
Certif icote
Full Quolity Assur0nce System Approvol
Annex ll excluding (4) of the Direclive on Medicol
D evicss

ECM, Bismorckstr. I06, 52066 Aoch€n, notlfiod lo EC und€r 048I hereby
declores thot on exominotion of tho undor mSntioned quollly ossuronce
systsm h0s b€sn corri0d 0ut followlng lhe roqulrsm€nts of 0nnor ll
oxcluding (4) ol lhe oirectivo g3l42lEEC.

Thls csrtlflc0t€ ls issusd on bsholf of:

.€cm

Mon utoclu rer

Müller-omlcton GmbH & Co. KG
Schlor3er3lloSo l, 51789 Undlor, 0orm0ny

ECM certltles lh0t tho full quolity ossuronco syslom undor whlch the
pr0ducts llstsd In 0nn0x lto this corllllc0t0 0r0 m0nul0clur0d c0nforms
with the requlr€msnts ol onnex ll €xcludlng (4) ol fhe Directivo
93/ 42/EEC on modlcol dsvicss.

This Certiflcoto is 0nly volid for the producls mentioned obove. Spociol
terms ol volldily oro doscrib6d in onngx lto thls certiticoto.

Any subslontlol chongos of lhe quollty ossuronce sysfem or th€ listed
products whlch mlght oIf€ct conformlty to onnox ll ol ih€ Dlr€ctlv6
93/42/EEC hove lo be nolilied io ECM ond ore subject to o seporote
oss6ssmeni.

Audlt Rrporl llümbr.
792- | 6.53

Rr0llfrrod undor

z/r6/03920E
Volld unlll
Soptembor 18",202t

i*trt b.i...,rdt
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Aochsn, Soptomber t 9,", 2016



Annex lof Certilicole Z/16/03920E
Poge I ol l aecm

This ceriificot€ is volid for lhs hereofter following devices:

Nome of product Nom6 ol individuol typg Nomenclotu
colsgory ro cod€

Singl€ use devices Surfoc€s disinlection /
Singl€ us0 dsvicss Disinfection of denlol suclion systgms /
Singls uss dovic€s Inslrum€nts dlsinlection /
Single uso d€vicos lmprossion disintoclion /

Spsciol terms of volidity:

No n€.

uM0S Codo is optlonol


