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DECLARATION OF CONFORMITY

C€

Annex VIl Directive 93/42/CEE and further modifications and integrations

BIEFFE ITALIA s.r.l.

declare under its responsibility that the products with
accessories (see the list attached):

KART
EMERGENCY COMPACT — EMERGENCY MEDIUM
THERAPY COMPACT — THERAPY MEDIUM
PEDIATRIC COMPACT
VIEWER COMPACT
MONODOSE COMPACT
MULTIPURPOSE COMPACT

are in conformity with:

e the essential requirements of the EEC Directive 93/42/CEE and
further modifications and integrations as Class | medical device

GMDN: 36801

BIEFFE ITALIA S.r.l.
Flavio Ferrazzano
CEO
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DICHIARAZIONE DI CONFORMITA’

g

Allegato VII Direttiva 93/42/CEE e successive modificazioni e integrazioni

BIEFFE ITALIA s.r.l.

dichiara, sotto la propria responsabilita, che i prodotti:

KART
EMERGENCY COMPACT — EMERGENCY MEDIUM
THERAPY COMPACT - THERAPY MEDIUM
PEDIATRIC COMPACT
VIEWER COMPACT
MONODOSE COMPACT
MULTIPURPOSE COMPACT

sono conformi

e airequisiti essenziali della Direttiva 93/42/CEE e s.m.e i. concernente
i dispositivi medici, in qualita di dispositivo medico di Classe |
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Carinaro, Aprile 2019 BIEFFE ITALIA S.r.l.
Dr. Flavio Ferrazzano
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