
Certif icote
Production Quolity Assur0nce System Approvol
Annex V of the Directive on Medicol Devices

ECM, Bismorckstr.l06, 52066 Aochen, notified to EC under 0481 hereby

declores thot on exominotion of the under mentioned quolity ossuronce
system hos been corried out following the requirements of onnex V of the

Directive 93/42/EEC.

This certificote is issued on beholf of:

Monufocturer

Robert Schindele GesmbH

Kicking 'l 8, 3l 22 Gonsboch, Austrio

ECM certifies thot the quolity ossuronce system under which the products
listed in onnex lto this certificote ore monufoctured conforms with the

requirements of onnex V of the Directive 93/42/EEC on medicol devices.

The opproved quolity ossuronce system is subject to periodic surveillonce
os defined by Annex V, section 4.

This Certificole is only volid for the products mentioned obove. Speciol
terms of volidity ore described in onnex lto this certificote.

Any substontiol chonges of the quolity ossuronce system or the listed
products which might offecl conformity to onnex V of the Directive
93/42/EEC hove to be notified to ECM ond ore subject to o seporote
ossessment.

ecm

Report Numbel

643-'r 6-83

Registered undel

zlrT 104045E

Volid until

April 4',, 2022
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Aochen, April5'^,2017



Annex I to Certif icote Z/17104045E
Number of Poges: I of I .ecm

Zertif izierungsgesellschofi für

This certif icote is volid for the hereofter following devices: Medizinprodukle in Europo mbH

Nome of product cotegory Nome of individuol type Nomencloture
code,

Single use devices Spill Kits '17-488

Speciol terms of voliditY:

ln cose of closs lproducts or sterile procedure poclts occ. to ortlcle
12 (3) of the Directive 93142/EEC the intervention of ecm is limited to

ospects of monufocture concerned with securing ond mointoining sterile
conditions respectively the conformity with tho metrologicol requirements.

' UMDNS Code is oPtionol


