] =3 T o o 3
L) oo LU T3 T o) N 4



		2026-05-11T18:11:40+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




