
Certif icote
EC Design Exominotion
Annex ll.4 of the Directive on iiledicol Devices

ECI\4, Bismorckslr. 106, 52066 Aochen, notifisd 10 EC undsr 0481 hereby
declores lhot o design 6xom notion hos been corried out on the dev ce(s)
lisied in 0nnex I l0 lhis cerlificote followlng ihe requirements ol onnsx ll.4
ol the Directiv6 S3/42/EEC.

This certificole is iss!ed on beholl oll

Mon!toct!rsr

Co nic Voscu lo r Tech no logy S.A.
Vi0 Corlo ModErno, 23, CH-6901 Lugono, Swifzorl0nd

ECM cerlilies thol lhe design of ths device(s) lisled in onnex I to lhis
cerlificole conlorms wilh the requirements of onnex ll 4 of lhe Directive
93/ 42/ EEC on medico devices.

Thls Certlflcote is only volid for the products menlionod obove Speciol
lerms of volidity 0re described in onnsx lto this cerlificole.

Any subslonliol chonges of the exominod producl design or chongos in
lhe monufocluring process which mighl oifect conformiiy 1o lhe essenliol
requlremsnis ol ths Di.eciive 93/42/EEC or with lhe condit ons
prescr bed f0r use 0f the pfoducl hove to be notified t0 ECM 0nd ore
s!biect to o soporote opprovo .

ecm
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418-017679

Aochen, Ap ri 3',,

Re0istered undor
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2017

Volid until

Aptil2-,2022
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Annex I of Cerlificote Zl l7/04044E
Pog€ I of I

aecm
lirr/.ru as,res€ s:irlr r!r

This certificot€ is volid for the hersolter following devicos: r'!'1l11Jri' r i"roo' riH

Nome of product
cotegoryr sln g le use devices

Nomenclolurs
code : 11-521

Nome of Colheters, Vqsculor, Angioplosiy, Bqlloon; Coronory
individuoltypo: Porfusion

NGl5G8, NCt50t0, NGt 5G12, NCt SGlt NC-15G20,

NG20O8, NG20Gr 0, NC-20Or Z NC200-15, NC-20G20, NC,20G25,
NC225,8, NG225-10, NC-225-1 2, NG225-1 5, NC-225.20, NC-225-25,
NC225-30,
NC25G8, NC250r 0, NC25G] 2, NC25G]5. NC25020, NG25G25,
NCz5030.
NC275€, NC275-t 0, NC27 5-1 2, Nc27 11 5, Nc27 G20, NC21 +25,
NC-275-30,

NC.300€, Ng30Gt0, NC3oS]2, NC300r 5, NG30G20, NG30G25,
NC.30030.
NC-325a, NC,325,I 0, NG325- t 2, NC,325- I 5, NC.325-20, NC-325.25,
NC-32530,

NC350{. NG35GI0, NC35Gr 2, NC35Gl5, NC35S20, NC35G25,
NC35G30,
NG37F8, NC37$10, NC375r 2, NC375-15, NC37S20, NC-375-25,

NC37S30
N C40G8, NC40G I 0, NC40G I Z NG4oGI 5, NC40G20, NC40G2'
NC40G30,
NC450€. NC-45G1 0, NC-45G1 2, NO45S] 6, NC45020,
NC-5003. NC50G I 0, NC50G] 2, NC50G I 5, NC-50020

Speciol terms ol volidily:

None

, UMDNS Code isl oplionol


