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DECLARONS QUE LES PRODUITS
DECLARE THAT THE PRODUCTS

SedTrol, codes R030001, R030002

SONT CONFORMES AUX DIRECTIVES ET NORMES

CONFORM TO DIRECTIVES AND STANDARDS
98/79/EEC - IVD medical devices Annex Il
EN 375:2001-Information supplied by the manufacturer with in vitro diagnostic reagents for
professional use
EN 12286:1998- In vitro diagnostic medical devices-Measurement of quantities in samples of
biological origin - Presentation of reference measurement procedures
EN 12287:1999-In vitro diagnostic medical devices - Measurement of quantities in samples of
biological origin - Description of reference materials
EN ISO 13485:2003-Medical devices - Quality management systems - Requirements for regulatory
purposes
EN 13612:2002-Performance evaluation of in vitro diagnostic medical devices
EN 13640:2002-Stability testing of in vitro diagnostic reagents
EN 13641:2002-Elimination or reduction of risk of infection related to in vitro diagnostic reagents
EN 13975:2003-Sampling procedures used for acceptance testing of in vitro diagnostic medical
devices - Statistical aspects
EN ISO 14971:2007-Medical devices - Application of risk management to medical devices
EN ISO 17511:2003-In vitro diagnostic medical devices - Measurement of quantities in biological
samples - Metrological traceability of values assigned to calibrators and control materials
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Atitinka Siuos direktyvas ir standartus

98/79/EEC — IVD medicinos prietaisai Il Priedas

EN 375: 2001 Gamintojo teikiama informacija su in vitro diagnostiniais reagentais profesionaliam
naudojimui

EN 12286:1998 — In vitro diagnostiniai medicinos prietaisai — kieky matavimas biologinés kilmés
meéginiuose — referentiniy matavimo procediiry pristatymas

EN 12287:1999 — In vitro diagnostiniai medicinos prietaisai — kieky matavimas biologinés kilmés
méginiuose — referentiniy medziagy aprasymas

EN ISO 13485:2003 — Medicinos prietaisai — kokybés vadybos sistemos — reikalavimai priezitirai

EN 13612:2002 — in vitro diagnostiniy medicinos prietaisuy atlikimo analizé

EN 13640:2002 — in vitro diagnostiniy medicinos prietaisy testavimo stabilumas.

EN 13641:2002 — infekcijos rizikos, susijusios su in vitre diagnositniais reagentais pasalinimas ar
sumazinimas

EN 13975:2003 pavyzdziy atrinkimo procediira, naudojama testavimo patvirtinimui in vitro
diagnostiniams medicinos prietaisams — statistiné israiska

EN ISO 14971:2007 — Medicinos prietaisai — rizikos valdymo taikymas medicinos prietaisams

EN ISO 17511:2003 — in vitro diagnostiniai medicinos prietaisai — kiekiu matavimas biologinés kilmes
méginiuose — Metrologinis reikdmiy atsekamumas taikomas kalibratoriams ir kontrolinéms medziagoms.
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