ES PROHLASENI O SHODE

GOLD

STANDARD
DIAGNOSTICS

Prohlasujeme, Ze u niZe uvedenych vyrobkil spole¢nosti NovaTec Immundiagnostica GmbH

(manufacturer), WaldstraRe 23 A6, 63128 Dietzenbach, Germany,

bylo v souladu se smérnici Rady 98/79/ES tykajici se diagnostickych zdravotnickych prostredkd in
vitro provedeno posouzeni shody.

Postup posuzovani shody:

IVD Smérnice 98/79 / ES, ptiloha lll

Kat. cislo Nazev vyrobku Klasifikace Kéd GMDN
AfG096 Aspergillus fumigatus IgG IVD 52002
AfM096 Aspergillus fumigatus IgM IVD 52006
BruG96 Brucella IgG IVD 50619
BrumMoe Brucella IgM IVD 50623
CaA096 Candida albicans IgA IVD 52052
CaG096 Candida albicans IgG IVD 52056
CaMO096 Candida albicans IgM IVD 52061
EchG96 Echinococcus IgG IVD 52219
LpG096 Legionella pneumophila IgG IVD 51068
LpMO096 Legionella pneumophila IgM IVD 51072
LiG096 Leishmania infantum IgG IVD 52274
SmG096 Schistosoma mansoni IgG IVD 52385
SmMO096 Schistosoma mansoni IgM IVD 63902
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