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DECLI\RATION OT CONTORMITY

MANUFlgfruREn: Ortho-ClinicdDiagnostics, Inc'
l00l US Hielway 202
Rsritan, NI08869-0606
U.S.A

AUIIORIZED REPRDSENTATIVE: Orttro-clinicsl Diagnostics
Mandeville ltrouse
62 TheBroadway
l|'g6gshern
BuckinghnnEhire HP7 OtU
United Kingdom
Attention: Dr. Stephen Abbofr

PROI}UCT: Selectogen 2x3 mL
Surgiscreen3 x3 mt
Selectogen 2x l0 mL
Surgiscrreen3xl0mL
ResolvePanelA ll x3 nL
ResolvePanelB 1l x3 mL

CLI\SSIFICATION: Ann€xllistB
CONT.ORMIIY ASSESSMEI$T
ROUIS: AnnexlV

Ortbo-Clinical Diagnostics, Inc. hereby declarry 
-BioVrlescreeg 

Pryain 9d
glovuescr.€n Ficin me* the provbions of-the Council Directive 98n9BS fur Medical
-p*iro. All sgpporting Abcumentation is retained undcr the premises of the

manrfacnrrer.

STANI'ARDS APPLtrED:

r EN l44l: Octobq 19Vl Medical Devices -Risk Analysis

o ISO 14971:2000 (E) Mediosl devic€s - Application of risk managementto medical

dwiccs
r prEl{ 13612: Sc,ptember 2001 Perftrnance cvaluation of in vitro diagtrostic medical

dcrtices
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DECIJ\RATION OF CONTORMITY (continued)

prEN 136,40: Sep,tmber 2001 Stability t€ding of invitro diagnostic reageds

Cominnatbn Record 1 - Directive l999l41lEfr ofthc European Parliament and ofthe
Council of 3l tvlay 1999 concerning the approximatbn ofthe laws, regulations and

administrative provisions of the Member States relating to the classificatb4
packaging and labelling of dangerous preparations.

EN 13641: 2002 Elimination or re&rction of risk of infection relatd to in vibo
diegnostic medical deiric€s

EN 12740: July 1999 Bbtcchnology-.Laboratories forresearc[ development and

analysis - Qridance frr handling inactivating and testing of waste

EN 3?5: Ianrary 2001 Informatbn supplied by the manufrctrrerwith in vi11o

diagnostic reageots for professbnal use

prEN 980: August 20V2 Grpbrcal slmbols for use in the labeling of medical dwices

NOTIFIEI} BOITY:

ECCERTIFICATE:

PI"ACT, DATE OX'ISSIIE:

SIGNATTIRE:
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