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In-witro-Diagnostika —

Bereitstellung von Informationen durch den Hersteller —

Teil 2: In-vitro-diagnostische Reagenzien flirden Gebrauch durch Fachpersonal
(IS0 181132:2009);

Englische Fassung EN 150 18113-2:2011,

Englische Ubersetzung von DINEN SO 18113-2:201 3-01

Dispositifs medicaux de diagnostic in vitro —

Informations fournies par le fabrcant (étiguetage) —

Partie 2: Réa ctifs de diagnostic in witro 4 usage profe ssionel (IS0 18113-2:2009);
Version anglaise EN IS0 18113-2:2011,

Traduction anglaise de DIN EN 150 1811 32:2013-01

Daocument comprises 20 pages

Tramkation by DIN-5pachend enst.
Incase of doubt, the German-anguage original shal be consdered authoritd e
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bBboriory testing and in-wiko-disgnostic-test systems” in collaboration  with Technical Committes
CEMNTC 140 " in-witn-diag nostic medical devices™ (Secreinat: DIN, Germany). The mapomible Garman body
invohied in e prepEaton was the Normenaweschuss Medizin (Medical Standards Committes), Waorking
Committes NA 063-0303 AA QualiEismanagemant in medizinischen Labomaloren.

DIMEMISC 18113 comiets of the folowing pads, under the geneml titk in win dagnostic medical
de vices — information suppled by he manufa cluer (labelling)

Part 1: Terms, definitions and general requiremenis

FPart 2: In vitro diagnostic reagenis brpmissional use
FPart 3: In wvitro diagnostic instrumenis for professional wse
FPart 4: In witro diagnostic reagenis breelf-lesting

Fart 5 In vitro diagnosbic insfrumenis for selfesting

The DIM SEndads comres ponding o the International Standards mefered to inthe document are a& follows:

150 8501 DIN 135 8501

130 14871 DIN EM 150 14571
120 152231 DI 150 15223-1
120 181131 DI EM 150 181131
130 18113-3 DIN EM 120 18113-3
Amendments

Thi standard differs fom DIN EMN 150 18113-2:2010-05 as follows:

a) Annex Z4% has been eviEed and rendsred more precees.

Previous editions

DIM EMW 375 199207, 2001-05
DIM EM IS0 18113-2: 201005
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LIM EM RO ET1141, in wire dagnosic medical dewvices — nbrmation supplied by the manufaclurer
fabeling) — Fart 1: Terma, definibons and gene al req uiemenis

DIM EM 150 181133, In wiltro diagnosic medical devices — inbmmabtion supplied by the manufaciumer
fabeling) — Fart 3: In wiro diagnostic ins trumen s for professional wee




