
Certif icote
Quolity Monogement System

6cm ZerlitizlstunCsgosellschott für irodlzlnprodukls In

Europ0 mbH, Blsmolckstr. 106, 52066 Aochsn, Gsrmony,
hsreby declorss thot 0n exomlnotlon ot fho undor msnllonod
quolily 0ssuronce systom hos bosn corrlod out tollowlng lho
r6quirements ot DIN EN lS0 13485:2012.

Through 0n oudlt p€rfornsd on bsholl ot

lmpromedif orm CmbH
Gl6lsler Slück I l, 5851 3 Lüdenschsld. 00rm0ny

It c0uld be demonstrotsd lhol 0 qu0llty mon0gem0nt systsm

ecm

occording to DIN EN ISO
'iledicol devices
Roqoiremenls tor

I 3485:201 2
- 0oolily mo no 0omont
re0|llolory purposes'

sYsl0m s -

tor the d ovslo pm 6nl, monulocturing ond
dlslrlbution of medlcol dlsposobles 101

odmlnislrolion sols 0nd Infusion s0ls

hos been sstobllshsd 0nd implemenfod.

Thls corllllcol6 l3 only volld undor lho condlllons slotod In lhr hercollof
m!nllonod oudll roporl. Any sübsl0nllol choncos ot lh8 qu0llly
ossuronco h0vo lo bo nolllled to EcM ond oro SubJoct lo o sop0r016

ossossment.

Rsporl Numbor

t 79-16.32

Aochen, Septembsr 30'', 201 6

Roglsterod undor

z/ r 6/039 32 E

Volid unlll

Mo rch 31",2019

cot io n


