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

ECM, Bismorcksir.l06, 52066 Aochen, notified to EC under 0481 horsby
declorss thol on exominotion of the under mentioned quolity ossuronce
syslem h0s been corried 0ui lollowing thg requi.ements 0f onnex V ol the
Ditecliye 93/ 42/ EEC.

This certilic0t€ is issusd on beh0lf of:

ecm

Monuloclu16r

Vygon GmbH & Co. KG

Prog€r RlnC 100, 52070 Aochen, 0orm0ny

ECM certili6s thot ihs quolily ossuronce sysiem undor which lhe producls
listed in 0nnsx lto this cartificoio ore monufoctured conforms with ths
requiremenls of onnsx V of the Directive 93/42/EEC on modico dgvicas

This C€rlificoi€ is only volid for lhe products mentionsd obove. Speciol
lerms ol volidity ore described in onngx lto this coriilicote.

Any subsl0nliol chonges oi the quoliiy ossuronce sysiom or lhe lisied
products which mighl olfocl conformity to onnex V of the 0irective
93/42/EEC hove lo b€ notilied to ECM ond ore subject to o seporots
ossessm e n l.

Rsporl N u mber
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Annex lto Certiflcote
Number ot Pogos: I ot 2

z/ r6/03965E

This certiticole is volld tor the her€ofter tollowln0 dovl0€3:

Nom€ of product cot6gory Nom€ ol Indlvlduol typo

a,ecm
Zodllizierungsgesol scholl tor

rr€d2inprcdukl6 in Europo mbu

Nomsnclolure
c0d8,

l6-615

l8-017

15-022

r 6-209

r0-036

l0-759

l0-717

11-725

l6-797

I l-926

t5-224

18,066

Slngle use devicos

Slngl€ us6 dovicos

Singl€ use d€vicos

Slngl€ uss dovlcos

Slnglo uso dovicos

Singl€ use devicos

Slnglo use dovlcos

SinOlo uso dovicos

Singlc use dcvicos

Single use dGvicos

Sln O lo use dovlcos

Sln O ls uso dovicos

Coth6t6rlzotlon Kl13, C€nlrol
V6nous

Cqthotor, Conkol V6nou3,
Porlphorqlly InE6rlod

Coth€t€r, Homodlqlygl9

Cothotor, otho13

Adho9lvc, llquld

coth€t€rs, vo8culo.. umblllcol

Cothotors, Splnol, Epldurol

Flttln0s/Adopl.r8. Luor

FllllngE/Adopl!r9, Pneumotlc,
Othor

0uldo Wlrsg

0uldos,othor

Inlrov6nous uno Conn6ctors,
N sa d l6l6ss

, UMDNS Codo ls opflonol



Annex llo Csrllflcole
Number of Pooos:2 of 2

z/ r 6/03965E

Thls cortilicol6 ls volld tor the horeoftor followlng devlces:

jecm
Zerlilizierungsgss€llschofl lür
Medizinpmdukl€ n Europo mbH

Nomenclolure
c0d8

t6-?64

r 7-670

l0-6?8

r 6-E68

l0,6sr

l0-714

| 1-211

t 6-6t0

Nomo of product colegoly

Sln0l6 uso devlc6s

Sin0lG us€ davlca!

Singlo uso dovlcog

Slnglo usg d6vlc63

Slngle uso d6vlcas

Slngl€ us€ d6vlcog

Slngl€ uso dovlco8

Slnglo us6 dovicoS

Nom6 of Indivlduol lype

Coblog/Lgods, EC0

Colhalar lnltoducat3-Hcmoslosl3
Volvo

Cotholor Inhoducors

Polts, Vogculor Acc6ss

Colhsl6ts, Vogculor, Mlcf of low

CothotorS, Vosculor,
Embol6clomy/Thromb.ctomY

Tublng, PolYvlnyl Chlorldo

Tronsfor Sct8, tluld

Spociol f€rms of volldllyl

In cose of closs I producfs or storllo procodur€ pocks occ. lo orilcl6
l2 (3) ot the Dlrocllvo 93/il2lEEc th6 Intorvonllon of ocm ls llmltod t0

ospects of monufocluro concernod wlth Socuring ond molnlolnlng slerilo
conditions rospectlvolY ths conformitY wlth lhs melrologlcol roqulroments.

'UMDNS Code ls oPtlonol


