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EC Certificate

Full Quality Assurance System
Directive 9342/EEC an Medical Devices (MDD, Annex if excluding (4)
(Devices in Class lia, Iib ar 1)

No. G1 010578 0027 Rev. 01

Manufacturer: Driigerwerk AG & Co. KGaA
Muoiglingesr Alpo 53.55
23542 Lobeck
GERMANY

Facility(ies): Dragenwerk AG & Co. KGad

Revalsiralle 1, 23560 Lubeck. GERMANY

Dragerwork AG & Co. KGaa,
Moislinger Allea 53-55 23542 Labock GERMANY

L it

Product Category(ies): e =y e

Podiatric oy il
Lung g wlth L]

'] it -
Equiprmpnt iof uuttins, Brasting., inhalstion., avyges.
wnd

Mesical supply unlln and terminsl s lor sressurizes

medICal phien and veCuwm,

Pipglirms for COmpranied edical ganes B wliuaem,
o

The Cerification Body of TUV SUD Producl Service GmbH declanes that the aloemenbonad
manufacurer has implemonted & quakty assursnce system for design. manufacture ang fingl
Inspoction &f the respective devicas | dewica calogones in aceorgpnce with MOD Annax I This cushity
absurance syslem conforms to the requarsiments of this Drroctive and is subyoct to peviodical
surveillance, For marketing of closs (Il devices an additional Annex Il (4) cortifeate i mandatory. Sea
also nolos overlsal.
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