
ilssr
\d, DTACNOSTICA

EC DECLARATION OF CONFORMITY

Directive galzslec of the European Parliament and of the council of
e?th of october lggg on ln vitro Diagnostic Medical Devices

ssl Diagn:uti?" A./s manufactures and sells antisera for serotyping of
So/mone//o. The production is following a quality manrgu*#t system, which is
certified by Presafe Denmark R/s certirbrt" nu-ber oCN4 - ;93.H;pifJ"., i, 

"
manufactured according to the following standards and normativu jo.u**nL,

. DS/Eru tso 13485
r |.lnouncernent number 126g of l2rh December 2o0s by the Danish

Ministry of Health regarding the. implementatio n of Direcrir* ga/r9/Ec or
the European Porlioment ana cif the Cauncil af 27tn of Octob*r-igg'S ;1n
Vitro-Diagnostic MedicatDevices. The prodr.i iu not .o*i.o by the lisr Aand B in the directive's Annex ll. - - *J

SSI Diagnostica A,1$, Herredsvejen Zr34Oe Hillerod, Denmark hereby declares
that the product is manufactuied in accordance *iif'r i"l" rOor* listed
documents.
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Quality co-ordinator

SSI Diagnostica A/S

S&l Dlagncstica A/S
Hdrredsvejen 2
3400 Hilleffid

Denmark
T t45 48]9 91OO
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