AT GBS

Product Service

ertificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex H excluding (4)
(Devices in Class lla, llb or ll])

No. G115 09 58603 048

Manufacturer: aap Biomaterials GmbH

Lagerstrasse 11-15
64807 Dieburg
GERMANY

Facility(ies): aap Biomaterials Gmbk
Lagerstrasse 11-15, 64807 Dieburg, GERMANY

aap Biomaterials GmbH
Nordring 28, 64807 Dieburg, GERMANY

Product Mixing and delivery devices for bone cements
Category(ies): and sterile accessories (class lla)

bone substitute materials {class i)

and bone cements (class lib + class 11I')

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex [I. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex 1 (4) certificate is
mandatory. See also notes overleal.

Report No.: ' 713061786
Valid from: 2015-10-24
Valid untit: 2020-10-23

Date, 2015-08-28

Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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TUV SUD Preduct Service GmbH - Zerifizierstelle - Ridlerstrale 65 - 80339 Miinchen - Germany TOV




Kari-Hall-8trake 1, 78187

' p@ﬁarmanm 0 ha annua! aurveﬂlnnce audtts.

Date of thefirst certification:  2010-03-22 . Dateofthe!a‘éi-:-ecerziﬂcatibn: 2015

~ This certificate Is valid until 2020-03-21




Annex to the EC Certificate 51268-16-01 dated 201

Revision status: 0 Date; 2015-03-22 Page 1 of 2

Devices/device categories included in the certificate

Ciass I a (non-active);

Canpu!as,_'ﬁ';_amta!:camuias artd Kits (trestment units) for peripheral regional an
._Es:ti__a'_n'_m‘iti{:ah"cem'ulas. special cannulas and kits for peripheral regional anesthes
“position verification via electric impulse ;

Single components (Split cannula, permanent cannula, inlroducer- and initial
cannulas, siviels, oblurator needles, injection syringes, injection tubes, adapl
adapter, injektion V-lube, filter, injection cantulas, scaipels, extacorporst fixat
for :
a) regional snesthesia wilh optional pesitional verifcation via alecl
b} eomimon swgical supply

Cannulas. Special cannulas, frestment unlls, sys!
histology (blopsy) of soft lissue and bone / bone 1
Canmula for intravenous and intre-arterial {vas

Cannula for endocencus therapy

Valvas, modular insbrumen
minimal-invasive interventic

arthroscopy). histology 'Lbio'p’agy' Ly

Y-iubes and devices 48 %
Switchbox lor BECGGH

Bolus cannulas, two-way-5
longterm analgesia :
Cannulas, fhree-way-stopcocl, surgical bag), izali-:etjar
Gannulas, special cannulas and treatment units for €6
according to physiclans indication o0

Tuhe, canrmdas, syringe and adapter for agrescie loeal anesthesia of the respirat
the frachea : !

cannulas for positioning/ implartation of raclioisotopic seids within Lhe scope of the e:)zmr.)lagy'-'\;

Cannuiag, special cannulas, treatmeant units, cathelgrsand '.fczlwepg—‘s_. for pu iction,
seotion and injection of contrast medium, for exarnple for cholangk :gjr‘a‘phy (_X—ray of
biliary tract with confrast mediumgfor marmography and galactegraphy, ot

contacting C8F/ CNS
Gannula for surgical therapy of VUR (VESICO URETERAL REFLUX)
{orthopadic) instrument for creation of cavum
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