
Certif icote
Quolily Monogement System

ecm Zertilizierungsgesellscholl lür Medizinprodukte in
Europo mbH, Bismorckstr. I06,52066 Aochen, Germony,
hereby declores lhol on ex0minolion ol lhe undermentioned quolity
ossuroncs syslem hos boon c0rriod out following lhg requiremenls
ol DIN EN lS0 'l 3485:2016.

Thlough 0n oudit perlormed on beholf of

Nexon Medicol AG
H0uplslr0sse 75, 6260 Reiden, Schweiz, Switzerlond

it could be demonstroled lhot o quolity m0nogemenl system

occording to DIN EN lS0 13485:20I6
"M6dic0l devlc6s - Su0lily m0noq€ment systems -
Requirements for regulolory purposes"

for lhe design ond development, production,
storoge ond dislribution of non-0ctive
implonts ond surgicol inslrumenls

Thls corlltlcole ls only volld under lhe condilions sl0ted ln the 0udll
roport menlloned hereoftsr. Any substonliol chonges ol lhe qu0llly
ossuronce hove lo be nolllied lo ECM 0nd ore sub.lscl lo o seporote
0ss0ssmenl.

ecm

Report N umbor

882-20-r 0r
Vo lid until

ovember l6'n,2023

Volid os of : November 1-l'n, 2020

rtificotio Body

hos been esloblished 0nd implemenled.

Registersd under

zl20l0472sE


