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

ECM, 8ismorckstr.l06,52066 Aochon, notified to EC under 0481 hereby
decloros lhol on oxominolion ot the under menfloned quolity ossuronc€
syslem hos be€n corri6d out following the requiremenls ol onnsx V ol fhe
Onecllvs 93/ 42/EEC.

This coriificot€ is issusd on beholf of:

Monuloclurer

MEDIN0RM Medizintechnik cmbH
Gswerbop0rk 7-9; 66583 Splsson ElvsrsbsrC, 0ormony

ECM cerlilies thot the quolity ossuronco systsm und€r which lhs products
lisfed in onnex lto this certificole ors monufoctured conforms wilh tho
requirgmenls ot onnex V of lhe Dnecliuo 93/ 42/EEC on medicol devices.

ecm

This Cerlificoto is only volid Ior lhe products mentioned obovo. Speciol
terms of volidity ore doscribod ln onnex lto this cerliticoto.

Any subsloniiol chonges ol lhe quoliiy ossu.once syslem or the listed
products which m ighi offoct conformity to onnex V of the Directive
93/42/EEC hov€ to be nolilied to ECM ond ore subject to o sepo.ote
ossessment-
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Annex I to Cellificole ll l6/O3776E
Number of Pog€s: I of I a,ecm

le r/ lrriqste!, s.tc| rL,

[1ed/nfoCJ4e n lu cPü m[f]

Nom€nclolurg
code,

t 0-21 9

17 -221

I6-798

r 6-779

I0-762

I5-209

I0-746

l0-7 34

12-702

I r -305

r0,2r7

15.210

I7-538

This cortificqte is volid for

Nome of product cotogory

Single uso dovicgs

Singls uso devicos

S ing le use dovicos

Slngle uso devic6s

Single uso d ovicos

Single uso dgvicos

Sin g le use deviceg

Single !se dovicos

S inO le uso devices

Single uss d svicos

Singlo us6 dovicos

Sin g le uso devicos

Singls 0so dovjces

S ing le usg devicos

S ing le uso d6vic6s

Single uso d evicos

the hereofter followinq dovicos:

Nome of indlviduol type

Asplrolors, Trochool

Bowls, Miring, Comonl

Tubos, Feodlng, No9osnl€rol

Tu bing, Suction

Colhoters, Urethrql

Colh6ters,oiher

Colhsters, Rectol

Colhglers, Ne lolon

Colhslers, Nosol 0xygsn

Dro ins, Wound

Aspirotors, Su rg icol

D ro ins, Sump

Droin Conn€clor

Colholer Plu O

Fingsrtip

Aulolronslusion Unlts, Wh0l0 Bl0od
Rocovery

Speciol torms ol voladily:

In cose 0f closs I products or slerile procedure pocks occ. to orticle
l2 (3) ot the Dirociiv€ 93/42lEEC the int€rv€nlion of scm is limatsd to
0spscts 0t monufocluro c0ncerned wilh securing ond m0ini0inlng slorlle
c0nditions rsspgctively lhe conformily wilh thg mstrol0gicol r€quifomenls.

,UMDNS Cod€ is oplionol


