
EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)

[Devices in class Ila, llh or In)

No. G1 15 09 58603 048

Manufacturer: aap Biomaterials GmbH
Lagerstrasse 11-15
64807 Dieburg
GERMANY

Facilityiies): aap Biomaterials GmbH
Lagerstrasse1i-15,64807 Dieburg, GERMANY

aap Biomalerials GmbH
Nordring 29, 64807 Dieburg‘ GERMANY

Product Mixing and delivery devices for bone cements
Categoryfies): and sterile accessories (class Ila)

bone substitute materials (class ill)
and bone cements (class lib + class it!)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system tordesrgn‘ manufacture and final

Product Servrce

lnspectrun of the respective devrces I device categories in accordance with MDD Annex Hi This

quality assurance system conforms to the requirements of this Directive and is subject to
periodical sun/alliance, For marketing of class Ill devices an additional Annex ll (4) certificate is

mandatory, See also notes everleaf.

Report No; 7i 3061786

Valid from: 2015-1024
Valid until: 2020-10423

ill—J?

Date, ZO‘l 5-09-29
Hans-Hemer Junker

TUV SUD Product Servrce GmbH is Notified Body with identification no 0123

Pagel oil

lUV SUD ProductServr’ce [5"sz [crtrivrmstellc , Rldlersrrar’ie 85 80333 Mu’nclren Germany
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