ZERTIFIKAT CERTIFICATE CERTIFICADO CERTIFICAT ZERTIFIKAT CERTIFICATE CERTIFICADO

EU DECLARATION OF CONFORMITY

Name and address of the manufacturer:
ALPRO MEDICAL GMBH

Mooswiesenstr. 9, 78112 St. Georgen ® GERMANY

SRN: n/a

Name of the product:

EC55

Distributed by:
Elma Schmidbauer GmbH

Gottlieb-Daimler-Str. 17, 78224 Singen ¢ GERMANY
REF: REF 8000066, REF 8000068
Basic UDI-DI: ++E251006070019S

EMDN / CND Code: D99 - DISINFECTANTS AND ANTISEPTICS FOR MEDICAL DEVICES - OTHERS

GMDN Code: 47631 - Medical device disinfection agent

Intended purpose of the product:
Concentrate for disinfecting cleaning of medical and dental, including
quickly rotating and endoscopic instruments.

Risk class of the product: llb Classification rule: 15

Marking of the product: C E 0123

ALPRO MEDICAL GMBH is manufacturer of the above-mentioned medical device and
declares under sole responsibility that this medical device complies with the essential
requirements of Directive 93/42/EEC and that a complete documentation is available.

Applied common specifications: n/a

Notified Body:
TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Miinchen ® GERMANY

Conformity assessment procedure:
According to Directive 93/42/EEC, Annex Il without Section 4

EC Certificate No: G1 029056 0067 Rev. 00 Valid until: 2023-12-31

This declaration of conformity is valid until: 2023-12-31

St. Geoggen, 07.05.2021
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ALPRO MEDICAL GMBH Quality Manager




