
Certif icote
Production Qu0lity Assuronce System Approvol
Annex V of the Directiv€ on Medicol Devices

ECM, Bismorcksfr.l06,52066 Aoch€n, notalied to EC und€r 0481 h€reby
declorgs lhol on €xominotion of lhe undgr m0niion0d qu0lily 0ssuronca
syslem hos been c0fiied out lollowing the requirsm€nis of onnex V of lhe
0irectivs 93/42lEEC.

This cert f cots is issued on beholf oti

Monufocturer

Inlro spsclol colhsfsrs Gm bH

0slslrosso 2, 66780 Rehlin06n.Slorsbulg, Csrm0ny

ECM csrtities thot the quolily ossuronc€ sysiem under which lhe products
lisled In onnex lio this certificotg ore monufoclured confo.ms wilh lhe
requirements of onnex V of the 0ireclive S3/42/EEC on medicol devices.

This Certificoto is only volid for the producls mentloned obove. Speciol
t6rrns oi v0lidlty 0ro doscribod in onnex lt0 this cerlific0ie.

ecm

Any subslontiol chonges of the quolity ossurqnce system or th9 listed
producls which might oflocl conformity to onnox V 0f lhe Direclive
93/ 42/ EEC hove to be notified to ECM ond oro subject to o soporote
oss€ssm€n1.

Report N umbsr
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Volld unlil

November 17",2020

Aochgn, Novornber l8^, 20l5
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Annex I lo Certificote Z/ l5103696E
Numbgr of Pogesi I of I

This certificote is volid lor iho hereoftor following devicesl

jecm
/' , r--qs!.si 5:r'd

Nomencloluro
c0de

1l-726

10,8r7

r t -308

I r,925

r 0-678

I0-68S

10,7t4

l0-741

l5-209

I0,730

r 0-756

16,779

I3-828

l5-322

l4-i88

I4-325

I5,587

I0-729

Nom€ ol producl
colego ry

Single !se devices

Single use devicos

Singlo uso d evices

Sin g l6 use devices

Singlo use devicos

Sin g le uso d 6vices

Singlo uss devices

Sin g lg use devices

Singl6 use d evic6s

Single use devicos

Single use devices

Single use devicos

Sin g le use d evices

SinOle uso devrces

Sin0lo uso d evices

Sin g l€ use devices

Sin0le use devices

Singl6 use d evices

Singlo uso devices

Nome of individuol type

Fillings, Adoplor

Droinoge Systoms, Ptsu ro I

0roins, Thorocic

Guids Wires

Colh€lef s, Inlroducers

Colheters, Vosculo., Blood Pressur€

Colhetsrs, Vosculor,
Embolectomy/Thromboctomy

Cotheters, Cordioc, Pericordium
Droinoge

Colhelers,0th6rs

Colheters, R Ins ing

Cothelers, Vosculo r,
Emboleclomy/Thromboctomy, Eotton,

Tubing, Suclion

Slrippers, Vsin

Tubes, Bronch iol

Tubes, Connecting

Monifotds

Cotholors, Vosculof, Inlusion, Co ntro I

Storils Procedurs Pocks occ. S I 2, MDD

Cosework, G€n€rol.Purposo

Slerile Procodure Pocks occ. Sl2, MDD

l5-896

Speciol iorms of volidlly:

In c0se of cl0ss I products or slerile procedure pocks occ, lo qrticle
I 2 (3) ol the Oitectlve 93/ 42/EEC the intorvsntion of ecm ls timited to
ospects ol monufocture concerned wilh s€Curing ond moinlolning sterite
condilions respeclivoly lhe conformiiy with the metroloOicol roquirements.

'UMDNS Code is optlonol


