EC DECLARATION OF CONFORMITY
Valid until 2024-02-24

According to the EC-Medical Device Directive MDD 93/42/EEC amended by Directive 2007/47/EC

ELECTROPLAST S.A.
Servando Gémez 2450
Montevideo - Uruguay

Declares under sole responsability that the medical devices described herafter
Product Group:  Stomach and oesophageal tubes

have been classified as Class lla (Annex IX Rule 5) and are in conformity with the essential
requirements and provisions of Council Directive 93/42/EEC as amended by Directive 2007/47/EC
and are subject to the procedure set out in Annex |l of Directive 93/42/EEC as amended by
Directive 2007/47/EC, under the supervision of Notified Body:

ID-Number: 0124

DEKRA Certification GmbH

Handwerkstrasse 15

D-70565 Stuttgart

Applicable Codes
Descripcién | Ch Cédigo
Tube for treatment of esophageal varices, Ch14 / 16/ 18 / 21 14/16/18 /21| 9825xxyy
Tube for treatment of esophageal varices, pediatric, Ch14 14 982714yy
Note:

xx- represents the size of the article (Ch) / yy- represents the brand of the article

Authorized Representative:
MEDICOPLAST International GmbH
Heusweilerstrasse 100 - 66557 lllingen
Germany

Montevideo, 25 February 2019
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