
Certif icote
Full Quolity Assuronce System Approvol
Annex ll excluding (4) of the Directive on Medicol
Devices

ECM, Bismqrckslr. 106, 52066 Aochen, nolified to EC under 0481 horoby
declores thot on exominotion of the under mentioned quolity ossuronce
system hos be€n corried oul lollowing th€ roquirsm6nts ol onnex ll
6xcluding (4) of the Directiv€ 93/42/EEC.

This certificole is issued on beholf ofi

Monufocfurer

Zeollth-Benf onil-Versond.d6
Elch.ndortfstroBs 35, 09131 Chsmnlfz, Germony

EClt4 cartifiss thot the full quolity ossuronce system undgr which the
products listed in 0nnex llo this certificole ore monufoclured conforms
wilh lhe requir€m€nts of onnex llexcluding (4) ol th€ Direclivo
93/42/EEC on medicol devicss.

Ihe opproved quolity ossuronce syslem is subject to periodic surv€illonce
0s d€fined by onnex ll excluding (4), ssction 5.

This Csrtificoig is only volid for the p.oducis meniionod obovo. Spgciol
lerms ol v0lidity ors descrlbed in onnex I to this certilicote.

Any substontiol chonges of the quolity ossuronc€ system or th€ listed
products which might offoci conformity lo onnex ll of the Direclive
93/42/EEC hov€ to be notifiod lo ECM ond ore subject to o seporolo
osssssment.

ecm

Audll RepoIt ilümbcr Reoigtorod undsr

875-17-82 t ZlrT 104118E

Aochen, Seplember I 5", 201 7

Volid untll

Seplombor 14", 2022
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Annex I ot Cerlificote l/ l7 /041 l8E
Pqge I of I jecm

'r r l ': t..t. rri

This carlificoie is volid for the hereofler following devices:

Nomo oi product colegory Noms ol individuol iype

Singlo use devices Spill Kits

- Zeo ith MED

- Benton li ME0

- z60bent MED

Nomgncloturo
c0de

r 7-488

Speciol terms ol volidity:

Nons

UMDS Code is oplionol


