
Certif icote
Production Quolity Assuronce Syslem Approvol
Annex V of the Directive on Medicol Devices

ECM, Bismorckstr.l06,52O66 Aochon, notified to EC unde.048l herebY
doclorss thot on €xominolion of ihe undsr mention€d qu0lliy ossuroncs
system hos been corrisd out followlng the t€quilemsnls of onnox V of ths
0irsctive g3/42lEEC.

This certificois is issued on beholf 0f:

Monufocturor

sl1ok62 prevont B.V.
Dr. Sroltewsg 70,8025 AZ Zwolle, Tho Nslherl0ndl

ECM ceriifiss thot the quolity ossuronce system under whlch the products
listod in onnex lto this cartllicoie or€ monufoctured conforms with the
rsquiremonts ol onnex V ol the Diroctive 93/42lEEC on medicol devices

The opprovgd quolity ossuronce system is subject to perlodic surv0illonc0
os defined by Annox v, section 4

Thls cerllficoie is only volld lor lhe products mentionod obove Speci0l
lorms of volidity oro doscribgd in onnex I lo this cortificolS

Any substontiolchonges of the quolity ossuronc€ syslem or the listed
producls which mighi oflgcl conlormily lo onngx V of lhe Diroctive
gS/qz/eeC hove to be notitied to EcM ond ors subjoct to o seporote
ossessm€nt.

Volid ünlll
]notcn 26", 2022
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Aochen, Morch 27',2017



Annex I to Certificote Z/17 /04042E
Number ot Poges: I of I jecm
This cerlificole is volid lor ihe h€roofter lollowing devic€si

Nome ol produci colegory Nome ol individuol type Nom€ncloture
cod 6,

Single !se devices C0lhsters, Bronchio l, Bolloon 17.827

Speciol ierms of volidity:

In cos€ ol closs lproducts or sterite procedure pocks occ. lo orticle
I 2 (3) of lhe D tective 93/ 42/EEC the inlervention ot ocm is I m iiod to
0spocts ol monufoclure concerned with securing ond mointoining slgrile
c0ndili0ns respectivety the conformity with the melrologicot roquiremenls.

UMDNS Code is opiionol


