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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or Il

No. G2 041181 0034 Rev. 03

Product Service

Manufacturer: Biopsybell s.r.l.
Via A. Manuzio 24
41037 Mirandola (MO)
ITALY

ilitv(i . Biopsybell s.r.1.
Fac ty( es) Via A. Manuzio 24, 41037 Mirandola (MO), ITALY

Product Biopsy needles and sets, needles and sets for centring
C . . mammary lesions, needles and sets for infusions, biopsy
ategorY(|es)- systems, discectomy systems, vertebroplasty systems,

kyphoplasty systems, systems for the pre-natal diagnosis
and artificial insemination, heat and moisture exchangers
{hmes) fou use in humidifying the gases during spontaneous
breathing, introduction systems, systems for aspiration,
processing and reinjection of autologous adipose tissue,
systems for bone marrow explant

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Il devices an additional Annex lll certificate is mandatory. See also notes
overleaf.
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