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EC DECLARATİON OF CONFORMİW
C€

Directive 98f9/Ec ofthe European Parliament and ofthe councİl of 27th october 1998 on
ln vı'tro Medical Diagnostic Devices

salubris, lnc. hereby declales under jts own responsibiIity that the product covered by the declaration is conform wİth
"Essential Requirements" listed in Annex l of Ec Direcliue 98/79/Ec (lVD Directive). supporting documentation is retained
undeİ the premises ofthe manufaduler.

Manufactuİer: sALuBRls, lnc. one Boston Place, suite 2600 Boston, MA 02108, U.s.A.

Tel| (800) 326-1484, Far {617)249-0803,

websİte: www.salubai§inc.com, e_mail: info@5alubrisİnc.com

Authoİised,epfesentatİve: sALu8Rls,2, clos deToussue 27300 Menneval- FRANCE

Tel| +33 683 00 84 77,

Pfoduct l,ıaİrrcr

Prodüct cod€:

lttrcLlswA8o

Ts060

Description: NUcLlswABo is a transport system used for collection and transport of aells and viruses from
elinical sarrıples or ffom envirohment, for iso}atioft of nucleiğ a€id, tk wil}bğ use4lftfru€lei€
acid amplifi cation tests.

classificationl A.ticle 9, paragraph 1of Ec council Directive 98/79/Ec on In Vitro Medical Diagnostic Devices

cofirormity ffi fiorİte; AccordiıEtğ Armex *l ofttİe lvo Directive 98f9lEe

Applied standardsi The followint retulations and standards have been appliedj

. EN lso 9lr012o15 -Quality Management systems-R€quirements

- Eıı l§o 13iıa&2eı6- i,Hkal d€vi€es -aua+itr manas€fi,efrt §}dem§ - Re$üifefi€ntJ fur f€a9}ğt9fr pğfPos€9
. Eİ{ lso 1497t2019-M€dicald€vİc€s-Application of risk managementto medicaldevices
. Et{ lso 18113-1ı2011- ln Vitro diagnostic medical devices , lnformation supp|ied byth€ manufacturer (labelling) - Part 1: Terms,

definitions and general r€qukements (lso 18113-1:2009)
. Et{ 13612:2002 - Pe.formance evaluation ofin Vitro dia8nostic medİcaldevices

April 1st, 2020
Thomas slLlER, M.D.

president


