
Certif icote
Quolity Monogement System

ecm Zerlifizierungsgesellscholt f üI Medizinprodukle in
Europo mbH, Bism0rckslr. I06, 52066 Aochen, GeIm0ny,
hereby declores thot 0n ex0min0tion ol lhe und€rmenlioned quolity
ossuronce syslem h0s been c0rried out following the Iequitements
ol DIN EN lS0'13485:2016.

qccording to DIN EN lS0 13485:2016
"Medicol devices - Quolily monoqemenl syslems -
Requirements lor regulolory purposes"

produclion ond dislribulion ol sterile
pocedure pocks ond comPonents

This certillc0le is only volid under lhe condilions sloled ln the oudil
reporl menlloned hereofteL Any subsl0nljol chonges ol the quolily
ossuronce hove lo be notilied lo EC]ll ond ore subiecl io o sep0r0Te
0sseSsmenl.

ecm

Report Number

888-19-424

Registered u ndel

zl19lo4602E

Vo lid os of: Augusl l4'', 2019

erl li on Body

Through on 0udit per,ormed on beh0lf 0f

Homomed GmbH Herslellung & Verlrieb von Medizinproduklen
Röntgenslroße 1 3, 21465 Reinbek, Germ0ny

il could be demonstrqled thot o quolity monogemenl syslem

for the

hqs been eslqblished 0nd implemented.

( r/\

Volid until

August l3'n. 2022


